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GOVERNMENT OF THE RUSSIAN FEDERATION
RESOLUTION

dated November 30, 2024 No. 1684
MOSCOW

On the Approval of the Rules for State Registration of Medical Devices
The Government of the Russian Federation hereby resolves:
1. To approve the attached Rules for State Registration of Medical Devices.

2. State registration of medical devices, including state registration of medical devices with a
low degree of potential risk of use, for which specific features of state registration have been
established, as well as making amendments to documents contained in the registration dossiers
for medical devices, for which applications have been submitted to the Federal Service for
Surveillance in Healthcare prior to the effective date of this Resolution, shall be carried out in
accordance with the requirements of the rules for state registration of medical devices that
were in effect prior to the effective date of this Resolution.

Registration certificates issued for medical devices that have undergone state registration on
the basis of an application submitted to the Federal Service for Surveillance in Healthcare prior
to the effective date of the Rules approved by this Resolution shall remain valid until
amendments are made to the information contained in the registry entry of the State Register
of Medical Devices and of Organizations (individual entrepreneurs) engaged in the production
and manufacture of medical devices.

3. Medical organizations meeting the requirements for medical organizations conducting clinical
trials
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of medical devices, as approved in the prescribed manner, and having confirmed such
compliance before March 1, 2025, shall notify the Federal Service for Surveillance in Healthcare
by sending a letter to the address of said Service (either in hard copy directly, or by registered
mail with acknowledgment of receipt, or in the form of an electronic document signed with an
enhanced qualified electronic sighature or an enhanced unqualified electronic signature, the key
verification certificate for which is created and used within the infrastructure ensuring
information and technological interaction of information systems used to provide state and
municipal services in electronic form, in accordance with the procedure established by the
Government of the Russian Federation, to the e-mail address of the Federal Service for
Surveillance in Healthcare) by September 1, 2025, regarding conformity with the requirements
established by subparagraph "e" of paragraph 6 and/or subparagraph "d" of paragraph 7 of the
Rules approved by this Resolution.

4. To declare invalid the acts of the Government of the Russian Federation according to the list
in the Annex.

5. To approve the attached amendments to the acts of the Government of the Russian
Federation.

6. The exercise of the powers provided for in this Resolution shall be carried out by the Federal
Service for Surveillance in Healthcare within the limits of the staff ceiling set by the Government
of the Russian Federation, as well as the budgetary appropriations allocated to the Federal
Service for Surveillance in Healthcare for leadership and management within the framework of
its established functions.

7. This Resolution shall enter into force on March 1, 2025, except for subparagraph "e" of
paragraph 137 of the Rules approved by this Resolution, which shall enter into force on
September 1, 2025.

Paragraphs 1, 2, and 6 of this Resolution and the Rules approved by this Resolution shall be in

effect until December 31, 2026, except for paragraphs 63, 87, and 101 of the aforementioned
Rules, which shall be in effect until December 31, 2025.

DOCUMENT SIGNED
WITH ELECTRONIC SIGNATURE

Chairman of the Government

of the Russian Federation
4E4B48AC2B4A4793191877D128ED7D62
Valid from 03.05.2024 to 27.07.2025

Owner: Government of the Russian

Federation

M. Mishustin



YTBEPXXIEHbBI

nocra”HoBieHueM [IpaBurenscTBa
Poccuiickont denepanuu
oT 30 Hos6ps 2024 . Ne 1684

IIPABHUJA

rOCy1apCTBEHHOM PErHcTPAMU MEJHUUUHCKUX U31eTUI

[. O0me nmonoxeHus

1. Hacrosimme IlpaBuna ycCTaHaBAMBAKOT MNOPSAOK TOCYJapCTBEHHOU
perucTpanuu MEIULIUHCKUX U3JIeUd, NOJISKAIIUX oOpaIieHHuo
Ha TeppuTopun Poccuiickoit @eaeparuu (nanee - MEAUIIUHCKUE U3ACIIHS).

2. l'ocymapCTBEHHOM peTHCTpalii  IMOJUIeKAT JIFOObIE HWHCTPYMEHTHI,
anmmapartbl, MOpuOOpPH, OO0OpPYJOBaHHWE, MaTEepPHAIBl H MPOYHUE HU3IEIHS,
MPUMEHSIEMbIE B MEIUIMHCKUX LEISAX OTACIBHO WM B COUYETAHUHU MEXIY
co0ol, a TakkKe BMECTe C JPYTHMH IPHHAMICKHOCTSIMH, HEOOXOTIUMBIMHU
JUIS TPUMEHEHUST YKA3aHHBIX U3JCNIUM MO Ha3HAUYCHMIO, BKJIIOUAs CHEUUAIbHOE
mporpaMmMHOe  oOecredeHre, W  MpPEJHA3HAYCHHBIE  MPOW3BOJUTEIIEM
(n3roroBUTENEM) IS NMPOPUIAKTUKY, JUATHOCTHKH, JCUCHUS U MEAUIIMHCKON
peabmuranuy 3a00J€BaHU, MOHUTOPHHTA COCTOSHHUS OpPraHU3Ma YeJIOBEKa,
MPOBEJICHUSI MEIUIUHCKUX MCCJIEA0OBaHUNA, BOCCTAHOBIICHUS, 3aMENICHUs,
W3MEHEHUS aHATOMHUYECKOW CTPYKTYPbl HMIH (PU3HOIOTHYECKHX (PYHKITUH
OpraHu3Ma, MPeIOTBPAIICHUS WU NPEephIBaHUs O€PEeMEHHOCTH, (DYHKIIMOHATIHBHOE
HAa3HAYCHHE KOTOPBIX HE peanu3yercss myTeM  (hapMaKoJOTHYECKOTO,
HMMYHOJIOTHYECKOTO, TE€HETHYECKOTO WJIH METa0OJMYEeCKOTO BO3JACHCTBUS
Ha OpPraHu3M 4YeJI0OBeKa.

Ha rtepputropunm Poccuiickoin @Peaepaniun  HE  PETHUCTPUPYIOTCS
MEIUIIMHCKUE W3S, YKa3aHHbIe B YacTh 5 cTaTthu 38 DenepaabHOro 3aKoHa
"O0 ocHOBax OXpaHbI 30POBb rpaxcaan B Poccuiickort denepannn”.

3. 'ocynapctBeHHast perucrpanus MEAULIMHCKUX 1763 (11707
ocymectBiusiercs — depepanbHOW — Cinyk00d 1m0 Ham3opy B cdepe
31paBOOXpaHEHUsI (Jlajiee - PErUCTPUPYIOIIUM OpraH).

4.B mnactosimux [lpaBuiax wuCHoONb3yIOTCS CHEAYIOIIUE OCHOBHBIE
MIOHATHS:
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APPROVED

by Decree of the Government

of the Russian Federation

dated November 30, 2024 No. 1684

RULES

for the State Registration of Medical Devices
I. General Provisions

1. These Rules establish the procedure for state registration of medical devices subject to
circulation on the territory of the Russian Federation (hereinafter referred to as medical
devices).

2. Subject to state registration are any instruments, apparatus, appliances, equipment,
materials, and other products used for medical purposes either separately or in combination
with each other, as well as together with other accessories necessary for the use of said devices
as intended, including special software, and intended by the manufacturer (producer) for
prevention, diagnosis, treatment, and medical rehabilitation of diseases, monitoring of the state
of the human body, conducting medical research, restoration, replacement, modification of the
anatomical structure or physiological functions of the body, prevention or interruption of
pregnancy, whose functional purpose is not achieved by means of pharmacological,
immunological, genetic, or metabolic effects on the human body.

Medical devices specified in Part 5 of Article 38 of the Federal Law "On the Fundamentals of
Health Protection of Citizens in the Russian Federation" are not subject to registration on the
territory of the Russian Federation.

3. State registration of medical devices is carried out by the Federal Service for Surveillance in
Healthcare (hereinafter referred to as the registering authority).

4. The following basic terms are used in these Rules:



"0€30MacHOCTh MEIUIMHCKUX H3Jeauil" - OTCYTCTBHE HEOIyCTHMOTIO
pUCKa, CBS3aHHOTO C NPHUUYUHEHHEM BpeAa >KU3HHU, 3JI0POBBIO UEJOBEKa
U OKpYyXalolle cpee;

"mokazaTesibHbIe MaTepHuabl IPOU3BOUTENA (M3roTOBUTETIA)
MEIUIMHCKOTO  u3Menus” -  JoKa3aTellbHble MaTepuaibl  (JOKYMEHTHI)
OpOU3BOAUTENA  (U3TOTOBUTENS) MEAMIIMHCKOTO  W3JENUs WIW  HUHOHU
OpraHu3allui, COJEpPKalllUe PE3YJIbTaThl HCIBITAHUN B LEIAX ONIpeaeIeHUs]
KadyecTBa M 0€30IaCHOCTH MEAUIMHCKOTO M3JENIHUA, COOTBETCTBUA €T0
XapaKTEepUCTUK (CBOMCTB) TpeOOBaHMSIM HOPMATUBHOM  JTOKYMEHTAllUH,
TEXHUYECKOM W DJKCIUIyaTallUOHHOM  JOKyMEHTAllMd  MPOU3BOJUTENSA
(uzrotoBuTENA) U (WIM) HCCIEAOBAaHHH C 1EJIbIO OLECHKH OHOJOTHYECKOM
6e30IacHOCTH MEAMIIMHCKOTO H3JeNusd, a Takke O0OOCHOBAaHHME BBIOPaHHBIX
METOJ/IOB, WX BAJIMIHOCTH, IO3BOJIAIONINE OIEHUTh IPUMEHSEMBIE METOJbI
(METOIMKH) U MepedeHb UCIIOIb3YEMOI0 UCIIBLITATEILHOIO0 000y 10BaHMS;

"3a4BUTEND" - MPOU3BOAUTEND (M3TOTOBUTENH) MEIMIIMHCKOTO U3JETUSI
WIM YIIOJITHOMOYEHHBIH MPEACTaBUTEND IPOU3BOIUTENS (M3TOTOBUTENS);

"eTUHBIN TUYHBIH KaOWHET 3aiBUTENA" - MOJACUCTEMA €JUHOTO JIMYHOTO
KaOuHeTa 3asBUTENs B (QeaepalbHOW TOCYJIapCTBEHHONH HMH(POPMAIIMOHHON
cucteMe "EnuHBI mOpTanm TOCYAapCTBEHHBIX M MYHHUIUINAIBHBIX YCIYT
(pyHKumii)";

"eIUHBIH JIMYHBIM KaOMHET MEIMIIMHCKOM opraHu3aluu" - IMoACHCTEMa
€IUHOTO0 JUYHOTO KaOMHeTa MEIUIMHCKOW opraHuzanuu B deaeparbHOn

roCyJapCTBEHHOU HH(pOpMaIIMOHHOM CHCTEME "EnunHeIi TopTal
rOCyJapCTBEHHBIX U MYHHUIIUIAIBHBIX YCIYT (DYHKITHH)";
"KauecTBO  MEAMIIMHCKOrO  M3JeausA" - COBOKYIHOCTh  CBOMCTB

U XapaKTEPUCTHUK MEIUIMHCKOTO HU3JIETus, BIUAIOIIMX Ha €ro CIOCOOHOCTh
JNeHCTBOBATh IO HA3HAYEHUIO TP YCJIOBUU COOTBETCTBHUS TPEOOBAHHUAIM
HOPMAaTUBHOM  JTOKyMEHTAIlUH,  TEXHUYECKOH W  DIKCIUIyaTallMOHHOMN
JOKyMEHTallMu  mpousBojautTens  (u3roroBurens). Ilog  HazHaueHuEM
MEIUITUHCKOT0 U3/IENIUs MMOHUMAETCS PEIICHHE MPOU3BOIUTENS (M3rOTOBUTEIS)
B OTHOIIEHHUH 1I€JIEBOTO HCIIOJIb30BAHUSA MEIUITMHCKOTO H3JIENHs, OCHOBAHHOE
Ha €ro crnenuduyeckKux CBOMCTBAX, 0OECIEUUBAIONIUX JOCTHXKCHHE Ieei
MEIUITUTHCKOTO IpUMEHEHUS, U OTpaXKE€HHOE B TEXHUYECKOU
M DKCIUTYyaTallHOHHOMN JOKYMEHTAIUK MPOU3BOIUTENS (M3TOTOBUTES );

"KIMHUYECKHE MCIBITaHUA" - pas3paboTaHHOE M 3aIllJIAHHPOBAHHOE
CUCTEMATUYECKOE HCCJIEAOBAHUE, NPEINPUHATOE B TOM YHCIE C YYaCTHUEM
yelloBeka B KauecTBe CyOBbeKTa, JJid OLIEHKH 0e30MacHOCTH U 3 (PEKTUBHOCTH
MEIUITUHCKOT'O U3/CIINS,
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"Safety of medical devices" means the absence of unacceptable risk associated with causing
harm to human life, health, and the environment;

"Manufacturer's (producer's) evidentiary materials for a medical device" refers to evidentiary
materials (documents) from the manufacturer (producer) of the medical device or another
organization that contain the results of tests for the purpose of determining the quality and
safety of the medical device, its characteristics (properties) compliance with the requirements
of normative documentation, technical and operational documentation of the manufacturer
(producer), and/or studies aimed at assessing biological safety of the medical device, as well as
justification of the selected methods, their validity, enabling the assessment of the applied
methods (methodologies) and the list of testing equipment used;

"Applicant" means the manufacturer (producer) of a medical device or an authorized
representative of the manufacturer (producer);

"Unified applicant personal account" means a subsystem of the unified applicant personal
account in the federal state information system "Unified Portal of State and Municipal Services
(Functions)";

"Unified medical organization personal account" means a subsystem of the unified medical
organization personal account in the federal state information system "Unified Portal of State
and Municipal Services (Functions)";

"Quality of a medical device" means the combination of properties and characteristics of a
medical device that affect its ability to perform as intended, provided that it complies with the
requirements of normative documentation, manufacturer’s (producer’s) technical and
operational documentation. The intended purpose of a medical device means the
manufacturer’s (producer’s) decision regarding the targeted use of the medical device, based
on its specific properties that ensure the achievement of its medical application goals and
reflected in the manufacturer’s (producer’s) technical and operational documentation;

"Clinical trials" means a developed and planned systematic investigation undertaken, including
with the participation of humans as subjects, to evaluate the safety and effectiveness of a
medical device;



"Momenp (Mapka) MEOUIIMHCKOTO H3Aeaus" - BapUaHT HCIOTHEHUS
MEIHUIIHHCKOTO HU3JICIINA, XapaKTepU3YIOLIHNICA onpeeIeHHBIMU
KOHCTPYKTUBHO-T€XHOJIOTUYECKUMH PEIICHUSAMH M KOHKPETHBIMH 3HAYEHUSIMU
nokazaTesiel ero 1eneBoro (QyHKIIHOHAILHOI0) Ha3HAUEHHUS,

"HopMaTHBHAs JOKyMEHTallus" - JIOKYMEHT, perjJaMEHTHPYIOIIUN
TpeOoBaHHs  0€30MacHOCTH, KadecTBa, a  Takke  IpeJrnosiaracMyto
3PEKTUBHOCTh MPEIYCMOTPEHHOIO MPUMEHEHUS M METOABI  KOHTPOJIA
COOTBETCTBHUA MEAMIIMHCKOTO H3JEIusA 3TUM TpeOoBaHusaM. CocTaB CBEICHHH,
YKa3bIBAEMBIX B HOPMATUBHOM JOKYMEHTAIIMH, YTBEPKAACTCS PETHUCTPUPYIOIIUM
OpraHoM;

"MpUHATIEKHOCTR' - U3/IENINE, HE ABJIAIOIIEECS MEAUIIMHCKUM H3IEITHUEM,
OIPEAEIEHHOE €ro IPOU3BOJIUTEIIEM I COBMECTHOTO IPHUMEHEHHS C OJHUM
WIA  HECKOJbKUMH  MEAMIMHCKUMU  U3JCTUSIMH TPH  HMCIOJIb30BaHUU
B COOTBETCTBHH C UX Ha3HAUCHHUEM;

"MpOoU3BOAUTEND (M3rOTOBUTEH) MeTUIINHCKOTO uzaenus” -
IOPUINYECKOE JIMIIO WIH 3apETHCTPUPOBAHHOE B KAaUeCTBE HHJIUBUIYAJIBHOTO
npeAnpuHUMarens (U3HYeckoe JIMI0, OTBETCTBEHHBIE 3a  pa3paboOTKy
U HM3rOTOBJIIEHHE MEAUIIMHCKOTO M3JENUs, JeNalollie €ro JOCTYIHBIM
JUIS HCTIOJB30BAaHMUS OT CBOEr0 HMEHHM HE3aBUCHMO OT TOro, pa3paboTaHo
U (WJIM) U3TOTOBJICHO MEIUIIMHCKOE H3JENIHE 3THM JIMIIOM HIM OT €ro HUMEHU
JPYTUM JUIIOM (JIMIIaMH), W HECYIIUE OTBETCTBEHHOCTh 3a O€30IacCHOCTb,
Ka4yecTBO H 3P PEKTUBHOCTh METUIIMHCKOTO U3IEIU;

"MpOU3BOACTBEHHAs IUIOMIaKa" - TEPPHUTOPHAIBHO 000COOJICHHBIH
KOMIUIEKC, IIPEIHAa3HauYeHHBIN I BBIIIOJIHEHUS BCETO Ipoliecca MPOU3BOJICTBA
MEIUITUHCKOT0 M3JICNIN WIN €ro OlpeelIeHHBIX cTaauid. [loa ompeneneHHbIMU
CTaJIUSIMU MPOU3BOACTBEHHOTO MPOIIEcca MOHUMAIOTCS:

HM3TOTOBJIEHHE BCEr0 MEIUIIMHCKOrO M3IEJIUI HJIN €ro0 OCHOBHBIX OJIOKOB,
KpOME OCHOBHBIX OJIOKOB, SBJIIONIUXCA MEIUIMHCKHUMH  H3JICJIHUSIMH,
3apEruCTPUPOBAHHBIMY B YCTAaHOBIICHHOM MOPSIIKE HA Tepputopuu Poccuiickoi
denepanui, B TEPPHUTOPHAIBHO 000COOJICHHBIX KOMILIEKCAX, BXOISIIAX
B OPTaHU3ALMOHHYIO CTPYKTYPY MPOU3BOAUTENS (M3TOTOBUTEIIS) MEAUITUHCKOTO
U3JICINs;

W3TOTOBJIEHHE 10 JIOTOBOPAM CO CTOPOHHUM  MPOU3BOAUTEIEM
(IOAPSATUYNKOM) BCEr0 MEIUIIMHCKOTO H3ACIHSA HJIH €ro OCHOBHBIX OJIOKOB,
KpOME OCHOBHBIX OJIOKOB, SBJIAIONIUXCA MEIUIMHCKHUMH  H3JIEJIHUSIMH,
3apErUCTPUPOBAHHBIMY B YCTAaHOBIICHHOM MOPsIAKE Ha Tepputopuu Poccuiickoi
denepanuu;
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"model (brand) of a medical device" means a version of a medical device characterized by
specific design and technological solutions and definite values of indicators related to its
intended (functional) purpose;

"regulatory documentation" means a document stipulating requirements for safety, quality, as
well as the expected effectiveness of the intended use, and methods for monitoring the
conformity of a medical device to these requirements. The scope of information specified in the
regulatory documentation is approved by the registering authority;

"accessory" means an item that is not a medical device, as determined by its manufacturer,
intended for joint use with one or more medical devices in accordance with their intended
purpose;

"manufacturer (producer) of a medical device" means a legal entity or an individual registered
as a sole proprietor, responsible for the development and manufacture of a medical device,
making it available for use under its own name, regardless of whether the medical device was
developed and/or manufactured by this person or on their behalf by another person(s), and
bearing responsibility for the safety, quality, and effectiveness of the medical device;

"manufacturing site" means a territorially separate complex intended for carrying out the entire
process of manufacturing of a medical device or certain stages thereof. Certain stages of the
manufacturing process include:

- manufacturing of the entire medical device or its main components, except for main
components that are themselves medical devices registered in the prescribed manner in the
territory of the Russian Federation, in territorially separate complexes that are part of the
organizational structure of the manufacturer (producer) of the medical device;

- manufacturing, under contracts with a third-party manufacturer (contractor), of the entire
medical device or its main components, except for main components that are themselves
medical devices registered in the prescribed manner in the territory of the Russian Federation;



CTEPWIM3AINSA MEIUIMHCKOTO U3JAeTus (I MEIULMHCKUX H3JCIuH,
BBIITYCKAEMBIX B CTEPHJIBHOM BUJIE);

MapKHPOBKAa MEIUIIMHCKOTO M3AeIusA (IIPU OCYIIECTBICHUN MapKUPOBKU
POU3BOINTEIEM (M3TOTOBUTENIEM ) MEAUITUHCKOTO H3/ICIIHA).

[Tog ocHOBHBIMM OJIOKAaM{ [MOHUMAIOTCS H3JENUsI, KpOME 3allacHBIX
yacTel MEIUIIMHCKOTO U3JIeNHs, BBITyCKaeMble B OOpallleHue OT HMEHU
MPOU3BOJNTENS (M3TOTOBUTENSA) PETUCTPUPYEMOTO MEAUIIMHCKOTO H3EIHS,
MEXaHHMYECKH HE CBsA3aHHBIE C APYTMMH OCHOBHBIMH OJIOKAMH MEIMIIMHCKOTO
U3JIeNusg  IpU  TOCTaBKEe MEIUIMHCKOTO M3Jeilus U obecreyuBaroue
(YHKIIMOHHPOBAHHUE MEIUITMHCKOTO U3/IEIIUS B COOTBETCTBUH ¢ HA3HAYCHHEM.

[Ipon3BOJICTBEHHON IUIOMIAAKONM MEIUIMHCKUX M3ACIUU HE MOTYT
SIBJIATHCS 3aHHUE, COOPYKEHHE, IIOMEIIICHNE ¢ Ha3HaYeHHEM 'Kuoe";

"perucTpalioHHOE JOChE" - KOMIUIEKT JOKYMEHTOB, IpEACTaBISIEMBIN
3asBUTENIEM JUII TOCYJAPCTBEHHOM PETUCTpAllUM MEIUIMHCKOTO HU3Jeius,
BHECEHHMS HW3MCHEHHMII B TakKue JOKYMEHTBI, OTMEHBI TOCYJdapCTBEHHOM
pETUCTpaIlid MEIUIIMHCKOTO H3JIeNIUs, a TaKK€ KOIHUM PEIICHUH, MPHUHATHIX
PETUCTPUPYIOITUM OpPraHoM U ¢eJepalbHBIM TOCYAapCTBEHHBIM OIOIKETHBIM
YUpPEKJICHHEM, HaXOAAIIUMCS B BEJACHHU PETHCTPHPYIOIIETO opraHa (Jajee -
AKCIIEPTHOE YUPEKICHHE), B OTHOIICHUH KOHKPETHOTO MEIUIIMHCKOTO U3ICIIHS;

"pETUCTPAllMOHHBIM HOMEpP MEIUIIMHCKOTO U3AeauA" - KOJ0BOE
o003HaUeHHE, MPUCBAUBAEMOE  MEIMIIMHCKOMY  HM3JIEIHI0  IPH  €ro
rocyJapCTBEHHOM perucTpaiuu, oJ KOTOPBIM OHO BHOCHUTCS

B TOCYJAapCTBEHHBI peecTp MEAUIMHCKHUX H3JEIUd U OopraHu3aiuit
(MHAUBUAYAIBHBIX IIpEeANpPUHUMATENEH), OCYIIECTBISIONINX IIPOU3BOACTBO
W M3TOTOBJICHHE MEAHMIIMHCKUX H3JC/IHH (Jayee - rocyJapCTBEHHBIH peecTp),
U COXpaHsIeMOe HEU3MEHHBIM MPU 00paIIeHUH METUITMHCKOTO U3ASIHU;

"TeXHHUUIeCcKas JOKYMEHTAITUs IIPOU3BOIUTESA (M3rOTOBUTEIIA)
MEIUIMHCKOTO0 H3Aenus" - JOKYMEHT (JIOKYMEHTHI), perjaMeHTHPYIOIIHi
KOHCTPYKIMIO MEIUIIMHCKOTO M3JCINSA, YCTAaHABJIMBAIOIMIMN TEXHUYECKUE
TpeOOBaHUA M coAepXKallluii JaHHBIE JI1 €ro pa3paboTKH, IPOHU3BOACTBA,
OPUMEHEHMS, OKCIUTyaTallud, TEXHHYECKOr0  OOCIYy)KHUBaHHSA, PEMOHTA,
YTHIN3AMUH WIH YHUITOXKCHHUS,

"TeXHHYEeCKHE MCIBITAHUS MEIHIMHCKOro Hu3Aeiaua" - HCHBITaHHA
C IEIBI0 OIpelelIeHHs KauyecTBa M OE€30IIaCHOCTH MEIUITMHCKOTO H3CNHS,
COOTBETCTBHUS €ro XapaKTepHUCTHUK (CBOMCTB) TpeOOBaHUSAM HOPMATHBHOI
JOKYMEHTAIIMH,  TEXHHYECKOM W OKCIUIyaTallMOHHOW  JOKYMEHTaIlUU
NPOU3BOJAUTENS (M3TOTOBUTEISA) U IPUHATHA IIOCICAYIOMIETO  PEIICHHS
O BO3MOXHOCTH IIPOBEJCHUS KIMHUYECKHX HCIIBITAHUH, IIPOBEIACHHBIC
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sterilization of the medical device (for medical devices released in a sterile condition);

labeling of the medical device (when labeling is carried out by the manufacturer (producer) of
the medical device).

The main units are understood to mean items, other than spare parts of the medical device, that
are placed on the market in the name of the manufacturer (producer) of the registered medical
device, are not mechanically connected to other main units of the medical device upon delivery
of the medical device, and ensure the functioning of the medical device in accordance with its
intended use.

A production site for medical devices may not be a building, structure, or premises designated
as “residential”;

“registration dossier” means a set of documents submitted by the applicant for state
registration of a medical device, for making amendments to such documents, for cancellation of
state registration of a medical device, as well as copies of decisions made by the registering
authority and the federal state budgetary institution subordinate to the registering authority
(hereinafter — expert institution) in relation to a specific medical device;

“registration number of the medical device” means a code assigned to the medical device upon
its state registration, under which it is entered in the State Register of Medical Devices and
Organizations (individual entrepreneurs) engaged in the production and manufacture of medical
devices (hereinafter — State Register), and which remains unchanged throughout the circulation
of the medical device;

“technical documentation of the manufacturer (producer) of the medical device” means a
document (documents) regulating the design of the medical device, establishing technical
requirements and containing data for its development, production, application, operation,
maintenance, repair, disposal, or destruction;

“technical testing of the medical device” means tests aiming to determine the quality and
safety of the medical device, conformity of its characteristics (properties) to the requirements of
regulatory documentation, technical and operational documentation of the manufacturer
(producer), and subsequent decision-making on the possibility of conducting clinical trials,
performed



B aKKPEJAUTOBAHHOW B HAIIMOHAIBHOHN CHCTEME aKKpEAMTAIIUH HCIBITaTeIbHOMN
naboparopuu (LIEHTPE) ¢ YUETOM 00JIaCTH €€ aKKpeIUTaIIHH;

"TOKCUKOJIOTHUECKHE  HCCIIEIOBAHUS  MEOUIIMHCKOrO  u3uxeiaud" -
HCCJIECIOBAHUS B IIEJIIX OLICHKH OHMOJIOTMYECKOH 0e30MacCHOCTH MEIHUIIMHCKOI'O
U3JIeNIUS U IPHUHATHSA TOCIEIYIONIEr0 PelIeHUS O BO3MOXXHOCTH TIPOBEICHUS
KIMHUYECKUX HCIIBITAHUM, MPOBEICHHBIC B aKKPEIHUTOBAHHON B HAITMOHAIHHOM
CHUCTEeME aKKpeIuTallUh HCIBITaTeNbHOM nabopaTtopuu (IIEHTpE) € YUYETOM
00J1aCTH €€ aKKpeIUTaIllu;

"YIIOTHOMOYEHHBIM  MPEJCTABUTENh TPOUZBOAUTENS  (M3TOTOBUTEIS)
MEIUIMHCKOTO0 H3AeNus" - IOpUIUYECKOe JHIO0 HWIH 3aperHCTPHPOBAHHOE
B KauecTBE HHIUBUAYAJILHOTO MpeanpuHUMaTeds (GU3HYSCKOe  JIUIIO,
ABJISAIOMIMECS pe3usieHTaMu  Poccuiickoit  ®enepaniuu, yIOJIHOMOYEHHBIE
NPOU3BOJUTENIEM (M3TOTOBUTEIEM) MEIUIIMHCKOIO M3JEIUA IPEICTaBIAThH
€ro HHTEpEeChl IO BompocaM  OOpallleHHs  MEAUIIMHCKOTO  M3JCITHSA
Ha Tepputopun Poccuiickoit denepanny, B TOM YHC/Ie IO BOIIpOcaM IPOLEayp
OIICHKH COOTBETCTBHS M TOCYAApPCTBEHHOM pEerucTpalluu;

"SKCIUTyaTallMOHHAs JOKYMEHTAIlus IIPOM3BOJIUTEN (HM3TOTOBUTEIS)
MEIUIMHCKOTO Hu3Aeausa" - JOKYMEHT (JOKYMEHTHI), IIpeAHa3HAuCHHBIN
JUISL O3HAKOMJICHHS IIOTPEOUTENIA ¢ KOHCTPYKIHMEH METULIMHCKOrO H3JSus,
pErVIaMEHTHPYIOIIMA  YCIIOBUS U IIpaBUJIa AKCIUIyaTaluu  (MCIIOJIb30BaHUE
0 Ha3HAYEHMIO, TEXHUYECKOE OOCTy)KHBaHHE, TEKYIIMH PEMOHT, XpaHCHUE
U TPaHCIOPTHUPOBKA), TapaHTHPOBAHHBIE IIPOM3BOJUTENIEM (HM3TOTOBUTEIIEM)
3HAYCHUS OCHOBHBIX IIapaMeTpPOB, XapaKTEPUCTHK (CBOMCTB) MEIUIIMHCKOTO
U3JIeNIus, TapaHTHiHBIE 00sg3aTeIbCTBA, a TAK)KE CBEJEHUS O €ro YTHIN3AIUU
WIN YHUYTOKECHHY;

"3JIEKTPOHHBIM KAOWHET 3asBUTENA" - CEPBHC B aBTOMATH3UPOBAHHOMU
UH(GOPMAITMOHHOW CHCTEME PErHUCTPUPYIONIEr0 opraHa B HHGOPMAIMOHHO-
TeJICKOMMYHHUKaIIMOHHON ceTH "HuTepHer" (mamee - cerb "HaTepHET"),

MO3BOJISIIONIUN 3agBUTENIO IMOCJE MPOXOXKIACHUS MPOIEAYPHl UIAECHTU(UKAIUN
U ayTeHTU(UKAIUK OCYIIECTBIATh B3aUMOJIECHCTBHE C PETHUCTPUPYIONIUM
OpraHoM, a TakXKe I[OJIYYHUTh [JOCTYNl K CBEICHHUIM U JOKyMEHTaM,
coliepKalllUMCSl B PETHCTPALIMOHHOM JIOChE, B ClydasX, MPeayCMOTPEHHBIX
HacTosiumHu [IpaBmnamu;

"3JIEKTPOHHBIA 00pa3 JTOKyMeHTa" - JTOKYMEHT Ha OyMaKHOM HOCHTEIE,
npeoOpa3oBaHHBIE B JJEKTpOHHYIO  (dopMy  IMyTeM  CKaHHPOBAHUS
C COXpaHEHHEM €TI0 PEKBU3UTOB;

"3(bPeKTUBHOCTD MEAUIIMHCKOTO U3/ENUA" - CIOCOOHOCTH MEAUIIMHCKOTO
U3JIEJUsT COOTBETCTBOBATh HA3HAUECHMUIO, YCTAHOBIEHHOMY IPOU3BOJUTEIEM
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in a testing laboratory (center) accredited within the national accreditation system, taking into
account the scope of its accreditation;

“toxicological studies of a medical device”

studies conducted for the purpose of assessing the biological safety of a medical device and
making a subsequent decision on the possibility of conducting clinical trials, performed in a
testing laboratory (center) accredited within the national accreditation system, taking into
account the scope of its accreditation;

“authorized representative of the manufacturer (producer) of a medical device” - a legal entity
or a natural person registered as an individual entrepreneur, who is a resident of the Russian
Federation, authorized by the manufacturer (producer) of the medical device to represent its
interests concerning the circulation of the medical device within the territory of the Russian
Federation, including matters of conformity assessment procedures and state registration;

“operational documentation of the manufacturer (producer) of a medical device” - document(s)
intended to familiarize the consumer with the design of the medical device, regulating the
conditions and rules of operation (intended use, maintenance, current repairs, storage, and
transportation), the manufacturer’s (producer’s) guaranteed values of main parameters and
characteristics (properties) of the medical device, warranty obligations, as well as information
about its disposal or destruction;

“electronic cabinet of the applicant” - a service in the automated information system of the
registering authority on the information and telecommunication network ‘Internet’ (hereinafter -
the ‘Internet’), allowing the applicant, after completion of the identification and authentication
procedure, to interact with the registering authority, as well as to access the information and
documents contained in the registration dossier, in cases provided for by these Rules;

“electronic copy of a document” - a document on a paper medium converted into electronic
form by means of scanning, with the preservation of its details (requisites);

“effectiveness of a medical device” - the ability of a medical device to correspond to the
purpose established by the manufacturer



(m3roroButreneM). IHHEKTUBHOCT MEIUIMHCKOTO H3JENHUSA I0JITBEPIKIACTCS
NPAKTUKOW KIMHUYECKOTO TMPUMEHEHHsS, B TOM 4YHCJIE KIMHUYECKUMHU
UCTIBITAHUSMHU.

5. l'ocynapcTBeHHasi perUCTpaliys MEIULIMHCKUX U3/IENUH, TOATBEPKICHHE
¢ (HEKTUBHOCTH KOTOPHIX TpeOyeT NpOBENEeHUS KIMHUYECKHX HCIBITaHUN
C y4YacTHEM 4YeJIOBEKa U TIOJYYECHUs pa3pelieHus PETHCTPUPYIONIETO opraHa
Ha IPOBEIECHHE KIMHUYECKHUX HCIBITAHUM, OCYIIECTBIAETCS B COOTBETCTBUU
¢ myHKTamu 63 - 86 HacTosmux [Ipapum.

[NocymapcTBeHHast peructpaius MEIUIIMHCKUX U3IEIUM, MOITBEPKICHUE
3¢ (HEKTUBHOCTH KOTOPBIX HE TpeOyeT MPOBEJEHUS KIMHHUYECKUX HCIBITaHUN
C y4acTHEM 4elIoBeKa WIH TOJIYYeHHs pa3pelieHrs] PETUCTPUPYIOIIETO opraHa
HAa TMpOBEJEHHE TaKUX  KIMHUYECKUX  MCIBITAHUH,  OCYIIECTBIISAETCS
B COOTBETCTBHU ¢ MyHKTaMU 87 - 100 HacTosmux [IpaBui.

BHecenue u3MeHeHU# B TOKYMEHTBI, COJEPIKAIIUECS B PETUCTPAITMOHHOM
JIOChE, OCYIIECTBIISIETCS B COOTBETCTBHMU ¢ HyHKTaMu 112 - 118 HacTosmux
[IpaBua B OTHOIIIEHUHM W3MEHEHHM, HE TPEOYIOIIMX MPOBEICHUSA DKCIIEPTU3BI
KauecTBa, dJ(PGEKTUBHOCTH U  O€30MaCHOCTH  MEAUIIMHCKOTO  U3JIeius,
U B COOTBETCTBHHM ¢ IyHKTamMu 120 - 133 nHacrtosmux IIpaBui B OTHOIIEHUHU
U3MEHEHUH, TpeOyIONMX MPOBEACHUS DKCIEPTU3bl KauecTBa, 3((QEKTUBHOCTU
1 6€30MacHOCTH METUIIMHCKOTO U3JEIIHSL.

BHecenue nu3MeHeHU# B TOKYMEHTBI, COJEPIKAIIUECS B PETUCTPAITMOHHOM
Joche, Ha TporpaMMHOE oOOecledueHue ¢ NPUMEHEHHEM TEXHOJIOTHH
HUCKYCCTBEHHOTO  HMHTEJUIEKTa,  SBJAOIIEeCS  MEAUIMHCKUM  U3JIETTHEM,
OCYIIECTBIISIETCSI B COOTBETCTBUM ¢ mNyHKTamu 112-118, mwm 120 - 133,
win 135 u 136 HacTosmux [Ipasui.

[ocymapcTBeHHass perucTpanus METUIIMHCKUX U3JENHi MPOBOJAUTCS
HAa OCHOBAaHUU PE3YJbTaTOB TEXHUUYECKHX HCIBITAHUM, TOKCUKOJIOTHYECKUX
UCCIIEIOBAHUM, KIMHUYECKUX MCHIBITAHUN, IPEACTABISIONINX CO00i (opMbI
OIICHKH COOTBETCTBUSA MEAMIMHCKUX U3JEIMH € y4yeToM KiaccupUKaIuu
B 3aBUCUMOCTHU OT MOTEHIIMAIBHOIO PUCKA UX MPUMEHEHHUS, UHCIIEKTHPOBAHUS
NPOU3BOJICTBA, aHalM3a  JOKAa3aTeNbHBIX  MAaTepUajoB  MPOU3BOJUTENA
(M3roTOBUTEISA) MEIUITUHCKOTO U3JIeTus, IKCTIEPTU3HI KauecTBa,
3¢ ekTUBHOCTH U  O€30MaCHOCTH MEIUIIMHCKUX M3ACIUH C  y4eToM
KJIacCH(UKAIUA B 3aBUCUMOCTU OT IOTEHIIMANIBHOTO PHCKa HX IIPUMEHEHHS,
a TakkKe MCIBITAHUM B MENAX YTBEPKACHUS THUIIA CPEACTB H3MEpPEHUN
(B OTHOIIEHUY METUIMHCKUX HU3AEIUNA, OTHOCAIIUXCSA K CPECTBAM H3MEpPEHUN
B c(hepe rocyJapcTBEHHOTO PeTyJIUpPOBaHUs 0becTieueHUs eIMHCTBA H3MEPEHUH,
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(by the manufacturer). The effectiveness of the medical device is confirmed by practical clinical
use, including clinical trials.

5. State registration of medical devices for which confirmation of effectiveness requires clinical
trials involving humans and obtaining a permit from the registering authority to conduct clinical
trials, is carried out in accordance with Sections 63 to 86 of these Rules.

State registration of medical devices for which confirmation of effectiveness does not require
clinical trials involving humans or obtaining a permit from the registering authority to conduct
such clinical trials, is carried out in accordance with Sections 87 to 100 of these Rules.

Amendments to documents contained in the registration dossier are made in accordance with
Sections 112-118 of these Rules with respect to changes not requiring an expert evaluation of
the quality, effectiveness, and safety of the medical device, and in accordance with Sections
120-133 of these Rules with respect to changes requiring an expert evaluation of the quality,
effectiveness, and safety of the medical device.

Amendments to documents contained in the registration dossier for software utilizing artificial
intelligence technologies that constitutes a medical device, are made in accordance with
Sections 112-118, or 120-133, or 135 and 136 of these Rules.

State registration of medical devices is carried out on the basis of the results of technical tests,
toxicological studies, clinical trials, which represent forms of conformity assessment of medical
devices taking into account the classification depending on the potential risk of their use,
manufacturing inspections, analysis of the evidential materials of the medical device
manufacturer (producer), expert evaluation of the quality, effectiveness, and safety of medical
devices taking into account the classification depending on the potential risk of their use, as well
as tests for the purpose of type approval of measuring instruments (with respect to medical
devices classified as measuring instruments within the scope of state regulation of ensuring the
uniformity of measurements,



NepeucHb KOTOPBIX  YTBEpKAaeTcss MHUHHUCTEPCTBOM  3APaBOOXPAHECHHS
Poccutickoit denepanun).

6. Knuauueckue HUCIBITAHUS MEIUIMHCKUX M3JeIui (32 HCKIIOUCHHEM
MEIUIMHCKUX U3JIEeIUH IS TUarHOCTHUKH In Vitro) IPOBOAATCS B MEIUITMHCKUX
OpraHMU3aIIUIX, OTBEUAIOIIUX CJICIYIOMINM TPeOOBaAHUIM:

a) HAIMYKUE JIMICH3UM Ha OCYIIECTBICHHE MEIUIIUMHCKON NesaTeNbHOCTH
C YyKazaHHeM IepedyHs paboT (yCIOyT), COCTaBISIONIUX MEIUIIMHCKYIO
JEeATENbHOCTD, UCXO/A U3 Ha3HAUYC€HHUS M 00JAcTH MPHUMEHEHHUS MEAUITMHCKHUX
W3JIeJIUi, B OTHOIIIEHUH KOTOPHIX IPOBOIATCS UCIIBITAHUS;

0) HAIMYKMEe B YyCTaBe MEIUIIMHCKONM OpraHu3alllH CIEAYIOIIUX BHIOB
JEeSITEILHOCTH:

Hay4Has (Hay4HO-UCCIIeI0BaTEIbCKAs) NeATEIbHOCTD;

NPOBEACHNE KIMHHYECKUX UCTIBITAHUH METUIIMHCKUX H3CIIH;

B) HaJIMUWe OTJEeJeHUs (ITajJlaThl) HHTCHCHUBHON Tepaluh M peaHuMaIuu
(B ciyuyae MpoOBEJEHUS KIMHHYECKUX HCIBITAHUN MEIUIIMHCKUX H3JeIHi
C ydyacTHEM 4YeJoBeKa B KaueCTBE CyOBEKTa, OTHOCAIIUXCSA K Kiaccam 20 u 3
B 3aBUCHUMOCTH OT IOTEHIIHAILHOTO PUCKa TIPUMEHEHHUS);

) o0ecIeueHue 3aluThl KOHPUASHIIUATbHOM HH(POPMAIHH;

1) HAJIMYHE CTAHJAPTHBIX OIEPAlMOHHBIX MPOIECAYp, PErIaMEHTHPYIOIINX
MPOBEJCHUE KIMHUYECKUX UCMBITAHUN MEIUIIMHCKUX U3EIHH, OXBaTHIBAIOIINX
B TOM 4HCJIE:

KBaJIu(pUKAIMOHHBIE TpeOoBaHUs U 0OyUYeHHE IIepCcoHaa;

B3aHMOJIEHiCTBHE C KOMHUTETOM IO 3THKE;

moJTyueHre HHOOPMUPOBAHHOTO COTJIACHS,

MOPAOK MPOBEACHUS KIUHUYECKUX UCTIBITAaHUIL;

BEJICHHE U yUeT TOKYMEHTAIIUH KIMHUYECKOT'O UCIIBITAHUS;

NPOLIEAYPhI, CBA3AHHBIE C CO3JAaHHEM U BepuUpukamueit Habopa JaHHBIX
JUIL  TIpOBEJAEHMUS KIMHUYECKHUX HCIBITAHUM TIporpaMMHOI0 oOecredeHus
C TIPUMEHEHHEM TEXHOJOTHM MCKYCCTBEHHOTO HHTEIIEKTa, SBIISIOUIETOCS
MEIUIMHCKUM U3JIeJIHeM (B ClIydae IIPOBEJCHUS TaKUX HUCIIBITAHUN ),

¢) obecrieyeHHe BHECEHHS CBEJICHHM O IIPOBEIACHHBIX MCIBITAHUSAX,
BKJIIOYAs CBEACHHS O BBIJIAHHOM aKT€ OIIEHKH pe3yJIbTaTOB KIHMHHUYECKHUX

UCIIBITAHUM, B~ aBTOMATU3UPOBAHHYIO  WHMOPMAIIMOHHYIO  CHUCTEMY
PETUCTPUPYIONIETO OpraHa B IIOPAJKE, YCTAHOBIEHHOM PETUCTPUPYIONIUM
OpraHom;

) HaJTHuue y CIEITHAIICTOB MEIUITUHCKON OpraHU3aIllH,

HCIIOCPCACTBCHHO IIPOBOAIINX IIPpOOCAYPBI, CBA3AHHBIC C KIHMHHYCCKUMHU
HUCIIBITAHUAMHA, HIH IIPHUHUMAIOIINX PCHICHUA, CBA3aHHBIC C KIMHHYCCKHUMHU
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(the list of which is approved by the Ministry of Health of the Russian Federation).

6. Clinical trials of medical devices (with the exception of in vitro diagnostic medical devices)
shall be conducted in medical organizations that meet the following requirements:

a) Possession of a license to carry out medical activities indicating the list of works (services)
constituting medical activities, based on the purpose and scope of use of the medical devices
being tested;

b) Inclusion in the charter of the medical organization of the following types of activities:

- Scientific (research) activity;

- Conduct of clinical trials of medical devices;

¢) Availability of an intensive care and resuscitation department (ward) (in the case of
conducting clinical trials of medical devices involving a human as a subject, related to classes
2b and 3 depending on the potential risk of use);

d) Ensuring the protection of confidential information;

e) Availability of standard operating procedures regulating the conduct of clinical trials of
medical devices, which shall cover, among other things:

- Qualification requirements and training of personnel;

- Interaction with the ethics committee;

- Obtaining informed consent;

- Procedure for conducting clinical trials;

- Maintenance and accounting of clinical trial documentation;

- Procedures related to the creation and verification of data sets for conducting clinical trials of
software using artificial intelligence technologies that constitute a medical device (in case such
trials are conducted);

f) Ensuring the entry of information about the conducted trials, including information about the
issued act of assessment of clinical trial results, into the automated information system of the
registration authority in the manner established by the registration authority;

g) Availability among the specialists of the medical organization who directly conduct
procedures related to clinical trials, or make decisions related to clinical



UCIIBITAHUSIMHU, BBICHIETO MEJIUIIMHCKOTO 00pa3oBaHUs IO CIIEIHATIbHOCTH
B COOTBETCTBUM C 00JacThbl0 MEAMIIMHCKOTO MPUMEHEHHUS MEIUIIMHCKOTO
U3

7.K  MeAUIMHCKUM  OpraHu3alldsM, [POBOISIIUM  KIMHUYECKUE
UCIIBITAHUS MEIUIIMHCKUX W3JIETUHN JJI1 TUArHOCTUKY in Vitro, IpeIbsBIAIOTCS
cienyoue TpeboBaHUs:

a) HATMYWE JIMIIEH3UU Ha OCYIIECTBICHHE MEIUIMHCKON JesATeNbHOCTU
10 1a00paTOPHOMN TUarHOCTUKE M KIMHHYECKOH J1abOpaTOPHOU JTUAarHOCTHKE;

0) HaIu4YMe B yCTaBe MEIUIIMHCKON OpraHu3alliy CIEAYIOUIUX BHJIOB
NeATENbHOCTHU

Hay4Has (Hay4HO-UCCIEA0BaTENbCKas) NeITeIbHOCTD;

NPOBEICHUE KIMHUYECKUX UCTIBITAHUN MEAUITMHCKUX U3/IETHH;

B) obecrieueHue 3auThl KOHGUIeHIIHaIbHOM HH(pOopMaIliH;

T') HATUYHE CTaHAApPTHBIX OMEPAIlMOHHBIX MPOILEIYp, PeriaMeHTHPYIOIINX
NpOBeIeHUE KIUHUYECKUX UCIIBITAHUN METUITMHCKUX U3IEIUHA, OXBaThIBAIOIIUX
B TOM YHUCJIE:

KBaJIM(UKAIIMOHHBIE TpeOOBaHUA U 00yUeHHE IepCcoHaa;

MOPSAJIOK MOBEPKH U KAIUOPOBKU 000PY/10BaHUS;

MOPSAJIOK MPOBEJACHUS KIIMHUYECKUX UCTIBITAHUI;

BeJIEHHE U yUeT JOKyMEHTAITUU KIHHUYECKUX UCTIBITaHUM;

1) obecrieyeHue BHECEHUsI CBEJCHUN O TPOBEIEHHBIX KIMHUYECKUX
UCIIBITAHUAX, BKJIIOYAs CBEJEHUS O BBIJIAHHOM aKT€ OIEHKH pe3yJIbTaTOB
KIMHUYECKUX HCIBITAaHUN MEIUIIMHCKOTO W3Jeus i1 JTUAarHOCTHKHU In Vitro,
B aBTOMAaTHU3UPOBAHHYIO MH(POPMAIIMOHHYIO CHCTEMY PETUCTPUPYIOIIETO OpraHa
B ITOPSJIKE, YCTAHOBJIEHHOM PETUCTPUPYIOIIUM OPTaHOM;

€) HAJIMYME Y CHECIUATIMCTOB METUITMHCKON OpraHU3allii, HEMTOCPEACTBEHHO
NOPOBOJANINX MPOLEAYPHl, CBsA3aHHBIE C KIMHUYECKUMH HCIBITAHUSIMH,
WIM TPUHAMAIOIMIMX PEIICHUs], CBSI3aHHBIE C KIMHUYECKUMHU MCIBITAaHUSIMH,
BBICIIETO MEIUIIMHCKOTO 00pa3oBaHus MO0 cpeaHero mnpodheccHoHaIbLHOTO
MEIUITUHCKOTO0 00pa30BaHUs IO CHEIUATBHOCTU B COOTBETCTBUU C O0JIACTHIO
MEIUITUHCKOT'0 IPUMEHEHUSI METUIIMHCKOTO U3/IEHS.

8. YcTaHoBiIeHHe COOTBETCTBUS MEJUITUTHCKON OpraHu3aluu
TpeboBaHUAM TYHKTOB 6 u (wnu) 7 HacTosmux IlpaBun ocymiecTBiIseTCs
PETUCTPUPYIONTUM  OpraHOM B IEIAX  MpPU3HAHUSA  KOMIIETEHTHOCTHU
MEIUITMHCKOW OpraHM3allil B  IPOBEJIECHHM KIMHUYECKUX  HCIBITAaHUN
MEAUIUHCKUX H3AEIUid 110 COOTBETCTBYIOLIEMY MIPOoPUI0 MEAUIIMHCKON
MIOMOIIY, OKA3bIBAEMOU METUITMHCKOM OpraHu3aIuei.
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with clinical trials, higher medical education in the specialty corresponding to the area of
medical use of the medical device.

7. Medical organizations conducting clinical trials of in vitro diagnostic medical devices are
subject to the following requirements:

a) possession of a license for the conduct of medical activities in the areas of laboratory
diagnostics and clinical laboratory diagnostics;

b) inclusion in the charter of the medical organization of the following types of activities:
- scientific (research) activity;

- conduct of clinical trials of medical devices;
¢) ensuring the protection of confidential information;

d) existence of standard operating procedures regulating the conduct of clinical trials of medical
devices, covering, among other things:

- qualification requirements and training of personnel;
- procedures for verification and calibration of equipment;
- procedures for conducting clinical trials;

- maintenance and accounting of clinical trial documentation;

e) ensuring the entry of information on conducted clinical trials, including information on the
issued assessment report of the results of the clinical trial of the in vitro diagnostic medical
device, into the automated information system of the registering body in the manner
established by the registering body;

f) the presence among the specialists of the medical organization who directly conduct
procedures related to clinical trials or make decisions related to clinical trials, of higher medical
education or secondary professional medical education in a specialty corresponding to the area
of medical use of the medical device.

8. The determination of the compliance of a medical organization with the requirements of
points 6 and/or 7 of these Rules is carried out by the registering body in order to recognize the
competence of the medical organization in conducting clinical trials of medical devices in the
relevant profile of medical care provided by the medical organization.



Peructpupytomuii opral oCyIIeCTBISET BEJCHUE TIEPEUHS MEIUIMHCKUX
OpraHu3alluii, NPOBOIAMIMX KIMHUYECKUE MCIBITAHUS, U pa3MeniaeT ero
Ha cBoeM oduIHaIbHOM caiiTe B ceTu "HMHTepHeT".

9. MenuiinHckas opraHu3aliys, IUIAaHUPYION[as IPOBOJUTE KIMHUYECKUE
UCIIBITAHHS MEIUIIUHCKUX U3JIEINH, IPEACTABIIIET B PETUCTPUPYIOMIUN OPTaH C
UCIIOJIb30BaHHEM (ellepaIbHON TOCYAapCTBEHHOW HH(OPMAIMOHHOM CHCTEMBI
"EnuHBIA TOpTaid TOCYJApCTBEHHBIX U MYHMIUIAIBHBIX ycIyr (dyHKIuit)"
3a5BJICHUE O HAMEPEHHUH IIPOBOIUTH KIMHUYECKUE HCIIBITAHUA MENUIIMHCKHAX
U3JIeNil 1 TIOKYMEHTHI, yKa3aHHble B ITyHKTe 11 Hacrosmux [IpaBui, B popme
ANEKTPOHHBIX  JIOKYMEHTOB HWJIM  DJJIEKTPOHHBIX 00pa3oB  JIOKYMEHTOB,
NOJMUCAHHBIX YCUIECHHOM KBATU(UIIMPOBAHHOM AIEKTPOHHON MOJAMUCHIO
WIM YCUJIECHHON HEKBAIU(PHUITUPOBAHHON 3JIEKTPOHHON MOAMUCHIO, cepTUdUKAT
KJII0Ua IMPOBEPKU KOTOPOHM CO3/IaH M MCHOJB3YETCS B HH(GPACTPYKTYpE,
obecrieunBaroIei MHOOPMAITMOHHO-TEXHOJIOTHUECKOE B3aUMOJICCTBUE
UH(GOPMAITHOHHBIX CHUCTEM, HCITIOJIb3yEMBIX TSt IIPEIOCTaBIECHUSA
rOCyIapCTBEHHBIX W MYHUIIMIAIBHBIX YCIYr B JJIEKTPOHHOU (opme,
B ycTraHoBjieHHOM IIpaButenbctBoM Poccuiickoii Denepanuu nopsake (manee -
3asIBJICHUE O MIPOBEACHUM KIMHUYECKUX UCTIBITAHUHN).

10. B 3asBiieHUN O MPOBEACHUHM KIMHUYECKUX HCIBITAHUN YKa3bIBalOTCA
CJIEIYIOLINE CBEICHUS:

a) MOJHOE M COKpalleHHoe (Ipu  HaTWYUM)  HAaUMEHOBAHUA,
B TOM uucie (pUpMEHHOE HaMMEHOBaHHE, OpraHU3aIMOHHO-IIpaBoBas (opma
MEIUIMHCKON OpraHu3allii, ajJpec MecTa HaxOXIeHHUsA, a Takke HoMepa
TeneOHOB M ajipeca OJJIEKTPOHHOW IMOYTHI MEAUIIMHCKON OpraHu3aliuu
(Ipy HATWYMH);

0) PEKBU3UTHI JINLICH3UU Ha MEAUIIMHCKYIO JEATENHHOCTD;

B) HACHTU(MUKAITMOHHBIA HOMEDP HAJIOTOILIATENbIITNKA,

T) mepedyeHb  pabor (yciIyr) B  COOTBETCTBHUM €  JIMIICH3HEH
Ha OCYIIECTBICHUE MEAUITUHCKOMN AEeATENbHOCTH;

1) uHpOopManus 0 HATUYUH (OTCYTCTBUH) aKKpEIUTAIIMU B HallMOHAJIBHOU
CHUCTEME aKKpeIUTallud B KauyecTBE HCIIBITAaTeNIbHON Jabopartopuu (1IEHTpa)
U (WIM) MeTUIMHCKON J1abopaTopuu (11 MEIUIMHCKHX OpraHU3allui,

MPOBOIAIITHX KINHHUYECKHUE UCIBITAaHUSA MEIUITUHCKAX 1571 () 0505
JUISL AMATHOCTHUKH in Vitro);
¢) CBeICHUS 0 CaHHUTAPHO-AIHACMHOIOTHUYESCKOM 3aKII0YEHUU

(c ykazaHueM HOMeEpa M JaThl) O COOTBETCTBHM CaHHUTApPHBIM IIpaBUJIaM
MIOMEIIICHUH, HEOOXO0IUMBIX TUISE BBHITIOJTHEHUSA pabot (ycayr)
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The registering authority maintains a list of medical organizations conducting clinical trials and
publishes it on its official website on the Internet.

9. A medical organization planning to conduct clinical trials of medical devices shall submit to
the registering authority, using the federal state information system "Unified Portal of State and
Municipal Services (Functions)," an application of intent to conduct clinical trials of medical
devices and the documents specified in paragraph 11 of these Rules, in the form of electronic
documents or electronic images of documents, signed with an enhanced qualified electronic
signature or enhanced unqualified electronic signature, the verification key certificate of which
is created and used in the infrastructure ensuring information and technological interaction of
information systems used for the provision of state and municipal services in electronic form, in
the manner established by the Government of the Russian Federation (hereinafter referred to as
the application for conducting clinical trials).

10. The application for conducting clinical trials shall contain the following information:

a) the full and abbreviated (if any) name, including the trade name, the organizational and legal
form of the medical organization, its registered address, as well as the telephone numbers and
email addresses of the medical organization (if any);

b) details of the license for medical activities;
c) taxpayer identification number;
d) list of works (services) in accordance with the license for the conduct of medical activities;

e) information on the presence (absence) of accreditation in the national accreditation system
as a testing laboratory (center) and/or medical laboratory (for medical organizations conducting
clinical trials of in vitro diagnostic medical devices);

f) details of the sanitary-epidemiological conclusion (indicating the number and date) confirming
compliance of the premises necessary for the performance of works (services) with sanitary
regulations;
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OpU  OCYIIECTBICHUM MEIUIIMHCKOM JEATEIBPHOCTH 110 AaHECTE3UOJIOTHHU
U peaHuMaToloTMH (3a  MCKIIOYEHHEM  MEIUIMHCKHX  OpTraHHU3allui,
MPOBOJAIINX KIIMHUYECKHE UCTIBITAHUS MEUIIUTHCKHUX U3JIeTuiH
JUISL AMArHOCTHUKH in Vitro);

) CBECHUS 0 CaHUTAPHO-IIUAEMHUOIOTUUECKOM 3aKIIOYEHUH
(c ykazaHueM HOMEpa M JaThl) O COOTBETCTBHM CaHHUTApPHBIM IIpaBUJIaM
MIOMEIIICHUIH, HEOOXOIUMBIX TSt BBHITIOJTHEHUSA pabot (ycayr)
OpU  OCYIIECTBICHHUH MEAWLUMHCKOH JCATEIBHOCTH 1O JabopaTopHOH
JUArHOCTUKE, KIMHUYECKOH J1abopaTopHOi IUarHOCTHKE (I MEAUIIMHCKUX
OpraHu3alluii, TPOBOAANINX KIMHUYECKHUE HCIBITAHUSA MEIULMHCKUX H3JIeTui
JUISL AMATHOCTHUKH in Vitro);

3) CBEJICHUS 0 CaHUTAPHO-ATUAEMHUOIOTUUECKOM 3aKIIOYEHUH
O COOTBETCTBUHU YCJIOBUM BBHITIOJIHEHUSI paboOT ¢ OMOJOTHUYECKUMH BEIIECTBAMH,
OMOJIOTUYECKUMH U MHUKPOOUOJIOTMYECKHUMU OpraHM3MaMH U HUX TOKCHHAMU
CaHUTapHBIM TpaBUiIaM (A7 MEIUIMHCKUX OpTraHU3alUi, IPOBOMASIIHUX
KIMHUYECKUE UCTIBITAHUS METUITUHCKUX U3JIETUHN JJI1 TUarHOCTUKY 1n Vitro);

1) PEKBU3UTHI JIOKyMEHTOB, MIOITBEPIKIAAIOITUX COOTBETCTBUE
CHEIHUATUCTOB MEIUIMHCKON OpraHu3aliiy, HEMOCPEJACTBEHHO IPOBOMASIINUX
NpoLeyphl, CBSI3aHHBIE C KIMHUYECKUMHM HCHBITAHUAMH, WIM MPUHUMAIOIIUX
pEIleHHs, CBSI3aHHbIE C KIMHUYECKUMM  HUCIBITAaHUAMH, TpeOOBaHUAM
noAmyHkTa K" nyHKTa 6 ¥ (WId) MoAnyHKTa "e" myHkTa 7 Hactosmux IlpaBui,
C yKazaHueM (paMmwinii, UMEH U OTUECTB (IIpU HAJIUYUHU) CIIEIUATHUCTOB, JAT
POXIEHHUS, YpOBHS 00pa3oBaHHUs, HAUMEHOBAHUA CIEUHUAIBLHOCTH, CEpUU
U HOMepa JOKyMeHTa 00 oOpa3oBaHUU, €ro JaThl, a TaKKe CTPAXOBOTO HOMEpa
UHAUBUIYAJIBHOTO JTUIEBOTO CYETA.

11. JIna ycTaHOBJIEHUS COOTBETCTBUS MEIUIMHCKUX OpraHu3alui
TpeOOBaHUAM, MPEABIBIAEMBIM K MEIUIMHCKUM OPTaHU3AIUAM, ITPOBOIAIIUM
KIMHUYECKUE UCTIBITAHUS METUIIMHCKUX U3JEIUM, MEAUIIMHCKON OpraHu3anuei
NPEICTABIAIOTCA  CIEAYIONIUME  JTIOKYMEHTBHI, 3aBEPEHHbIE  MEAHIIMHCKON
OopraHu3allie B yCTaHOBJIEHHOM MOPSIKE:

a) KOIMYU JOKYMEHTOB, MOJATBEPKIAIONINX HATHYUE OTIEICHHUS (I1aJaThl)
WHTEHCUBHON Tepanuu U peaHuMaluu (B ciaydae MPOBEICHHS KIHHUYECKUX
UCIIBITAHUM MEIUIIMHCKUX U3JCNIUN ¢ YJACTHEM YEJIOBEKa B KAUECTBE CYODBEKTa,
OTHOCAIUXCS K KjlaccaM 20 U 3 B 3aBUCHUMOCTH OT IMOTEHI[HAJIBLHOTO pPHUCKA
IPUMCHEHHUS );

0) KoK YTBEPKIEHHOTO PYKOBOAUTEIEM MEIUIIMHCKON OpraHu3aluu
JOKYMEHTa, YCTaHABIMBAIOIIETO KOEYHBIM (DOHJ, CTPYKTYpy U IITaTHOE
pacnucaHue MEIUITMHCKOU OpraHUu3aIly;
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in the course of carrying out medical activities in anesthesiology and intensive care (except for
medical organizations conducting clinical trials of in vitro diagnostic medical devices);

j) information about the sanitary-epidemiological conclusion (indicating the number and date)
on the compliance of premises required for carrying out work (services) with sanitary rules when
performing medical activities in laboratory diagnostics, clinical laboratory diagnostics (for
medical organizations conducting clinical trials of in vitro diagnostic medical devices);

k) information about the sanitary-epidemiological conclusion on the compliance of the
conditions for handling biological substances, biological and microbiological organisms, and
their toxins with sanitary rules (for medical organizations conducting clinical trials of in vitro
diagnostic medical devices);

I) details of documents confirming that the specialists of the medical organization who are
directly conducting procedures related to clinical trials or making decisions related to clinical
trials meet the requirements of subparagraph “zh” of paragraph 6 and/or subparagraph “e” of
paragraph 7 of these Rules, indicating the surnames, given names, and patronymics (if
available) of the specialists, dates of birth, education level, name of specialty, series and
number of the educational document, its date, as well as the insurance number of the individual
personal account.

11. In order to establish that medical organizations comply with the requirements imposed on
medical organizations conducting clinical trials of medical devices, the following documents,
certified by the medical organization in the prescribed manner, shall be submitted by the
medical organization:

a) copies of documents confirming the availability of an intensive care and resuscitation unit
(ward) (in the case of clinical trials of medical devices involving humans as subjects belonging
to classes 2b and 3 depending on the potential risk of use);

b) a copy of the document approved by the head of the medical organization establishing the
bed capacity, structure, and staffing schedule of the medical organization;
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B) KOIIMU  JIOKYMEHTOB,  IMOATBEPKIAOIIMX  HalH4YUe  KIMHUKO-
JUArHOCTUYECKON (JIMarHOCTHUYECKO) JTabopaTopuH ¢ yKa3zaHUEM €€ Mpoduist
(ans METUIMHCKUX OpTraHu3alliii, IPOBOIANINX KIMHUYECKUE HCIIBITAaHUSI
MEIUIMHCKUX U3ACIHH IS TUarHOCTHUKH 1n Vitro);

T') KOS YTBEP>KICHHOTO PYKOBOJUTEIEM MEIUIIMHCKON OpraHu3aluu
JOKYMEHTa, YCTAaHABIMBAIOUIETO TOPAJOK paboThl ¢ KOH(UICHIHATLHON
uHdopMalme;

1) KOIIMA CTaHAApPTHBIX OINEPAIlMOHHBIX MPOLEAYP, PETIaMEHTHPYIOUINX
NpoBe/IeHUE KIMHUYECKUX UCTIBITAHUN MEIUITMHCKUX U3JIETUH;

€) KOIMUS YTBEPKIACHHOTO PYKOBOAUTENEM MEAMIIMHCKON OpraHu3aluu
JOKYMEHTAa, YCTaHABIIUBAIOIIETO MOPAIOK Mepeadyn CBEJCHUM O MPOBEACHHBIX
KIMHUYECKUX HCIBITAHUSAX, BKIIIOYas CBEJCHUS O BBIJAHHOM aKT€ OIIEHKHU
PE3YIBLTATOB KIIMHUYECKUX UCIIBITaHUH, B aBTOMAaTHU3UPOBAHHYIO
uHpopmalmoHHywo cuctemy denepanbHoit ciayk0bl Mo Ham3opy B cdepe
3/IpaBOOXPaHEHUS;

) KOTIMH JIOKYMEHTOB, MOATBEPKIAIOIIUX COOTBETCTBUE CIEIUAIHCTOB
MEIUITUHCKON OpraHu3allii, HEMOCPEJCTBEHHO MPOBOJAIINX IPOILETYPHI,
CBS3aHHBIE C KJIMHUYECKUMH HCIBITAHUAMH, WU MPUHUMAIONIUX peEIIeHus,
CBSA3aHHBIE C KIMHUYECKUMH MCTIBITAHUAMM, TpeOOBaHUAM IOAIMYHKTa 'K
nyHkra 6 u (uaud)  noAnyHKTa "e'  myHKkTa 7 Hactosmmux — IlpaBui
(IpenacTaBisAlOTCS B clydae, €CIM JOKYMEHTHI TOJY4YEHBI CIEIUaIuCcTaMu
1o 1992 roga, niu BeIJAHBI CIIEIMAIUCTAM 00pa30BaTeIbHBIMU OPTraHU3AIUAMU,
BXOJIAIIAMU B COCTAaB CHJIOBBIX CTPYKTYp WJIM BOCHHBIX BeAOMCTB Poccuiickoit
denepanu, WM IOJYyUYEHBI CIEIUATUCTAMU 33 PYOEKOM).

12. MenunuHckass OpraHM3allds BIpaBe MPEACTaBUTh JOKYMEHTHI,
CBEJIEHUS O KOTOPBIX YKa3bIBAIOTCS B 3asBJICHUU O IPOBEIECHUU KIMHUYECKUX
UCIIBITAHUM B COOTBETCTBUM ¢  nyHKToM 10  Hacrosmmux  [IpaBui,
10 COOCTBEHHOMN WHUITUATHBE.

Peructpupyromuii opraH He BIpaBe TpeOOBaTh IPEACTABICHUS
JOKYMEHTOB M HH(MOpMaIuH, KOTOphle HAXOJATCA B PACIOPSKEHUU OPraHoB,
NPEIOCTABIAIOIIUX TOCYAAPCTBEHHBIE YCIYTH, OPraHoB, IPEIOCTaBISIOMIUX
MYHUITUTNIANBHBIE YCIYTH, UHBIX TOCYJapCTBEHHBIX OPraHOB, OPraHOB MECTHOTO
caMOyIlpaBlieHHus JIHOO TIO/IBEIOMCTBEHHBIX TOCYJapCTBEHHBIM OpraHam
WIM oOpraHaM MECTHOTO CaMOYMpaBlIEHUs OpraHU3allui, Y4acTBYIOIIHUX
B IIPEIOCTABICHUU FOCYJAPCTBEHHBIX U MYHUITUTIATBHBIX YCITYT.

Peructpupyromuii opran He BIpaBe TpeboBaTb OT MEIUIMHCKOU
OpraHu3allui MPEACTaBICHUs] JOKYMEHTOB, HE MPESYCMOTPEHHBIX ITYHKTOM 11
HacTosux [IpaBui.
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b) Copies of documents confirming the presence of a clinical-diagnostic (diagnostic) laboratory
specifying its area of specialization (for medical organizations conducting clinical trials of
medical devices for in vitro diagnostics);

c) A copy of the document approved by the head of the medical organization establishing the
procedure for handling confidential information;

d) Copies of standard operating procedures regulating the conduct of clinical trials of medical
devices;

e) A copy of the document approved by the head of the medical organization establishing the
procedure for transmitting information on conducted clinical trials, including information on the
issued evaluation report of the clinical trial results, to the automated information system of the
Federal Service for Surveillance in Healthcare;

f) Copies of documents confirming the compliance of the specialists of the medical organization
who are directly involved in performing procedures related to clinical trials, or who make
decisions related to clinical trials, with the requirements of subparagraph "zh" of paragraph 6
and/or subparagraph "e" of paragraph 7 of these Rules (to be submitted in cases where the
documents were obtained by specialists before 1992, or issued by educational organizations
that are part of law enforcement agencies or military departments of the Russian Federation, or
obtained by specialists abroad).

12. The medical organization has the right to submit documents, information about which is
indicated in the application for conducting clinical trials in accordance with paragraph 10 of
these Rules, at its own discretion.

The registering authority is not entitled to require the submission of documents and information
that are at the disposal of bodies providing state services, bodies providing municipal services,
other state bodies, local government bodies, or organizations subordinate to state or local
government bodies participating in the provision of state and municipal services.

The registering authority is not entitled to require from the medical organization the submission
of documents not stipulated by paragraph 11 of these Rules.
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13. JokyMeHTBI, yka3aHHble B MyHKTe 11 Hactosmux IIpaBui, JOJKHBI
OBITH BBIMTOJIHEHBI B MHOTOIBETHOM (opmaTe C pas3pellieHueM HE MeHee
300 Ttouyek Ha mroiiM B popmare *.pdf ¢ TEKCTOBBIM CJI0€M C BO3MOYKHOCTBHIO
BBIJICNICHUS U KOTIMPOBAHHUA OJIOKOB, a TAK)K€ OCYIIIECTBIECHUS ITOUCKA.

Pasmep mobGoro u3 ¢aitloB JOKYMEHTOB, yKa3aHHBIX B HACTOSIIEM
NyHKTE, HE JIo/bKeH mpeBbimaTts 100 MO.

3asgBIIEHUE O IMPOBEICHUHM KIMHUYECKUX HCIBITAHUA W JOKYMEHTBHI,
NPEICTAaBICHHBIE MEIUIMHCKOW OpraHWU3alieil B COOTBETCTBUU C ITyYHKTOM 11
HacTosiux [IpaBwi, NPUHUMAIOTCS W PETUCTPUPYIOTCS PETUCTPUPYIONIUM
OpraHoM B JIEHb HX MOCTYILICHUS.

14. Peructpupyromuii opraH B CpoK, He mpeBslmaroniuit 20 padounx
JTHEN co JHS MOCTYIUICHUS 3asBIICHUS O IIPOBEACHUM KIMHUYECKUX HUCIIBITAaHUN
U JIOKYMEHTOB, IIPEJICTABICHHBIX MEIUIIMHCKON opraHu3aiueil B COOTBETCTBUU
¢ nyHkroM 11 nHactosmux [IpaBui, paccMaTpuBaeT HX, HPOBOIUT MPOBEPKY
MOJHOTBlL U JIOCTOBEPHOCTH COJIEpXKAIIMXCA B HHX CBEJICHUM, MNPOBEPKY
COOTBETCTBHUSI MEIUIIMHCKOW OpraHu3aiui TpeOOBaHUAM K MEIUIUHCKUM
OpraHu3alusIM, IIPOBOJANIIM KIMHUYECKUE UCTIBITAHUA MEAUIIMHCKUX U3JIETUH,
yCTaHOBJICHHBIM ITyHKTaMu 6 U (uu) 7 Hactosmux [IpaBui.

[IpoBepka yupeAUTENbHBIX JOKYMEHTOB U HAJIMYUA Y MEIUIMHCKOU
OpraHu3allui JIMIIEH3UM Ha OCYIIECTBICHUE MEIUIIMHCKON JeITeIbHOCTH
B COOTBETCTBUM C OO0JACThI0O MEIMIIMHCKOTO IIPUMEHEHUS MEAUIIMHCKUX
U3JIEINI  OCYIIECTBIISIETCS PETUCTPUPYIONTUM OpPraHOM C UCHOJIb30BAaHUEM
€IUHONW CHCTEMBl MEXBEJOMCTBEHHOTO JJIEKTPOHHOTO B3auUMOJAECUCTBUS
U TOJKIIOYAEMBIX K HEH pEerdoHANbHBIX CHCTEM MEXBEIOMCTBEHHOTO
ANEKTPOHHOTO B3aUMOJEUCTBUS WM IO MEXKBEJIOMCTBEHHOMY 3aIlpocy
PETUCTPUPYIOIIETO OpTraHa.

15. Peructpupyroniyii oprai B CpOK, IIPEIyCMOTPEHHBINM ITyHKTOM 14
HacTosiux  IlpaBui, TNpuUHMMaeT  pemieHHue O  COOTBETCTBUM — WJIH
HECOOTBETCTBUU MEJMIIMHCKON OpraHu3aliuu TpeOOBaHUAM K METUIIUHCKUM
OpraHu3alusM, IIPOBOJANIIM KIMHUYECKUE UCTIBITAHUS MEAUIIMHCKUX U3JIETUH,
YCTAaHOBJIICHHBIM TyHKTamMH 6 u (wim) 7 Hactosmux [IpaBui, KkoTopoe
O0(QOPMIISIETCS COOTBETCTBYIOIIUM PEIICHUEM.

16. B cimydae MNpUHATHS pEUIEHUS O COOTBETCTBUM MEIUIIMHCKOU
OpraHu3aluu TpeOOBaHUAM, YCTAHOBICHHBIM ITYHKTaMu 6 U (UK) 7 HACTOSIIIHUX
[IpaBus, perucTpupyroollUii OopraH B JIeHb NPUHATHS YKa3aHHOTO pEIICHUS
BHOCUT CBEJCHHUSA O MEIUIIMHCKON OpraHu3allid B TEepedeHb MEAUIIMHCKUX
OpraHu3alluid, MPOBOJAIIMX KIMHUYECKUE MCTBITAHUS MEJUIIMHCKUX H3JIETUH,
U cooOlaeT MEIUIIMHCKON OpraHu3alldd O BKJIIOYEHHUH B IIepeuyeHb
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13. The documents specified in paragraph 11 of these Rules must be prepared in a multicolor
format with a resolution of no less than 300 dots per inch in *.pdf format with a text layer
allowing the selection and copying of blocks, as well as the ability to perform searches.

The size of any of the document files specified in this paragraph must not exceed 100 MB.

The application for the conduct of clinical trials and documents submitted by the medical
institution in accordance with paragraph 11 of these Rules shall be accepted and registered by
the registering authority on the day of their receipt.

14. The registering authority, within a period not exceeding 20 working days from the date of
receipt of the application for the conduct of clinical trials and documents submitted by the
medical institution in accordance with paragraph 11 of these Rules, shall review them, carry out
a verification of the completeness and reliability of the information contained therein, as well as
a verification of the medical institution's compliance with the requirements for medical
institutions conducting clinical trials of medical devices, as established by paragraphs 6 and/or 7
of these Rules.

Verification of the constituent documents and the presence of a license for the medical activity
by the medical institution, in accordance with the medical application area of the medical
devices, is carried out by the registering authority using the unified system of interdepartmental
electronic interaction and regional systems of interdepartmental electronic interaction
connected to it, or through an interdepartmental request by the registering authority.

15. The registering authority, within the period provided for in paragraph 14 of these Rules,
shall make a decision regarding the compliance or non-compliance of the medical institution
with the requirements for medical institutions conducting clinical trials of medical devices, as
established by paragraphs 6 and/or 7 of these Rules, which shall be formalized in an appropriate
decision.

16. In the case where a decision is made on the compliance of the medical institution with the
requirements established by paragraphs 6 and/or 7 of these Rules, the registering authority, on
the day of making the specified decision, enters the information about the medical institution
into the list of medical institutions conducting clinical trials of medical devices and informs the
medical institution of its inclusion in the list.
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MEJIWIIUHCKUX  OpraHu3alluii, TPOBOIANIMX  KIMHUYCCKUE  HCIBITAHUS
MEJUIUHCKUX H3ACIUH, I[OCPEACTBOM pPa3MEIIEHHS COOTBETCTBYIOIIETO
YBETOMJICHHS B €THHOM JTUIHOM KaOMHETE MEAUITMHCKON OpraHu3aIliH.

17. IlepedeHr MEAMIIMHCKUX OPTaHU3AlUN, MPOBOIAMIMX KIMHUYECKHE
UCTIBITAHUS MEIUIIMHCKIX U3JEIHNA, COEPIKUT CIIEAYIOIINE CBEACHHUS:

a) JaTa  BKIIOYCHHS B  IEpPEYeHb MEIUIIMHCKUX  OpraHU3allui,
MPOBOAIINX KIMHUYECKHE UCTIBITAHUSA MEIUIIMHCKUX H3ACIHI;

0) monHoe HaMEHOBAHUE, OpraHU3aIlMOHHO-IIPaBOBAas dopma
MEJIUIUHCKON OpraHu3alliy;

B) aJIpec MecTa HaX0XJICHUS MEIUIIMHCKOW OpraHu3aIiy;

I') KOHTAKTHBIN TenedoH, ¢pakc (Mpu HAJIUYHN);

1) aapec JIEKTPOHHOM MOYTHI (TIPH HAIHMYHH),

€) mepeyeHb  paboT  (yciayr) B COOTBETCTBHM €  JIMIICH3HEH
Ha OCYIIIECTBICHHE METUITHHCKON JIEATEIIHbHOCTH.

18. B ciayyae mnpuHATHA pEIICHHS O HECOOTBETCTBHH MEIUIIMHCKOMN
OpraHM3aIlH TPEOOBAHUAM, YCTAHOBICHHBIM ITyHKTaMH 6 U (W) 7 HaCTOSIIMX
[IpaBmi1, perucTpupyroImHid OpraH B JEHb NPHHATHI YKa3aHHOTO PEIICHUS
YBEIOMJISIET ~ MEAMUIIMHCKYIO  OpPraHW3alldio  IOCPEJICTBOM  Pa3MEIICHUS
COOTBETCTBYIOIIETO  YBEJAOMJICHHS C MOTHBHPOBAaHHBEIM  OOOCHOBaHHEM
MNPUHATOTO PEUICHHUS B €IUHOM JJUYHOM KaOHHETEe METUITMHCKOW OpraHu3allku.

19. MckmroueHue U3 MepedHs METUITMHCKHX OpraHH3aIliii, ITPOBOIAIINX
KIMHUYECKHE  HCIBITAaHUS  MEAWIMHCKUX  WM3JETHH,  OCYIIECTBIACTCS
PETUCTPUPYIOITIM OPTaHOM B CICAYIOUTUX CIydasaX:

a) mojava 3asBIEHHSA 00 WCKIIOUCHHH W3 TEPeYHs MEIUIIMHCKHUX
OpraHM3aIii, MTPOBOIAIINX KIMHUYCCKUE HMCIIBITAHUS MEAWIMHCKUX H3JICITHH,
B (opMe  DIEKTPOHHOTO  JOKYMEHTa, IOJAMHCAHHOTO  YCHJICHHOMH
KBaJTU(UITHPOBAHHOM 3JICKTPOHHOH TIOJIITHCHEO WIH YCHIICHHOU
HEKBaJTU(PUITUPOBAHHON 3JEKTPOHHOM MOAMKHCHIO, TOCPEICTBOM €JIHHOTO
JIMYHOTO KaOMHETa METUITHHCKOW OpraHu3alliy;

0) BBIABJICHHE PETHCTPHUPYIONIUM OpPTaHOM HapyUIeHHH 00s3aTeIbHBIX
TpeOOBaHMK MPH MPOBEJACHUU MEAMIIMHCKON OpTraHM3alMed KIHHHYCCKUX
UCTIBITAHUN ~ MEIMIIMHCKHX H3JIEIMH 10 pe3yJbTaTaM OCYIICCTBICHHUS
roCyJIJapCTBEHHOI'0 KOHTPOJIS 3a 0OpalleHHeM METUITHHCKUX U3IeIHH;

B) MpEJCTaBICHHEe  MEJUIMHCKOW  OpraHu3aldell  HEeJIOCTOBEPHBIX
CBEACHHUI IIpH IOJave 3asABICHHUS O MPOBEICHUH KIMHHYECKUX HCIBITAHUH
M JOKYMEHTOB, IIPEJICTABICHHBIX B COOTBETCTBUH C MYyHKTOM |1 HacTosmmx
[IpaBmi, a Takke mnpH oOQOPMICHHH aKTOB KIMHUYECKUX HCIBITAHHH
MEIUIMHCKHUX H3]IEITHH;
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of medical organizations conducting clinical trials of medical devices, by posting the
corresponding notification in the unified personal account of the medical organization.

17. The list of medical organizations conducting clinical trials of medical devices contains the
following information:

a) date of inclusion in the list of medical organizations conducting clinical trials of medical
devices;

b) full name, organizational-legal form of the medical organization;

c) address of the location of the medical organization;

)
)
d) contact telephone number, fax (if available);

)

e) e-mail address (if available);

f) list of works (services) in accordance with the license for the implementation of medical
activities.

18. In case of a decision on the non-compliance of the medical organization with the
requirements established by paragraphs 6 and/or 7 of these Rules, the registering authority, on
the day of adoption of said decision, notifies the medical organization by posting the
corresponding notification containing a reasoned justification for the decision in the unified
personal account of the medical organization.

19. Exclusion from the list of medical organizations conducting clinical trials of medical devices
is carried out by the registering authority in the following cases:

a) submission of an application for exclusion from the list of medical organizations conducting
clinical trials of medical devices, in the form of an electronic document signed with an enhanced
qualified electronic signature or enhanced unqualified electronic signature, via the unified
personal account of the medical organization;

b) the registering authority identifies violations of mandatory requirements in the conduct of
clinical trials of medical devices by the medical organization based on the results of state
control over the circulation of medical devices;

c) submission by the medical organization of false information when applying for the conduct of
clinical trials and documents submitted in accordance with paragraph 11 of these Rules, as well
as during the execution of clinical trial reports of medical devices;
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T') TUKBUAAINS MEJUIIMHCKONW OpraHU3alliy WIH NpeKpalieHue IeHCTBUS
JUIEH3UH Ha OCYIIECTBICHUE METUIIMHCKON NeATEIbHOCTH,

1) HECBOEBPEMEHHOE MPEJICTABICHUE WM HEMNpPE/ICTAaBICHUE CBEACHHI
U JIOKYMEHTOB, NIPEAYCMOTPEHHBIX TYHKTOM 20 HacTosmux [TpaBui;

e) HeyBemomieHue 10 1 ceHTAOps 2025 T. perucTpUpPYIOLIEro opraHa
O COOTBETCTBUM TpeOOBAHUSAM, YCTAaHOBJICHHBIM IIOANYHKTOM 'e" MyHKTa 6
U (WIM) MOANyHKTOM "1" myHkTa 7 HacTosAmux [IpaBui.

20. B choyyae W3MEHEHHA CBEJCHUH, COIEP/KAIUXCSI B IEPEUHE
MEIUIUHCKUX  OpraHu3alluil, TMPOBOAAIIMX  KIMHUYECKHE  HCIIBITAaHUS
MEIUITMHCKUX U3JIeIuH, MEeUIMHCKAsT OpraHu3allis, BKIIOUEHHAs B IEpeUYeHb
MEIUIUHCKUX  OpraHu3alluil, TMPOBOAAIIMX  KIMHUYECKHE  HCIIBITAaHUS
MEIUITMHCKUX W3Jenui, B TeueHue 30 KaJleHIapHBIX JHEH co THA U3MEHEHUS
TaKUX CBEJCHUN NPEICTaBIAECT B PETUCTPUPYIOUIUNA OpraH ¢ HCIOJIb30BAHHUEM
€IMHOTO JINYHOTO KaOMHETa MEIUITMHCKON OpraHU3aluM 3asBJICHUE O BHECEHUHU
U3MEHEHUH B yKa3aHHBbIE CBEJCHUS, a TaKXKE JOKYMEHTHI, MOJTBEPKIAIONINE
JaHHBIE M3MEHEHUA, B (PopMe DIIEKTPOHHBIX TOKYMEHTOB WIH 3JE€KTPOHHBIX
o0pa3oB  JOKYMEHTOB, TMOANHCAHHBIX YCHJIEHHON KBaTU(UIMPOBAHHOMN
ANEKTPOHHOHN MOJIMUCHIO UIN YCHICHHOW HEKBATH(UITUPOBAHHON 3IEKTPOHHON
MOJIIUCHIO.

Peructpupytomuii opran B TeueHue 20 pabouux [aHEH co JaHA
NpeiCTaBleHUs] MEIUIIMHCKOW  OpraHu3alued 3asBICHHS O BHECEHUH
U3MEHEHUH B CBEJICHUSI, COJEPIKAIIIUECS B MIEpeYHE MEUIIMHCKUX OpTaHU3aIlni,
NPOBOJANINX KIHHUYECKUE UCTIBITAHUS MEIUIIMHCKUX U3EIIHA:

paccMaTpuBaeT MPEACTABICHHbBIE 3asIBICHHE U TOKYMEHTHI,

cOoOOIIaeT MEIUITMHCKOW  OpraHu3allid O TPUHATOM  pEIIeHUU
B MUCBMEHHOM BHJE IIyTeM €ro pasMelieHus B QopMe 3JIEKTPOHHOTO
JOKYMEHTa, TOANNCAHHOTO YCHUICHHOM KBAIM(PHUIIMPOBAHHONW 3JIEKTPOHHOMN
MOJMUCHI0  YIOJHOMOYEHHOT'O JIOJDKHOCTHOTO JIMIAa, B €AMHOM JIMYHOM
KaOWHETe MEJUITMHCKONU OpraHu3aIiy.

21. B cnyyae MCKIIOYEHHS U3 TEPEUHS METUITMHCKUX OpTraHU3allui,
POBOIAIITUX KIIMHUYECKHE UCTIBITAHUS MEUITUTHCKHUX 1716y (N 1707
(3a HCKIIOUCHHEM cllydas, MpeayCMOTPEHHOTO MOANyHKToM "a" myHKTa 19
HacTosux [IpaBuit), MEIMITMHCKAs OpraHU3aIUs BIIpaBe 00PaTUTHCS TOBTOPHO
B PETUCTPUPYIONIUKA OpraH ¢ 3asABJICHHEM O IPOBEICHUU KIUHUYECKUX
UCIIBITAHUM  TIOCTE€  YCTpaHEHHs 3aMeyaHul, TMOCIY>KUBIIUX IPUUYUHON
UCKITIOUEHHUS, HO HE paHee ueM depe3 3 rojia co JTHA UCKIIOYEHUS U3 YKa3aHHOTO
HEPEUHSL.
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g) liquidation of a medical organization or termination of the license for carrying out medical
activities;

d) failure to provide or untimely provision of information and documents stipulated by
paragraph 20 of these Rules;

e) failure to notify the registering authority by September 1, 2025, regarding compliance with
the requirements established by subparagraph "e" of paragraph 6 and/or subparagraph "d" of
paragraph 7 of these Rules.

20. In the event of changes to the information contained in the list of medical organizations
conducting clinical trials of medical devices, a medical organization included in the list of
medical organizations conducting clinical trials of medical devices shall, within 30 calendar days
from the date of such changes, submit to the registering authority, using the unified personal
account of the medical organization, an application for amending such information, as well as
documents confirming such changes, in the form of electronic documents or electronic images
of documents signed with a qualified enhanced electronic signature or an enhanced unqualified
electronic signature.

The registering authority, within 20 working days from the date of submission by the medical
organization of the application for amendments to the information contained in the list of
medical organizations conducting clinical trials of medical devices:

- reviews the submitted application and documents;

- informs the medical organization of the decision taken in writing by posting it in the form of an
electronic document, signed with a qualified enhanced electronic signature of the authorized
official, in the unified personal account of the medical organization.

21. In the event of exclusion from the list of medical organizations conducting clinical trials of
medical devices (except in the case provided for in subparagraph "a" of paragraph 19 of these
Rules), the medical organization has the right to reapply to the registering authority for
conducting clinical trials after rectifying the deficiencies that served as the basis for exclusion,
but not earlier than 3 years from the date of exclusion from the specified list.
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B cimyyae TOBTOPHOTO BBIABIEHUS PETHCTPHUPYIOMIUM  OpPraHOM
HapylUIEHU! TpH TNPOBEACHUU MEAMIIMHCKOW OpraHu3alued KINHHUYECKUX
UCIIBITAHUA MEIUIIMHCKUX H3JEIUN MEAMIIMHCKAsT OpTaHU3alus HCKII0YACTCS
U3 [EpEeYHd MEAUIMHCKUX OpraHu3aluii, MPOBOAAIINX  KIMHUYECKUE
UCIIBITAHUS MEJIUIIMHCKUX M37eNnii, 6e3 IpaBa MOBTOPHON IMOJAauM 3asBICHUS
O MPOBEICHUH KIIMHUYECKUX HUCIIBITAHUM.

22. MeIMIMHCKUE OpraHU3allui, NPOBOJIAIINE KIMHUYECKUE HCTIBITAHUS
MEIUIUHCKUX U3JCIIAN, BHOCAT CBEIECHHUSA O NPOBEACHHBIX HCIBITAHUAX
B aBTOMATH3UPOBAHHYIO HWHGPOPMAIIMOHHYIO CHUCTEMY PETHCTPUPYIOIIETO
opraHa B CpOK, He IIpeBBIIAONINI 3 pabouux THEH CO THA UX 3aBEPIICHUS.

23. PeecTp BBIIAHHBIX pa3pelicHH Ha TMPOBEJCHUE KIMHUYECKUX
UCIIBITAHUA MEIUIMHCKUX W3JIEIIUA pa3MENiaeTcs PErUCTPUPYIOIIUM OpPraHOM
B YCTaHOBJIIEHHOM MM TMOpsiKe Ha CcBoeM OdQHUIUaIbHOM  caiTe
B ceTu "HHTepHeT".

24. Ocob6eHHOCTH TOCYIapCTBEHHON PETUCTpalliy METUITUHCKUX H3JIENHM
OTEUYECTBEHHOIO MPOU3BOACTBA (MEIWIMHCKUX U3JCIHA, B 3asiBJICHUU
0 TOCYJapCTBEHHOM perucTpaluy (Jajee - 3asBICHUE O PETUCTPAIIUU) KOTOPBIX
B KauyecTBE IMPOU3BOAUTENS (HM3TOTOBUTENI) YKa3aHO IOPUIUYECKOE JIUIIO
WIM 3apETUCTPUPOBAHHOE B KA4E€CTBE WHAUBUIYAIHHOTO IPEAINPUHUMATENS
dbusnyeckoe NHIO, SABIAIONIHECS pe3ugeHTamMu Poccuiickoit ®deneparnuu,
a TaK)Ke UMEIOIINE MMPOU3BOJACTBEHHYIO IUIOMIAAKY Ha TEppUTOpur Poccuiickoi
®enepanuu) OpH YCIOBUM  IMPOBEACHUS  TEXHUYECKUX  HUCIBITAHUHI
U TOKCHUKOJIOTUYECKHX HCCIIEIOBAHUN MEIUIMHCKOTO U3JEIUS, a TaKKe
UCIIBITAHUNA MEIUIIMHCKOTO H3JEIus B IENAX YTBEPKICHHS THIIA CPEICTB
U3MepeHU (B OTHONICHUH MEIAMIIMHCKUX H3JEIHNHM, OTHOCAIIMXCS K CPEeACTBAM
U3MEpEHU B cepe ToCyAapCTBEHHOTO PETyIUPOBaHUA 00eclieueHUs €MHCTBA
U3MEPEHUH, epeyeHb KOTOPBIX YTBEPKIAETCS MunncTEPCTBOM
3npaBooxpaHeHus Poccuiickoit Denepanun) B penepaibHOM rocy1apcTBEHHOM
OI0/DKETHOM  yupekIeHHH "BcepoccHCKUM — HAaydHO-MCCIIeAOBATEIbCKHUI
U UCHBITATEBHBI MHCTUTYT METUIIMHCKONW TexHUKU"' denepanbHOl CiyKObI
o Haa3opy B cdepe 3ApaBooXpaHEHHUs (Janee - YUPEKICHHUE), KIHHUYECKUX
UCIIBITAHUM - B MEIUIIMHCKUX OpraHU3alMsaX, OTBEYAIONIMX TPEOOBAHUAM,
YCTAHOBJICHHBIM INyHKTaMU 6 u 7 HacTtosmux [IpaBmi, BKIIOUYEHHBIX B CETh
HAIlMOHAJIbHBIX MEIUIIMHCKUX HCCIIEIOBATENBCKUX IIEHTPOB, COCTaB KOTOPOM
yTBEPKIeH MHUHUCTEpPCTBOM 3apaBooxpaHeHus Poccuiickonn denepanuu,
a TakXke IIporpaMMHOTO oOecleueHus ¢ I[PUMEHEHHEM TEXHOJIOTHH
HUCKYCCTBEHHOT'O UHTEILIEKTA, NIPEIHA3HAYEHHOTO A1 00paboTKH MEAUITMHCKUX
U300paKEHUM,  TMOJYYEHHBIX TMpPU  MPOBEACHUU  PEHITEHOJOTHYECKUX
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In the event that the registering authority detects repeated violations by a medical organization
during the conduct of clinical trials of medical devices, the medical organization shall be
excluded from the list of medical organizations conducting clinical trials of medical devices,
without the right to reapply for conducting clinical trials.

22. Medical organizations conducting clinical trials of medical devices shall enter information
about the trials conducted into the automated information system of the registering authority
within a period not exceeding 3 working days from the date of their completion.

23. The register of issued permits for conducting clinical trials of medical devices shall be posted
by the registering authority, in accordance with the procedure established by it, on its official
website on the Internet.

24. Features of state registration of domestically produced medical devices (medical devices in
the application for state registration (hereinafter referred to as the registration application) for
which the manufacturer (producer) indicated is a legal entity or an individual registered as an
individual entrepreneur who are residents of the Russian Federation and who also have a
production facility located on the territory of the Russian Federation), provided that technical
tests and toxicological studies of the medical device, as well as tests of the medical device for
the purpose of type approval of measuring instruments (in relation to medical devices classified
as measuring instruments under state regulation of ensuring the uniformity of measurements,
the list of which is approved by the Ministry of Health of the Russian Federation) are carried out
at the federal state budgetary institution "All-Russian Research and Testing Institute of Medical
Equipment" of the Federal Service for Surveillance in Healthcare (hereinafter referred to as the
institution), and clinical trials are conducted in medical organizations that meet the
requirements established by paragraphs 6 and 7 of these Rules and are included in the network
of national medical research centers, the composition of which is approved by the Ministry of
Health of the Russian Federation, as well as software using artificial intelligence technologies
intended for processing medical images obtained during radiological
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UCCIIEIOBAaHUM, BKJIIOYas KOMIIBIOTEPHYIO ToMorpaduio, peHTTreHorpaduro,
¢datooporpadguio U MaMMorpaduio, Mpu yCIOBUM TPOBENECHUA KIUHUYECKUX
UCIIBITAHUM B TOCYJApPCTBEHHOM OIOJIKETHOM YUPEKJIECHUH 3PaBOOXPAHEHUS
ropoaa MockBsl "HaydHO-IIpaKTUYECKHN KIMHUYECKUI LIEHTP JIUATHOCTUKU
U TEIEMEAUIUHCKAX TEXHOJOrui JlemaprameHTa 3/paBOOXpPAaHEHUS Topoja
MockBbl" (majiee COOTBETCTBEHHO - KIMHUYECKHH IIEHTP, OTEYECTBEHHBIE
MEIUIMHCKUE H3Jeius), npeaycMorpeHbl nyHkrtamu 101 - 109 Hacrosmux
[IpaBui.

['ocynmapcTBeHHass perucTpanusl OTEYECTBEHHBIX MEAUIMHCKUX H3IETHN
OCYIIECTBJISIETCS B COOTBETCTBUM C ITyHKTaMu 63 - 86 unu 87 - 100 HacTosmux
[IpaBun b0 B COOTBETCTBUU C OCOOEHHOCTSAMHM TOCYJapCTBEHHOMN
PETUCTpallid  OTE€YECTBEHHBIX MEIMIIMHCKUX W3JENUN, YCTaHOBJIEHHBIMU
nyHktamu 101 - 109 macrosmux ITpaBui, mo BEIOOPY 3assBUTEIIA.

25. @akT TOCYJapCTBEHHON pPETUCTpPAllUd MEAUIIMHCKOTO  HU3JEIHS
B COOTBETCTBMU C HAacTOAmMMHU [lpaBuiiaMu TIOATBEPXKAAECTCA PEECTPOBOM
3allUChI0, BHOCUMOM PETrUCTPUPYIOIIUM OpPraHOM B TOCY/IAPCTBEHHBINA pPEECTp
(manee - peecTpoBas 3alllcCh).

[NocynapcTBeHHast perucTpanys MEJUIMHCKOTO H3JENUsl B COOTBETCTBUU
¢ HacTosmuMH [IpaBuiiamu sBisieTcss 6€CCPOUHOM.

26. BkimroueHue B OJIHY pPEECTPOBYIO 3allUCh HECKOJNBKHUX MOJEIEH
(Mapok) METUIIMHCKOTO U3JIETHUs, B TOM YHCIie OTHOCSIIUXCS K pa3HBIM BUJaM
MEIUITUHCKUX H3JeUil B COOTBETCTBUU C HOMEHKJIATYpHOU Kiaccupukauein
MEIUIMHCKUX H3ACNHH 1O BHUAAM, YTBEpXJaemMoil MUHHCTEPCTBOM
3napaBooxpaHeHuss Poccuiickoit ®Denepanuu (Jajee - HOMEHKIATypHas
KIaccudukaua MeIUIMHCKUX H3JAETUN 1O BHAAM), BO3MOXKHO IPU YCIOBUHU
COOTBETCTBUS ITUX MoJeNel (MapoK) BCEM CIIETYIONTUM KPUTEPHIM:

a) MPOM3BOJICTBO  Mojeie  (MapoK)  MEIUIMHCKOTO  H3JENud
OCYIIECTBJISIETCS OJHUM TPOU3BOJAUTEIEM (HM3TOTOBUTENIEM) IO OJHOMN
TEXHUYECKOM JTOKYMEHTAIIUU [IPOU3BOAUTEINS (H3TOTOBUTENS);

0) Mogenu (MapKu) MEAUIIMHCKOTO U3JIEINS OTHOCATCSA K OJTHOMY KJlaccy
NOTEHIIUAJIBHOTO PUCKA IPUMEHEHNS,

B) Mojieid  (MapKd) MEIUIMHCKOTO M3ACNUSA HMMEIT OJMHAKOBOE
(GyHKIMOHATIBLHOE Ha3HAYCHUE U MPUHIIMIT JIEHCTBHUSI;

ryMmoden  (Mapkd)  MEIMIIMHCKOTO  M3JeNus  IpeJHa3HAYEHBI
JUIsL  ONpefeneHus  Hanuuusg ¥ (UWIH)  KOJIMYECTBEHHOrO  COJepKaHUs
B OMOJIOTUYECKOH MpoOe OJHOTO U TOTO € KIMHUYECKH (JIMarHOCTHYECKH)
3HAYUMOT'0 aHajJuTa (aHAJUTOB) (JUIsI MEIULIMHCKUX U3ACIUN IS TUAarHOCTUKU
in vitro);
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of studies, including computed tomography, radiography, fluorography, and mammography,
provided the clinical trials are conducted at the state-funded healthcare institution of the city of
Moscow "Scientific and Practical Clinical Center for Diagnostics and Telemedicine Technologies
of the Moscow City Health Department" (hereinafter referred to as the clinical center, domestic
medical devices), are stipulated by Clauses 101-109 of these Rules.

State registration of domestic medical devices is carried out in accordance with Clauses 63-86
or 87-100 of these Rules, or in accordance with the specific procedures for the state registration
of domestic medical devices established by Clauses 101-109 of these Rules, at the applicant’s
choice.

25. The fact of state registration of a medical device in accordance with these Rules is
confirmed by a registry entry made by the registering authority in the state register (hereinafter
- reqgistry entry).

State registration of a medical device in accordance with these Rules is perpetual.

26. The inclusion of several models (brands) of a medical device, including those related to
different types of medical devices according to the nomenclature classification of medical
devices by types approved by the Ministry of Health of the Russian Federation (hereinafter -
nomenclature classification of medical devices by types), in one registry entry is permissible
provided that these models (brands) all meet the following criteria:

a) the production of the models (brands) of the medical device is carried out by one
manufacturer according to a single set of technical documentation of the manufacturer;

b) the models (brands) of the medical device belong to the same class of potential application
risk;

c) the models (brands) of the medical device have the same functional purpose and principle of
operation;

d) the models (brands) of the medical device are intended for determining the presence and/or
quantitative content in a biological sample of the same clinically (diagnostically) significant
analyte(s) (for in vitro diagnostic medical devices);
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o) Mojenu  (MapKH) MEIUIMHCKOTO HM3JEIHs HMEIT pa3IMYHbIe
KOMIUICKTAllUM, HE BIUAIONIME Ha MPUHOUI paboThl WU (QYHKIHOHAILHOE
Ha3HA4YCHHUE, YTO ITO3BOJIAET OOECIECUUTh pacHIUpEeHHE WIH CIELHATIN3aIIUI0
UX MPUMEHEHUS B MEIUIIMHCKUX LENAX (IT0 IPUMEHUMOCTH ),

e) Mojaenu (MapKh) MEIMIIMHCKOTO H3JeUs HMEIT  pa3lIUuyHbIe
TEXHUYECKUE  IapaMeTphl, HE  BIUAIONIAE Ha  INPHHOUO  padoOThI
1 (YHKITHOHAJIbHOE Ha3HaueHHe (110 IPUMEHUMOCTH);

k) MOJeaN (MapKH) METUIIMHCKOTO H3JAeNIHs 00pazyloT THUIIOpa3MEpHBIH
(MOIENBHBIN) P  WIM SBJISIOTCS TPYIIOH MCIHOJHEHUS MEAUIIMHCKOTO
uzaenusa. Ilpy STOM mnoA TpyNmoll HCHOJHEHHUS MEIUIIUHCKOTO H3ACIUs
MMOHUMAIOTCS H3JCNIHS, B OTHOIICHUHU KOTOPBIX BBINOJHEHBI OJUH TPYMIIOBOMH
yepTexX JeTalled U (MIH) OJIHa TeXHHUYecKas JOKYMEHTAllMs MPOU3BOIUTENS
(M3roTOBUTENISA) HA MEIUIIMHCKOE U3CITHE;

3) MoJenH (MapKu) MEAHMIIMHCKOTO H3JIeNIHS HMMEIOT  OJMHAaKOBBLIC
MPU3HAKHU B YaCTH:

o0J1acTv MPUMEHEHHS,

WHBAa3UBHOCTH,

CTEPIIHLHOCTH (B TOM YHCJIE C YU€TOM METOJIOB CTEPUIIH3AIIHHN);

YacTOThl HCIOJIb30BaHUA (OJHOKpAaTHOE IIPHUMEHEHHE, MHOTOKpPaTHOE
NPUMEHEHHE OJHUM I[AIUEHTOM, MHOTOKpPATHOE IPUMEHEHHE HECKOJIbKUMU
MalueHTaMH );

OKCIUTYaTaITHOHHBIX U KOHCTPYKTUBHBIX OCOOCHHOCTEH.

27.T'ocynapcTBeHHass MONUIMHA 34 COBEPIIEHHE PETHUCTPUPYIOIIHUM
OpraHoM JEWCTBUIMI IIPH OCYIIECTBIECHUH TOCYJIapCTBEHHON perucTpaiuu
MEIUITUHCKUX H3ACIUN YIUIaYUBAETCAd B COOTBETCTBUH C 3aKOHOAATEIbLCTBOM
Poccuiickoit denepanun o Hajiorax u cbopax.

HNHdopmaiiio 06 yIuiaTe rocyJapcTBEHHON MOIUIMHBI PETHCTPUPYIOIIHI
opraH IoJy4daeT MoCcpeICTBOM JiocTyma k ['ocymapcTBeHHON HHPOpMAIIMOHHOM
CHCTEME O TOCYAAPCTBEHHBIX U MYHHUITUITAIBHBIX IUIATEXKAX, IPEIYCMOTPEHHON
cratbeii 213 ®degepanbHoro 3akoHa "OO opraHMzalud IIPEIOCTABICHHS
roCyJIapCTBEHHBIX U MYHHUIIUTIAJIBHBIX YCIYT".

28. Peructpupyromuii opral pasMelniaeT HHGPOpMAIHIO, CBI3aHHYIO
C OCYIIECTBJIICHUEM TOCY/JApPCTBEHHON PETUCTPAIMU MEIUIIMHCKOTO H3ACIH,
BHECEHHMEM M3MEHEHUNW B JIOKYMEHTBI, COJEpKaIlHuecs B PETUCTPALIMOHHOM
J0Che, U OTMEHOH T'OCYJIapCTBEHHOH pETHCTpalli, Ha CBOEM O(HIIMaIbHOM
caite B ceru '"HuTepHer", B €AMHOM JHYHOM KaOWHETE 3asBUTEIA
U DJICKTPOHHOM KaOHHETE 3asABUTEIIA.
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d) The models (brands) of the medical device have various configurations that do not affect the
principle of operation and functional purpose, which allows for the expansion or specialization of
their use for medical purposes (where applicable);

e) The models (brands) of the medical device have various technical parameters that do not
affect the principle of operation and functional purpose (where applicable);

f) The models (brands) of the medical device form a dimensional (model) range or represent an
execution group of the medical device. In this case, an execution group of a medical device is
understood to be devices for which a single group drawing of parts and/or a single technical
documentation of the manufacturer (producer) for the medical device has been prepared;

g) The models (brands) of the medical device have identical characteristics regarding:

- field of application;

- invasiveness;

- sterility (including considering sterilization methods);

- frequency of use (single use, multiple use by one patient, multiple use by several patients);

- operational and structural features.

27. The state fee for actions performed by the registration authority during the state registration
of medical devices is paid in accordance with the legislation of the Russian Federation on taxes
and fees.

The registration authority obtains information about payment of the state fee via access to the
State Information System on State and Municipal Payments, as provided for by Article 213 of the
Federal Law "On the Organization of the Provision of State and Municipal Services".

28. The registration authority places information related to the implementation of state
registration of a medical device, amendments to documents contained in the registration
dossier, and the cancellation of state registration on its official website on the Internet, in the
applicant's unified personal account, and in the applicant's electronic account.
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29. B menax mpoxoxIeHHUsS IpOUEAyphl TOCYIapCTBEHHON pPETHCTpalliu
MEIUIMHCKOTO  H3Je/IUs  HMHOCTPAHHBIH  MPOU3BOAUTENH  (M3TOTOBHUTEIH)
MEIUITUHCKOT0 U3AENIHS JOKEH Ha3HAYUTh YIIOJHOMOYEHHOTO MPEACTABUTENS
npou3BOAUTENS (M3TOTOBUTENS), JEHCTBYIONIETO B IEPHOJ  OOpallleHHS
MEIUIIMHCKOTO  u3Aenuss Ha  Tepputopuu  Poccuiickonn — ®denepanuu,
U TIOJIIEPKUBATh B aKTyaJIbHOM COCTOSIHHH HH(OPMAIIMIO O TAKOM MpECTaBUTEIIES
IPOU3BOINTENIS (M3TOTOBHUTEINS), COAEPKAIIYIOCSA B PETHCTPAIIMOHHOM JIOCHE.

B caydae eciu cBeacHHA 00 YIOJHOMOYEHHOM IIPEACTaBUTENE
NpPOU3BOJNTENS (M3TOTOBUTENA) HE YKa3aHbl B JIOKYMEHTaxX, COJEpKaIUuXCs
B PETUCTPAIIMOHHOM JIOChE, WM SBIISIIOTCS HEAKTyaJIbHBIMH, MHOCTPAaHHBIN
NPOU3BOJUTENb (M3TOTOBUTENB) 10 1 ceHTs10ps 2025 T. IoKEH Ha3HAYHTh
YIIOJTHOMOYEHHOTO IIPEICTaBUTEIIS MIPOU3BOUTEIIA (M3roTOBUTEIA),
JEHCTBYIOIIETO B MEPHO] oOpalleHuss MEIUIMHCKOTO H3/IENHUs Ha TEPPUTOPHU
Poccuiickoit denepann, WM aKTyaJIM3UPOBATH CBEJICHUS O HEM.

30. Jo mopauum B PETrHCTPUPYIOUIWA OpraH 3asBJIICHUS O PETUCTpaldU
MEIUIIMHCKOTO M3JEIUs WJIM O BHECEHHU U3MEHEHHM B JIOKYMEHTHI,
coaepKaliiecs B PETUCTPAITMOHHOM JI0Che, B COOTBETCTBHU
¢ nyHktamu 63, 87, 112, 120 u 135 nHactosmux I[IpaBun wim mojayu
B YUPEXKICHUE 3asABJICHUSI O IIPOBEJICHHUM  OKCIEPTH3Bl  KayecTBa,
3(PEKTUBHOCTY M OE30IaCHOCTH OTEUYECTBEHHOI'O MEIUIIMHCKOTO H3ICIIHs
B COOTBETCTBUM ¢ MYHKTOM 101 Hactosmmx IIpaBui 3asBUTENb OCYIIECTBIISIET
cOOp J0Ka3aTelnbCTB 0€30MacHOCTH U 3(PPEKTUBHOCTH MEIUIIMHCKOTO HU3ICITHS
U [IOJTOTOBKY COOTBETCTBYIOIIUX JOKYMEHTOB PETUCTPAIIMOHHOTO JOCKE.

31.B LEeIIX IIOJATOTOBKH JTIOKYMEHTOB, COAEPKAITUXCS
B PETUCTPAllMOHHOM JIOCh€, I HX [OCIEAYIOIIET0 IPeACTaBICHUS
B PETHCTPUPYIOUIUNA OpraH WIH Yy4YpeKIeHHE 3asiBUTENb (10 IPHMEHHUMOCTH
B 3aBHCHMOCTH OT IIPOLIETYPHI):

a) obecrieurBaeT IMPOBEJCHHE TEXHUUYECKHX  HMCHBITAaHUH U (WJIHN)
BKJIIOYAET B KOMIUIEKT JIOKYMEHTOB HUMEIOIIHECS JaHHBIe (JOKa3aTeIbHBIC
MaTepHajIbl IPOU3BOINUTENS (H3TOTOBUTEIS) MEIUIIMHCKOTO HU3ICITHS ),

0) oOecrieunBaeT  IMPOBEJCHHE  TOKCHUKOJIOTHUYECKHX  HCCIICIOBAaHHUI
MEJIUIMHCKOT'0 U3/IeJIus U (MIJIM) IPUHAIICKHOCTEH K MEAUIIHHCKOMY H3/IEIIHIO,
PsSIMO WJIH OMOCPEAOBAHHO KOHTAaKTHUPYIOIIUX C IMOBEPXHOCTHIO TEJA YETIOBEKA,
€ro  CJIM3UCTBIMH  O0O0JIOUKAMH, BHYTPEHHUMH CpeJaMH  OpraHu3Ma,
JUISL KOTOPBIX YKa3aHHOE B3aMMOJCHCTBHE (KOHTAKT) SBJISETCS HEOOXOIUMBIM
JUIS  BBIIOJIHEHUS HWX IIpeJHa3HAYeHHBIX (YHKIMH, U (MIH) BKIIOYAET
B KOMIUIEKT IJOKYMEHTOB HMMEIOIIHMECS JaHHBIC (JI0Ka3aTeIbHbIC MaTepHUallbl
MPOU3BOUTENIS (M3TOTOBUTENS) MEAUITMHCKOTO U3/ICIIHSA);
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29. For the purposes of undergoing the state registration procedure of a medical device, a
foreign manufacturer (producer) of a medical device must appoint an authorized representative
of the manufacturer (producer), who acts during the period of circulation of the medical device
within the territory of the Russian Federation, and must keep up-to-date information on such a
representative of the manufacturer (producer) as contained in the registration dossier.

In the event that information about the authorized representative of the manufacturer
(producer) is not specified in the documents contained in the registration dossier, or is outdated,
the foreign manufacturer (producer) must, by September 1, 2025, appoint an authorized
representative of the manufacturer (producer) who acts during the period of circulation of the
medical device within the territory of the Russian Federation, or update the information about
such representative.

30. Before submitting to the registration authority an application for registration of a medical
device or for amendments to documents contained in the registration dossier, in accordance
with paragraphs 63, 87, 112, 120, and 135 of these Rules, or before submitting to an institution
an application for examination of the quality, effectiveness, and safety of a domestic medical
device in accordance with paragraph 101 of these Rules, the applicant shall collect evidence of
the safety and effectiveness of the medical device and prepare the relevant documents of the
registration dossier.

31. For the purposes of preparing documents contained in the registration dossier for their
subsequent submission to the registration authority or institution, the applicant (as applicable
depending on the procedure):

a) ensures the conduction of technical tests and/or includes in the set of documents available
data (supporting materials from the manufacturer (producer) of the medical device);

b) ensures the conduction of toxicological studies of the medical device and/or accessories for
the medical device that directly or indirectly come into contact with the human body surface, its
mucous membranes, or internal body fluids, where such interaction (contact) is necessary for
the performance of their intended functions, and/or includes in the set of documents available
data (supporting materials from the manufacturer (producer) of the medical device);
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B) obecrieunBaeT MPOBEACHUE KIMHUYECKUX HCIBITAHUM METUIIMHCKOTO
u3enus (3a MUCKIIYEHHEM TOCYJIapCTBEHHON PpETUCTpPAllMM METUIIUHCKUX
u3zienuii, moATBepkaeHue 3G(PEKTUBHOCTU KOTOPBIX TpeOyeT MpoBeAeHUS
KIMHUYECKUX  WCHBITAHUM €  y4YacTHEM  4YEJIOBEKA MW IOJIYyYECHHS
pa3pellieHs] PETHCTPUPYIONIETO OpraHa, OCYIIECTBISIEMOM B COOTBETCTBUU
¢ myHKkTamu 63 - 86 HacTosmux [IpaBum).

KinuHnyeckre HCOBITAHUS B I1ENAX TOCYJAapCTBEHHON PETHCTpPAINU
MEIUIUHCKOTO HW3/ENNA, TOATBEPKICHUE 3(D(OEKTUBHOCTH KOTOPOro Tpedyer
NpOBEIeHUs KIMHUYECKUX UCIBITAHUM C yJacTHEM YelloBeKa (3a UCKIIOUEHUEM
OTEUYECTBEHHBIX MEJTUIIMHCKHIX U3JIENUN, METUIUHCKUX 17663) (S 1507
JUIsE  JUATHOCTUKM  In  Vitro, MEIUIMHCKUX  M3JCIHUHA,  IPOIIEAIINX
rOCy1apCTBEHHYI)  PETUCTPAIlMI0 B  COOTBETCTBUH C  OCOOEHHOCTSIMH,
ycTaHoBJICHHBIMU [IpaBuTenscTBoM Poccuiickont denepanuu, U MporpaMMHOTO
oOecrieueHus,  SABIAIOMIETOCS  MEAMIMHCKAM  HU3JETUEM),  TPOBOISITCS
HAa OCHOBAaHHWM pa3pelleHHs Ha IIPOBEICHHE KINHUYECKUX WCIBITAaHUMH,
BBIJIAHHOTO PETUCTPUPYIOIIUM OPraHOM, a TaKKe 3aKIIoueHHs 00 ATHYECKOH
000CHOBAaHHOCTH MPOBEIEHUS KIMHUYECKUX HCIIBITaHUH, BBIJIAHHOI'O COBETOM
no dThke B cdepe oOpalleHUS MEAUIMHCKUX U3Ieauii MuHucTepcTBa
3apaBooxpaHeHuss Poccuiickoit ®denepanuu (gajgee - COBET II0 ITHKE),
B CIIy4asiX, YCTAaHOBJICHHBIX HacToAIMUMH [IpaBunamu.

KinuHnyeckre  UCMOBITAaHHS €  YY4acTHEM  4YeJIoBeKa B IEAX
TOCYJApCTBEHHOM PETHUCTPAllMM OTEUYECTBEHHOIO MEIUIIUHCKOTO H3EIHS
NPOBOJATCS HAa OCHOBAaHMM 3aKJIIOUEHHUs OO0 JTHYeCKONM 000CHOBAaHHOCTHU
OPOBEJECHUA KIMHUYECKUX WCIBITAHUM, BBIJJAHHOTO COBETOM II0 OTHKE,
B Cily4dasX, YyCTaHOBJECHHbIX HacTtosumMu IlpaBunmamu. PaspeunieHue
Ha NPOBEJCHHUE KIMHUYECKUX HCIBITAHUM C y9aCTUEM YENOBEKA, BBIITABAEMOE
PETUCTPUPYIOIIUM OPTraHOM, JJid OTE€UYECTBEHHBIX MEIUIMHCKUX W3CIINMH,
npoleaypa rocyJapCTBEHHON pETHUCTpalliid KOTOPBIX OyAET OCYIIECTBISTHCS
B cooTBeTCTBHU ¢ ITyHKTamMu 101 - 109 nacrosmux IlpaBui, He TpeOyeTcs.

Jns MeAMIMHCKUX W3JEAui I JUArHOCTUKHM In Vitro, MEIUIMHCKUX
U3JIENIUM, TPOIICAIINX TOCYJAApPCTBEHHYIO PETUCTPAIUI0 B COOTBETCTBHU
C  OCOOEHHOCTSAMH, ycTaHOBJIEHHBIMU IIpaButenbctBom  Poccuiickoit
®denepaniud, ¥ MOPOrpaMMHOTO O0OECIICUEHUs], SBJSIOUIETOCS METUIUHCKUM
U3JIeJINEM, TIOJIYUYEHHUE Pa3pelieHUs PETUCTPUPYIONIETO OpraHa Ha NpPOBEICHUE
KIMHUYECKUX UCIIBITAaHUH, B TOM YHCIIE ¢ YIacTHEM 4YeJIOoBeKa, He TpeOyeTcs;

r') oOecrieurBaeT IPOBEICHUE MCIBITAHUN B IEIAX YTBEPXKICHUS THIIA
CPEACTB U3MEPEHUN (B OTHOLICHUM MEAUIIMHCKUX W3JEIUN, OTHOCSIIUXCS
K CpelacTBaM M3MepeHuit B cdepe TocyJapCTBEHHOTO PETYIHPOBAHUS
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b) ensures the conduct of clinical trials of the medical device (with the exception of state
registration of medical devices, confirmation of the effectiveness of which requires the conduct
of clinical trials involving human participants and obtaining a permit from the registration
authority, carried out in accordance with paragraphs 63-86 of these Rules).

Clinical trials for the purpose of state registration of a medical device, the confirmation of
effectiveness of which requires the conduct of clinical trials involving human participants (with
the exception of domestic medical devices, in vitro diagnostic medical devices, medical devices
that have undergone state registration in accordance with the procedures specified by the
Government of the Russian Federation, and software classified as a medical device), shall be
conducted on the basis of a permit for the conduct of clinical trials issued by the registration
authority, as well as an opinion on the ethical justification of the clinical trial, issued by the
Ethics Council in the sphere of circulation of medical devices of the Ministry of Health of the
Russian Federation (hereinafter—the Ethics Council), in cases established by these Rules.

Clinical trials involving human participants for the purpose of state registration of a domestic
medical device shall be conducted on the basis of an opinion on the ethical justification of the
clinical trial, issued by the Ethics Council, in cases established by these Rules. A permit for the
conduct of clinical trials involving human participants, issued by the registration authority, is not
required for domestic medical devices whose state registration procedure will be carried out in
accordance with paragraphs 101-109 of these Rules.

For in vitro diagnostic medical devices, medical devices that have undergone state registration
in accordance with the procedures specified by the Government of the Russian Federation, and
software classified as a medical device, it is not required to obtain a permit from the registration
authority to conduct clinical trials, including those involving human participants;

c) ensures the conduct of tests for the purpose of type approval of measuring instruments (with
respect to medical devices classified as measuring instruments in the field of state regulation).
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oOecrieueHusT €JUHCTBA HW3MEpPEHUI, TIepeueHb KOTOPBIX YTBEPKIAETCS
MuHucTepcTBOM 3/ipaBooxpaneHust Poccuiickoit denepaiyn);

1) obecrieyuBaeT  IPOBEICHHME  UHCIEKTUPOBAHMS  TIPOU3BOJICTBA
MEIUITMHCKUX HW3JEeNUi Ha COOTBETCTBHE TpeOOBaHUSAM K BHEJPEHHIO,
NOAJIEPKAHUIO W OIEHKE CHCTEMBI YIIPABIECHUS KadeCTBOM MEIUIIUHCKUX
U3JIENIMA B 3aBUCHMOCTH OT TIOTEHIIMAJIBHOTO PHCKA HX IIPUMEHEHHS,
yTBepkAeHHBIM  IlpaBurensctBoM  Poccuiickoit  ®enepanuun  (maigee -
TpeOOBaHHA K BHEAPEHHIO, IMOJJIEPKAHHUI0O M OIEHKE CHCTEMBI YIIPaBJICHUA
KaueCTBOM  MEIUIIMHCKUX  u3fenuit).  IlepBuuHOE  MHCIEKTHPOBAHUE
NPOU3BOJCTBA MEIUIMHCKUX U3JIETUH Ha COOTBETCTBHE TPEOOBAHUIM
K BHEIPEHUIO, MOJJEPKAHUIO M OILIEHKE CHUCTEMBI YTPABICHUSA KAaueCTBOM
MEIUIIMHCKUX H3JENHI, BBIIIOJIHEHHOE B LENAX IIPEJCTABICHUSA €0
PE3YyIBTATOB B PETUCTPUPYIOIINN OpraH WIH YUPEXKICHUE B paMKax IPOLEnyp,
npeaycMoTpeHHbIX pazjaenamu Il - VI nactosmmux IlpaBui, A0KHO OBITH
IPOBEJEHO YUPEKIECHUEM WIH SKCIIEPTHBIM YUIPEKICHUEM.

32. CoBeT 1O O3THUKE SBISETCS IOCTOSHHO JIEUCTBYIOIIMM OpraHOM,
CO3JaHHBIM MWUHHCTEPCTBOM 31paBooxpaHeHus Poccuiickoii ®Pemepanuu
JUISE  TIPOBEIEHUS OKCIEPTU3bl ATUYECKOM OOOCHOBAHHOCTU TPOBEACHUS
KIMHUYECKUX MCHBITAHUN MEAUIMHCKUX HW3ACIHI € Y4YacTHEM YeJOBEKa
B KauecTBe CyObeKTa (J1aiee - 3THYecKas SKCIEPTHU3a).

33. OCHOBHBIMU 3a/1a4aMH COBETA IT0 ITUKE SIBISIOTCA:

a) IPOBEJIEHUE OATUYECKONM  DKCIEPTU3Bl  JOKYMEHTOB, CBS3aHHBIX
C IIPOBEAECHUEM KIMHUYECKUX UCTIBITAHUN MEIUIIMHCKUX U3JENHIl;

0) BbIJ]aya 3aKIIOYEHUS 00 ITUYECKOM OOOCHOBAHHOCTH BO3MOKHOCTHU
WM HEBO3MOXXHOCTH IIPOBEJEHUS KIWHUYECKUX HCIBITAHUA MEIUIIUHCKUX
U3JIEINI ¢ yJacTHEM YelloBeKa B KaUeCTBE CyOBbeKTa.

34. CoBeT no 3TUKE B COOTBETCTBUHU C BO3JIOKEHHBIMU Ha HETO 3aJla4aMu
UMEET IPaBO:

a) MoJy4aTh JOKYMEHTBI, HEOOXOAMMBIE Il IIPOBEICHUS STHUECKOU
AKCIEPTH3HI;

0) 3ampaiyBarh y 3asBUTENS HEJOCTAIONIME MaTepHalbl, HEOOXOIUMBIE
JUTSL TPOBEAEHUS 3THUECKON SKCIIEPTU3HI.

35.CoctaB coBeTta 1O OJTHKE YyTBEpKAAETCA MUHHUCTEPCTBOM
3npapooxpaHeHust Poccuiickoit ®enepanun u popMUpyeTcs U3 MpeacTaBuTenei
MEIUIMHCKUX, Hay4YHBIX OpraHu3alui, o0pa3oBaTEIbHBIX  YUPEKICHUN
BBICIIET0 0Opa30BaHMs, a TAKXKeE MPEACTaBUTENIEH O0IIECTBEHHBIX OpTaHU3aIii,
PENIMTHO3HBIX OpTraHu3aluii U CpeACTB MaccoBoM HHpopMaluu (Jajgee -
DKCIIEPTHI COBETA).
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of ensuring the uniformity of measurements, the list of which is approved by the Ministry of
Health of the Russian Federation);

d) ensures the inspection of the production of medical devices for compliance with the
requirements for the implementation, maintenance, and assessment of the quality management
system of medical devices depending on the potential risk of their use, as approved by the
Government of the Russian Federation (hereinafter referred to as the requirements for the
implementation, maintenance, and assessment of the quality management system of medical
devices). The initial inspection of the production of medical devices for compliance with the
requirements for the implementation, maintenance, and assessment of the quality management
system of medical devices, carried out for the purpose of submitting its results to the registering
authority or institution as part of the procedures provided for in Sections II-VI of these Rules,
must be conducted by an institution or expert institution.

32. The Ethics Council is a permanently functioning body established by the Ministry of Health of
the Russian Federation to conduct an expert review of the ethical justification for carrying out
clinical trials of medical devices involving humans as subjects (hereinafter referred to as the
ethical review).

33. The main tasks of the Ethics Council are:

a) conducting ethical reviews of documents related to the conduct of clinical trials of medical
devices;

b) issuing an opinion on the ethical justification of the possibility or impossibility of conducting
clinical trials of medical devices involving humans as subjects.

34. The Ethics Council, in accordance with its assigned tasks, has the right to:

a) receive documents necessary for conducting an ethical review;

b) request from the applicant any missing materials necessary for conducting an ethical review.

35. The composition of the Ethics Council is approved by the Ministry of Health of the Russian
Federation and is formed from representatives of medical and scientific organizations,
institutions of higher education, as well as representatives of public organizations, religious
organizations, and the media (hereinafter referred to as Council experts).
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Uucno mnpeAcTaBUTENE MEIUIHUHCKUX OpPraHU3alluii  HE  MOXKET
NPEBBIIATH MTOJOBUHY OOIIIETO YHCIa IKCIEPTOB COBETA.

36. CocraB coBeTa 110 3THKE NIEpecMaTpUBAETCs M0 Mepe HEOOXOAUMOCTH,
HO HE YaIlle OJIHOTO pa3a B TO/I.

W3MeHeHnss U JTONOJIHEHUS B COCTaB COBETA IO ATUKE YTBEPKIAIOTCS
npuKa3zoM MuHHCTEPCTBA 3paBooXpaHeHus Poccutickon denepaiium.

37. B cocTaB coBeTa IO 3TUKE BXOJAT MpPEICENaTeNb, €ro 3aMECTUTEIN
U YJICHBI COBETA 110 3THKE.

38. Ilpencenarens coBeTa 1O JSTHKE Ha3HadaeTcss MUHUCTPOM
3npaBooxpaHeHust Poccuiickoit ®enepaunu U3 YHCIA 3KCIEPTOB COBETA,
MUMEIOIIUX BBICIIEE MEIUITMHCKOE 0Opa3oBaHUE, HAYYHYIO CTEIEHb KaHIUIaTa
MEIUIMHCKUX HayK WIH JOKTOpa MEIUIMHCKUX HayK U OIBIT padOThI
0 TMPOBEICHUIO  KIMHUYECKUX  HUCIBITAHUM  MEIHMIIMHCKUX  H3JEHHHI
U Pa3pelICHUI0 BOIIPOCOB, CBA3aHHBIX C 3THUYECKUMH ACIEKTaMU KIIMHUYECKUX
UCIIBITAHUNA MEIUIIUHCKUX U3JIETUN.

39. Ilpencenarenb coBeTa IO 3TUKE OCYIIECTBIAET OOIIee PYKOBOJACTBO,
OIIpeJeNIsIeT HaIlpaBiIeHUsl paboOThl COBETa MO 3THUKE, OPraHU3yeT €ro padory,
pacnpenenser O0S3aHHOCTH MEXIy OJKCIIepTaMH COBETa, OCYIIECTBISET
KOHTPOJIb 32 [IPOBEJICHHEM ITHYECKON SKCIIEPTUBHL.

B orcyTrcTBHME mpejacemarens coBeTa IO ATHKE €ro oO0A3aHHOCTH
UCIIOIHAET OJWH W3 3aMECTHUTENEH, HUMEIOUIUNA BBICHIEE METUIIUHCKOE
obOpa3oBaHue.

40. DxcriepThl CcOBEeTa HE JIOJDKHBI HAXOJWUTBCA B KaKOU-THOO
3aBUCUMOCTH OT MPOU3BOJUTENECH (M3roTOBUTENEH) METUIIUMHCKUX HU3IETUi
U APYTUX JIUII, 3aMHTEPECOBAHHBIX B pE3yJIbTaTaX 3THUYECKOI IKCIIEPTU3HI.

41. B coBete M0 3TUKE MOTYT CO3/IaBaThCS SKCIEPTHBIE IPYTIIIHL.

42. K skcnepTraMm coBeTa MPEAbIBIAIOTCA CASAYIONIHNE TPEOOBaAHU:

a) JIJIs JIUI, UMEIOIINX BBICIIEE MEIUIIMHCKOE 0Opa3oBaHue:

HAJIMYKUE TTOCTIEBY30BCKOTO M (MIIH) JOMOIHUTENHEHOTO POGECCHOHAIBHOTO
oOpa3oBaHusl, cepTU(dUKaTa CeIUaNINCTa;

HaJIMYME OIbITa PabOThl MO MPOBEJACHUIO KIMHUYECKUX HWCIBITAHHUH
MEIUIMHCKUX W3MIEJIUA U Pa3pelIcHUI0 BOIPOCOB, CBSA3aHHBIX C ITUYECKHUMU
acIleKTaMU KIMHUYECKUX UCIIBITAHUN METUIIMHCKUX U3JEIIH;

0) I UHBIX JIHIL

HaJIM4YKE BBICIIETO 00pa30BaHMS;

HaJIM4KME OIBbITa PabOThl W 3HAHUW B OOJACTH ITUYECKUX M TIPABOBBIX
aCIEKTOB 3aIlMTHI IIPaB U CBOOOIBI YEIOBEKA U TpaXkIaHHHA.
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The number of representatives of medical organizations may not exceed half of the total
number of experts of the council.

36. The composition of the ethics council is reviewed as necessary, but not more than once per
year.

Amendments and additions to the composition of the ethics council are approved by order of
the Ministry of Health of the Russian Federation.

37. The composition of the ethics council includes the chairperson, their deputies, and members
of the ethics council.

38. The chairperson of the ethics council is appointed by the Minister of Health of the Russian
Federation from among the council's experts who have higher medical education, an academic
degree of Candidate of Medical Sciences or Doctor of Medical Sciences, as well as experience in
conducting clinical trials of medical devices and resolving issues related to the ethical aspects of
clinical trials of medical devices.

39. The chairperson of the ethics council carries out general leadership, determines the
directions of the ethics council’s work, organizes its activities, distributes responsibilities among
the council’s experts, and exercises control over the conduct of the ethical review.

In the absence of the chairperson of the ethics council, their duties are performed by one of the
deputies who has higher medical education.

40. The council's experts must not be in any way dependent on manufacturers (producers) of
medical devices or other persons interested in the results of the ethical review.

41. Expert groups may be established within the ethics council.

42. The following requirements are established for the council's experts:
a) for persons with higher medical education:

— completion of postgraduate and/or additional professional training, possession of a specialist
certificate;

— experience in conducting clinical trials of medical devices and resolving issues related to the
ethical aspects of clinical trials of medical devices;

b) for other persons:
— possession of higher education;

— experience and knowledge in the field of ethical and legal aspects of the protection of human
and civil rights and freedoms.
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43. 3acenanus COBETA MO 3TUKE MPOBOJATCS MPEACEAATENEM UIIH IO €TO
NOPYYEHHUIO 3aMECTHTENIeM MpejceaaTesis U o(popMIISIOTCAS MPOTOKOJIOM,
KOTOpBIN MOAMMUCHIBAETCA IMpeAcelaTeNieM COBeTa IO JTHKE WIH €ro
3aMECTHTEIIEM.

Matepuanbl K ouepeJHOMY 3aCEaHHI0 COBETa IO ATUKE HAIPaBIAIOTCS
AKCIIEpTaM COBETa IO 3TUKE JIeTTapTaMeHTOM MUuHHUCTEpCTBa 3paBOOXpPaHEHUS
Poccuiickoit denepaliuy, OTBETCTBEHHBIM 3a OPraHU3aIMOHHO-TEXHUYECKOE
o0ecrieueHHE COBETa 10 3THKE (Jalee - JenapTaMeHT), HE TIO03]HEE YeM
3a 3 pabouux [HA A0 HA3HAYEHHOTO JemapTaMeHTOM CpoKa TMPOBEACHUS
3ace/laHusl.

44. 3acenanne coBeTa IO JTHUKE CUHUTAETCS IIPAaBOMOYHBIM, €CJIHU
Ha HEM MPUCYTCTBYET HE MEHEE JABYX TPETEH ero uaeHoB.

OKCHepThl COBETa YYACTBYIOT B €ro paboTe JHMYHO, JEIErHpOBaHUE
MIOJTHOMOYHUH HE JTOIYCKaeTC.

45. DxcnepThl COBETA, YYACTBYIOIIME B IUIAHUPYEMOM KIMHUYECKOM
UCIIBITAHUM ~ MEJMIIMHCKOTO H3JIedHs, HE MPUBIEKAIOTCA K ATHYECKOH
DKCIIEPTHU3E.

46. Pentenue coBeTa IO 3TUKE MPUHUMAETCS OTKPHITHIM T'OJOCOBAHHEM
NPOCTHIM OOJBITUHCTBOM T'OJIOCOB MPHUCYTCTBYIOIIMX HA 3aceAaHUU HKCIIEPTOB
COBETA.

B ciiyyae paBeHCTBa roJI0COB IPUHATHIM CUHUTAETCS PEIICHHUE, 32 KOTOPOE
POroJI0COBAII MPECENATENbCTBYIONINIM HA 3aCeIaHUH COBETA IO ITHKE.

47.1lo pesynpTaTaM 3acelJaHUs COBETa IO OTUKEe odopMIIIeTCs
3aKII0YeHUEe 00 DJTHUYECKOW OOOCHOBAHHOCTH MPOBEACHUS KIHHUYECKUX
UCTIBITAHUN MEIUIIMHCKOTO M3JIENUSA MO (OopMe COTJIacHO IMPUJIOKEHUIO, KOTOPOE
MOJIIMUCHIBAETCS TIpeJIcelaTelieM COBETa IO AITHKE WIM €ro 3aMeCTUTEIIEM.
OnuH SK3eMIULp 3aKIIOUEHUS BpPYYaeTCs 3asBUTENIO WIM HaIpaBJIsAETCS
€My 3aKa3HbIM IIOYTOBBIM OTIPABJICHHUEM C YBEIOMJICHHEM O BpPYUYECHUH,
a BTOPOH 2K3eMIULIP XPaHUTCS B IeTapTaMEHTe.

48. DxcnepT coBeTa, HECOTJIACHBIN C IIPUHATHIM PEIICHUEM, UMEET IIPaBO
B IUCBMEHHON (hopMe M3JI0KUTH CBOE 0C000€ MHEHHE, KOTOpOE IpUIaraeTcs
K COOTBETCTBYIOIIEMY 3aKIIOUECHUIO COBETa IO OSTUKE, MPETyCMOTPEHHOMY
nyHkToM 47 HacTosmux [IpaBui, u ABJISIETCS €r0 HEOTHEMIIEMOM YacThIO.

49. Uudopmaiiud o0 cOCTaBe COBETa IO ATUKE M IUIaHAX €ro padoThI
pa3MeliaeTcs B COOTBETCTBYIOIIEM pasjiellie Ha caildte MuHHCTEpCTBa
3apaBooxpanHeHuss  Poccuiickoit  ®depepanium B cetu  "HMHTepHer"
U TOJIIEP’)KUBACTCS B aKTYaJIbHOM COCTOSTHUH.
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43. Meetings of the ethics council are conducted by the chairperson or, upon his/her instruction,
by the deputy chairperson, and are formalized by minutes, which are signed by the chairperson
of the ethics council or his/her deputy.

Materials for the next meeting of the ethics council are to be sent to the experts of the ethics
council by the department of the Ministry of Health of the Russian Federation responsible for the
organizational and technical support of the ethics council (hereinafter referred to as the
department) no later than 3 working days before the date of the meeting appointed by the
department.

44. A meeting of the ethics council is considered valid if at least two-thirds of its members are
present.

The experts of the council participate in its work personally; delegation of authority is not
allowed.

45. Experts of the council who are involved in the planned clinical trial of the medical device
shall not participate in the ethical evaluation.

46. Decisions of the ethics council are made by open voting by a simple majority of votes of the
council experts present at the meeting.

In the event of a tie, the decision voted for by the person presiding over the meeting of the
ethics council shall be considered adopted.

47. Following the meeting of the ethics council, a conclusion on the ethical justification of
conducting a clinical trial of the medical device is drawn up in the form provided in the annex,
which is signed by the chairperson of the ethics council or his/her deputy.

One copy of the conclusion is delivered to the applicant or sent to him/her by registered mail
with confirmation of receipt, and the second copy is kept in the department.

48. An expert of the council who disagrees with the adopted decision has the right to state
his/her dissenting opinion in writing, which shall be attached to the relevant conclusion of the
ethics council provided for in clause 47 of these Rules and shall be an integral part thereof.

49. Information about the composition of the ethics council and its work plans shall be posted in
the relevant section on the website of the Ministry of Health of the Russian Federation on the
"Internet" and maintained up to date.
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Nudopmalnus o Tekylled IesSTeIHBHOCTH COBETa IO ATHKE pa3MellacTcs
B COOTBETCTBYIOIIIEM pa3jeie Ha caiiTe MHUHHCTEpPCTBa 3ApPaBOOXPAHECHUS
Poccuiickoit ®eaeparuu B cetn "MuTepHeT" B TeueHue 3 pabouux JTHEH co JHA
MPOBEICHUSA 3aceaHts COBETA 110 ITHKE.

50. DkcniepTHOE YUpPEXKJICHHE IO JKEJaHWIO0 3asBUTENS JO Hayaja
MpOIETYyPhl TOCYJAPCTBEHHON PETUCTPAIMN OCYIIECTBIISIET KOHCYJIBTHPOBAHUE,
B TOM 4YHCJIE II0 BOMpOCaM IIPOLEAYp, CBA3AHHBIX C TOCYJapCTBEHHOI
pETUCTpAIlMEd MEOULMHCKUX HW3JCINNM, BKIIOYas IIPEABAPUTEIbHBIN aHAIU3
U OLEHKY PETUCTPAllMOHHOTO JOChE, B  IOPAJKE, YCTAaHOBJICHHOM
PETUCTPUPYIOIIUM OPTaHOM.

KoHcynbTHpoBaHUE He SBISETCS O00s3aTEIBHBIM IS ITOJYYCHHS
rOCYJIapCTBEHHON YCIYTH 10 TOCYJAapCTBEHHOW PETHCTpallid MEIHITMHCKUX
U3 JICIINIL.

B nenax cobirofeHus MPHHIMIIOB HE3aBUCUMOCTH U O€CIIPUCTPACTHOCTH
IpU IPOBEACHUN 3KCIIEPTH3bl KauecTBa, J(P(EKTUBHOCTH H 0€30MacHOCTH
MEIUIMHCKOTO H3JCNIUs, a TaKXe MCKIIOUCHHS BO3MOXKHOCTH KOH(IHUKTA
UHTEPECOB JOKHOCTHBIE JIMIA DKCIEPTHOIO YUPEKJCHHUS, OCYIIECTBIISABIINE
KOHCYJIbTUPDOBAaHHE WJIM HHCIEKTHPOBAHUE MPOMU3BOJCTBA MEIUITMHCKUX
H3JIeJIUi Ha COOTBETCTBHE TPEOOBAHUAM K BHEIPEHUIO, TIOIJICPKAHHUIO U OLEHKE
CHUCTEMBI YNPaBJICHUSI KAUYECTBOM METULIMHCKUX H3JCIIHNI, HE MOTYT IIPOBOJAUTH
DKCIEPTU3Y KauecTBa, JPOEKTUBHOCTH U O€30IACHOCTH MEIUIIMHCKOTO
U3JENHA, [0 KOTOPOMY IMPOBOAWIOCH KOHCYJIBTHPOBAHHE.

51. B oTHOmIEHHH MEIUIIMHCKOIO H3JCIUS 3asgBHTEIEM MOXKET OBIThH
MPEJCTABICHO TOJBKO OJHO W3 3asBIICHUMN, MPENyCMOTPEHHBIX ITYHKTOM 63,
Wid nyHktoM 87, wiau noanyHkroMm "a" mynkra 101, unu moamyHkToM "a"
nyHkTta 112, win noanyHkroM "a" nynkta 120, uiu nyHkToMm 135 HacTosmInx
IIpaBwi. B ciaydae mpejacTraBieHUs WIH HalpaBJICHHS B PETCUCTPUPYIOMINN
OpraH WIH YUIPEXKIACHHUE B IEPUOJI PACCMOTPEHUS] UM PETUCTPAITMOHHOTO JOCHE
B COOTBETCTBUHM C NPOLEAYPOH, MpEeayCMOTpeHHOM HacTosmuMu IIpaBuiamu
(10 BBIHECEHUS UTOTOBOTO PEIICHUS, MPETYCMOTPEHHOIO JTaHHOM IIpOIeypoit),
MOBTOPHOTO U (MJIM) HOBOT'O 3asBJICHUS U3 YKa3aHHBIX B IIPEIIOKECHUH TIEPBOM
HACTOSIIET0 MyHKTa B OTHOIIEHUHM JaHHOTO MEIUIIMHCKOTO H3JEIUsi TaKoe
3as1BJICHHE PETUCTPUPYIOMIUM OPTaHOM WIH YUPEXKICHUEM HE MPUHHUMAECTCS.

52. Peructpupytomuii oprai  (GOpMHUPYET PETUCTPAIIMOHHOE JIOCHE
U3 CIEIYIOMUX TOKYMEHTOB (TI0 IPUMEHHUMOCTH):

a) 3agBJICHHE O PETUCTpAllid W  JOKYMEHTBI, IIPETyCMOTPEHHBIC
nyHktoM 65, wm 87, wmu 101  Hacrosmux IlpaBuin, 3asBicHHE
0 BO300HOBJICHHH TOCYIAapCTBEHHOW PErHCTpallud MEIHITUHCKOTO M3
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Information regarding the current activities of the Ethics Council shall be posted in the relevant
section on the website of the Ministry of Health of the Russian Federation on the Internet within
3 working days from the date of the Ethics Council meeting.

50. Upon the applicant's request, and prior to the commencement of the state registration
procedure, the expert institution shall provide consultation, including on procedural matters
related to the state registration of medical devices, including a preliminary review and
assessment of the registration dossier, in accordance with the procedure established by the
registration authority.

Consultation is not mandatory for obtaining the state service of state registration of medical
devices.

In order to ensure the principles of independence and impartiality when conducting an
examination of the quality, efficacy, and safety of a medical device, as well as to eliminate the
possibility of a conflict of interest, officials of the expert institution who have provided
consultation or conducted inspection of the production of medical devices for compliance with
the requirements for the implementation, maintenance, and assessment of the quality
management system of medical devices may not carry out the examination of the quality,
efficacy, and safety of the medical device for which the consultation was provided.

51. With regard to a medical device, the applicant may submit only one of the applications
stipulated by paragraph 63, or paragraph 87, or subparagraph "a" of paragraph 101, or
subparagraph "a" of paragraph 112, or subparagraph "a" of paragraph 120, or paragraph 135 of
these Rules. In the event that during the review of a registration dossier by the registration
authority or institution as per the procedure established by these Rules (before a final decision
provided for by said procedure is made), a repeat and/or new application from those listed in
the first sentence of this paragraph is submitted or sent to the registration authority or
institution concerning the same medical device, such an application shall not be accepted by
the registration authority or institution.

52. The registration authority shall form the registration dossier from the following documents
(as applicable):

a) the application for registration and documents stipulated by paragraph 65, or 87, or 101 of
these Rules, and the application for renewal of the state registration of a medical device
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U JIOKyMEHTHI, TIpeaycMoTpeHHble myHkToM 80 HacTtostmux [IpaBui, 3ampochbl
U JOKYMEHTBI, MpeAyCMOTpeHHbIe IMyHKTOM 74 min 96 nHactosmmux [IpaBui,
3asBJICHUE O BHECEHUH U3MEHEHUH, COACPIKAIIUXCS B PETUCTPAIIMOHHOM JI0ChHE,
U JOKYMEHTBI, NpeIycMOTpeHHble MyHkTamMu 112 wu (miu) 120 HacTosmux
[IpaBun, a Takke 3asBlIeHHE OO0 OTMEHE TOCYAapCTBEHHOW perucTpaiuu
MEIUITUHCKOTO H3JeNUs U JTOKYMEHTHI, NPeIyCMOTPEHHbIE MOAIYHKTOM "G
nyHkTa 139 nHacroamux IIpaBu;

0) KoM 3a/laHuA Ha MTPOBEICHUE HKCIIEPTU3HI KauecTBa, 3P HEKTUBHOCTH
1 6€30MacHOCTH MEAMIIMHCKOTO H3JeNus, O0(OPMIECHHOTO PETHCTPUPYIONIUM
OpraHoMm;

B) 3aKJIIOYECHUS, oopMIIEHHBIE SKCTIEPTHHIM YUPEKIECHUEM
Opy TMPOBEJECHUU OKCIEPTU3Bl KauecTBa, 3(PQPEeKTUBHOCTU U O€30MaCHOCTH
MEIUITUHCKOT'0 U3/EIINS,

T') BO3DOKEHUs 3asABUTEIS Ha 3aKIIOUEHHE OHKCIEPTHOTO YUPEKICHUS
Opy TPOBEJECHUU OKCIEPTU3Bl KauecTBa, 3(PQPeKTHUBHOCTU U O€30MaCHOCTH
MEIUITUHCKOTO U3JIEeTUs, pEHIEHUS PETUCTPUPYIOUIErOo OpraHa IO HTOoraM
PACCMOTPEHUS BO3PAKECHUH 3asSBUTEIIS HA 3aKITIOUEHHE;

1) KON TIPUKA30B PETHUCTPUPYIOIIETO OpraHa;

€) KOIUY YBeJIOMJIEHHH, HAPaBJIEHHBIX PETUCTPUPYIOITUM OpraHoM;

) KOTIMM OTYETOB 00 MHCIEKTUPOBAHUHU TPOU3BOJICTBA METUIIMHCKOIO
U3JIETTHS.

53. JIokyMeHTBI,  cojAepXallhuecsi B  PETUCTPAIMOHHOM  JIOChHE,
NPEICTaBIAIOTCA B PETUCTPUPYIONIUN OpraH ¢ MUCIOJIB30BAHUEM €IUHOTO
JUYHOrOo KaOuHeTa 3asBUTENS B  (opMe DIIEKTPOHHBIX JIOKYMEHTOB
WIM  JJIEKTPOHHBIX  00pa30B  JIOKYMEHTOB, IIOAIMCAaHHBIX  YCHJIEHHOMN

KBJTUQUITUPOBAHHOM AJIEKTPOHHON IOJIMTUCHIO WIH YCUJICHHOU
HEKBATU(QUITUPOBAHHOMN 3JIEKTPOHHON MOANUCHIO 3asIBUTEIS.
JIOKyMEHTBI Ha OyMaKHOM HOCHTEJIE, cojiepXKaIiuecs

B PETHCTPAIIIOHHOM J0Che, 3JCKTPOHHBIE 00pa3bl KOTOPHIX IIPEICTABIIIIOTCS
3asgBHUTEIIEM, IOJDKHBI OBITh 3aBEPEHBI B YCTAHOBICHHOM ITOPSIIKE.

54. JOKyMEHTBI, coJep)Kallliecs B PETUCTPAIIMOHHOM J0ChE, JIOJDKHEI
OBITH BBIMMOJTHEHBI B MHOTOIIBETHOM (hopMaTe C paspelicHHeM He MeHee
300 Touek Ha ArokiM B popmare *.pdf ¢ TEKCTOBBIM CJI0EM C BO3MOYKHOCTBIO
BBIJICJICHHSI M KOITHPOBAHUA OJIOKOB, a TaK)K€ OCYIIECTBICHUS TIOUCKA.

Pasmep so6oro w3 (ailyloB pErucTpalioOHHOTO J0Che HE JIOJDKEH
npeseimaTs 100 M6.

B KaxJoM JOKYMEHTE, COJepiKalleMcs B PETHCTPAllMOHHOM JOChE,
00s13aTeIbHO JOIKHa OBITh YKa3aHa JaTa ero BhIIauH.
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and the documents stipulated in Clause 80 of these Rules, requests and documents stipulated in
Clause 74 or 96 of these Rules, an application for making amendments to the information
contained in the registration dossier, and the documents stipulated in Clauses 112 and/or 120 of
these Rules, as well as an application for cancellation of state registration of a medical device
and the documents stipulated in subparagraph "b" of Clause 139 of these Rules;

b) a copy of the assignment for conducting the examination of the quality, efficacy, and safety
of the medical device, issued by the registration authority;

c) opinions issued by the expert institution during the examination of the quality, efficacy, and
safety of the medical device;

d) objections of the applicant to the opinion of the expert institution during the examination of
the quality, efficacy, and safety of the medical device, decisions of the registration authority
based on the results of the consideration of the applicant’s objections to the opinion;

e) copies of orders of the registration authority;
f) copies of notifications sent by the registration authority;
g) copies of reports on inspection of the medical device manufacturer.

53. Documents contained in the registration dossier shall be submitted to the registration
authority through the applicant’s unified personal account in the form of electronic documents
or electronic images of documents, signed with the applicant's advanced qualified electronic
signature or advanced unqualified electronic signature.

Paper documents contained in the registration dossier, electronic images of which are submitted
by the applicant, must be duly certified in accordance with the established procedure.

54. Documents contained in the registration dossier must be prepared in multicolor format with
a resolution of at least 300 dots per inch in *.pdf format with a text layer allowing selection and
copying of sections, as well as enabling search functionality.

The size of any of the registration dossier files shall not exceed 100 MB.

Each document contained in the registration dossier must necessarily indicate the date of its
issuance.
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55.B ciydae ecnm JOKYMEHTBI, COJIepXkKaliuecs B PETUCTPAIIMOHHOM
JIOChE, COCTABJIEHBl HA HWHOCTPAaHHOM SI3BIKE, OHHU IIPEACTABIAIOTCS
C 3aBEPEHHBIM B YCTAaHOBIIEHHOM MOPAJIKE TIEPEBOJIOM HA PYCCKUM SI3BIK.

56. TexHuueckass  JOKyMEHTAllUs  MPOU3BOAUTENS  (M3TOTOBUTEIA)
Ha MEJUIMHCKOE U3JENHE, IKCIUTyaTallMOHHAA JIOKYMEHTAIUs MPOU3BOIUTENS
(M3roTOBUTENA) HA MEIUIIMHCKOE U3JeIHe, B TOM YHCIEe WHCTPYKIIUA
[0 IPUMEHEHUIO WM PYKOBOJCTBO MO JKCILTyaTallUd MEIUIIMHCKOTO U3IENHS,
MOTYT OBITh JOIMOJHUTEIBHO BHECEHBI TOCPEICTBOM €JIMHOTO JIMYHOTO
KaOWHETa 3asBUTENII B BHJE CBEJCHUM, MOJMHUCAHHBIX  YCHJICHHOMN
KBaJTUQHUITUPOBAHHOM AIEKTPOHHOMN MOJITUCHIO WJIn YCUJIIEHHOH
HEKBATU(PUITUPOBAHHOMN 3JI€KTPOHHON MOANMUCHIO 3asIBUTEINS.

57. ObecnieueHue opraHuzauy paboThl MO (GOPMUPOBAHUIO U BEICHUIO
HOMEHKJIATypHOH  KiIacCUPUKALMM MEIUIMHCKUX H3JIEIUil 1[0  BUIAM
OCYILIECTBIISIETCA PETUCTPUPYIOIIUM OPTAHOM.

58. Ilpu u3MeHeHHH BHAA MEIUIIMHCKOTO H3JENUsS B paMKax padOThI
no (GopMUpPOBaHUI0O W  BEIACHUI0O HOMEHKIATypHOM  KiaccupUKaIUU
MEIUIMHCKUX U3JEUid 10 BHUAAM PETUCTPUPYIOUIUNA OpraH yBEJOMIISET
MIOCPEJICTBOM AJIEKTPOHHOTO KaOWHETa 3asBUTENS O IUIAHUPYEMOM H3MEHEHUU
BH/Ia, COAEPKANIETOCS B PEECTPOBOI 3aIKCH.

B Teuenune 15 pabouux gHEH cO JHSA pasMEIllEHUS B 3JIEKTPOHHOM
KaOWHETEe 3asiBUTENS YBEIOMJICHUS, yKa3aHHOTO B ab3alle IEPBOM HACTOSIIETO
IIyHKTA, 3asIBUTEJIb BIIPABE O3HAKOMHTHLCSA C HUM U NPHU HAIWYUUA BO3PAKECHHUHN
HAl[paBUTh HMX B PETUCTPUPYIOUIUH OpraH TIOCPEICTBOM 3JIEKTPOHHOTO
KaOuHeTa 3agBUTENs. YKa3aHHBIE BO3PAKEHUA HAIPaBIAIOTCA 3asABUTEIEM
OJIHOKPaTHO.

B cnydae ecnid B YCTAaHOBJICHHBIM CpPOK BO3PAKECHHUS 3asBUTENS
HE TOCTYNIJIM, PETUCTPUPYIOMINI OpraH OCYILIECTBIAET MEPONPHUATHS
110 BHECEHHUIO U3MEHEHUHN B PEECTPOBYIO 3aIKCH.

B ciydae mocTymieHus HOCpe/ICTBOM 3JIEKTPOHHOTO KaOUHETa 3aBUTEIS
B CpOK, He IpeBblmamImuil 15 pabouux gHEH, BO3PaKCHUN 3asBUTEIA
0 HW3MEHEHHUIO BHUJA MEAUIMHCKOTO HW3ACIHUS PETUCTPUPYIOIIUNA OpraH
B TeueHue 30 pabouux JHEH co JHA MOCTYIUICHHS BO3PaXEHUU paccMaTPHUBAET
UX, B TOM YHCJIE C IPUBJICYCHUEM SKCIIEPTHOTO YUPEKICHUS.

B ciaydae mpUHATHS pelIeHHs O NPU3HAHUM BO3PAKEHHUH MOJIHOCTHIO
WIM YacTUYHO OOOCHOBAaHHBIMM MEPOIPUATHS [0 BHECEHUIO H3MEHEHUH
B PEECTPOBYIO 3aIIUCh HE OCYIIECTBIISIIOTCS.

B caydae mpuHATHS pelICHUs O MPU3HAHUU BO3PAKEHUM MTOJTHOCTHIO UJIU
YaCTUYHO HE OOOCHOBAHHBIMM PETUCTPUPYIOIIMH OpraH  yBEJAOMIISET



ENGLISH TRANSLATION — Orig. Pg 27

55. In cases where the documents contained in the registration dossier are drawn up in a
foreign language, they shall be submitted with a duly certified translation into Russian.

56. The manufacturer's technical documentation for the medical device, as well as the
manufacturer's operational documentation for the medical device, including the instructions for
use or the user manual for the medical device, may additionally be submitted through the
applicant's unified personal account in the form of information signed with an enhanced
qualified electronic signhature or an enhanced unqualified electronic signature of the applicant.

57. The organization of work for the formation and maintenance of the nomenclature
classification of medical devices by type is ensured by the registration authority.

58. In the event of a change in the type of medical device within the framework of the work on
the formation and maintenance of the nomenclature classification of medical devices by type,
the registration authority shall notify the applicant via the electronic cabinet of the planned
change of the type contained in the registry entry.

Within 15 business days from the date the notification specified in the first paragraph of this
clause is placed in the applicant's electronic cabinet, the applicant has the right to review it and,
if there are any objections, to submit them to the registration authority via the applicant's
electronic cabinet. Such objections may be submitted by the applicant only once.

If no objections from the applicant are received within the established period, the registration
authority takes actions to amend the registry entry.

If, via the applicant's electronic cabinet, objections regarding the change of the type of the
medical device are received within no more than 15 business days, the registration authority
shall, within 30 business days from the date of receipt of the objections, review them, including
with the involvement of an expert institution.

If a decision is made to recognize the objections as fully or partially justified, the actions to
amend the registry entry are not carried out.

If a decision is made to recognize the objections as fully or partially unsubstantiated, the
registration authority notifies...
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O TMPUHATOM pEUIEHUU TIOCPEICTBOM DJIEKTPOHHOTO KaOWHETa 3asBUTENSA
(c MOTHBUPOBaHHBIM OOOCHOBAaHHEM IPUHATOTO PEUICHUS) U OCYIIECTBISAET
MEPOMPUATUSA IO BHECEHUIO COOTBETCTBYIOIIMX H3MEHEHUN B PEECTPOBYIO
3aIuUCh.

59.Cpokn © MOCIEAOBATEIBLHOCTh AJMUHHUCTPATHUBHBIX MPOLETYP
Y aIMUHHUCTPATUBHBIX JECHCTBUI PETUCTPUPYIOUIETO OpraHa yCTAaHABIIMBAIOTCS
aIMUHHUCTPATUBHBIM DPETJIAMEHTOM II0 TIPEJOCTABICHUIO TOCYAapCTBEHHON
YCIYTd MO  TOCYJApCTBEHHOM  PETUCTpAllMM  MEIULIUHCKUX  W3JIEIUH,
pa3pabaThIBAEMBIM B COOTBETCTBUU C TpeOOBAaHUAMM, YCTaHOBJICHHBIMU
[IpaButenscTBOM Poccuiickon deneparyu.

60. Ha Teppuropuu Poccuiickoii deaepaiiuu He JONMYCKaIOTCS:

a) perUCTpalusl  Pa3UYHBIX MEAUIMHCKUX H3JEIUi MOoJ  OJHUM
HAaHMEHOBAHHUEM;

0) perucTtpands B KauyecTBe MEAMIIMHCKUX U3JIEAUN  MPOIYKIIUHU,
HAaHUMCHOBAaHHUE KOTOPOM  colepkurcs B  l'ocygapcTBEHHOM  peecTpe
JIEKApCTBEHHBIX CPEJCTB I MEIULMHCKOTO NpHMEHEHMs, EauHOM peectpe
3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpazuiickoro 3KOHOMHYECKOTO
COI03a WJIM COBIAJAET C HAUMEHOBAaHHUEM OHOJIOTMUYECKH aKTUBHOM J00aBKHU
K TIHUIIE, CBEICHUS O KOTOpPOHM cojiepkaTcsi B EOUHOM peecTpe CBUIIETENIBCTB
0 TOCYJAapCTBEHHON PETUCTPALMU NPOIYKIHH. Eciii JEeKapcTBEHHOE CPEACTBO
win OUOJNOTHYECKU aKTUBHAasg J00aBKa K IIUIIE SBJIAETCS KOMIIOHEHTOM
MEIUIMHCKOTO  M3JIETUsA, UX HaWMEHOBAHHS MOTYT  HCIIOJIB30BATHCS
B HAUMEHOBAHUU METUIIMHCKOTO U3JEIHS;

B) IOBTOPHAsi  pETUCTpallus  OJHUM  TPOU3BOAUTEIEM  OJHOTO
U TOTO € MEUIIMHCKOTO U3EIUS [10]] ”YHBIM HAUMEHOBAHUEM.

61. B nemax npoxoxKIeHHUS MPOUEAypbl TOCYAAPCTBEHHOW PETHCTPALIMU
MEIUITUHCKOTO M3JENHs TPOU3BOAUTENH (M3TOTOBUTENb) MEIUIIMHCKOTO
U3JIeUsl  JIOJDKEH  OOECHEeUUTh COOTBETCTBHE  MEJAMIIMHCKOTO  U3JETHUS
CIEAYIOIIUM TPeOOBaHUIM (110 MPUMEHUMOCTH):

a) He JIOMYCKAaeTCs OrpaHHYECHHE B3aMMO3aMEHSIEMOCTH METUIIMHCKHUX
U3JIeJIUN IyTEM HCTIOJIb30BAHUS CIIEIIMAIBHBIX TEXHHUYECKUX W IIPOTPAMMHBIX
CpPEeICTB WIH JpYTrHMH  croco0aMu, €cCliM d3TO He MpeTHa3HaueHO
1t obecnieueHus 6e30nacHOCTH U YQPEKTUBHOCTH MEIUITUHCKOTO U3EIIHS;

0) mommyckaeTcsi OATBEPKIECHUE BO3MOXHOCTH COBMECTHOTO IIPUMEHEHHS
PETUCTPUPYEMOTO MEAUITUHCKOTO H3JENUS C IPYTUM MEIUIIMHCKUM HU3JEIUEM
WHOTO MPOU3BOIUTENS (M3TOTOBUTEINS), 3apETUCTPUPOBAHHBIM B COOTBETCTBUU
c TpeOoBaHMUAMH 3aKoHojaTenbcTBa Poccuiickolt ®enmepauuum B chepe
rOCYJApCTBEHHOUN pErucTpaliid METUIIMHCKUX U3nenuid. [Ipu 3TomMm coBmMecTHOE
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about the adopted decision via the applicant’s electronic account (with a reasoned justification
for the adopted decision) and carries out activities to introduce the corresponding changes into
the registry entry.

59. The timeframes and sequence of administrative procedures and administrative actions of
the registration authority are established by the administrative regulations for the provision of
the state service for state registration of medical devices, developed in accordance with
requirements set by the Government of the Russian Federation.

60. The following are not permitted on the territory of the Russian Federation:
a) registration of different medical devices under the same name;

b) reqgistration as medical devices of products whose names are included in the State Register of
Medicines for Medical Use, the Unified Register of Registered Medicinal Products of the Eurasian
Economic Union, or coincide with the name of a biologically active food supplement, information
about which is contained in the Unified Register of Certificates of State Registration of Products.
If a medicinal product or a biologically active food supplement is a component of a medical
device, their names may be used in the name of the medical device;

C) repeated registration by the same manufacturer of the same medical device under a different
name.

6E For the purpose of passing the state registration procedure for a medical device, the
manufacturer (producer) of the medical device must ensure the conformity of the medical
device with the following requirements (as applicable):

a) restriction of interchangeability of medical devices by means of special technical or software
solutions or other means is not allowed unless intended for ensuring the safety and
effectiveness of the medical device;

b) confirmation of the possibility of combined use of the registered medical device with another
medical device from a different manufacturer (producer), registered in accordance with the
requirements of the legislation of the Russian Federation in the field of state registration of
medical devices, is permitted. At the same time, combined use
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OPUMEHEHUE PETUCTPUPYEMOTO MEAMIIMHCKOTO W3JIETUA € MEIUIIMHCKUM
U3JIEJIMEM HHOTO MPOU3BOAUTENSA (M3TOTOBUTENS) OCYIIECTBISAETCA C yU4ETOM
OCOOEHHOCTEH, YCTaHOBIEHHBIX B  OJKCIUIyaTallMOHHOM  JOKyMEHTAaI[uU
NPOU3BOAUTENA (U3TOTOBUTENIS) HA PETUCTPUPYEMOE METUITMTHCKOE H3JIETHE.

62. Pemtenuss u jgerictBus (0e3/€iCTBUE) PETHCTPUPYIOMIETO OpraHa,
MOBJIEKIINE 32 coO0I HapylIeHUE MPaB IOPUTNUECKOTO JIHUIA UK (PU3UIECKOTO
JIUIA, 3aPETUCTPUPOBAHHOTO B KA4€CTBE WHIUBHUIYAIBHOTO MPEAIIPUHUMATES,
a TaKXe 3aKIIOUYECHUS DKCIIEPTHOTO YUPEKICHUA 110 PE3YIbTaTaM MPOBEIECHHBIX
UM B COOTBETCTBHM C HacrosmmuMmu [lpaBuimaMu 3KCIEPTH3 MOTYT OBITh
o0kanoBaHbl 3asBUTENIEM B IOPAJIKE, YCTAaHOBIEHHOM 3aKOHOJIATEIbCTBOM
Poccuiickoit denepanuu.

II. l'ocynapcTBeHHast perucTpaius MeIUITUHCKUX U3IeTTUH, TIOITBEPIKIECHUE
3 (HEKTHUBHOCTH KOTOPHIX TPEOYET MPOBEACHUS KIMHUYECKUX UCITBITAHHM
C YYaCTHEM YEJIOBEKA W MOJYUYCHHS pa3pelieHus PETUCTPUPYIONIETO OpraHa
Ha TIPOBEICHHE KIIMHUYCCKUX UCTIBITAHUH

63. JIlna  TOCYNapCTBEHHOM perucTpauuv  MEAUIMHCKOTO  H3JENHus,
noaTBep)kaeHue 3HPEKTUBHOCTH KOTOPOro TPeOyeT MPOBEACHUS KIMHUYECKHUX
UCIIBITAaHUH C YyYaCTUEM YEJIOBEKA U TOJYUYEHHSI pa3pellieHUs] PErUCTPUPYIOLIETO
opraHa Ha NpPOBEICHHE KIMHUYECKUX HCIBITAHUN, 3asBUTENb NOCPEICTBOM
€IMHOr0 JUYHOrO KaOMHETa 3asiBUTENS MPEACTABISET B PErHCTPUPYIOLIUI
OpraH 3asBIICHHE O PErucTpauuy, a TaKXKe JIOKYMEHTBI, YKa3aHHbIE
B IyHKTe 65 Hactoswmux [IpaBui.

64. B 3asBneHUN O PErUCTPALIMU YKA3BIBAOTCSA CICAYIOIINE CBCICHUA:

a) HAMMEHOBaHUE MEJMLUHCKOro u3enus (C YyKa3aHUEM MoJjelen
(Mapok) MEIHLMHCKOTrO W3Jelus, HX COCTaBa U IPUHAJIEKHOCTEH,
HEOOXOIUMBIX JUIsI TMPUMEHEHHUS MEIUIMHCKOTO W3ACTUS WUIN €ro MOJenel
(Mapok) mo Ha3Ha4YeHUIO (IPU HAIWYWU), TPU DTOM 3aSBUTENIb YKa3bIBAET
TOBApPHBIM 3HAK W MHBIC CPEJICTBA WHIUBUAYAIU3AIUU MEIUIIMHCKOTO U3ETUs
B CJIy4ae UX HAHECEHUS Ha YIAKOBKY MEAUIMHCKOIO U3/1ETUs;

0) B OTHOIICHUH TPOU3BOAUTENA (M3FOTOBUTENA) MEAUIIUHCKOTO
U3JIETUA:

IOpUJIMYECKOTO JIMI[a - TIOJIHOE W COKpalleHHOe (MpH HAIUYWHN)
HAauMEHOBaHUS (C TpaHCIHMTEpanuel), OpraHMW3aIlMOHHO-TIPaBOBas ¢opMa,
UJECHTU(PUKAITMOHHBIA HOMEp HaJOTOIUIaTeNbluKa ()i TPOU3BOIUTEIEH,
SBISOmKXcsS  pesusieHtTamMu  Poccuiickoir  denmepaumu), aapec  Mmecra
HaXOXXJEHUs, a TAaKXKe HOMEP TenedoHa U aIpeC JIEKTPOHHOM MOYTHI;
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The use of the registered medical device together with a medical device from another
manufacturer (producer) shall be carried out taking into account the specific features
established in the operating documentation of the manufacturer (producer) for the registered
medical device.

62. Decisions and actions (inaction) of the registering authority that have resulted in the
violation of the rights of a legal entity or an individual registered as an individual entrepreneur,
as well as the opinions of the expert institution based on the results of the examinations
conducted in accordance with these Rules, may be appealed by the applicant in the manner
established by the legislation of the Russian Federation.

Il. State registration of medical devices the effectiveness of which requires clinical trials
involving humans and obtaining authorization from the registering authority to conduct clinical
trials

63. For the state registration of a medical device the effectiveness of which requires clinical
trials involving humans and obtaining authorization from the registering authority to conduct
clinical trials, the applicant, via the unified personal account of the applicant, shall submit to the
registering authority an application for registration as well as the documents specified in
paragraph 65 of these Rules.

64. The registration application shall contain the following information:

a) the name of the medical device (indicating the models (brands) of the medical device, their
composition and accessories necessary for the use of the medical device or its models (brands)
for their intended purpose, if available; in this case, the applicant shall indicate the trademark
and other means of individualization of the medical device if they are applied to the packaging
of the medical device);

b) with respect to the manufacturer (producer) of the medical device:

for a legal entity - the full and abbreviated (if available) name (with transliteration),
organizational and legal form, taxpayer identification number (for manufacturers who are
residents of the Russian Federation), address of the place of business, as well as telephone
number and email address;
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bH3UUeCcKOTOo NI, 3aPETUCTPUPOBAHHOTO B KaueCTBE MHAUBUIYAILHOTO
npeanpuHuMarens, - GaMuwinsg, UM U OTYECTBO (IpU HAIMYUU), PEKBUZUTHI
JOKYMEHTa, YJIOCTOBEPSIONIETO JHUYHOCTh, HWJACHTU(MUKAIIMOHHBIA HOMEp
HAJIOTOILIATENbITNKA (Il  MPOU3BOAMTENEH, SABIAIONIMXCS pPE3UJEHTaAMU
Poccutickoit Denepanuu), agpec MecTa JKUTEIbCTBA, a TakKe HOMEp TenedoHa
U aJpecC 3JIEKTPOHHOM TIOYTHI;

B) B OTHOIIEHUH YIIOJTHOMOYEHHOIO TIPEACTABUTENA MPOU3BOAUTENS
(M3roTOBUTENA):

IOPUINYECKOTO JIMIA - IIOJIHOE W COKpalleHHOEe (MpH HAJIWYUHN)
HaUMEHOBaHUs (C TpaHcIUTepaluei), opraHu3allMOHHO-TIpaBoBas (opma,
UACHTU(UKAIIMOHHBI HOMEp HaJOTOIUIaTEeNbIIMKa, aJpec MeCTa HaXOoXKIeHHs,
a Takxe HoMep TeaedoHa U aJIpec IEKTPOHHOM MOUTHI;

bH3UUeCcKOTOo U, 3aPETUCTPUPOBAHHOTO B KaueCTBE MHAUBUIYAILHOTO
npeanpuHuMarens, - GaMuwinsgd, UM U OTYECTBO (IpU HAIMYUU), PEKBU3HUTHI
JOKYMEHTa, YJIOCTOBEPSIONIET0 JHUYHOCTh, HWJACHTU(MUKAIMOHHBIA HOMEp
HaJIOTOILIATENBIINKA, aJpec MecTa >KUTEIbCTBa, a Takke HoMmep TenedoHa
U aJpecC 3JIEKTPOHHOM TIOYTHI;

') HAUMEHOBaHHE (HaMeHOBaHU) (c TpaHCIUTEpaLIUEi)
MPOU3BOICTBEHHOM ILIOMIaAKH (IPOM3BOICTBEHHBIX IUIONIA0K), ajipec (aapeca)
MecTa €€ (UX) HaXOXKICHUS;

1) Ha3HaYeHUEe MEJUIIMHCKOTO U3/IeINs, YCTAaHOBJICHHOE MTPOU3BOUTENIEM
(M3roToBUTENEM) B COOTBETCTBHUM C TEXHMYECKOW U DIKCIUIyaTallMOHHOMN
JOKYMEHTAIEN Ha MEIUIIMHCKOE U3JIETHE;

€)BUA WIM BUABL MEIUIMHCKOTO M3JEIMsI B  COOTBETCTBUU
C HOMEHKJIATypHOW KiaccupuKanued MEIUIIMHCKUX U3JeIUiH 10 BUIaM
B CJIy4dae, MPeIyCMOTPEHHOM IYHKTOM 26 Hactosamux [Ipasui;

) KJIacc MOTEHIIHATLHOTO PUCKAa MPUMEHEHUS MEIUIIMHCKOTO H3JECIIHs
B COOTBETCTBHH C HOMEHKJIATYpHOH KiacCHUpUKaIMeld MEIUIMHCKUX H3/IeTui
0 KjJaccaM B 3aBUCUMOCTH OT IOTEHIMAIBHOTO pUCKA HUX IIPUMEHEHHS,
yTBEpKIacMo MUHUCTEPCTBOM 3ipaBooxpaHeHus Poccutickoil denepanny;

3) kog OOmepoccuiickoro kiaccupukaropa NPOAYKIMU 10 BHAAM
HPKOHOMHYECKOH JAESITENbHOCTH (J1aiee - KiIacCupuKaTop);

1) CBEJICHUS 0 BO3MOKHOCTH (HEBO3MOXKHOCTH) OTHECEHUS
MEIUIMHCKOTO U3/IEITHA:

K IporpaMMHOMY  OO€CIIEUeHUI0,  SBIAIOMIEMYCS  MEIUITUMHCKUM
U3JIEIIUEM;

K IpOrpaMMHOMY OOECIEYEHHI0 ¢ TPUMEHEHUEM  TEXHOJIOTHH
HUCKYCCTBEHHOTO MHTEJUIEKTA, SBJISIOIEMYCS MEAUIIMHCKUM U3JETUEM;
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for an individual registered as an individual entrepreneur - surname, first name, and patronymic
(if available), details of the identity document, taxpayer identification number (for
manufacturers who are residents of the Russian Federation), residential address, as well as
telephone number and email address;

c) with respect to the authorized representative of the manufacturer (producer):

for a legal entity - full and abbreviated name (if applicable, with transliteration), organizational
and legal form, taxpayer identification number, registered address, as well as telephone number
and email address;

for an individual registered as an individual entrepreneur - surname, first name, and patronymic
(if available), details of the identity document, taxpayer identification number, residential
address, as well as telephone number and email address;

d) name(s) (with transliteration) of the manufacturing site(s), address(es) of its (their) location;

e) intended purpose of the medical device as established by the manufacturer (producer) in
accordance with the technical and operational documentation for the medical device;

f) type or types of the medical device in accordance with the nomenclature classification of
medical devices by type in the case provided for in paragraph 26 of these Rules;

g) the class of potential risk of use of the medical device in accordance with the nomenclature
classification of medical devices by risk class depending on their potential risk of use, as
approved by the Ministry of Health of the Russian Federation;

h) code of the All-Russian Classifier of Products by Economic Activity (hereinafter referred to as
the classifier);

i) information about the possibility (impossibility) of classifying the medical device:
as software that is a medical device;

as software utilizing artificial intelligence technologies that is a medical device;
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K) CBEJICHUSI O Hajduduu (OTCYTCTBUH) Y MEIUIMHCKOTO U3JEIHUS
U (WIK) IPUHAAIEKHOCTEH K HEMY TPSMOTO WIH OMOCPETOBAHHOTO KOHTAKTa
C IOBEPXHOCTBIO TeJla YeJIOBEKa, €r0 CIM3UCTHIMU 000J0YKaMH, BHYTPEHHUMH
cpelaMM OpraHu3Ma, JJIs KOTOpPBIX YyKa3aHHOE B3auMOJECHCTBUE (KOHTAKT)
ABJISIETCS. HEOOXOIUMBIM JJIA BBHITIOJIHEHUS UX MPpeAHA3HAYEHHOW QPYHKITUN;

J) cBeieHUsT 00 OTHECEHWHM MEIUIIMHCKOTO M3JENHUA K CpelcTBaM
U3MEpEeHU B cepe ToCyAapCTBEHHOTO PETYIMPOBaHUA 00eclieueHUs €IMHCTBA
U3MEPEHUH, [IEpeYEeHb KOTOPBIX YTBEPKIAETCSA MunucTepcTBOM
3apaBooxpaHeHus Poccurickon denepanuu;

M) HOMEp, JaTa MPOTOKOJa TEXHUYECKUX HCIBITAHUNH METUIIUHCKOIO
U3JIes, a TaKkKe HAaMMEHOBAaHMUE HCHBITATENBHON 1abopaTopuu, BbIIABIIEH
OPOTOKOJI HCUBITAHWUN, W CBEJACHUS O HOMEpE 3alluCu O HEW B peecTpe
AKKpPEAUTOBAHHBIX JIHII;

H) HOMEp, JaTra IPOTOKOJa  TOKCHUKOJNOTMYECKHX  MCCJIEIOBAHHM
MEIUITUHCKOTO U3JENUs U (WIIK) IPUHALIEKHOCTEN K METUIIMHCKOMY U3JIENHIO,
OpsIMO WJIH OIIOCPEAOBAHHO KOHTAKTHUPYIOIINX C TIOBEPXHOCTHIO TEJA YEIOBEKa,
€ro  CIU3UCTHIMM  OOOJIOYKAMH, BHYTPEHHUMH CpeJlaMd  OpraHu3Ma,
JUISL KOTOPBIX yKa3aHHOE B3aUMOJIEHCTBUE (KOHTAKT) SBIAECTCS HEOOXOIUMBIM
JUISL BBIMIOJIHEHUS HMX IMpeAHa3HAUEHHBIX (QYHKIUNA, a Takke HauMEHOBAHUE
UCIIBITAaTeNIbHOM ~ J1abopaTopuH,  BBUIABIIEH  MPOTOKOJ  HCCIEJOBAHUH,
U CBEJICHHS O HOMEPE 3aIlUCH O HEW B pEECTPE aKKPEIUTOBAHHBIX JIHII,

0) HOMEP, JaTa MPOTOKOJIA UCIBITAHUM MEAUITUHCKOTO U3JEIUSI B IEIIX
YTBEPKIAECHUSA TUIIA CPEACTB U3MEPEHUH (B OTHOIIEHUU MEIUIIUHCKUX W3JIETUNI,
OTHOCAIIUXCS K CpeJACTBaM H3MepeHuidl B cdepe TocyJapCTBEHHOTO
PETYJIUPOBAHUSA OOECIEUYCHUs] €IUHCTBa U3MEpPEHUMN, TMepedeHb KOTOPBIX
yTBepxKaaeTcs MUHHCTEPCTBOM 37paBooxpaHeHHs Poccuiickoit denepanun),
a TaKkKe HaUMEHOBaHUE MCIBITATEILHOM JabopaTOpuU, BBIIABIICH MPOTOKOI
UCIIBITAHU, U CBEJICHUS O HOMEPE 3aIllUCH O HEW B PEECTPE aKKPEAUTOBAHHBIX
UL,

1) JaTa ¥ HOMEpP OT4YeTa O pe3yibTaTaX HHCIEKTUPOBAHUA, CPOK
€ro JCHUCTBUSA, a TakKkKe HAaUMCHOBAHUE OpraHU3allid, [POBOJUBIIEH
MHCIEKTUpOBaHUE  (YKa3bIBAIOTCS B cllydae IIPOBEJCHHUS  HMHCIIEKIUH
UHCIIEKTUPYIOIIEH OpraHu3alued, HaxoJsauleics B BEJICHUH (IIOJYMHECHUU)
PETUCTPUPYIOIIETO OpraHa);

p) cBelleHHsT O  HEOOXOAUMOCTH  (OTCYTCTBHH  HEOOXOIMMOCTH)
POBEJECHUA KIMHUYECKUX UCIIBITAHUH C yYaCTHEM YEIOBEKA,
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k) information regarding the presence (absence) in the medical device and/or its accessories of
direct or indirect contact with the surface of the human body, its mucous membranes, or
internal environments of the body, for which such interaction (contact) is necessary for the
performance of their intended function;

I) information regarding the classification of the medical device as a measuring instrument
within the scope of state regulation to ensure the uniformity of measurements, the list of which
is approved by the Ministry of Health of the Russian Federation;

m) number and date of the protocol of technical testing of the medical device, as well as the
name of the testing laboratory that issued the test protocol and information regarding its
registration number in the register of accredited entities;

n) number and date of the protocol of toxicological studies of the medical device and/or
accessories to the medical device, which have direct or indirect contact with the surface of the
human body, its mucous membranes, or internal environments of the body, for which such
interaction (contact) is necessary for the performance of their intended functions, as well as the
name of the testing laboratory that issued the study protocol and information regarding its
registration number in the register of accredited entities;

0) number and date of the protocol of testing of the medical device for the purpose of type
approval of measuring instruments (with regard to medical devices classified as measuring
instruments within the scope of state regulation to ensure the uniformity of measurements, the
list of which is approved by the Ministry of Health of the Russian Federation), as well as the
name of the testing laboratory that issued the test protocol and information regarding its
registration number in the register of accredited entities;

p) date and number of the inspection report, its validity period, as well as the name of the
organization which conducted the inspection (indicated if the inspection was carried out by an
inspecting organization under the jurisdiction (subordination) of the registering authority);

r) information regarding the necessity (or absence of necessity) of conducting clinical trials
involving human subjects;
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C) CBEJICHUS O HaJIWYUU (OTCYTCTBHM) B COCTaBE MEAMIIMHCKOTO M3JIETHUA
JIEKapCTBEHHOTO TIpernaparta, papMaleBTHIECKON cyOCcTaHITuH, OHOIOTHIECKOTO
MaTepHraia U HHOTO JIEHCTBYIOIIETO BEIECTRA,;

T) CBEJICHUSA O BBIITYCKE M3JCIUSA B CTEPUILHOM (HECTEPHUIBHOM) BHIIC,

y) PEKBH3UTHl JOKYMEHTa (JOKYMEHTORB), IIOATBEPKAAOIIETO IIPaBo
HCTIOIB30BaHUS MPOU3BOAUTENEM (HM3TOTOBUTEIEM) TOBAPHOTO 3HAKa M WHBIX
CPEICTB MHIWBHIyaTU3allMd MEIUIMHCKOTO U3JENNA B CIy4ae UX HaHECEHUS
Ha YIaKOBKY MEIUIIMHCKOTO U3IEIIHS;

¢) cBemeHus 00 oIulaTe TOCYAapCTBEHHON MOUUIMHBI (laTa U HOMEp
TUTATEKHOTO MOPYYCHHS (IUTaTeKHBIX MIOPYUCHHH );

X) CBEJICHHSI O PETHCTPAllMOHHOM HOMEpE H JlaTe TOCYIapCTBEHHOMH
PETUCTPAIIMH MEJIUIMHCKOTO H3JAeNus (BHECEHUS WM3MCHEHHH B JIOKYMEHTEI,
COJIEpIKaINeCs B PErUCTPAIIHOHHOM JTOChE) (TI0 IPUMEHUMOCTH);

) CBEICHHI O  BO3MOXHOCTH  (HEBO3MOIKHOCTH) OTHECEHUS
MEJIUIMHCKOT0 U3IETHA K MEIUIIMHCKUM H3IEHAM JIUIS TUarHOCTHKH in Vitro;

q) cBEJICHUSA 00 YBEIOMIICHHSIX O BBO3€ MEIUIIMHCKOTO M3JCIHUS C HETbI0
€r0 TOCYJapCTBEHHON perucTpaliiy, MoAaHHbIX B PETUCTPUPYIOIINUHA OpraH;

1) CBeJIcHUS 00 OTBETCTBCHHOCTH 3asBHUTEIS 3a JOCTOBEPHOCTH
U WICHTHYHOCTh HMH(pOpManuu, cojaepikKameics B PErHCTPAllHOHHOM J0ChE
U 3aSBJICHHH O PETUCTPAITUH.

65. Inst  rocymapCTBEHHOW pPETUCTPAllMd  MEIUIIHHCKOTO  H3JCIus,
HOATBEPKAeHHE 3PPEKTHBHOCTH KOTOPOTO TpedyeT MPOBEACHHUS KIHHHYESCKUX
UCTIBITAHUH C yJacTHEM YeIOBEKA U IIOJYyUEHHUS pa3pelieHHs] peruCTPHPYIOIETO
OpraHa Ha IpOBeJICHHE KIMHUYSCKUX UCITBITAHUN, TPECTABISIOTCS CIEAYIONINE
JTOKYMEHTBHI:

a) komus  (KOMMH) JOKYMEHTa (JOKYMEHTOB), ITOATBEPKIAIOIIETO
(MOATBEpXKIAFOIMMX)  IOJHOMOYHS  YIIOJIHOMOYEHHOTO  IPEACTaBHTENSA
MPOU3BOAMTENS (M3TOTOBHTENS) MO MPEICTABICHHIO HHTEPECOB MPOU3BOAUTENS
(M3roTOBHTENA), HECEHHWI0O  OTBETCTBEHHOCTH B  YacTH  oOpaleHus
MEJIHUIUHCKOTO U3Jlenus Ha Tepputopun Poccuiickoit deneparyu, B TOM JHCIIE
0 BOIpocaM IIPOUEAYpP OIEHKM COOTBETCTBHUSA M  TOCYJapCTBEHHOMH
PETUCTPAIIMH MEIUIMHCKOTO H3JCIHSI, a TakkKe 10 3aBEPEHUI0 JOKYMEHTOB
NpOU3BOAMTENS  (M3TOTOBHUTENSA), BCTYIHUBIIET0 (BCTYMHMBINUX) B CHIY
10 0o(OPMIICHUS COOTBETCTBYIONIMX JOKYMEHTOB (IJOKYMEHT (JOKYMEHTBHI)
SBISETCSA (SABJIAIOTCI) OO0sA3aTeNbHBIM (00SM3aTeNBHBIMHU) IS WHOCTPaHHBIX
Npou3BOANTENICH  (M3TOTOBHTEJICH), OTEYECTBCHHBIMH  IPOU3BOIAUTEIIMHU
(M3roTOBUTEIAMH) JOKYMEHT (TOKYMEHTBI) MpeICTaBIACTCS (MPEICTaBIAIOTCS)
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(c) information on the presence (absence) in the composition of the medical device of a
medicinal product, pharmaceutical substance, biological material, or other active substance;

(t) information on whether the product is released in a sterile (non-sterile) form;

(u) details of the document(s) confirming the manufacturer's (producer’s) right to use a
trademark and other means of individualization of the medical device, in the event these are
applied to the packaging of the medical device;

(f) information on payment of the state fee (date and number of the payment order(s));

(x) information on the registration number and date of state registration of the medical device
(changes entered into the documents contained in the registration dossier, as applicable);

(ts) information on the possibility (impossibility) of classifying the medical device as a medical
device for in vitro diagnostics;

(ch) information on notifications regarding the importation of the medical device for the purpose
of its state registration, submitted to the registering authority;

(sh) information on the applicant’s responsibility for the accuracy and consistency of the
information contained in the registration dossier and in the registration application.

65. For the state registration of a medical device for which confirmation of effectiveness
requires the conduct of clinical trials involving humans and obtaining permission from the
registering authority to conduct such clinical trials, the following documents shall be submitted:

(a) a copy (copies) of the document(s) confirming the authority of the authorized representative
of the manufacturer (producer) to represent the interests of the manufacturer (producer), to
bear responsibility regarding the circulation of the medical device in the territory of the Russian
Federation, including on matters related to procedures of conformity assessment and state
registration of the medical device, as well as for the certification of the manufacturer’s
(producer’s) documents, which entered into force prior to the execution of the relevant
documents (the document(s) are mandatory for foreign manufacturers (producers); for domestic
manufacturers (producers), the document(s) shall be submitted
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B ClIyyae Halu4yus YIHOJIHOMOYEHHOTO IIPEJCTABUTENS IPOU3BOAUTENS
(M3rOTOBUTENA);

0) cBelleHUsI O HOPMATUBHOM TOKYMEHTAIIUU Ha MEIUITUTHCKOE U3JIETIHE;

B) TEXHMYECKass  JOKYMEHTallMsi  TNPOU3BOJAUTENS  (M3TOTOBUTEI)
Ha MEJIUIIMHCKOE U3JENHE;

T') OKCIUTyaTaIllMOHHas JTOKYMEHTAIlMs TPOU3BOJIUTENS (HM3TOTOBUTEI)
HAa MEIUIMHCKOE W3JEIUe, B TOM UYHCIE€ HHCTPYKIUA [0 NPUMEHECHUIO
WIH PYKOBOJICTBO I10 3KCIUTyaTallid MEAUIUHCKOTO U3/IEIINs;

1) IIBETHBIC dboTorpaduueckue HM300paKeHUsI ob1iero BUJIA
MEIUITUHCKOTO  HU3JeNus, Mojeiel (MapoK) MEAMIIMHCKOTO  U3JEIus
U IPUHAIEKHOCTEH, HEOOXOIUMBIX ISl MPUMEHEHHUS METUIIMHCKOTO U3JIETUS
[0 Ha3HaueHUIO (pasMepoM He MeHee 18 X 24 caHTUMeTpa), a TaKxke
U300paK€HUS MapKUPOBKM W YHAKOBKH (IIBETHBIE MAaKEThl YIIaKOBOK
U ATHKETOK, COJIEp)KAIllUE TEKCT OPUTHHAIBHOW MApKUPOBKU U JIOTIOJIHATEIBHON
MapKHpOBKA Ha pPYCCKOM S3bIKE, HAHOCHUMOM Ha MEIUIMHCKHE U3ENHS,
IPOU3BEICHHBIE 3a IIpeaeaaMu Poccuiickoit denepaiivin);

€) MPOEKT OIHUCAaHUA THUMA CpPEICTBa HW3MEpPEHHUM, SBIIAIONIETOCA
MEIUIUHCKUM HU3JIeTINEM (B OTHOIIEHWH MEIUITUHCKUX M3IEIUN, OTHOCIIIUXCS
K CpeacTBaM M3MepeHudl B cdepe TocyJapCTBEHHOTO PETYIHPOBAHUS
oOecrieueHusT €JUHCTBA HW3MEpPEHUI, IIepeueHb KOTOPBIX YTBEPKIAETCS
MuHucTepcTBOM 3/ipaBooxpaneHust Poccuiickoit deneparun);

) METOJIMKa TIOBEPKM THIIA CPEJICTBA HU3MEPEHUMH, SBJISIOLIETOC
MEIUIMHCKUM H3JIeTIEM (B OTHOIIEHWH MEIUITUHCKUX M3IEIUN, OTHOCIIIUXCS
K CpeacTBaM M3MepeHudl B cdepe TocyJapCTBEHHOTO PETYIHPOBAHUS
obOecrieueHusT €JUHCTBA HW3MEpPEHUI, TIepeueHb KOTOPBIX YTBEPKIAETCS
MuHucTepcTBOM 3/ipaBooxpaneHus Poccuiickoit denepaiun);

3) IPOEKT IUIaHA KJIMHUYECKUX HCIBITAHUA MEIUIUHCKOTO U3JECIH
C Y4acTHEM YEJIOBEKa ¢ 0OOCHOBBIBAIOIIUMH €TI0 MaTepHaiaMu (IIPH HATUYUHN );

M) JOKYMEHTBI, MOATBEPKIAIOIIUE  BO3MOXKHOCTH  OCYIUECTBIICHHS
NPOU3BOJICTBA IO ajipecy (aapecaM), ykazaHHOMY (YKa3aHHBIM) B 3asABJICHUHU
O PETUCTpAILIHU B KAUECTBE IIPOU3BOACTBEHHON (MPOU3BOICTBEHHBIX) TUIOIIAAKN
(rwiomanok) (Mo NPUMEHUMOCTH): JTOKYMEHTHI, IOATBEpIKIAlolue HaIUdue
yCIIOBUI MPOM3BOJICTBA, U (MIH) KOIUU CEpTU(PUKATOB COOTBETCTBUS CUCTEMBI
MEHEDKMEHTa KauecTBa TpeOOBAaHUAM MEXTOCYIapCTBEHHOTO CTaHAapTa
I'OCT ISO 13485-2017 "Uzpmemus MeaumuHckue. CUCTEMBI MEHEIHKMEHTA
KauecTBa. TpeGoBaHMs IS 1elied  peryiIupoBaHUA", YTBEPKIECHHOTO
U BBeAeHHOro B jaeiictBue ¢ 1 utonsa 2018 r. (manee - 'OCT ISO 13485-2017),
WIM COOTBETCTBYIONIErO MexAyHapogHoro craHmapra ISO 13485:2016
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in the case of the existence of an authorized representative of the manufacturer (producer);
b) information regarding the normative documentation for the medical device;
c) the manufacturer’s (producer’s) technical documentation for the medical device;

d) the manufacturer’s (producer’s) operational documentation for the medical device, including
the instructions for use or the user manual for the medical device;

e) color photographic images showing the general view of the medical device, of the models
(types) of the medical device, and of the accessories required to use the medical device as
intended (size not less than 18 x 24 centimeters), as well as images of the labeling and
packaging (color layouts of packages and labels containing the text of the original labeling and
additional labeling in Russian applied to medical devices manufactured outside the Russian
Federation);

f) a draft type description of the measuring instrument that is a medical device (with regard to
medical devices classified as measuring instruments within the scope of state regulation for
ensuring the uniformity of measurements, the list of which is approved by the Ministry of Health
of the Russian Federation);

g) the verification procedure for the type of measuring instrument that is a medical device (with
regard to medical devices classified as measuring instruments within the scope of state
regulation for ensuring the uniformity of measurements, the list of which is approved by the
Ministry of Health of the Russian Federation);

h) a draft plan for clinical trials of the medical device involving humans, along with supporting
materials (if available);

i) documents confirming the possibility of manufacturing at the address(es) specified in the
registration application as the production site(s) (where applicable): documents confirming the
availability of the production conditions, and/or copies of certificates of conformity of the quality
management system with the requirements of the interstate standard GOST I1SO 13485-2017
"Medical devices. Quality management systems. Requirements for regulatory purposes,"
approved and enacted as of June 1, 2018 (hereinafter referred to as GOST ISO 13485-2017), or
the corresponding international standard 1ISO 13485:2016.
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"Usnenmua wmeaunuHckue. CHUCTEMBI MEHEIKMEHTa KadecTBa. 1peGoBaHUs
st 1enent perynupoBanus” (naiee - [ISO 13485:2016), a Takxke KOMUHA OTUYETOB
O paHee MPOBEICHHBIX WHCIEKIUAX HA COOTBETCTBHUE YKa3aHHBIM CTaHAApTam
(B cmydae TpeAcTaBlI€HHUS YKa3aHHBIX CEPTU(MUKATOB  COOTBETCTBUA),
U (WIM) KOMUH JOKYMEHTOB, ITOATBEPXKIAIONIUX COOTBETCTBUE CHUCTEMBI
yIpaBlIeHUsT KauecTBOM TpeOOBaHUAM K BHEJPEHUIO, MOACPKAHUIO U OLICHKE
CUCTEMBI YIPABJICHUsS KauyeCTBOM MEIUIIMHCKUX H3JeNUi (IpencTaBisaoTCs
B CIydac [POBEACHUA HHCIEKIUH HWHCIECKTUPYIOLIEH  OpraHu3aluei,
Haxojsdmeicss B BeleHUH  (IIOJUMHEHWH) OpraHa  TroCyJapCTBEHHOMN
BJIACTU TOCyJapcTBa - wieHa EBpa3suiickoro 3KOHOMHUYECKOTO COI03a,
YIOJIHOMOYEHHOTO Ha OCYIIECTBIEHUE U (WJIM) KOOPJAWHALMIO JEATEIBHOCTU
B c(epe obpanieHnss METUIIMHCKUX U3AE/IUN Ha TEPPUTOPHUH ITOTO FOCYIapCTBa,
3a uckiIoueHueM Poccuiickoit ®enepanun);

K) JJOKyMEHTBI, MOATBEPKAAIOIINE IpaBo MCTIOJIb30BAHHUS
NpoU3BOAUTENIEM (U3TOTOBUTENEM) TOBAPHOTO 3HAaKa M MHBIX CPEICTB
UHIUBUAYaIU3allMd MEAMWIIMHCKOTO M3JIeUd B Cllydae WX HAHECEHHS
Ha YIAKOBKY MEIUIIMHCKOTO u3Jenus (IpeacTaBiIsOTCsS B clydae, €cliu
CBEJICHHSI HE BHECEHBI B COOTBETCTBYIOIIME peecTpbl DenepanabHOM CIyKObI
110 UHTEJUIEKTYaIbHOU COOCTBEHHOCTH);

J) KOIMU JIOKyMEHTOB, IOATBEPKIAIONIUX KauecTBO JIEKApPCTBEHHOTO
npemapara, (apMaileBTHUeCKOM cyOCTaHITMM, OHOJOTUYECKOTO MaTepuaia
U MHOTO BENIECTBA, C HCIIOJIB30BAHMEM KOTOPBIX NPOU3BEICHO MEIUIIUHCKOE
U3JIeJIe WIN KOTOPBIE BXOJAT B €r0 COCTaB U IIPEIHA3HAUECHBI I TPUMEHEHUS
TONBKO € YYETOM HA3HAYEHUS MEIUIIMHCKOTO W3JIENUsA, OIPEIEIEHHOTO
POU3BOJIUTENIEM, BBIJIAHHBIX B COOTBETCTBUM C 3aKOHOJIATEILCTBOM CTPAHBI
NPOUCXOXK/IEHUS JIEKAPCTBEHHOT'O IIpenapara, (papMaieBTHUeckoil cyOCTaHINH,
OMOJIOTHYECKOT0 MaTeprajia U MHOTO BEIIECTBA;

M) KOIIMS JOKYMEHTa, MOATBEPXKIAIONIET0 PETUCTPAIIMIO MTPOU3BOIUTEINS
(M3roTOBUTENA) B KAyeCTBE IOPUAMYECKOTO JHUIA JUO0 HMHIUBUAYATHLHOTO
npEANPUHUMATEIS (3a UCKJIFOYEHUEM METUIMHCKHUX 1531 (SN15178
NPOU3BOAUTEIIAMH KOTOPBIX SABJAIOTCS pe3uieHThl Poccuiickoit deaepanun);

H) IUIaH KIMHUYECKOTO MOHUTOPHHTA (JIJ11 METUITMHCKUX U3JIEJIMH Kiacca
NOTEHIIMAIFHOTO PHCKAa IMPUMEHEHHS 3, a TaKkKe MEIUIMHCKUX W3ICIuH,
UMIUTAHTUPYEMBIX B OpraHU3M uYellOBeKa, Kjacca IOTEHIHAJbHOrO pHCKa
npuMeHeHus 20);

0) JOKa3aTelbHbIE  MaTEPHUAJIBI IPOU3BOIUTENS (M3roTOBUTETIA)
MEIUITUHCKOT0 U3AeNUA (110 IPUMEHUMOCTH):
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"Medical devices. Quality management systems. Requirements for regulatory purposes”
(hereinafter referred to as ISO 13485:2016), as well as copies of reports from previously
conducted inspections for compliance with the specified standards (in the case of submission of
compliance certificates), and/or copies of documents confirming the compliance of the quality
management system with the requirements for the implementation, maintenance, and
assessment of the quality management system for medical devices (submitted in the case of an
inspection conducted by an inspection organization under the jurisdiction (subordination) of a
state authority of a member state of the Eurasian Economic Union, authorized to carry out
and/or coordinate activities in the sphere of circulation of medical devices on the territory of
that state, with the exception of the Russian Federation);

k) documents confirming the right of the manufacturer (producer) to use a trademark and other
means of individualization of the medical device in the case they are applied to the packaging of
the medical device (to be submitted when the information is not entered into the relevant
registries of the Federal Service for Intellectual Property);

I) copies of documents confirming the quality of the medicinal product, pharmaceutical
substance, biological material, or other substance used to manufacture the medical device or
which form part thereof and are intended to be used exclusively in.accordance with the
intended purpose of the medical device as determined by the manufacturer, issued in
accordance with the legislation of the country of origin of the medicinal product, pharmaceutical
substance, biological material, or other substance;

m) a copy of the document confirming the registration of the manufacturer (producer) as a legal
entity or individual entrepreneur (with the exception of medical devices whose manufacturers
are residents of the Russian Federation);

n) a clinical monitoring plan (for class 3 potential risk medical devices, as well as implantable
medical devices of class 26 potential risk);

o) evidentiary materials of the manufacturer (producer) of the medical device (if applicable):
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JIOKa3aTeNIbHbIC MaTepHralbl IIPOU3BOIUTENS (M3roTOBUTETIA)
MEIUITMHCKOTO HU3JIeNHMA B YacTU OIpeAelieHUs KadecTBa M O€30MacHOCTH
MEIUITMHCKOTO  HW3JIeNHs, COOTBETCTBHS €r0  XapaKTEepPUCTHK (CBOMCTB)
TpeOOBaHMSAM HOPMAaTUBHOM TOKYMEHTAIUM, TEXHUYECKOW M JKCIUIyaTallMOHHOU
JOKYMEHTAIIUH IPOU3BOAUTENA (M3TOTOBUTENIA);

JIOKa3aTeNIbHbIC MaTepHralbl IIPOU3BOIUTENS (M3roTOBUTETIA)
MEIUIMHCKOTO H3JENUs B YacTH HUCCIENOBAHUN B  IENAX  OIEHKHU
OHONOrHYecKOr O€30MaCHOCTH METUITTHCKOTO U3ACTH.

66. Peructpupytonuii opraH He BIIpaBe TpeOoBaTh OT 3asABHUTENA
YKa3bIBaThb B 3asBJICHUH O PETUCTPALIMM CBEJEHUS, HE IPEIYyCMOTPEHHBIE
nyHKToM 64  Hacrosamux  [lpaBun, W OpeACTaBIATH  JOKYMEHTHI,
HE TIPEAYCMOTPEHHBIE MYHKTOM 65 HacTosmux [IpaBun.

3asBUTENL BIIPABE MPEACTABUTH JOKYMEHTBI, CBEJCHUS O KOTOPBIX
YKa3bIBAlOTCA B 3adBIEHUM O  PETUCTpAllMM B  COOTBETCTBUU
¢ nmoamyukramu 'M" - "m", "y" wm "4" nymkra 64 Hactosmmux IIpaBui,
10 COOCTBEHHOMN WHUITUATHBE.

3agBUTENh BIpaBe MPEJACTABUTL HHBIE HEOOXOJUMBIE JTIOKYMEHTBI
10 COOCTBEHHOMN WHUITUATHBE.

67.B Teuenme 5 paboumx AHEH cO AHA TIOCTYIUICHHS 3asBIICHHS
O PETHCTPALIMM U JOKYMEHTOB, NPEIYCMOTPEHHBIX MYHKTOM 65 HACTOAIMINX
[IpaBwi,  pETHCTPUPYIOMIMII  OpraH  MPOBOAUT  MPOBEPKY  IOJHOTHI
U JOCTOBEPHOCTH COJIEPKAIUXCA B HHUX CBEACHUN, B TOM YHUCIE IIyTEM
CpaBHEHMSI TaKHUX CBEJEHUI CO CBEJCHUSMH, IPEACTABICHHBIMU OpraHaMu
roCy/1apCTBEHHOM BJIACTH B MOPSAKE MEKBEAOMCTBEHHOTO HH()OPMAIIMOHHOTO
B3aUMOJEHCTBUS IMOCPEJICTBOM CHUCTEMBI MEXBEIOMCTBEHHOTO 3JIEKTPOHHOTO
B3aUMOJICHCTBUAL.

68. B ciyuae ecim 3asBJIeHUE O perucTpaliud oGpopMIEHO ¢ HapyIIEHHEM
MOJNOKEHWM MyHKTa 64 Hactosuux IlpaBui, o (WiM) MOpeACTaBiICHHBIE
JOKYMEHTBl O(OpPMJIEHBI C HapylIIeHHUEM IIOJOXKEHMH IyHKTOB 53 - 55
HacTosiux IIpaBun, u (WiM) B 3aABJI€HUU O PETUCTPAIMU U MPEACTABICHHBIX
JOKYMEHTAaX  yKa3aHbl  HEJOCTOBEPHBIE  CBEIACHUS, WIU  JOKYMEHTBHI,
OpPEAYCMOTPEHHBIE  MYHKTOM 65  Hactostmux — [IpaBun, — mpeacTaBieHBI
HE B I[OJHOM OOBEME, PETUCTPUPYIOIIMA OpraH YBEIOMISET 3asABUTENA
O  HEOOXOAUMOCTH  YCTPAaHEHHWS  BBIABICHHBIX  HapylIeHUH ¥ (WIIN)
NpeCcTaBlIeHUs] OTCYTCTBYIOIIMX JOKYMEHTOB B TeueHue 30 pabouux gHEH
CO JIHA pa3MENICHUs TaKOro YBEIOMIICHHUS B (popMe DIIEKTPOHHOTO JTIOKYMEHTA,
NOJMUCAHHOTO YCHJICHHOW KBaTU(UIIMPOBAHHON 3JIEKTPOHHON IOJAMUCHIO
YIOJHOMOUYEHHOTO JOJDKHOCTHOTO JIMIA, B €AUHOM JIMYHOM KaOWHETe

" " n
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Evidentiary materials of the manufacturer (producer) of the medical device regarding the
determination of the quality and safety of the medical device, and the conformity of its
characteristics (properties) to the requirements of regulatory documentation, technical and
operational documentation of the manufacturer (producer);

Evidentiary materials of the manufacturer (producer) of the medical device regarding the
studies for the purpose of assessing the biological safety of the medical device.

66. The registration authority is not entitled to require the applicant to indicate in the
registration application any information not stipulated in Clause 64 of these Rules or to submit
documents not stipulated in Clause 65 of these Rules.

The applicant has the right to submit documents, information about which is indicated in the
registration application in accordance with subparagraphs "m" to "p," "u," and "ch" of Clause 64
of these Rules, at their own initiative.

The applicant has the right to submit other necessary documents at their own initiative.

67. Within 5 working days from the date of receipt of the registration application and the
documents stipulated in Clause 65 of these Rules, the registration authority shall verify the
completeness and reliability of the information contained therein, including by comparing such
information with information provided by state authorities in the manner of interdepartmental
information exchange via the interdepartmental electronic interaction system.

68. If the registration application is executed in violation of the provisions of Clause 64 of these
Rules, and/or the submitted documents are executed in violation of the provisions of Clauses
53-55 of these Rules, and/or the registration application and the submitted documents contain
inaccurate information, or the documents stipulated in Clause 65 of these Rules are submitted
incompletely, the registration authority shall notify the applicant of the need to eliminate the
identified violations and/or to submit the missing documents within 30 working days from the
date such notification is placed in the form of an electronic document, signed with an enhanced
qualified electronic signature of an authorized official, in the unified personal account.
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3asBUTENS M DJIEKTPOHHOM KaOWHETe 3asBUTENSA. YCTPAaHEHHE BBIABICHHBIX
HapyuieHud U (WIM) TIpeACTaBICHUE TOKYMEHTOB, KOTOpBIE OTCYTCTBYIOT,
3asIBUTENH OCYUIECTBISIET OCPEJCTBOM €IMHOTO TUYHOTO KAOMHETA 3aABUTEINS.

BpeMs co [HA yBEJOMIIEHHUS PETUCTPUPYIOMIMM OPraHoM 3asBUTEINS
J0 JHSA [OJy4YeHMs OTBETa Ha  yBEJOMIICHME WM  YBEIOMJICHUS
O HEIpeACTaBICHUH OTBETA Ha 3allpOC HE YUUTHIBAETCS MPU UCUUCICHUM CPOKa
roCyapCTBEHHOM PETHCTPAlUU METUITUHCKOTO U3EIHS.

69. B Teuenne 2 pabouux [HEH €O JHA 3aBEPIICHHUS IIPOBEPKHU,
npeaycMOTpeHHON NMyHKTOM 67 HacTosmux [IpaBun (B ciyyae npeicTaBiIeHUS
HaJJIeKaluM 00pa3oM OQOPMIIEHHOTO 3asIBICHHUS O PETUCTPAIMU U B TOJIHOM
o0BeMe JIOKYMEHTOB, MPETyCMOTPEHHBIX HYHKTOM 65 Hactosmux IIpaBui),
a Takke B clydae yCTpaHEHUs B CPOK, He mpembimaomuilt 30 pabouux gHEH,
BBISIBJIEHHBIX HapylieHuk U (1In) Ipe/ICTaBICHUA JIOKyMEHTOB,
NpeIyCMOTPEHHBIX ITyHKTOM 65 HacTosmux [IpaBui, peructpupyromuii opran
NPUHUMAET PEIIeHUE O Hayaje ToCyJapCTBEHHON pPErucTpanuyd MeIUIMHCKOTO
U3JIEIIH.

70. B cinydae eciau B cpok, He ImpeBbimaromuii 30 pabouux gHEH,
HE YCTPaHEHbI BBIABICHHBIC HAPYIIECHUS U (WIH) HE MPeACTaBICHbI JOKYMEHTHI,
KOTOpBIE OTCYTCTBYIOT, B TOM YHCIE€ C YYE€TOM I[IOJOKEHUS IYyHKTa 53
HacTosiux  [lpaBuwil, perucTpupyromyii  opraH INpPUHUMAET  peEUICHUE
0 TpeKpalleHWH JabHEHUIIero pacCMOTPEHMs 3asBICHHUS O pPETrUcTpaluu
U JIOKYMEHTOB, TMPEIyCMOTPEHHBIX IIyHKTOM 65 Hacrtosmux [IpaBuin,
U “HGOPMHUPYET 00 ITOM 3aABUTEIIS ITyTEM pa3MeEIICHUS B (hOpMe JIEKTPOHHOTO
JOKYMEHTa, TOANNCAHHOTO YCHUICHHOM KBAIM(PHUIIMPOBAHHOW 3JIEKTPOHHOMN
NOJMUCHI0  YIOJHOMOYEHHOT'O JIOJDKHOCTHOTO JIMIAa, B €AMHOM JIMYHOM
KaOWHETe 3asgBUTENS U DJIEKTPOHHOM KaOWHETE 3asBHUTEJSI COOTBETCTBYIOIIETO
yBEAOMJIEHUS C MOTHUBUPOBAHHBIM OOOCHOBaHHEM IMPUYMH  IIPUHATHUSL
YKa3aHHOTO PEIICHUS.

71. I'ocynapcTBeHHas perucrpanus MEJTUITUHCKUX U3JIeTIUH,
noarBepxkaeHue 3PGEeKTUBHOCTH KOTOPHIX TpeOyeT MpOBEAEHUS KIUHUYECKUX
UCIIBITAHUM ¢ YJaCTHEM YeJIOBEKa U IOJYyUECHUS pa3pelieHUus] PETUCTPUPYIOIIETO
opraHa Ha TPOBEJACHUE KIMHUYECKUX  HCMBITAHUH, OCYIIECTBIIAETCS
PETUCTPUPYIONTUM OpPraHOM B CpOK, He mnpepblmaromuit 50 pabouux aHeH
CO JHA TIOCTYIUIGHMS 3adBJICHHS O PETHCTpAllUd U  JIOKYMEHTOB,
NpeayCMOTPEHHBIX MYHKTOM 65 HacTosamux [Ipapui.

Cpok mpoBefeHHs KIMHUYECKUX HCTIBITAHUN MEIUIIMHCKOTO U3EIHS
C YYacTHEM YEJIOBEKa B YKa3aHHBIA 50-THEBHBIN CPOK HE BKIIOYAETCA.
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of the applicant and in the applicant’s electronic account. The applicant shall eliminate the
identified violations and/or provide the missing documents via the unified applicant's personal
account.

The period from the date of notification by the registering authority to the applicant until the
date of receiving a response to the notification or a notification of non-provision of a response to
the request is not counted when calculating the period for state registration of the medical
device.

69. Within 2 business days from the completion of the verification procedure stipulated by
paragraph 67 of these Rules (in the event of submission of a duly executed registration
application and a full set of documents as provided for by paragraph 65 of these Rules), as well
as in the event of rectification within a period not exceeding 30 business days of the violations
identified and/or submission of documents as provided for by paragraph 65 of these Rules, the
registering authority shall decide to commence the state registration of the medical device.

70. If within a period not exceeding 30 business days the identified violations are not eliminated
and/or the missing documents are not submitted, including taking into account the provision of
paragraph 53 of these Rules, the registering authority shall take a decision to discontinue
further examination of the registration application and the documents stipulated by paragraph
65 of these Rules, and shall inform the applicant about this by posting in the form of an
electronic document, signed with an enhanced qualified electronic signature of an authorized
official, in the unified applicant's personal account and the electronic account of the applicant
the relevant notification with a reasoned justification for the adoption of the said decision.

71. State registration of medical devices whose efficacy confirmation requires clinical trials
involving humans and obtaining permission for clinical trials from the registering authority is
carried out by the registering authority within a period not exceeding 50 business days from the
date of receipt of the registration application and documents stipulated by paragraph 65 of
these Rules.

The duration of clinical trials of the medical device involving humans is not included in this
50-day period.
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72. B Teuenne 2 pabouyux AHEH CO JIHS MPHUHITHSA PEIICHUS O Hayaje
rOCYJIapCTBEHHON PETUCTPAIlMd MEIUIMHCKOTO W3JICNIHS PETUCTPUPYIONTUI
opran opopMIISET W BBIJaeT 3aJlaHUE Ha IMPOBEJICHHE SKCIEPTH3Bl KauecTRBa,
aPeKTUBHOCTU U 0€30MaCHOCTH  MEAUIIMHCKOTO H3JCIUS  DKCIIEPTHOMY
yupeKJIeHHIO (fanee - 3aJjaHre Ha MPOBEICHUE KCIIEPTU3EI).

73. DKkcrepTusa KadecTBa, 3¢ PeKTUBHOCTH 51 0e30MacHOCTH
MEIUIMHCKOTO0 M3JeIus, IS TOATBEpXKJICHUS 3(P(PEKTUBHOCTH KOTOPOTO
TpeOyeTcs MpoBEACHHE KIMHUYECKHX HCIBITAHUH ¢ y4YacTHEM 4YeJIOBEKa
U TOJYYECHHE Pa3pelleHUud PpETUCTPUPYIONIEr0 oOpraHa Ha IIPOBEICHHUE
KIMHUYECKHUX HCIBITAHUH, MPOBOAUTCA SKCIEPTHBIM YUPEKIACHUEM MOITAITHO
B COOTBETCTBHHU c TIOPSIKOM, YTBEPKTAEMBIM MuHHCTEPCTBOM
3apaBooxpaHeHus Poccurickoit denepanum:

a)Ha | srame ocymIecTBIISIETCA SKCIEpPTH3a 3asABJIECHUS O PETHCTpAIUU
1 JOKYMEHTOB, YKa3aHHBIX B ITyHKTE 65 HacTtosmux IlpaBwi, 1is onpeaeneHus
BO3MOXXHOCTH  (HEBO3MOXXHOCTH) IIPOBEJCHHUS KIMHUYECKUX HCIBITAaHHI
MEIUITUHCKOTO U3JICIIHS C YUAaCTHEM UEJIOBEKA;

0) Ha Il »Tame OCYIIECTBIAIOTCS JKCIEPTH3a IIOJHOTHI U Pe3yJIbTaTOB
MPOBEICHHBIX TEXHUYECKHX MCIIBITAHUH, TOKCHUKOJIOTHYECKUX HCCIEIOBAHUN,
KIMHUYECKHUX MCIBITAHUM, UCIBITAHUNM B LEISX YTBEPXKICHHUS THIIA CPEICTB
U3MepeHui (B OTHOLICHUH MEIUIIMHCKUX W3JEJIUH, OTHOCAIIUXCS K Cpe/iCTBaM
HU3MepeHui B chepe rocyJapcTBEHHOT'0 PETYINPOBAHUS 0O0eCIIeUeHUs €NHCTRA
HU3MEPEHUH, IIEpEYCHb KOTOPBIX YTBEP)KAAETCS MuHHUCTEPCTBOM
3npaBooxpaHeHuss Poccuiickoit denepanun), UHCIIEKTUPOBAHUS MPOHU3BOACTBA,
a TaKXkKe aHalu3 JI0Ka3aTeJbHBIX MaTepHaJIOB IPOU3BOIUTENS (U3rOTOBUTEN)
MEIUIMHCKOTO M3Jeiaus (Jajee - OKCIEpTH3a IMOJHOTBI M Pe3yJbTaTOB
UCIIBITAHUN U KCCIIeIOBaHUH ).

74.1lpy  TpoBeIeHHMH  DKCIEPTU3Bl  KauecTBa, 3(PPEKTUBHOCTH
1 0e30MacHOCTH MEAHUIIMHCKOTO M3IeiusA (Ha JII0OOM 3Tale) He JONMyCKaeTcCs
HUCTpeOOBaHNUE OKCIEPTHBIM YUPSKIACHUEM Yy 3asABUTENS JUOO HMHBIX JIHIL
MaTepHajJoB, HEOOXOIUMBIX IS IPOBEICHUSA SKCIICPTH3EI.

B ciydae HEZOCTaTOYHOCTH IS BBIHECEHHSA SKCIIEPTOM JKCIEPTHOIO
yuUpeKIeHHs (Jajlee - DOKCIEPT) 3aKIYeHHS MaTepualloB M CBEACHHH,
CoAEpKaIUXCs B TMPEACTAaBICHHBIX 3asBUTEJIEM 3asBICHHU O PETUCTpaIluu
U JIOKyMEHTaX, MPeIyCMOTPEHHBIX IMYyHKTOM 65 Hactosuux IIpaBui, skcmept
CTAaBHUT BOIIPOC O MPEACTABICHUN €My HEOOXOJUMBIX MaTEPHATIOB U CBEICHHI
nepea pPyKOBOAHUTENEM OKCIEPTHOTO YUPEKIEHUS, KOTOpHIH oOpaiaeTcs
C COOTBETCTBYIOIIUM 3alIPOCOM B PETUCTPUPYIOIIUI OpraH, BbIJABIINN 3a/1aHHE
Ha [IPOBEJAEHHE OHKCIEPTHU3bl. YKa3aHHBIM 3alpoc JOKEH CojepKaTh
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72. Within 2 working days from the date of the decision to commence the state registration of a
medical device, the registration authority shall prepare and issue an assignment for the expert
evaluation of the quality, effectiveness, and safety of the medical device to the expert
institution (hereinafter referred to as the assignment for expert evaluation).

73. The expert evaluation of the quality, effectiveness, and safety of a medical device, for which
confirmation of effectiveness requires the conduct of clinical trials involving human subjects and
obtaining permission from the registration authority to conduct such clinical trials, shall be
carried out by the expert institution in stages in accordance with the procedures approved by
the Ministry of Health of the Russian Federation:

a) At Stage |, the expert evaluation of the registration application and the documents specified
in Clause 65 of these Rules shall be carried out to determine the possibility (or impossibility) of
conducting clinical trials of the medical device involving human subjects;

b) At Stage I, the expert evaluation of the completeness and results of the technical tests
conducted, toxicological studies, clinical trials, tests for the purposes of type approval of
measuring instruments (in relation to medical devices classified as measuring instruments in
the field of state regulation of ensuring the uniformity of measurements, the list of which is
approved by the Ministry of Health of the Russian Federation), manufacturing site inspection, as
well as the analysis of evidentiary materials provided by the manufacturer (producer) of the
medical device (hereinafter referred to as the expert evaluation of the completeness and results
of tests and studies) shall be carried out.

74. During the course of the expert evaluation of the quality, effectiveness, and safety of a
medical device (at any stage), it is not permitted for the expert institution to request from the
applicant or other persons any materials necessary for the conduct of the expert evaluation.

In the event that the materials and information contained in the registration application and
documents submitted by the applicant, as provided for in Clause 65 of these Rules, are
insufficient for the expert of the expert institution (hereinafter referred to as the expert) to issue
an expert opinion, the expert shall raise the question of the provision of the necessary materials
and information before the head of the expert institution, who shall direct the corresponding
request to the registration authority that issued the assignment for expert evaluation. The said
request shall contain
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HCUCPIIBIBAIOIIUI IepeueHb BCEX BOIPOCOB, MaTepHAIOB M  CBEJICHHH,
HEOOXOIUMBIX IKCIIEPTY IS IPOBEICHHUS SKCIICPTH3HI.

Peructpupyromuii oprad B TedeHue 2 pabouux JHEH O JHS MOCTYIUICHUSA
3alpoca PYKOBOTUTESA OKCIEPTHOTO VUPESKICHHS HAIMpPABIIACT 3asBUTENIO
3aIpoc O TPEACTABICHUN HEOOXOIUMBIX MaTEPHAIOB M CBEACHUI C yKa3aHHEM
XapakTepa 3aMe4YaHHd U crmocoba HMX yCcTpaHEHHs. YKa3aHHBIM 3aIlpoc
HalpapJIgeTcss OJHOKPATHO Ha KaXJIOM JTale OSKCIEPTH3bl  KadecTBa,
3 PEKTUBHOCTH U  0O€30MAaCHOCTH MEIUIMHCKOrO0 M3Aeaus B (opme
SJIEKTPOHHOT'O JIOKYMEHTa, MOAIMHCAHHOTO YCHJIEHHOH KBaTU(HUITUPOBAHHOM
SJIEKTPOHHOMN MOJIIMTUCHIO YIIOJIHOMOYEHHOI'0 JODKHOCTHOTO JIUIA, TIOCPEICTBOM
pa3MelleHHs B 3JIEKTPOHHOM KaOWHETE 3assBUTENS U €IHHOM JTUYHOM KaOHHETe
3asIBUTEIA.

3asBUTENb 00s13aH IPEICTAaBUTh OTBET Ha 3alpoOC PETHCTPHUPYIOIIETO
opraHa IOCPEJCTBOM €JUHOTO JIMYHOTO KaOWHeTa 3asBUTENSA B CpPOK,
He npeBblmaronuii 50 pabouux gHEH CO JHSA HampaBlIeHHs 3TOTO 3aIpoca.
B Tedenue 2 paboumx gHEH CO JHA MOCTYIUICHHS OT 3asBHTENIA OTBETa
Ha 3aIpoCc PETHCTPHPYIOIIUH OpraH HaIpaBisfeT OTBET B O3KCIEPTHOE
yupexjaeHue. B ciydae HempejactaBieHHs 10 ucTeueHHM 50 pabouux HEH
3asBUTEJIEM OTBETAa Ha 3aIlpOC PETHCTPHUPYIONIUI OpraH B TeUeHHE 2 pabodux
JHeH HaIpaBJIAET B SKCIIEPTHOE YUPEKICHUE YBEIOMIICHHUE O HEIIPEICTaBICHUH
3asBUTEJIEM OTBETa Ha 3alpoC PETUCTPUPYIOIIET0 OpraHa JUIS IOJTOTOBKU
3aKIIOYCHUS  OKCIEPTHOTO  YUPEXJACHHS Ha OCHOBAaHMHM JOKYMEHTOB,
UMEIOIIINXCS B €r0 PACHOPSIKEHUH.

Bpemst co QHS HampaBJIeHHS 3alpoca PerHCTPHPYIOIIETo opraHa 0 JTHS
MOJTYYCHHs OTBETa Ha 3allpoC WM YBEJIOMIICHHS O HEIPEICTaBIICHUH OTBETa
Ha 3alpoC HEe YUYUTHIBACTCS IPH HCUHUCICHHUH CPOKa MPOBEIACHHS SKCIICPTH3BI
KadyecTBa, 3G HeKTUBHOCTH U 0€30IaCHOCTH MEIUIIUHCKOTO HU3/ICITH.

[Ipy BBIABICHHH PETHCTPUPYIOIIUM OPraHOM B IPEACTABICHHBIX
3asBUTEIEeM B OTBET Ha 3allpOC PETHCTPUPYIOLICTO OpraHa JIOKyMEHTax
HEJIOCTOBEPHBIX M (MJIH) HEJIOCTATOYHBIX CBEJACHHH M (MJIH) HECOOTBETCTBHS
oDOpMJICHHUS MPEICTABJIICHHBIX JTOKYMEHTOB IIOJIOKEHUSAM TIYHKTOB 53 - 55
HacTosIuX [IpaBUI pPErUCTPUPYIOIIMK OpraH B TedeHHE 2 pabouyux IHEH
HarmpapisgeT (B (opMe 3JCKTPOHHOTO JOKYMEHTa, TOJNHCAHHOTO YCHJICHHOM
KBaIU(QHUIIUPOBAHHOM AIIEKTPOHHOM TIO/IITHCBHIO YIIOJTHOMOYCHHOTO
JOJDKHOCTHOT'O JIMIIA, IOCPEIACTBOM pa3MEIICHHS B JJICKTPOHHOM KaOHMHETE
3asgBUTENII W CIHHOM  JIMYHOM  KaOHMHETe  3asBUTEIS)  3asgBHUTEIIO
MOTHBHPOBAHHOE pEIICHHE O BO3MOKHOCTH IIOBTOPHOTO IIPEACTABICHHS
3asBUTENIEM 10 HcTedeHus S50 pabouux IHEHW cO JHS HampaBICHHs 3ampoca
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An exhaustive list of all questions, materials, and information necessary for the expert to
conduct the examination.

Within 2 business days from the date of receipt of the request from the head of the expert
institution, the registration authority shall send the applicant a request to provide the necessary
materials and information, specifying the nature of the comments and the way to address them.
The aforementioned request shall be sent only once at each stage of the examination of quality,
efficacy, and safety of the medical device, in the form of an electronic document signed by an
enhanced qualified electronic signhature of an authorized official, by posting it in the applicant's
electronic office and the unified personal office of the applicant.

The applicant is obliged to respond to the request of the registration authority via the unified
personal office of the applicant within a period not exceeding 50 business days from the date
the request was sent.

Within 2 business days from the date of receipt of the applicant's response to the request, the
registration authority shall forward the response to the expert institution. In case the applicant
fails to provide a response to the request within 50 business days, the registration authority,
within 2 business days, shall send a notification to the expert institution about the applicant's
failure to respond to the request of the registration authority, for the preparation of an opinion
by the expert institution based on the documents available to it.

The time from the date of sending the request by the registration authority to the date of
receipt of the response to the request or notification of the absence of a response to the request
shall not be counted when calculating the period for conducting the examination of the quality,
efficacy, and safety of the medical device.

If the registration authority identifies unreliable and/or insufficient information in the documents
submitted by the applicant in response to the request of the registration authority, and/or the
submitted documents do not comply with the requirements of Clauses 53 - 55 of these Rules,
the registration authority, within 2 business days, shall send (in the form of an electronic
document sighed by an enhanced qualified electronic signature of an authorized official, by
posting it in the applicant's electronic office and the unified personal office of the applicant) to
the applicant a reasoned decision regarding the possibility of resubmission by the applicant
before the expiration of 50 business days from the date of sending the request.
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10pabOTaHHBIX JOKYMEHTOB. [Ipu HempeacTaBICHUN 3asBUTEIEM B YKa3aHHBIN
CPOK 3alpalllMBacMbIX MaTE€pUAIOB H CBEICHUNW SKCIEpPTHU3a KadecTBa,
3 PEKTUBHOCTH U OE30IaCHOCTH METUIIMHCKOTO U3JIETUs MPOJOIIKAETCS
0 HAXOMAIIMMCA B PACHOPSHKEHHUU HKCHEPTHOTO YUYPEKICHHUS paHeEe
NPEACTABICHHBIM 3asBUTEJNEM JIOKYMEHTAM U CBEJICHHUSIM, COJEPKAIIUMCS
B PETUCTPAIUOHHOM JIOChHE.

75. Ha 1 »srame skcnepTussl kadecTBa, d3QQPEKTUBHOCTH U 0€30MacHOCTH
METUIUHCKOTO M3JIETUs IKCIIEPTHOE YUPEKICHUE B CPOK, HE IMPEBBIIAIOIINA
17 pabounx nHeH co HA MOJIy4YEHHUA 3aJaHUs Ha MPOBEACHHE DKCIIEPTHU3HI,
OCYILIECTBIISIET CIAEAYIOIUE MEPOTIPUATHUA:

a) IPOBEJIEHUE DKCIIEPTU3Bl 3asABICHUS O PETUCTpAllMM U JOKYMEHTOB,
OPEAYCMOTPEHHBIX IIyYHKTOM 65 Hacrosmux I[lpaBuwi, s omnpenesieHus
BO3MOKHOCTH (HEBO3MOXXHOCTH) IIPOBEJCHUSl KIWHUYECKUX HCIBITAHUN
METUIMHCKOTO U3IETHUS C YIaCTHEM UYEJIOBEKA;

0) oopmileHHE U HAIpaBJIEHUE B PETUCTPUPYIOIIUHM OpraH 3aKIIOUEHUS
O BOBMOXKHOCTH (HEBO3MOXKHOCTH) TIPOBEIECHUS KIMHUYECKUX HUCIBITAaHUN
MEIUITUHCKOTO M3JIETUs C Yy4dyacTHEM YeloBeKa (C yKa3aHUEM [pPUYUH
U OOOCHOBAaHHEM HEBO3MOXXHOCTH HX TMpOBEJEHUsA), (GopMa KOTOPOTO
yTBEpKIAacTC MUHHCTEPCTBOM 3apaBooxpaHeHusa Poccuiickont Penepanuu
(manee - 3aKJIIOYEHHE O MPOBEACHUHN KIMHUYECKUX UCTIBITAHUN MEIUIIMHCKOTO
U3JICIIUS).

76. OCHOBaHUAMH  JUII  BBIHECEHUS  OKCIEPTHBIM  YUPEKICHUEM
3aKJIFOUYEHUS O MPOBEJACHUN KIMHUYECKUX UCIBITAHUN MEIUIIMHCKOTO U3JETIus,
CBUJIETEIILCTBYIOIIETO O  HEBO3MOXKHOCTH  MPOBEJEHHUS  KIMHUYECKUX
UCIIBITAHUNA MEAUIIUHCKOTO U3/ICIINS C YUACTUEM YEIIOBEKA, SIBIISIOTCS:

a) HECOOTBETCTBUE MEIUIIMHCKOTO H3Jeius TpeOoBaHUSAM HOPMATHBHOU
JOKYMEHTAIlMH, TEXHUYECKOW U (WIM) SKCIUTyaTalluOHHOW JOKyMEHTAaI[UU
NPOU3BOAUTENS (U3TOTOBUTENIA);

0) OTCYTCTBHE JI0KA3aTEILCTB O€30IIaCHOCTH METULIMHCKOTO U3/IEIIHS;

B) HaJIMUH€ HEIOCTOBEPHBIX CBEJCHUN B JOKYMEHTaX, COJEpKaIIUXCs
B PETUCTPAIUOHHOM JOChHE.

77. Peructpupylomuii opraH B TedeHHe S5 pabouyumx JHEH co JHSA
NOJIyYEHHUS] OT DKCIEPTHOTO VUPEKICHHS 3aKIIOYEHUA O IPOBEIACHUU
KJIIMHUYECKUX HCIBITAHUN MEIUIIMHCKOTO M3JEIUS OCYIIECTBIISIET CIEMAYIONIUE
MEPOTIPUSITHUSA:

a) OlleHKa 3aKJIOYEHUS O TIPOBEJACHUM KIMHUYECKHUX HCIBITAHUN
MEIUIMHCKOTO  M3JENus JUIsl  ONPENENCHUS  COOTBETCTBUS  3aJaHUIO
Ha TPOBEJCHUE OJHKCIEpTU3bl. B clydae yCTaHOBIEHHS HECOOTBETCTBUS
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of revised documents. If the applicant fails to submit the requested materials and information
within the specified period, the examination of the quality, effectiveness, and safety of the
medical device continues based on the documents and information previously submitted by the
applicant and available to the expert institution, as well as the data contained in the registration
dossier.

75. At stage | of the examination of the quality, effectiveness, and safety of the medical device,
the expert institution, within no more than 17 working days from the date of receiving the
assignment to conduct the examination, carries out the following activities:

a) examination of the application for registration and the documents provided for in paragraph
65 of these Rules to determine the possibility (impossibility) of conducting clinical trials of the
medical device involving humans;

b) preparation and submission to the registration authority of an opinion on the possibility
(impossibility) of conducting clinical trials of the medical device involving humans (indicating the
reasons and justification for the impossibility of conducting such trials), the form of which is
approved by the Ministry of Health of the Russian Federation (hereinafter referred to as the
opinion on the conduct of clinical trials of the medical device).

76. The grounds for the expert institution to issue an opinion on the conduct of clinical trials of a
medical device, indicating the impossibility of conducting clinical trials of the medical device
involving humans, are as follows:

a) non-compliance of the medical device with the requirements of reqgulatory documentation,
technical and/or operational documentation of the manufacturer (producer);

b) absence of evidence of the safety of the medical device;

¢) presence of inaccurate information in the documents contained in the registration dossier.

77. Within 5 working days from the date of receiving from the expert institution the opinion on
the conduct of clinical trials of the medical device, the registration authority shall carry out the
following activities:

a) assessment of the opinion on the conduct of clinical trials of the medical device to determine
its compliance with the assignment for the examination. In case of establishing non-compliance
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3aKJIIOYEHUS O MPOBEACHUHN KIMHUYECKUX HCIBITAaHUN METUIMHCKOTO U3JIETUS
3alaHUI0 TaKoe 3aKII0YEHUE BO3BPAIAE€TCA B 3KCHEPTHOE YUPEKICHUE
Ha J0paboTKy, CPOK KOTOpPOM cocTaBiiieT He Oosee 2 pabouux THEH co JHSA
NOJMYYEHHS]  JKCHEPTHBIM  YUPEXKICHHEM  BO3BPAIIEHHOTO  3aKIIOYEHUS
O MPOBEAECHUHN KIMHUYECKUX UCTIBITAHUN METUIIMHCKOTO U3/IEIIHS;

0) B cilyyae IMOJYYEHHUS 3aKIIOUEHUS O TMPOBEACHUH KIMHUYECKHUX
UCIIBITAHUM ~ MEIMIMHCKOTO  M3JIEeNHs, TPEIyCMOTPEHHOTO  ITYHKTOM 76
HactosAnux [IpaBui, He no3/HEE CIEMYIONIETO PAOOUETo AHA [10CIIE IPOBEICHUS
OIICHKU 3aKJIIOYEHUS O MPOBEJCHUU KIWHUYECKUX HCIBITAHUM MEIUIIMHCKOTO
U3JIEIHS JIJ1s ONPEJENICHUS] COOTBETCTBUSA 3a/JaHUI0 HAa MPOBEJIEHUE DKCIIEPTU3bI
PETUCTPUPYIONTUI OpraH pasMeliaeT dJIEKTPOHHBIM 00pa3  3aKIoueHUs
O TMpOBEJCHUU  KIMHUYECKUX  HCOBITAHUM  MEIUIMHCKOTO  U3JIeJus,
COOTBETCTBYIOIIETO 3a/laHUI0 Ha TPOBEACHUE OKCIEPTU3BI, B IJIEKTPOHHOM
KaOWHETe 3asBUTENII W HAIMpaBIsA€T COOTBETCTBYIOIIHUE CBEJEHUS B €IUHBIN
JUYHBIA KaOUHET 3asiBUTETIS.

B teuenue 10 paboumx mHeH co JHA pa3MENIEHUS B 3JIEKTPOHHOM
KaOWHETE 3asBUTENSA 3aKIIOYEHHUS O IMPOBEJECHUU KIWHUYECKUX HCIBITaHUN
MEIUITMHCKOTO W3AENUd, YyKa3aHHOro B IMyHKTe 76 Hactosmmx [IpaBuin,
3asIBUTENb BIIPABE O3HAKOMHUTHCS C 3aKJIIOUEHHUEM O MIPOBEJACHUM KIMHUYECKUX
UCIIBITAHUM METUITMHCKOTO W3JIETIUs U, IPU HAIUYHUU BO3PAKECHUM, HAIIPaBUTh
CBOM BO3pa)XE€HHS Ha 3aKJIIOUYEHHE O MPOBEACHUM KIUHUYECKUX HCIBITAaHUN
MEIUITUHCKOT'0 U3AENIUS MOCPEACTBOM JIEKTPOHHOTO KAOMHETA 3asBUTEIS.

B ciydae nmocTymieHus HOCPeICTBOM 3JIEKTPOHHOTO KaOUHETa 3asiBUTEINS
B CpokK, He mpeBbimamommii 10 pabounx gHeH, BO3paK€HUN 3asABUTENA
Ha 3aKJIIOUCHHE O IPOBEICHUU KIMHUYECKUX MCHBITAHUM MEIUIIMHCKOTO
U3JIeus, peIyCMOTPEHHOE ITyHKTOM 76 HACTOSIIUX [IpaBun,
peructpupytonuit opran B Teuenue 30 pabouyux AHEN CO THA MOCTYIUICHUA
BO3paKEHUI paccMaTpUBAEeT WX C TPHUBICYEHHEM SKCIEPTHOTO YUpEekKICHUS,
BBIHECIIETO COOTBETCTBYIOIEE 3aKIIOUEHHE O TPOBEICHUU KIHHUYECKUX
UCIIBITAHUM MEIUIMHCKOTO u37enus. B ciydae eciu B YyCTaHOBIJIEHHBIH CPOK
BO3paKEHUS 3aABUTENS HE MOCTYIWIN, PETUCTPUPYIOMIUM OpraH OCYIIECTBISAET
MEpOIPUSITHSA, NPETYCMOTPEHHBIE TOATYHKTaMH "B" U "I'"" HacTOAIIEro MyHKTA.
[Ipu paccMOTpeHUH BO3PKEHUM PETUCTPUPYIOIIUNA OpTaH IpU HEOOXOIUMOCTH
JlauM TOSICHEHHH MPUBIIEKAET 3asIBUTEIIA.

[lo wuTOraM paccMOTpPEeHUS BO3PAKEHUM INPUHUMAETCS pEUICHUE
O TMpPU3HAHUM BO3paKEHUNH OOOCHOBAaHHBIMHM IIOJHOCTBIO WM YacTHYHO,
oQopMIIsieMOE MHUCHMOM PETHCTPUPYIOIIETO OpraHa W HaIlpaBIsIeMOE B aJipec
DKCIIEPTHOTO YUPEXKACHHUS C TMPWIOKEHHEM 3aKIOUYEHHS O IPOBEICHUU
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of the conclusion on the conduct of clinical trials of a medical device,

the assignment, such conclusion is returned to the expert institution

for revision, the duration of which shall not exceed 2 working days from the date
the expert institution receives the returned conclusion

on the conduct of clinical trials of the medical device;

b) in the case of receiving the conclusion on the conduct of clinical trials of a medical device,
provided for by paragraph 76

of these Rules, no later than the next working day after assessing

the conclusion on the conduct of clinical trials of the medical device to determine its compliance
with the task for conducting the examination,

the registration authority shall place an electronic copy of the conclusion
on the conduct of clinical trials of the medical device,

compliant with the task for conducting the examination, in the applicant’s electronic office and
send the relevant information to the unified personal account of the applicant.

Within 10 working days from the date of placement
in the applicant’s electronic office of the conclusion on the conduct of clinical trials
of the medical device, as specified in paragraph 76 of these Rules,

the applicant has the right to familiarize himself with the conclusion on the conduct of clinical
trials of the medical device and, if there are objections, to submit

their objections to the conclusion on the conduct of clinical trials

of the medical device through the applicant’s electronic office.

In case objections to the conclusion on the conduct of clinical trials of the medical device,
envisaged under paragraph 76 of these Rules,

are submitted through the applicant’s electronic office

within a period not exceeding 10 working days,

the registration authority, within 30 working days from the date of receipt

of the objections, considers them with the involvement of the expert institution
that issued the relevant conclusion on the conduct of clinical trials

of the medical device. If the applicant’s objections are not received within the established
period, the registration authority carries out

the activities provided for in subparagraphs "v" and "g" of this point.
When considering objections, the registration authority, if necessary

to provide explanations, involves the applicant.

Based on the results of the consideration of objections, a decision is made

to recognize the objections as justified in whole or in part,
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formalized by a letter from the registration authority and sent to the address

of the expert institution with the attachment of the conclusion on the conduct
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KIMHUYECKUX  HCHBITAHUH  MEAUIIMHCKOTO M3JAENIHUA, MPEeAyCMOTPEHHOTO
nyHkToMm 76 Hactosmux [IpaBui, Ha 10paboOTKy, CPOK KOTOPOH HE MPEBBIIIAET
5 pabounx IHEH co JHS MOTYYEHUS SKCIEPTHRIM YUPEKIEHUEM BO3BPAIIEHHOTO
3aKJTIOYEHUS O MPOBEACHUN KIMHUYECKUX UCIIBITAHUN MEIUITMHCKOTO U3/eNus,
60 0 NPU3HAHUU BO3PAXKEHUHN TOJIHOCTHIO HE 000CHOBAHHBIMU.

BpeMs co aHs pa3MenieHusT perucTpUPYIONIMM OPraHOM B 3JIEKTPOHHOM
KaOWHETE 3asBUTENSA 3aKIIOYEHHUS O IMPOBEJCHUU KIMHUYECKUX HCIBITAaHUN
MEIUIMHCKOTO H3ACIINA, YyKa3aHHOrO B IyHKTE 76 Hactosammx [Ipasui,
710 IPUHATHUS PEUIeHUs TI0 UTOTaM PacCMOTPEHUS BO3PAKEHUM HE YUUTHIBAETCS
OpY HMCUUCIECHUU CPOKA IPOBENEHMs KCIEPTU3bl KauecTBa, 3(P(PEKTUBHOCTHU
1 6€30MacCHOCTH METUIIMHCKOTO U3JEIINS;

B) IPUHATHE pEUIEHUS O BbIJaue pa3pelleHus Ha IPOBEICHUE
KIMHUYECKUX  UCMBITAHUH  METUIIMHCKOTO  M3Jenus wWikd o0  oTkKaze
B TOCYJapCTBEHHOW  pErucTpallud  MEAUIIMHCKOTO  M3JENHs, KOTOpOe
oQopMIIsieTCsT TPUKA30M PETUCTPUPYIONIETO oOpraHa, W HH(YOPMUpPOBAHUE
3asBUTENS O IPUHATOM PEIICHUH IIyTEM pPa3MENIEHUSI COOTBETCTBYIOIIETO
yBeAOMJIEHUS B (hOpME DIIEKTPOHHOTO JOKYMEHTa, MOANHCAHHOTO YCHJIEHHOMN
KBJTU(QUITUPOBAHHOM AJIEKTPOHHOMN MOAMHUCHIO YIIOJTHOMOYEHHOT'O
JOJIKHOCTHOT'O JIMIA, B €JUHOM JIMYHOM KaOWHETe 3agBUTENSI U DJIEKTPOHHOM
KaOWHEeTE 3asABUTENS;

') BHECEHHE 3allUCH B PEECTp BBIIAHHBIX pa3pelieHHud Ha TIPOBEIECHUE
KIMHUYECKUX UCTIBITAHUNM MEAUIIMHCKOTO U3JENNs, TOPAIOK BEAEHUS KOTOPOTO
YTBEPKIAETCSA PETUCTPUPYIOIIUM OPTaHOM.

78. Ilpy TpUHATUM pEUIEHUS O BbIJa4Ye pa3pelicHUs Ha TPOBEIECHUE
KIMHUYECKUX HUCHBITAHUM MEIUIMHCKOTO H3JENHS PETUCTPUPYIOMIUNA OpraH
OPUHUMAET pelIeHHe O IMPUOCTAHOBJICHUH IIPOILEAYPHl TOCYIapCTBEHHOMN
pETHCTpAllUd MEIUIMHCKOTO M3JENHs 10 AHS MPUHATHS PETUCTPUPYIOUIUM
OpraHoM peleHHs O BO30OHOBICHMM TOCYJApCTBEHHON perucTpanuu
MEIUITMHCKOT'0 U3/ICNIUA B COOTBETCTBUU € ITyHKTOM 81 HacTosmux [IpaBui.

79. O KIMHUYECKHX HCIMBITAHUAX MEIUIIMHCKOTO M3ACIUS C y4acTHEM
yelloBeKa 3asBUTENb IIOCPEACTBOM €IWHOTO JIMYHOTO KaOWHeTa 3asBUTENSA
yBEJAOMIIAET PETUCTPUPYIONIMI OpraH B TeueHHe S5 pabouux JTHEH ¢ Hayaia
UX MMPOBEJCHUA.

80. Ilo oxkoHYaHWM KIMHUYECKUX HCIBITAHUNH MEIMIIMHCKOTO U3JEIUs
C y4acTHEM YeJIOBEKa 3asABUTEIh IMOCPEJCTBOM EJAMHOTO JIMYHOTO KaOWHETa
3asBUTENS  MPEACTaBIACT B PETUCTPUPYIOMIMNA  OpraH  3asBICHUE
O BO300HOBIICHHHM TOCYAApCTBEHHOW PETHUCTPAlMM MEIUIIMHCKOTO W3JIEus,
3asBJICHUE O perucTpanuu, oGOpPMIECHHOE B COOTBETCTBHU C ITyYHKTOM 64
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of clinical trials of the medical device as provided for in paragraph 76 of these Rules, for
revision, the period of which shall not exceed 5 business days from the date of receipt by the
expert institution of the returned conclusion on the conduct of clinical trials of the medical
device, or on the recognition of the objections as completely unfounded.

The period from the date on which the registration authority posts in the applicant's electronic
account the conclusion on the conduct of clinical trials of the medical device specified in
paragraph 76 of these Rules until the decision is made based on the results of consideration of
the objections shall not be included when calculating the period for conducting the examination
of the quality, effectiveness, and safety of the medical device;

¢) adoption of a decision on issuing a permit to conduct clinical trials of the medical device or on
refusal of state registration of the medical device, which is formalized by an order of the
registration authority, and informing the applicant of the decision made by posting the
corresponding notification in the form of an electronic document, signed with an enhanced
qualified electronic signature of the authorized official, in the unified personal account of the
applicant and the applicant's electronic account;

d) entry of a record in the register of issued permits for conducting clinical trials of medical
devices, the procedure for maintaining which is approved by the registration authority.

78. When making a decision to issue a permit to conduct clinical trials of a medical device, the
registration authority makes a decision to suspend the state registration procedure of the
medical device until the day the registration authority makes a decision to resume the state
registration of the medical device in accordance with paragraph 81 of these Rules.

79. The applicant shall, within 5 business days from the start of clinical trials of a medical device
involving human participation, notify the registration authority via the applicant’s unified
personal account.

80. Upon completion of clinical trials of a medical device involving human participation, the
applicant shall, via the unified personal account of the applicant, submit to the registration
authority an application for the resumption of state registration of the medical device, an
application for registration prepared in accordance with paragraph 64
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Hactosmux  [lpaBwii,  comepkamiee — akTyaJdu3UPOBAHHBIE  CBEJICHHS
(npu HEOOXOAMMOCTH) M CBEACHUS O pe3yJbTaTax KIMHHUYECKUX HCIBITaHUN
MEIUITUHCKOTO M3ACNIUS C YYacTHUEM 4elloBeKa (B OTHOIICHHH KIMHUYECKHUX
UCIIBITAHMM, 3aBepIIeHHBIX 0 1 ceHtsOps 2025 r., cBeleHUs MPeCTaBIAIOTCS
B BUJIe JOKYMEHTOB), a Tak)Ke JOKYMEHTHI, YKa3aHHbIC B MOAMyHKTax "6" - "x"
u "H" myHkTa 65 HacTosamux IIpaBui, B ciiydae eciii B HUX BHECEHBI H3MEHECHUS
N0 pe3yJibTaTaM KIWHUYECKUX HUCIBITAHUN MEIUITUHCKOTO U3JIETUS C YYaCTHEM
YEJIOBEKA, a TakKXKe aKTYaIu3UPOBAHHBIE [IOKYMEHTBI, IIPEIYCMOTPEHHBIE
noamyHkramu "a", "u U M nyHkTta 65  Hacroammx  IlpaBun
(1pu HEOOXOTUMOCTH).

3asgBHUTENL BIIPABE MPEACTABUTH JOKYMEHTBI, CBEJCHHUS O KOTOPBIX
YKa3bIBAlOTCA B 3adBIEHUM O  PETUCTpPAllMM B  COOTBETCTBUU
¢ moanyHkramu "m" - "m", "y" u "4" nmynkTa 64 Hactosmux IlpaBun (B ciyuae
BHECEHUS B HHUX H3MEHEHUH), a TakkKe JOKYMEHTHI, MOJITBEPKIAIONINE
pe3yabTaThl KIMHUYECKUX HCIIBITAHWUM, 3aBepIIeHHBIX Tocie 1 ceHtsops 2025 r.,
10 COOCTBEHHOMN WHUITUATHBE.

81. Peructpupytomuii opran B TeueHue 2 pabouux JHEH co JHA
NOJIyYEHHs] JOKYMEHTOB, YKa3aHHbIX B IyHKTe 80 Hacroammx IIpaBumn,
OPUHUMAET pelIeHue O BO300OHOBIECHUU TOCYAAPCTBEHHOW peTrUcTpalnuu
METUIUHCKOTO U3EITUL.

Pemenne 0  BO30OHOBIEHMHM  TOCYJApCTBEHHOM  pErHCTpallH
MEIUIMHCKOTO  HU3ACNHUS  TNPUHUMAETCA  PETUCTPHUPYIOMIMM  OpPraHOM
0 pe3yJbTaraM [POBEPKU IOJHOTHI U  JIOCTOBEPHOCTU  CBEJICHUH,
COIEpIKaIUXCS B MPEACTABICHHBIX B PETUCTPUPYIOUIMN OpraH 3asBICHUU
O BO300HOBJIEHHUU TOCYJApCTBEHHOM PETUCTpallUd MEIUIUHCKOTO U3JEIUsI
U UHBIX JIOKYMEHTaX, YKa3aHHBIX B MyHKTE 80 HacTosmmx [IpaBui.

B cinydae ecnu 3TU JAOKYMEHTHI IIPEACTaBICHBHI HE B IIOJIHOM OOBEMe
WIM B HUX BBIABJICHBI HEJIOCTOBEPHBIE JIAHHBIC, a TAKXKE B CIIy4ac BBHISBICHUS
HECOOTBETCTBUS OGMOPMIICHHS] ITIPEICTABICHHBIX JOKYMEHTOB IIOJOKCHHUAIM
MyHKTOB 53 - 55 Hacrosmux IlpaBui, perucTpupyromiuii opraH HaIpaBISIET
(8 ¢opMe  BIEKTPOHHOTO  JOKYMEHTa,  IOJIHUCAHHOTO  YCHJIEHHOMN
KBJTUQUITUPOBAHHOM 3JIEKTPOHHOMN MOATHUCHIO YIIOJTHOMOYEHHOTO
JOJIKHOCTHOT'O JIMIIA, TIOCPEACTBOM pa3MENIEHUs B €IMHOM JIMYHOM KaOWHETE
3asBUTENS M DJIGKTPOHHOM KaOWHETe 3asBUTENS) 3asiBUTEIIO pEUICHUE
O TMpEKpalleHUU JATbHEHIIEr0 PacCMOTPEHUS 3asBICHUS O BO30OHOBJIECHUHU
TOCYJApCTBEHHON PETUCTPALMN METUIIUHCKOTO U3AENHUS C MOTHBHPOBaHHBIM
000CHOBaHWEM NPUYUH NPUHATHS YKazaHHOTO pemieHus. OJIHOBPEMEHHO
PETUCTPUPYIONTUIT OpraH cOoOOIaeT 3asBUTENI0 O BO3MOXKHOCTH ITOBTOPHOI'O

" LA}
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of these Rules, containing updated information (if necessary) and information on the results of
clinical trials of the medical device involving humans (for clinical trials completed prior to
September 1, 2025, the information is provided in the form of documents), as well as the
documents specified in subparagraphs "b"-"g" and "n" of paragraph 65 of these Rules, if they
have been amended based on the results of clinical trials of the medical device involving
humans, as well as updated documents stipulated by subparagraphs "a", "i", and "m" of
paragraph 65 of these Rules (if necessary).

The applicant is entitled to submit documents, information about which is indicated in the
registration application in accordance with subparagraphs "m"-"p", "u", and "ch" of paragraph
64 of these Rules (in case of amendments thereto), as well as documents confirming the results
of clinical trials completed after September 1, 2025, on their own initiative.

81. The registration authority, within 2 working days from the date of receipt of the documents
specified in paragraph 80 of these Rules, shall make a decision on the resumption of state
registration of the medical device.

The decision on the resumption of state registration of the medical device is made by the
registration authority based on the results of verification of the completeness and accuracy of
the information contained in the application for the resumption of state registration of the
medical device and other documents submitted to the registration authority, as specified in
paragraph 80 of these Rules.

If these documents are not submitted in full or contain inaccurate data, as well as in the case of
discrepancies in the preparation of the submitted documents with the requirements of
paragraphs 53-55 of these Rules, the registration authority shall send (in the form of an
electronic document signed with an enhanced qualified electronic signature of the authorized
official, by posting it in the unified personal account of the applicant and the electronic cabinet
of the applicant) the applicant a decision to terminate further consideration of the application
for resumption of state registration of the medical device, with a reasoned explanation of the
grounds for making the specified decision. At the same time, the registration authority notifies
the applicant about the possibility of re-submission.
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Npe/CTaBICHUs 3asABJIEHUS O BO300HOBICHUMU TOCYAAPCTBEHHOW pPETHUCTpaIluu
MEIUITUHCKOTO U3/AENUA C MPWIOKEHHEM K HEMY J0pabOTaHHBIX JTOKYMEHTOB
MIOCPEJICTBOM €MHOTO JIMYHOTO KaOWHETa 3asiBUTEIS.

82. Ha II atane skcriepTusbl kadecTBa, 3(p(HEeKTUBHOCTH U 0€30MacCHOCTH
MEIUITMHCKOTO W3/ENNs PETUCTPUPYIONIMM OpraH B TeueHHe 2 pabounx JHEH
CO JHS TPUHSATHS pelIeHUs] 0 BO30OHOBICHUU T'OCYJIAPCTBEHHOU pETrHUCTpaliuu
MEIUIMHCKOTO HW3JIeJIud Ha OCHOBAaHHWM 3aJ[aHUS Ha TPOBEJICHUE SKCIEPTHU3HI,
BBIJIAHHOTO B COOTBETCTBHUU C IIYHKTOM 72 HactosAmux I[IpaBwi, HampapiseT
B OKCIEPTHOE YUYPEXKIEHUE IMPEJCTABICHHBIE 3asBUTEIEM  PE3YJIBTATHI
KIIMHUYECKUX WCIBITAHUNA MEIUIMHCKOTO H3JENHUS C Y4YacTHEM YEIIOBEKa,
a TakXe HHBIE JOKYMEHTHI, IPE/ICTABICHHBIE 3asBUTEIEM B COOTBETCTBUU
¢ myHkToM 80 HacTosux IlpaBui.

83. DKcIepTHOE YUPEKICHHE B CPOK, HE MPEBBIMANOIIMNYT § pabounx JHEH
CO JHS IOIYYEeHHUS JOKYMEHTOB, YKa3aHHBIX B IyHKTe 80 Hactosmmx [Ipasuin,
IPOBOJUT SKCIEPTU3Y MOJHOTHI W PE3YyJIbTATOB TPOBEACHHBIX HCIBITAHUI
U HCCIIeA0BaHUH, a Takke opopMIISET U HAMPABIIAET B PETUCTPUPYIOIINI OpraH
3aKIIOYEHUE [0  pe3ysibTaTaM dJKCIEpTU3bl KayecTBa, 3(PPEKTUBHOCTHU
U 0e30MacHOCTH METUIIMHCKOTO H3AeNUd, (opMa KOTOPOrO YTBEPKIAETCS
MuHucTepcTBOM 3aApaBooxpaneHusa Poccuiickon denepanuu.

84. OcHOBaHUSAMHU JJIs1 BBIHECEHUS SKCIIEPTHBIM YUPEKICHUEM 3aKITIOUEHUS
o pe3yibTaTaM O3KCHEPTU3Bl KauecTBa, A(P(PEKTUBHOCTH H 0O€30MaCHOCTH
MEIUIMHCKOTO  M3JENUsA,  CBUACTENBCTBYIOIIETO O  HEBO3MOXKHOCTHU
rOCyJapCTBEHHOU PETUCTPALIMKA MEAUITUHCKOTO M3ICIHUS, SIBIISIOTCS:

a) HECOOTBETCTBUE MEIUIIMHCKOTO H3Jeius TpeOOBaHUSIM HOPMATHUBHOU
JOKYMEHTAIlMH, TEXHUYECKOM U (WIM) SKCIUTyaTalluOHHOW JOKyMEHTAI[uU
NPOU3BOAUTENS (U3TOTOBUTENIA);

0) OTCYTCTBHE JIOKAa3aTEIbCTB KauecTBa, MU (WiIH) d3(P(PEKTUBHOCTH,
U (1K) 6€30IaCHOCTH MEIUIIMHCKOTO H3EIH;

B) YCTAHOBJICHHE, YTO PHUCK IPUYMHEHHS Bpela 3J0pPOBBIO TIpa)xaaH
U MEAUITMHCKUX PaOOTHUKOB BCJIEJICTBUE NMIPUMEHEHUS MEIUIIMHCKOTO U3JIETUs
npeBsiaeT 3QPEKTUBHOCTL €ro MIPUMEHEHUS;

) IpEACTaBJICHUE  HEJOCTOBEPHBIX  CBEIEHHH B JIOKYMEHTAaX,
COJIEPIKaIIUXCS B PETUCTPALIMOHHOM JIOCHE.

85. B cpok, He mpeBbImamnmi 7 pabouux JHEH cO AHSA IIOJTYYEHHUS
3aKIIOYEHUS [0  pe3ysibTaraM dJKCHEpPTH3bl KadecTBa, 3(PPEKTUBHOCTH
U 0e30IaCHOCTH  MEIMIIMHCKOTO  W3JeNUsA, PETHCTPUPYIOUUN  opraH
OCYILIECTBIISIET CIAEAYIOIIUE MEPOTIPUATHUA:
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submission of an application for renewal of the state registration of a medical device with the
attachment of revised documents via the unified personal account of the applicant.

82. At stage Il of the examination of the quality, effectiveness, and safety of the medical device,
the registration authority, within 2 working days from the date of adopting the decision to renew
the state registration of the medical device, on the basis of the order to conduct the
examination issued in accordance with paragraph 72 of these Rules, sends to the expert
institution the results of clinical trials of the medical device involving humans, as well as other
documents submitted by the applicant in accordance with paragraph 80 of these Rules.

83. The expert institution, within a period not exceeding 8 working days from the date of receipt
of the documents specified in paragraph 80 of these Rules, conducts an examination of the
completeness and results of the conducted tests and studies, and also prepares and sends to
the registration authority a conclusion based on the results of the examination of the quality,
effectiveness, and safety of the medical device, the form of which is approved by the Ministry of
Health of the Russian Federation.

84. The grounds for the expert institution to issue a conclusion based on the results of the
examination of the quality, effectiveness, and safety of the medical device indicating the
impossibility of state registration of the medical device are as follows:

a) non-compliance of the medical device with the requirements of regulatory documentation,
technical and/or operational documentation of the manufacturer (producer);

b) lack of evidence of quality, and/or effectiveness, and/or safety of the medical device;

¢) establishment that the risk of harm to the health of citizens and healthcare workers resulting
from the use of the medical device exceeds the effectiveness of its use;

d) submission of false information in the documents contained in the registration dossier.

85. Within a period not exceeding 7 working days from the date of receipt of the conclusion
based on the results of the examination of the quality, effectiveness, and safety of the medical
device, the registration authority carries out the following activities:
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a) OlleHKa 3aKJIIOUEHHs 10 pe3yJibTaTaM dJKCIEPTU3bl KauyecTBa,
3¢ eKTUBHOCTH UM  O€30MAaCHOCTH MEAMIIMHCKOTO H3JeNus, YKa3aHHOTO
B myHKTe 83 Hacrosmux I[lpaBui, mjig ompeaeleHds COOTBETCTBUA 3aJaHUIO
Ha TIPOBEACHUE OKCHEPTU3Bl. B ciydae ycCTaHOBIEHHS HECOOTBETCTBUS
3aKIIOYEHHUS [0 pe3ysibTaraM dJKCHEpPTU3bl KadecTBa, 3(P(PEKTUBHOCTU
U 0e30IaCHOCTH MEIMIIMHCKOTO U3JIeJUsl YKa3aHHOMY 3aJ[aHUI0  TaKoe
3aKJTIOYEHUE BO3BpAIlAE€TCA B JKCIEPTHOE YUpEekIEHHE Ha JopaboTKy, CPOK
KOTOPOH cOCTaBJIIET He Oosee 2 pabouux THEH CO JHA MOIYUYEHHUS SKCIIEPTHBIM
yUpEXKJICHUEM BO3BpAIIEHHOTO 3aKJIIOUEHUs [0 pe3ysibTaTaM dKCIIEPTU3bI
KauecTBa, 3 PEKTUBHOCTH U 6€30IIaCHOCTU METULIMHCKOTO U3/IEIIHS;

0) B ciyyae TIONyYE€HMs 3aKJIIOUEHHs TIO0 pe3yjbTaTaM »dKCIEPTU3BI
KauecTBa, J(PGEKTUBHOCTH U  OE30MaCHOCTH  MEAUIIMHCKOTO  U3JIENus,
NpeaycCMOTPEHHOro MyHKTOM 84 Hactosuux [IpaBui, He no3gHee ClIeayIONIero
pabouero JHs TOCIe MPOBEICHUS OIEHKH TaKOTO 3aKIOUEHUS JJI ONpeAeTIeHHs
COOTBETCTBHS 3aJlaHUI0 Ha IIPOBEJICHHUE SKCIEPTU3Bl PETHUCTPUPYIOUIUI OpraH
pa3MelaeT SJEKTPOHHBIH 00pa3 3aKkIIO4YEeHHs IO pe3yjbTaTaM dKCIEPTU3BI
KauecTBa, dJ(PGEKTUBHOCTH U  O€30MaCHOCTH  MEAUIIMHCKOTO  U3JIeius,
COOTBETCTBYIOIIETO 3a/laHUI0 Ha TPOBEACHUE OKCIEPTU3BI, B 3JIEKTPOHHOM
KaOWHETe 3asBUTENII W HAIMpaBIsA€T COOTBETCTBYIOIIHUE CBEJEHUS B €IUHBIN
JUYHBIA KaOUHET 3asBUTETIS.

B teuenue 10 paboumx mHeH co JHA pa3MElIEHUS B D3JIEKTPOHHOM
KaOWHETe 3asBUTEN 3aKIIOYEHHA IO pe3yjbTaTaM »JKCIEPTU3Bl KadyecTBa,
3¢ PeKTUBHOCTH ¥  O€30MAaCHOCTH MEAMIMHCKOTO H3JeNus, YKa3aHHOTO
B 1myHKTe 84 Hacrosmux IlpaBwi, 3asgBUTENL BIIpaBE O3HAKOMHTHCS
C 3aKJIIOUEHHEM TII0 pe3yibTaTaM JKCIEpPTU3bl KadecTBa, 3(P(PEKTUBHOCTH
U 0e30MacHOCTH MEIUIIMHCKOTO W3AENUs U, IpH HAJIUYUU BO3pPAXKECHUH,
HAIIpaBUTh CBOM BO3pAXEHUS HA TaKoe 3aKIIOYEHHE IIOCPEICTBOM
AIEKTPOHHOTO KaOUHETa 3asIBUTEJIA.

B ciydae mocTymieHus HOCpe/ICTBOM 3JIEKTPOHHOTO KaOUHETa 3aBUTEIS
B Cpok, He mpeBbimamomuii 10 pabounx gHeH, BO3paKeHUN 3asABUTENA
Ha 3aKJIIOYEHHE II0 pe3yJbTaTaM »dKCHEPTU3bl KadecTBa, 3(PPEKTUBHOCTH
U 0€30IIaCHOCTH MEIUIIMHCKOTO M3/, MPEeayCMOTPEHHOE ITyHKTOM 84
HacTosiux [lpaBui, perucrpupyromuii opran B teueHue 30 pabGoumx gHEH
CO JHS TIOCTYIUIEHHUA BO3pPaXEHUH paccMaTpuBaeT HX C MPHUBICUYCHUEM
DKCIIEPTHOTO YYPEKIAECHUS, BBIHECIIETO ATO 3aKiloueHue. B ciyudae ecinu
B YCTaHOBJICHHBIM CPOK BO3PaKEHUS 3aABUTENSI HE TOCTYIMIH, PETUCTPUPYIOIIUH

"

OpraH OCYIIECTBIIAET MEPOIIPUATHUS, IPEAYCMOTPEHHBIE TOAITYHKTamMu "B" u "1
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a) assessment of the opinion based on the results of the examination of the quality, efficacy,
and safety of the medical device specified in paragraph 83 of these Rules, in order to determine
compliance with the assignment for conducting the examination. In case non-compliance of the
opinion based on the results of the examination of the quality, efficacy, and safety of the
medical device with the mentioned assignment is established, such an opinion shall be returned
to the expert institution for revision, the period for which shall not exceed 2 working days from
the day the expert institution receives the returned opinion based on the results of the
examination of the quality, efficacy, and safety of the medical device;

b) in case of receipt of an opinion based on the results of the examination of the quality,
efficacy, and safety of a medical device as provided for in paragraph 84 of these Rules, no later
than the next working day after assessment of such an opinion to determine its compliance with
the assignment for the examination, the registering authority shall post an electronic copy of
the opinion based on the results of the examination of the quality, efficacy, and safety of the
medical device, which complies with the assignment for the examination, in the applicant’s
electronic account and shall send the relevant information to the unified personal account of the
applicant.

Within 10 working days from the date of posting in the applicant’s electronic account of the
opinion based on the results of the examination of the quality, efficacy, and safety of the
medical device specified in paragraph 84 of these Rules, the applicant is entitled to familiarize
themselves with the opinion based on the results of the examination of the quality, efficacy, and
safety of the medical device and, if there are objections, to submit their objections to such
opinion via the applicant’s electronic account.

In the event of receipt, via the applicant's electronic account within a period not exceeding 10
working days, of the applicant’s objections to the opinion based on the results of the
examination of the quality, efficacy, and safety of the medical device provided for in paragraph
84 of these Rules, the registering authority shall, within 30 working days from the date of
receipt of objections, review them with the involvement of the expert institution that issued this
opinion. If the applicant's objections are not received within the established period, the

registering authority shall carry out the actions provided for in subparagraphs "v" and "g".
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HacTosIero myHkra. [Ipu paccMoTpeHuH BO3pakeHUH PErucTpUpyIONIvil opraln
npu HEOOXOUMOCTH JTau MOSICHEHUH MPUBJIEKAET 3asIBUTEIS.

[lo wuTOraM paccMOTpeHUS BO3PAKEHUM INPUHUMAETCS pPEUICHUE
O TMpU3HAHUM BO3paKEHUU OOOCHOBAaHHBIMHM IIOJHOCTBIO WM YacTHYHO,
KoTOopoe o(opMIIsieTCS MUCBMOM PETHUCTPUPYIOLIETO0 OpraHa W HaIlpaBiIsAeTCs
B aJpec JIKCHEPTHOTO  VUPEKICHUS C NPWIOKEHUEM  3aKIIOUYCHUS
o pe3yibTaTaM O3KCHEPTU3Bl KauecTBa, A(P(PEKTUBHOCTH H O€30MaCHOCTH
MEIUIUHCKOTO U3AEINHA, MPEAYCMOTPEHHOrO MyHKTOM 84 HacTtosmux [IpaBui,
Tpebyrolero 10paboTKH, CPOK KOTOPOH HE MpEeBBINIAET 5 pabouux AHEH co THS
NOJYYEHHS] HKCIEPTHBIM VUPEKJICHHUEM BO3BPAIIEHHOTO 3aKIIOYEHHS, JHOO0
0 MPU3HAHUM BO3PAKEHUM MOJTHOCThIO HE 00OCHOBAaHHBIMH.

BpeMs co aHsS pa3MenieHusT pErucTpUPYIONIMM OPraHOM B 3JIEKTPOHHOM
KaOWHETe 3asBUTEN 3aKIIOYEHHA IO pe3yjbTaTaM »JKCIEPTU3Bl KadyecTBa,
3¢ PeKTUBHOCTH U  OE€30MACHOCTH MEAMIMHCKOTO H3JeNus, YKa3aHHOTO
B nyHkre 84 wHacrosmmx [IpaBui, 10 NOpUHATUS pEIIEHUS ITI0 HTOraM
PAacCCMOTPEHUSI BO3PAKEHUNM HE YUMUTHIBAETCS IMPU HCUYUCICHUH CpOKa
NPOBENEHUS DKCIEPTU3bl KadecTBa, J(PQPEKTUBHOCTH U  0O€30MacCHOCTH
MEIUITUHCKOTO U3/EIIUS,

B) IPUHATHE PEUIEHUS O TOCYJAapCTBEHHOM pErucTpanuu METUIIUHCKOTO
u3zienuss win o6 oTKaze B TOCYAAPCTBEHHOM PETUCTpAIMU MEAUIIMHCKOTO
U3JIenusi, KOoTopoe OQopMIIsSeTCs IIPUKA30M PETUCTPHUPYIOIIET0 OpraHa,
U UHGOPMUPOBAHHE 3AABUTENSA O NPUHATOM pEIIEHUH IIyTEM pa3MeEIIeHUI
COOTBETCTBYIOIIETO YBEAOMJIEHUS B (GOpME 3JIEKTPOHHOTO JIOKYMEHTa,
NOJMUCAHHOTO YCHJICHHOW KBaMU(UIIMPOBAHHON 3JIEKTPOHHOM IOJAMUCHIO
YIOJHOMOUYEHHOTO JOJDKHOCTHOTO JIMIA, B €AMHOM JIMYHOM KaOWHETE
3asIBUTENS U DJIEKTPOHHOM KaOWHETE 3adBUTENS;

I') BHECECHHE PEECTPOBOIA 3alICH B TOCYAAPCTBEHHBIN peecTp.

86. OCHOBaHUSAMHU JJI1 TPUHATHS PETUCTPUPYIOUIMM OPTaHOM pEIICHUS
00 0TKa3e B rOCyapCTBEHHON PETUCTpaIlui MEAUITUHCKOTO U3/IeTTUS SABJISIFOTCS:

a) MOJyYEeHUE PETUCTPUPYIOIIUM OPTaHOM OT 3KCIEPTHOTO YUPEKICHHUS
3aKJTIOYEHUS O MPOBEACHUN KIMHUYECKUX UCIIBITAHUN MEIUITUHCKOTO WU3/eIus,
CBUIETENBCTBYIOMIETO O  HEBO3MOXKHOCTH  MPOBEJEHUS  KIHHUYECKUX
UCIIBITAHUM MEIUIIMHCKOTO U3IETUSA C YUaCTHEM YeJIOBEKa;

0) moJiyueHHe OT SKCIIEPTHOTO YUPEKICHUS 3aKII0UEHU TI0 pe3ybTaTaM
DKCIEPTU3Bl KauecTBa, 3(PGEKTUBHOCTM U OE30MACHOCTH MEAUIIMHCKOTO
U3JIeINs,, CBHUAETENBCTBYIOIIETO O  HEBO3MOXXHOCTH  TOCYJIapCTBEHHOMN
pPETUCTpAlUd METUITUHCKOTO HW3JETusA, U (WIU) MPUHATHE PETUCTPUPYIOUIUM
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of this paragraph. When considering objections, the registration authority may, if necessary,
involve the applicant to provide explanations.

Based on the results of the consideration of the objections, a decision is made to recognize the
objections as fully or partially justified, which is formalized in a letter from the registration
authority and sent to the expert institution with the conclusion on the results of the quality,
efficacy, and safety examination of the medical device as stipulated in paragraph 84 of these
Rules, requiring revision, the period for which shall not exceed 5 working days from the date the
expert institution receives the returned conclusion, or a decision is made to recognize the
objections as completely unfounded.

The time from the date the registration authority posts in the applicant's electronic account the
conclusion on the results of the quality, efficacy, and safety examination of the medical device,
as specified in paragraph 84 of these Rules, to the decision made upon consideration of the
objections is not counted when calculating the period for carrying out the quality, efficacy, and
safety examination of the medical device;

b) making a decision on state registration of the medical device or on refusal of the state
registration of the medical device, which is formalized by an order of the registration authority,
and informing the applicant of the adopted decision by placing the relevant notification in the
form of an electronic document signed by an enhanced qualified electronic signature of an
authorized official in the unified personal account of the applicant and in the applicant’s
electronic account;

c) entry of the registry record into the state register.

86. The grounds for the registration authority to make a decision to refuse state registration of a
medical device are:

a) receipt by the registration authority from the expert institution of a conclusion on the conduct
of clinical trials of the medical device indicating the impossibility of conducting clinical trials of
the medical device involving human subjects;

b) receipt from the expert institution of a conclusion based on the results of the examination of
quality, efficacy, and safety of the medical device, indicating the impossibility of state
registration of the medical device, and/or the adoption by the registration authority of
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OpPraHOM pEIIECHUS O IPU3HAHWK BO3PAKCHHUU 3asgBUTENI HE OOOCHOBaHHBIMH
MOJTHOCTBHIO UM YaCTUYHO;

B) BBIABJICHHE  PETHCTPHUPYIONUM  OpPraHoM [0 pe3yJbTaraM
benepatbHOrO TOCYAapCTBEHHOrO KOHTpoisd (Haa3opa) 3a oOpalieHHeM
MEJWIUHCKUX U3JIEJWH HECOOTBETCTBHHM JaHHBIX 00 3¢dQeKTHBHOCTH
1 0 6€30IaCHOCTH MEIHIIMHCKOTO HM3/eUs JaHHBIM O MEIUITUHCKOM H3JICIIHH,
COJIEpKaIlIIMCS B 3asBJICHHH O PETUCTpAIliH M JOKYMEHTaX, YyKa3aHHBIX
B ImyHKTax 65 u 80 Hactosmux [IpaBui.

III. I'ocynapcTBeHHAs perucTpanus MEIUIMHCKUX U3ICITUN, TOATBEPKICHUE
3} PEKTUBHOCTU KOTOPBIX HEe TpeOyeT MPOBSACHUS KIMHUYSCKIX UCIIBITaHUH
C Y4aCTHEM YEJIOBEKA WUJIM MOJIYYEHHS Pa3pPELUICHUs PErUCTPUPYIOIIETO OpraHa
Ha NPOBEJACHUE TaAKUX KIMHUYECKUX UCITBITAHUI

87.ln1 TOCYyAapCTBEHHOW pEerucTpauud MEAULUHCKOIO0  W3Jeus,
NOATBEpKAeHUE A(PPEKTUBHOCTH  KOTOPOro He TpeOyeT MNpOBEACHUS
KJIIMHAYECKUX HWCIBITAaHUI C y4acTHEM YeJOBEKa WM MOIYYEHHUs pa3pelieHUs
PETHCTPUPYIOUIETO OpraHa Ha MPOBEJCHHUE TAaKUX KIMHHUYECKHUX HCIBITAaHWM,
3asBUTENH MMOCPEICTBOM EAMHOTO JMYHOTO KaOWHETa 3asBUTENS TPEICTaBISIET
B PErMCTPUPYIOIIMI OpraH 3asfBIE€HUE O pErucTpauud, OQOPMIIEHHOE
B COOTBETCTBHM C NyHKTOM 64 Hacrosmux I[IpaBun W JONOJHHUTENBHO
coJieprKalliee CBECHUS 0 HAMUYHUH (OTCYTCTBHH) Y MPOTPAMMHOI0 00€CIeYeHUS
C NPUMEHEHHEM TEXHOJOTUH HCKYCCTBEHHOIO MHTEIUVIEKTa, SBIIAIOIIETrOCs
MEJIUIUHCKUM H3/EIHEeM, BCTPOCHHOM (DYHKIMM aBTOMAaTUYECKOW Mepenayvu
B MOPSAJKE, YTBEPKICHHOM PErHCTPUPYIOIIUM OPraHOM, B aBTOMAaTH3UPOBAHHYIO
UHPOPMALIMOHHYI0 ~ CUCTEMY  PErUCTPUPYIOLIEr0  oOpraHa  MH(OpManuu
00 oOpalaThiBaeMbIX JaHHBIX, pe3ydbTaTax JEUCTBUA MPOrPAMMHOTO
o0ecrieyeHuss C TPUMEHEHHEM TEXHOIOTUH WCKYCCTBEHHOTO WHTEJUICKTA,
ABJISIFOLIETOCSA MEJULUHCKUM H3/I€JIMEM, A TAK)KE CBEJIEHUHU, MPEyCMOTPEHHBIX
MOPSJIKOM  COOOIICHUS CyOBEKTaMH OOpaIleHusT MEAUIIMHCKUX U3JIeITUi
000 Bcex cayyasx BbISBICHHS TOOOYHBIX JACWCTBHU, HE YKa3aHHBIX
B MUHCTPYKIMKA [0 [PUMEHEHHUIO WIM PYKOBOJCTBE IO JKCIUIyaTaluu
MEJUIIMHCKOTO U3JIeNHUsl, O HEXEJIaTeNbHbIX PEaKkLUUsX NpPU ero NMPUMEHEHHH,
00 OCOOCHHOCTSIX B3aMMOJCHCTBHS MEIUIIMHCKUX W3JICIHH MEXAYy COO0Oi,
0 ¢akrtax U 00 0OCTOATENBCTBAX, CO3AAOINUX YIPO3y >KU3HH W 3A0POBBIO
rpaXJaH W MEAHIHUHCKUX pPaOOTHUKOB MPH NPUMEHEHWHW W OSKCIUTyaTaluu
MEJIUIMHCKUX U3JENHM, YTBEpX)AaeMbiM MUHUCTEPCTBOM 31paBOOXPAHEHUS
Poccuiickoit denepannu (anee - mopsaok cooOmieHus cyobekTaMmu o0paiieHus
MEJIUIMHCKIX HM3JeIui 000 BCEX ClydasX BBIABICHUS MOOOYHBIX NEWCTBHI),
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by the authority of the decision on the recognition that the applicant's objections are unfounded
in whole or in part;

(c) identification by the registering authority, based on the results of federal state control
(supervision) over the circulation of medical devices, of discrepancies between the data on the
effectiveness and safety of the medical device and the data about the medical device contained
in the registration application and the documents specified in paragraphs 65 and 80 of these
Rules.

lll. State registration of medical devices for which confirmation of effectiveness does not require
clinical trials involving humans or obtaining permission from the registering authority to conduct
such clinical trials

87. For state registration of a medical device for which confirmation of effectiveness does not
require clinical trials involving humans or obtaining permission from the registering authority to
conduct such clinical trials, the applicant, via the unified applicant's personal account, submits
to the registering authority a registration application drawn up in accordance with paragraph 64
of these Rules and additionally containing information regarding the presence (absence) in the
software utilizing artificial intelligence technologies, which is a medical device, of a built-in
function for the automatic transfer, in the manner approved by the registering authority, to the
automated information system of the registering authority, of information about processed data,
the results of the operation of the software utilizing artificial intelligence technologies, which is a
medical device, as well as the information stipulated by the procedure for notification by
subjects engaged in the circulation of medical devices of all cases of detection of adverse
events not specified in the instructions for use or the operating manual of the medical device, of
undesirable reactions during its use, of features of interaction between medical devices, of facts
and circumstances creating a threat to the life and health of citizens and medical personnel
during the use and operation of medical devices, as approved by the Ministry of Health of the
Russian Federation (hereinafter — the procedure for notification by subjects engaged in the
circulation of medical devices of all cases of detection of adverse events),
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a TaKXKe CBEJCHUSA O pe3ylibTaTax KIMHUYECKUX HCTIBITAHUN MEIUIIMHCKOTO
uzzienus (6e3 ydacTusl 4eloBeKa) ¢ yKazaHHEM HOMeEpa, JaThl aKTa OILIEHKHU
PE3YNLTATOB KIMHUYECKUX HCIIBITAHUN MEIUITUHCKOTO U3JIENINs], HAUMEHOBAHUS
MEIUITUHCKON OpraHu3alliy, a TAK)Ke CIEAYIOIINE TOKYMEHTHI:

a) komus  (KOMMH) JOKYMEHTa (JOKYMEHTOB), ITOATBEPKIAIOIIETO
(HOATBEPKAAIONTUX)  TOJHOMOYHSA  YIOJHOMOYEHHOTO  MPEJCTaBUTENSA
NPOU3BOAUTENA (M3TOTOBUTENA) IO MPEJCTABICHUIO HHTEPECOB MPOU3BOIUTENSL
(M3rOTOBUTENA), HECEHHWIO  OTBETCTBEHHOCTM B  4YacTH  OOpalleHus
MEIUITMHCKOT0 U3/enusa Ha Tepputopun Poccuiickoit denepaiiuu, B TOM YUCIIE
o0 BOMNpOCaM IMpOIEAYp OIEHKH COOTBETCTBUS H  TOCYJIapCTBEHHOMN
pETHCTpAllUd MEAUIIMHCKOTO H3JENUsA, a TakXKe MO 3aBEPEHUI0 JTOKYMEHTa
(IOKYMEHTOB) MPOU3BOAUTENS (M3TOTOBUTENS), BCTYIHUBIIETO (BCTYMHUBIIMX)
B cwiy 10 O(OpMIEHHS COOTBETCTBYIONIUX JOKYMEHTOB (IOKYMEHT
(IOKyMEHTBI)  ABIsAETCS  (ABIAOTCA)  oOs3aTelbHBIM  (00sS3aTENBHBIMU)
JUIsE  WMHOCTPAHHBIX IPOU3BOAMUTENEH (M3TOTOBUTENEH), OTEUECTBEHHBIMU
NPOU3BOAUTENAMU  (U3TOTOBUTENSIMH)  TpeACcTaBiseTcs  (IPeacTaBIISIOTCS)
B cllydae HaJIuuus YIOJHOMOYEHHOTO TMPEJACTABUTENS IMPOU3BOJUTENSA
(M3roTOBUTENA);

0) cBelIeHUsI O HOPMATUBHOM TOKYMEHTAIIMU Ha MEIUITUTHCKOE U3JIETIHUE;

B) TEXHMYECKass  JOKYMEHTallMsi  TMPOU3BOJAUTENS  (M3TOTOBUTEIS)
Ha MEAUIIMHCKOE U3JIEIHE;

T') OKCIUTyaTallMOHHAas JTOKYMEHTAIlUs TPOU3BOJIUTENS (HM3TOTOBUTEI)
Ha MEAWIIMHCKOE WU3JIeJIMe, B TOM YHCJIE HHCTPYKIUSA II0 TNPUMEHEHUIO
WIM PYKOBOJICTBO IO AKCIUTyaTalliy MEAUIIMHCKOTO U3JIEIHS;

1) IIBETHBIC dboTorpaduueckue H300paKeHUs ob1ero BUJIA
MEIUIMHCKOTO  H3JeNus, Mojeiael  (MapoK) MEAMIMHCKOTO  U3JEIus
U IPUHAIEKHOCTEH, HEOOXOIUMBIX ISl MPUMEHEHUS METUIIMHCKOTO U3JIETUs
[0 Ha3zHaueHUIO (pasMepoM He MeHee 18 X 24 caHTUMeTpa), a TaKXke
U300paKEHUS MApKUPOBKH W  YMAaKOBKU (IIBETHbIE MAKETHI YIIaKOBOK
" ITUKETOK, coJiepKalue TEKCT OpUTHHAIBHOU MapKUPOBKHU
M JIONOJHUTENbHOH  MapKUpOBKM Ha  PYCCKOM  SI3bIKE, HAaHOCHMOM
HAa MEIUIMHCKUE W3JeNus, IPOU3BEICHHbIE 3a mpejenamu Poccuiickoit
®denepanun) (3a UCKIIOUYEHHEM IPOTPAMMHOTO 0O0OeCleueHus, SIBIIAIOIIETOCS
MEIUITUHCKUM U3IECIUEM);

€) BeTHbIe (poTorpaduyecKkue H300paKEHUS DIICKTPOHHOTO HOCHTENA
u uHTepdeiica nporpammHoro obOecrnedyeHus (pasmMepom He MeHee 18 x24
CaHTUMETpa) (I IMPOrpaMMHOTO OOeCIIeUeHHs, SBIIAIOUIETOCS METUIUHCKUM
U3JIEIINEM), a TaKKe U300pakKeHUsI MAPKUPOBKU U YIIAKOBKH (MPH HATUYHH);
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as well as information on the results of clinical trials of the medical device (without human
participation), indicating the number, date of the assessment report of the results of the clinical
trials of the medical device, the name of the medical organization, as well as the following
documents:

a) a copy (copies) of the document(s) confirming the authority of the authorized representative
of the manufacturer (producer) to represent the interests of the manufacturer (producer), to
bear responsibility regarding the circulation of the medical device within the territory of the
Russian Federation, including issues related to conformity assessment procedures and state
registration of the medical device, as well as to certify the document(s) of the manufacturer
(producer), which entered into force before the execution of the respective documents (the
document(s) are mandatory for foreign manufacturers (producers); domestic manufacturers
(producers) shall provide them in case of the existence of an authorized representative of the
manufacturer (producer));

b) information on the normative documentation for the medical device;
¢) technical documentation of the manufacturer (producer) for the medical device;

d) operational documentation of the manufacturer (producer) for the medical device, including
the instructions for use or the operating manual for the medical device;

e) color photographic images of the general appearance of the medical device, models (brands)
of the medical device, and accessories necessary for the intended use of the medical device
(with a size of at least 18 x 24 centimeters), as well as images of the labeling and packaging
(color packaging layouts and labels containing the text of the original labeling and additional
labeling in Russian, applied to medical devices manufactured outside the Russian Federation)
(except for software which is a medical device);

f) color photographic images of the electronic media and interface of the software (with a size of
at least 18 x 24 centimeters) (for software that is a medical device), as well as images of
labeling and packaging (if available);
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) MPOEKT OMNHCAHUs THUMA CPEeACTBA U3MEpPEHUH, SBIAIOLIETOC
METUIUHCKUM H3JIeTINEM (B OTHOIIEHWH MEIUITUHCKUX M3IEIUN, OTHOCIIIUXCS
K CpeacTBaM M3MepeHudl B cdepe TocyJapCTBEHHOTO PETYIHPOBAHUS
oOecrieueHusT €JUHCTBA HW3MEpPEHUI, TIepeueHb KOTOPBIX YTBEPKIAETCS
MuHucTepcTBOM 3/ipaBooxpaneHus Poccuiickoit denepaiun);

3) METOAMKA I[IOBEPKH THUIIA CPEJCTBA HU3MEPEHHM, SBIAIOLIETOCS
MEIUIMHCKUM HU3JIeTINEM (B OTHOIIEHWH MEIUITUHCKUX M3IEIUN, OTHOCSIIIUXCS
K CpeicTBaM H3MEpEHUH B cdepe TOCYJapCTBEHHOTO PETYIMPOBAHUSA
oOecrieueHusT €JUHCTBA HW3MEPEHUI, TIepeueHb KOTOPBIX YTBEPKIAETCS
MuHucTepcTBOM 3/ipaBooxpaneHust Poccuiickoit denepanun);

1) TOKYMEHTBHI, IOJTBEPKAAIOIINE PE3YIbTAThl KIMHUUECKUX UCIBITAHHM
MEIUIMHCKUX U3AENHUH (110 MPUMEHUMOCTH, B 3aBUCUMOCTH OT JIaThl):

JIOKYMEHTBI, ITOATBEPKIAIONIINE PE3yNbTaThl KIMHUYECKUX HCIBITAaHUN
(B OTHOIIEHMHU KIMHUYECKUX UCTIBITAHUM, 3aBEPIIEHHBIX 10 1 centsaops 2025 r.);

JIOKYMEHTBI, ITOATBEPKIAIOIINE PE3yNbTaThl KIMHUYECKUX HCIBITAaHUN
(B OTHOIIEHUH KIWHUYECKUX HCIBITAaHUHM, 3aBEpIIEHHBIX Iocie 1 ceHTA0ps
2025 r.) (1m0 MHULIMATHBE 3aBUTEIIS ),

K) JOKyMEHTBI,  MOATBEPXKIAIONIME  BO3MOXKHOCTH  OCYIIECTBIICHUS
NPOU3BOJICTBA IO ajipecy (aapecaM), ykazaHHOMY (YKa3aHHBIM) B 3asBJIECHUHU
O PETUCTpAlIHU B KAUECTBE IIPOU3BOACTBEHHON (MPOU3BOICTBEHHBIX) TUIOIIAAKH
(rwiomanok) (Mo NPUMEHUMOCTH): JTOKYMEHTBI, IOJATBEpIKIAloliue HaIUYue
yCIIOBUI MPOM3BOJICTBA, U (MIH) KOIUU CepTU(PUKATOB COOTBETCTBUS CUCTEMBI
MEHeDKMeHTa kadecTBa TpeboBanusm ['OCT ISO 13485-2017 wmm
ISO 13485:2016, a Takke KOMNHH OTYETOB O paHEE MPOBEJACHHBIX MHCHEKITUAX
HA COOTBETCTBUE YKa3aHHBIM CTaHAapTaM (B cilydae IPeJICTaBICHUS yKa3aHHBIX
cepTU(UKaTOB COOTBETCTBUS), U (UIM) KOMUU JTOKYMEHTOB, MOATBEPKIAIOIMIUX
COOTBETCTBHE CHCTEMBI YNpaBlIeHUS KauecTBOM TPeOGOBaHMUSIM K BHEJPEHHIO,
NOAJNEPKAHUIO M OIEHKE CHCTEMBI YIPABICHUS KadeCTBOM MEIUIIUHCKUX
U3JIeIui (IpeCTaBIAIOTCS B ClIydyae MPOBEIECHUS HHCIIEKIIUH HHCIIEKTUPYIOMIEH
OpraHu3allueyi,  Haxojsmehdcs B  BEACHUMM  (MOJYMHEHUHM)  OpraHa
rOCyJJapCTBEHHOU BJIACTH TOCYJIapCcTBa - WicHa EBpa3zuiickoro 3kOHOMUYECKOTO
COl03a, VYIOJHOMOYEHHOTO Ha OCYIIECTBICHHWE U (WIH) KOOPAUHAIIUIO
JeaTeNbHOCTH B cdepe oOpallleHHus MEIUIMHCKUX H3JACNIUA Ha TEeppUTOPUHU
ATOr0 rOCyJapcTBa, 3a uckinoueHueM Poccuiickoit denepaiiun);

J) TOKYMEHTBI, MOATBEPKIAIOIINE IIpaBo HCTIOJIb30BAHHUS
NpOU3BOAUTENIEM (U3TOTOBUTENEM) TOBApPHOTO 3HAaKa M MHBIX CPEACTB
UHIUBUAYyaTU3alldd MEAMIIMHCKOTO M3JIeUd B Cllydae UX HAHECEHHS
Ha YIOAKOBKY MEAMIIMHCKOrO W3AENUs (IPENOCTaBISIOTCS B CIIy4ae, €Ciu
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j) draft description of the type of measuring instrument that is a medical device (with respect to
medical devices categorized as measuring instruments in the field of state regulation of
ensuring the uniformity of measurements, the list of which is approved by the Ministry of Health
of the Russian Federation);

z) type approval calibration procedure for a measuring instrument that is a medical device (with
respect to medical devices categorized as measuring instruments in the field of state regulation
of ensuring the uniformity of measurements, the list of which is approved by the Ministry of
Health of the Russian Federation);

i) documents confirming the results of clinical trials of medical devices (as applicable, depending
on the date):

- documents confirming the results of clinical trials (for clinical trials completed before
September 1, 2025);

- documents confirming the results of clinical trials (for clinical trials completed after September
1, 2025) (at the applicant's initiative);

k) documents confirming the possibility of manufacturing at the address(es) specified in the
application for registration as a manufacturing site(s) (as applicable): documents confirming the
presence of production conditions, and/or copies of certificates of conformity of the quality
management system with the requirements of GOST ISO 13485-2017 or ISO 13485:2016, as
well as copies of reports of previously conducted inspections for compliance with said standards
(in case said certificates of conformity are provided), and/or copies of documents confirming
compliance of the quality management system with the requirements for the implementation,
maintenance, and assessment of a quality management system for medical devices (provided in
the case of an inspection conducted by an inspecting organization subordinated to a state
authority of a member state of the Eurasian Economic Union authorized to carry out and/or
coordinate activities in the field of circulation of medical devices within the territory of that
state, excluding the Russian Federation);

I) documents confirming the right of the manufacturer (producer) to use the trademark and
other means of individualization of the medical device in the case they are placed on the
packaging of the medical device (to be submitted in case that



47

CBEJICHUST HE BHECEHBI B COOTBETCTBYIOIIME peecTpbl DenepanabHOM CIyKObI
110 UHTEJUIEKTYaIbHOU COOCTBEHHOCTH);

M) KOITMKM JOKYMEHTOB, IOJTBEP/KAAIONINX KadeCTBO JIEKApPCTBEHHOTO
npemapara, (apMaileBTUUeCKOM cyOCcTaHIIUM, OHOJOTUYECKOTO MaTepuaia
U HMHOTO BENIECTBA, C HCIIOIb30BAHUEM KOTOPBIX IPOU3BEIACHO MEIUITMHCKOE
U3JIeJIMe WU KOTOpBhIE BXOMAT B €ro COCTaB M KOTOpPHIE MpeTHAa3HAUYEHbI
JUIsE TPUMEHEHHUS TOJBKO C YYETOM Ha3Ha4YeHUs MEAUIMHCKOTO HU3JeNus,
OIIPEJENCHHOTO IIPOU3BOJIUTEIIEM, BBIJJAHHBIX B COOTBETCTBUH
C 3aKOHOJATEIbCTBOM CTPaHbl IPOUCXOXKJEHHUS JICKAPCTBEHHOTO Iperapara,
dapmarieBTUUEeCKOM CcyOCTaHIUM, OHUOJOTMYECKOTO MaTepuaja U HHOTO
BelllecTBa (KpoMe MEeTUIIMHCKUX U3 I TMarHOCTUKH 1n Vitro),

H) KOIIUS JOKYMEHTA, IOJATBEPKAAIOIIETO PETUCTPAIUIO MTPOU3BOIUTENS
(M3roTOBUTENA) B KAyeCTBE IOPUIUYECKOTO JHUIA JUOO HMHIUBUAYATHLHOTO
npeAnpuHUMaTeNs (3a UCKIIOYEHHEM MEAUIIUMHCKUX H3ACTUH, MPOU3BOIUTENAMHI
KOTOPBIX SIBJISIIOTCS pe3uIeHTh Poccuiickoit deaepannn);

0) IIaH KJIMHUYECKOTO0 MOHUTOPUHTA (JJ1s1 MEAUIIMHCKUX U3JIETTUH Kilacca
NOTEHIIMAIILHOTO pHCKAa IPUMEHEHHUs 3, a TaKke MEIUIIMHCKUX H3JETuH,
UMIUIAaHTUPYEMBIX B OpraHU3M 4elloBeKa, Kiacca IMOTEHLIHAIbHOIO pHCKa
npuMeHeHus 20);

) JOKa3aTeJIbHBIE  MaTepuaibl  MPOU3BOAUTENS  (M3TOTOBUTEIS)
MEIUITUHCKOT0 U3AeNUA (110 IPUMEHUMOCTH):

JI0Ka3aTelIbHbIE MaTepHuabl IPOU3BOAUTENA (M3roTOBUTETIA)
MEIUITMHCKOTO HU3JeNMid B YacTH OIpeAelIeHUs KadecTBa M 0€30MacHOCTH
MEIUITUHCKOTO  HW3JIENHs, COOTBETCTBHS €r0  XapaKTEepPUCTHK (CBOMCTB)
TpeOOBaHMSAM HOPMAaTUBHOM TOKYMEHTAIUM, TEXHUYECKOW M IKCIUIyaTal[MOHHOU
JOKYMEHTAITUH IPOU3BOAUTENA (M3TOTOBUTENIA);

JI0Ka3aTelIbHbIE MaTepuabl IPOU3BOAUTENA (M3roTOBUTETIA)
MEIUIUHCKOTO  W3JIeJUs B 4YacTH HCCIEJOBAaHMM B  IEIIX  OILIEHKH
OuoIOrnYecKon 6€30MacCHOCTH MEAUIIMHCKOTO U3JIETIHS.

88. Peructpupytomuii opraH He BIpaBe TpeOOBaTh OT 3asABUTENA
yKa3blBaTh B 3asBJICHUM O PETUCTpAllUd CBEJEHHSA, HE IIPETyCMOTPEHHBIE
nyHkToM 64  Hactosmux — IlpaBuin, u THpeACTaBIsATh  JOKYMEHTHI,
HE TIpelyCMOTPEeHHbIE TYHKTOM 87 HacTosimux [TpaBui.

3asgBUTENb BIIpaBe IIPEACTaBUTH JOKYMEHTBHI, CBEJCHHS O KOTOPBIX
YKa3bIBAIOTCA B 3adBJICHMM O  pETUCTpallid B COOTBETCTBUU
¢ mnoamyHkramu "M"-"n", "y" wu "4" nynkra 64 wHacrosmux IlpaBu,
110 COOCTBEHHOIN WHUITUATHBE.

" "o n
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the information is not entered in the relevant registers of the Federal Service for Intellectual
Property);

m) copies of documents confirming the quality of the medicinal product, pharmaceutical
substance, biological material, and other substance used in the manufacture of the medical
device or included in its composition and intended for use only in accordance with the intended
purpose of the medical device as determined by the manufacturer, issued in accordance with
the legislation of the country of origin of the medicinal product, pharmaceutical substance,
biological material, and other substance (except for in vitro diagnostic medical devices);

i) a copy of the document confirming the registration of the manufacturer (producer) as a legal
entity or individual entrepreneur (except for medical devices whose manufacturers are residents
of the Russian Federation);

0) a clinical monitoring plan (for class 3 potential risk medical devices, as well as medical
devices that are implantable into the human body, class 26 potential risk);

and) substantiating materials from the medical device manufacturer (producer) (where
applicable):

substantiating materials from the medical device manufacturer (producer) regarding the
determination of quality and safety of the medical device, compliance of its characteristics
(properties) with the requirements of regulatory documentation, technical and operational
documentation of the manufacturer (producer);

substantiating materials from the medical device manufacturer (producer) regarding research
for the purpose of assessing the biological safety of the medical device.

88. The registration authority is not entitled to require the applicant to indicate information in
the registration application that is not stipulated by paragraph 64 of these Rules, or to submit
documents not stipulated by paragraph 87 of these Rules.

The applicant is entitled to submit documents, information about which is indicated in the
registration application in accordance with subparagraphs “m” - “i”, “u” and “ch” of paragraph
64 of these Rules, at their own initiative.
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3asgBUTENh BIpaBe MPEACTABUTh HHBIE HEOOXOJAUMbBIE JIOKYMEHTHI
10 cOOCTBEHHON UHUITUATHBE.

89.B Teuenne 5 paboumx JHEH co JHSA TOCTYIUICHUSA 3asBICHUS
O PETHCTPALIMU U JOKYMEHTOB, NPEIYCMOTPEHHBIX MYHKTOM 87 HACTOSIMIUX
[IpaBwi,  pETHCTPUPYIOIIMII  OpraH  NPOBOAUT  MPOBEPKY  IOJHOTHI
U JOCTOBEPHOCTH COJIEPKAIUXCA B HHUX CBEJACHUN, B TOM YHUCIE IIyTEM
CpaBHEHHSI TaKHUX CBEJEHHN CO CBEJCHUSMH, IPEACTABICHHBIMU OpraHaMu
rOCyJIJapCTBEHHOM BJIACTH B MOPAIKE MEKBEIOMCTBEHHOTO HH(POPMAIMOHHOTO
B3aUMOJEHCTBUS IMOCPEJICTBOM CHUCTEMBI MEXBEIOMCTBEHHOTO 3JIEKTPOHHOTO
B3aUMOJICHCTBUAL.

90. B ciyuae ecim 3asBiI€HUE O perucTpaliud oGpopMIIEHO ¢ HapyIIEHHEM
MOJNOKEHUM MyHKTa 64 Hactosuux IlpaBwi, u (WiM) MOpeACTaBICHHBIE
JOKYMEHTBl O(OpPMJIEHBI C HapylIIeHHUEM IIOJOKEHMH IyHKTOB 53 - 55
HacTosiux IIpaBun, u (Wid) B 3aABJIE€HUU O PETUCTPAIMU U MPEACTaBICHHBIX
JOKYMEHTAaX  yKa3aHbl  HEJOCTOBEPHBIE  CBEICHUS, WIU  JOKYMEHTHI,
OpEAYCMOTpEHHBIE  MYHKTOM 87  Hactosmux  [IpaBun,  mpeacTaBiIEHBI
HE B I[OJHOM OOBEME, PETUCTPUPYIONIMM OpraH YBEIOMISET 3asABUTENA
O  HEOOXOAUMOCTH  YCTPAaHEHHS  BBIABICHHBIX  HapyIIeHUH ¥ (W)
Npe/CTaBlIeHUs] OTCYTCTBYIOIIMX JOKYMEHTOB B TeueHue 30 pabouux gHEH
CO JIHA pa3MEIIeHHs] TAKOTO YBEAOMIIEHHS B JOPME IJIEKTPOHHOTO JIOKYMEHTA,
NOJMUCAHHOTO YCHJICHHOW KBaMU(UIIMPOBAHHON 3JIEKTPOHHOW IOJAMUCHIO
YIOJHOMOUYEHHOTO JOJDKHOCTHOTO JIMIA, B €AMHOM JIMYHOM KaOWHETe
3asBUTENS M DJIEKTPOHHOM KaOWHETe 3asBUTENSA. YCTpAaHEHHE BBIABICHHBIX
HapyuieHuH U (WIM) TIPEACTaBICHUE TOKYMEHTOB, KOTOpBIE OTCYTCTBYIOT,
3asIBUTENH OCYIIECTBIISET OCPEJACTBOM €IMHOTO TUYHOTO KAaOMHETA 3aABUTEIS.

Bpemsi co [HS yBEIOMIIEHHS PETUCTPUPYIOUIUM OPraHOM 3asBUTENS
N0 JHS TOJYy4YEHHUS OTBETAa Ha YBEAOMIICHHE WJIM  YBEJOMIICHUSA
O HEMpPEJICTaBJIEHUA OTBETa Ha COOTBETCTBYIOIIMM 3alpOC HE YYHUTHIBACTCS
OpU HCUYUCIECHHH CPOKa TOCYIapCTBEHHON PETUCTpAIlUd MEAUIIMHCKOTO
U3JIEIIUSL.

91.B Teuenue 3 pabouumx JHEH €O [JHA 3aBEpIICHUS IPOBEPKH,
npeaycMOTpeHHoOU nyHKkToM 89 HacTosimux [IpaBun (B ciyuae npeicTaBiIeHUS
HaJJIeKaUM 00pa3oM OQOPMIIEHHOTO 3asIBICHHUS O PETUCTPAIMU U B TOJIHOM
o0BeMe JIOKYMEHTOB, MPETyCMOTPEHHBIX HyHKToM 87 Hactosmux IIpaBwui),
a Takke B clydae yCTpaHEHUs B CPOK, He mpeBblmaomuit 30 pabouux gHEH,
BBISIBIICHHBIX HapyIlIeHU U (Wn) IpeACTaBICHUS JIOKYMEHTOB,
OPEAYCMOTPEHHBIX MyHKTOM 87 Hacrosamux IlpaBui, perucTpupyromumi
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The applicant is entitled to submit any other necessary documents at their own discretion.

89. Within 5 business days from the date of receipt of the registration application and the
documents stipulated by Clause 87 of these Rules, the registering authority shall verify the
completeness and accuracy of the information contained therein, including by comparing such
information with the data provided by government authorities in accordance with the procedure
for interdepartmental informational interaction via the interdepartmental electronic interaction
system.

90. If the registration application is prepared in violation of the provisions of Clause 64 of these
Rules, and/or the submitted documents are prepared in violation of the provisions of Clauses
53-55 of these Rules, and/or the registration application and submitted documents contain false
information, or the documents stipulated by Clause 87 of these Rules are not fully provided, the
registering authority notifies the applicant of the need to eliminate the identified violations
and/or to submit the missing documents within 30 business days from the date of posting such
notification in the form of an electronic document signed with an enhanced qualified electronic
signature of an authorized official in the applicant's unified personal account and the applicant's
electronic account. The elimination of identified violations and/or the submission of missing
documents shall be carried out by the applicant through the unified personal account.

The time from the date of notification by the registering authority to the applicant until the date
of receipt of a response to the notification or notification of failure to provide a response to the
corresponding request is not counted when calculating the period for state registration of the
medical device.

91. Within 3 business days from the date of completion of the verification provided for in Clause
89 of these Rules (in the case of the proper submission of the registration application and
complete set of documents stipulated by Clause 87 of these Rules), as well as in the case of
elimination, within a period not exceeding 30 business days, of the identified violations and/or
submission of the documents stipulated by Clause 87 of these Rules, the registering...
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opraH TpPUHUMAeT peEIIeHHEe O Hayale TOCYJapCTBEHHON perucTpanuu
MEIUITUHCKOTO U3IEIUS.

92.B cinyuae eciau B cpok, He ImpeBbimaromuii 30 pabouux gHEH,
HE YCTpaHEHbI BBIABICHHBIC HAPYIIECHUS U (WIH) HE MPpeACTaBICHbI JOKYMEHTHI,
KOTOpBIE OTCYTCTBYIOT, B TOM YHCI€ C YYETOM I[IOJOKEHUS IYyHKTa 53
HacTosiux  [lpaBwil, perucTpupyromyii  opraH INPUHUMAET  pEUICHUE
0 TpeKpalleHuH JabHEHMIero paccCMOTPEHMs 3asBICHUS O pPETrUcCTpaluu
U JIOKYMEHTOB, TMPEIyCMOTPEHHBIX IIyHKTOM 87 Hacrosammux [IpaBuin,
U UTHGOPMHUPYET 00 3TOM 3asBUTENS MyTEM pa3MENIeHUs COOTBETCTBYIOIIETO
yBEAOMJIEHUS C MOTHUBUPOBAHHBIM OOOCHOBaHHEM MPUYUH  IIPUHATHUSL
YKa3aHHOTO pelleHus B (GopMe 3IEKTPOHHOTO JOKYMEHTa, TOJIUCAHHOTO
YCHJICHHON KBaNU(GUIMPOBAHHON 3JIEKTPOHHON TMOJNHUCHIO YIOTHOMOYEHHOTO
JOJKHOCTHOT'O JIMIA, B €JUHOM JIUYHOM KaOWHETe 3adBUTENS U DJIEKTPOHHOM
KaOWHETe 3asIBUTEIIS.

93. 'ocynapcTBeHHas perucrpanus MEJUITUHCKUX U3JIETIUH,
noATBepxkaeHue A(PGEKTUBHOCTH  KOTOPBIX HE  TpebdyeT  MpoBEACHUS
KIMHUYECKUX HUCIBITAHUM ¢ y49acTHEM YeJIOBEKa WIM TONYUYEHHUs pa3pelieHus
PETUCTPUPYIOIIETO OpraHa Ha IIPOBEIECHHE TAaKUX KIMHUYECKUX HCIBITAHUM,
OCYIIECTBJISIETCA PETUCTPUPYIOIIUM OpPTraHOM B CPOK, HE MPEBBIIAIONIUN
31 paboyero mgHA coO JHA TOCTYIUIEHHS 3asdBJICHHMS O pPETUCTpaluu
U JIOKYMEHTOB, MIPEAYCMOTPEHHBIX TYHKTOM 87 HacTosmux IIpaBum.

94. B Teuenne 3 pabouux AHEH cO JHA IPUHATHS pENICHHUA O Hayalle
rOCyIapCTBEHHOM PETUCTPAIMU MEJAUIMHCKOTO W3JENH PETUCTPUPYIONTUI
oprad oOopMJIIET U BBIJAET 3a/laHU€ Ha IIPOBEACHHUE IKCIIEPTU3HI IKCIIEPTHOMY
YUPEKICHUIO.

95.B OTHOIIEHWHM MEIUUMHCKUX U3JEIUH, IS TOATBEPKICHHUA
3¢ HEKTUBHOCTH KOTOPHIX HE TpeOyeTcs MpoBeIeHHe KIMHUYECKUX HUCIIBITaHUN
C y4acTHEM 4elIOBeKa WIH IOJYYeHHs pa3pelieHus] PETUCTPUPYIOIIETO opraHa
Ha TIPOBEICHHME TAKWX KIMHUYECKUX MCIBITAHUM, SKCHEpTHU3a 3asBICHUS
O pErucTpallud U JOKYMEHTOB, YKa3aHHBIX B IyHKTe 87 Hactosuux [IpaBui,
OCYIIECTBJISIETCS OJHOBPEMEHHO C IIPOBEACHHEM DKCIEPTU3BI IMOJTHOTHI
U Ppe3yJbTaTOB HCIBITAHUH W UCCIENOBaHMM B CpPOK, HE MPEBBIMIAIONTUN
10 paGounx gHEH co JAHA TOJYYEHHS  OKCHEPTHBHIM  YUPEXKICHHEM
COOTBETCTBYIONIETO 3aJ]aHUs PETUCTPUPYIOIIETO OpraHa.

96.1lpu  mpoBelAeHUU  IKCHEPTH3Bl  KkadecTBa, A(PPEKTUBHOCTU
U 0e30MacHOCTH MEAUIMHCKOTO U3JeNus He JOIMycKaeTca HCTpeboBaHuE
DKCIIEPTHBIM YUPEXKJECHHEM Y 3asgBUTESI JUOO MHBIX JIMIl MaTepHaloOB,
HEOOXOIUMBIX JIJIS TPOBEACHUS IKCTIEPTU3HI.
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The authority shall make a decision to commence the state registration of the medical device.

92. In the event that, within a period not exceeding 30 working days, the identified violations
are not rectified and/or the missing documents are not provided, including taking into account
the provisions of Clause 53 of these Rules, the registration authority shall decide to cease any
further consideration of the application for registration and the documents stipulated in Clause
87 of these Rules. The applicant shall be informed of this decision by placing an appropriate
notification with a reasoned justification of the reasons for making such a decision in the form of
an electronic document signed by an enhanced qualified electronic signature of the authorized
official in the unified personal account of the applicant and the electronic account of the
applicant.

93. State registration of medical devices, the effectiveness of which is confirmed without the
need for clinical trials involving humans or obtaining the registration authority’s permission to
conduct such clinical trials, shall be carried out by the registration authority within a period not
exceeding 31 working days from the date of receipt of the application for registration and the
documents specified in Clause 87 of these Rules.

94. Within 3 working days from the date of the decision to commence state registration of the
medical device, the registration authority shall draft and issue an assignment for the expert
evaluation to the expert institution.

95. For medical devices for which confirmation of effectiveness does not require clinical trials
involving humans or obtaining the registration authority’s permission to conduct such clinical
trials, the expert evaluation of the registration application and the documents specified in
Clause 87 of these Rules shall be conducted simultaneously with the expert evaluation of the
completeness and results of tests and studies, within a period not exceeding 10 working days
from the date the expert institution receives the relevant assignment from the registration
authority.

96. During the expert evaluation of the quality, effectiveness, and safety of a medical device,
the expert institution is not permitted to request from the applicant or other parties any
materials required for the conduct of the expert evaluation.
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B cimydyae HemOCTaTOUYHOCTH JJIS BBIHECEHHS JKCIEPTOM 3aKIIOUEHHS
MaTEpPUAIIOB U CBEJEHUH, COJAepXaIuXcsd B MPEACTABICHHBIX 3asABUTEIEM
3asBJICHUM O PETUCTpallud M JOKyMEHTaX, IPEeIyCMOTPEHHBIX ITYHKTOM 87
HacTosiux [IpaBui, »SKCHEpT CTaBUT BOIPOC O IMPEACTABICHUH €MY
HEOOXOIUMBIX MAaTEpPHAJIOB U CBEJEHUHN IIEpell PYKOBOJIUTEIEM JKCIEPTHOTO
yUpeXJACHUs, KOTOpBIH 0Opamiaercsi ¢  COOTBETCTBYIOIIUM  3aIIPOCOM
B PETUCTPUPYIONIUI OpraH, BBIIABIIMI 3ajJaHUE HA MPOBEACHHUE DKCIEPTHU3HI.
VYKa3aHHBI 3ampoc JOJDKEH COACPAKATh HCUEPIBIBAKONINN IIEPEYEHb BCEX
BOIIPOCOB, MaTe€pHajIOB U CBEJICHUI, HEOOXOUMBIX 3KCHEPTY ISl MIPOBEACHUS
DKCIIEPTHU3HI.

Peructpupytomuii oprat B TeueHue 2 pabouux JHEH co THS MOCTYIUICHUS
3ampoca PYKOBOAMTENA JKCIIEPTHOTO VUPEKIACHHUS HAMpAaBIAET 3asiBUTENIO
3amnpoc O MpPEJCTaBICHUH HEOOXOAMMBIX CBEJACHHH C yKa3zaHHEM XapaKTepa
3aMeuaHuil M crmocoba HX YCTpaHeHHWs. YKa3aHHBIH 3alpoc HaIlpaBiIsAeTCs
OJIHOKpAaTHO M IMepeAaeTcsl 3asBUTENI0 B (opMe DJIEKTPOHHOTO TOKYMEHTa,
MNOJMUCAHHOTO YCHJICHHOW KBaMU(UIIMPOBAHHON 3JIEKTPOHHON MOJAMUCHIO
YIOJHOMOUYEHHOTO  JODKHOCTHOTO — JIMIIA,  ITOCPEJCTBOM  pa3MeElIeHUs
B DJICKTPOHHOM KaOWHETE 3asABUTENSA U €IMHOM JIMYHOM KaOUHETE 3asBUTEIIS.

3asgBuTENh 0053aH MPEACTABUTh OTBET Ha 3allpoC PETUCTPUPYIOIIETO
opraHa IOCPEACTBOM €JIMHOTO JIMYHOTO KaOWHEeTa 3asBUTENs] B CpOK,
He mnpesblaromuit 50 pabouux OHEH CO AHA HaMpaBleHHs 3TOTO 3alpoca.
B Teuenme 2 pabouux JHEH CO JHA IOCTYIUIEHUS OT 3asBUTENSA OTBETAa Ha 3aIpoc
PETUCTPUPYIONTUI OpraH HaIlpaBJsSeT TaKOW OTBET B DKCIIEPTHOE YUpeXIECHHUE.
B ciyuae HempencrapiieHus 1o ucTteueHUH S50 paGoumx OHEH 3asgBUTEIEM
OTBETa Ha 3allpoCc PETHUCTPUPYIONIMI oOpraH B TeueHue 2 pabouyux JgHEH
HAIIpaBJIsIET B OKCIIEPTHOE VUPEKICHUE YBEIOMJICHHE O HENpECTaBICHUN
3asBUTEIEM OTBETa Ha 3alpoC PETUCTPUPYIONIETO OpraHa Il TOJATOTOBKHU
3aKIIOYEHUS [0 pe3yJibTaraM dJKCHEPTU3bl KadecTBa, 3(PPEKTUBHOCTH
U 0€30IaCHOCTH MEJUIIMHCKOIO M3/ Ha OCHOBAaHUU JIOKYMEHTOB,
UMEIOIIUXCS B €0 PaCOPSKEHUH.

BpeMs co AHS HampaBJeHUS 3aIllpoca PErUCTPUPYIONIETO opraHa Jo JIHS
MOJIY4EHHs] OTBETAa Ha 3aIllpoC WM YBEIOMJICHHS O HEIPEACTaBICHUH OTBETA
Ha 3alpoc HE YYUTHIBAETCS IMPH HCUYUCICHUU CPOKA IIPOBEJACHUS DKCIIEPTHU3BI
KauecTBa, 3 HEKTUBHOCTH U 6€30MaCHOCTU METUITMHCKOTO U3EIIUS.

[Ipy BBIABICHHM PETUCTPUPYIOIIUM OpPraHOM B IIPEICTABJICHHBIX
3asBUTEJEM B OTBET Ha 3alpoc JOKYMEHTaX HEJOCTOBEPHBIX U (WJIH)
HEJOCTATOUYHBIX CBEICHUA WIH JTOKYMEHTOB U (WIM) HECOOTBETCTBUS
OoQOpMJIEHUS TPEJCTABIECHHBIX JOKYMEHTOB IIOJOXKEHUSIM MYHKTOB 53 - 55
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In the event that the materials and information contained in the registration application
submitted by the applicant and in the documents specified in paragraph 87 of these Rules are
insufficient for the expert to issue an opinion, the expert shall raise the issue of providing the
necessary materials and information before the head of the expert institution, who shall submit
the appropriate request to the registering authority that issued the assignment for the expert
examination.

The said request must contain an exhaustive list of all questions, materials, and information
required by the expert in order to conduct the examination.

Within 2 business days from the date of receipt of the request from the head of the expert
institution, the registering authority shall send the applicant a request for the submission of the
required information, specifying the nature of the comments and the method for their
resolution. The said request shall be sent only once and shall be transmitted to the applicant in
the form of an electronic document, signed with an enhanced qualified electronic signature of
an authorized official, by posting it in the applicant’s electronic account and in the unified
personal account of the applicant.

The applicant is obliged to submit a response to the request of the registering authority via the
unified personal account of the applicant within a period not exceeding 50 business days from
the date the request is sent. Within two business days from the date of receipt of the applicant's
response to the request, the registering authority shall forward such response to the expert
institution. In the event that the applicant fails to submit a response to the request within 50
business days, the registering authority, within two business days, shall send the expert
institution a notification regarding the applicant’s failure to respond to the request of the
registering authority in order to prepare an opinion based on the results of the expert
examination of the quality, effectiveness, and safety of the medical device on the basis of the
documents available to it.

The period from the date the registering authority sends the request to the date of receipt of
the response to the request or of the notification regarding the failure to provide a response to
the request shall not be counted in calculating the period for conducting the expert examination
of the quality, effectiveness, and safety of the medical device.

If, during the review of the documents submitted by the applicant in response to the request,
the registering authority identifies false and/or insufficient information or documents, and/or a
non-compliance of the format of the submitted documents with the provisions of paragraphs
53-55
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HacTosiux [IpaBUil perucTpupyrolMii opraH B TedeHHE 2 pabouux JHEH
HampaBisieT (B (opMe 3JIEKTPOHHOTO JOKYMEHTa, MOJNHUCAHHOTO YCHJIEHHOMN
KBJTU(QUITIPOBAHHOM AJIEKTPOHHOMN MOITHUCHIO YIIOJTHOMOYEHHOT'O
JOJIKHOCTHOT'O JIMIIA, TIOCPEACTBOM pa3MEHIEHUS B €IMHOM JIMYHOM KaOWHETe
3asBUTENS U AJIEKTPOHHOM KaOWHETEe 3asBHUTENIS) 3asABUTEII0 MOTUBHPOBAHHOE
peleHrne O  BO3MOXKHOCTU  IOBTOPHOTO  MPEJCTaBIEHUSA  3asBHTENIEM
1o uctedenust 50 pabounx qHEN cO THS HapaBlIEHUs 3ampoca JopaboTaHHBIX
NOKyMEHTOB. IlpH HENpencTaBiICHUM 3asABUTEIEM B yKa3aHHBIA CpOK
3ampaliuBaeMblX ~ MaTe€pualoB W CBEJEGHMM  JKCIIEpTH3a  KayecTBa,
(¢ PEKTUBHOCTH U OE€30IACHOCTH METUIIMHCKOTO U3JIETUs MPOJOIIKAETCS
0 HaxOMAIMIMMCS B PACIOPSHKEHHUH DKCIEPTHOTO YUPEKICHUS paHee
NpE/ICTaBICHHBIM 3asBUTENIEM JOKYMEHTaM M CBEJEHHUSAM, COJAEpKAIIUMCS
B PETUCTPAIMOHHOM JIOCKE.

97. DkcnepTHOE y4YpexJeHUE B CPOK, He mpeBblmaromuii 10 padounx
THEN co JHSA TMOJYYEHHS JOKYMEHTOB, YKa3aHHBIX B IYHKTe 87 HACTOSIIHUX
[IpaBus, MpPOBOAMT IKCHEpTU3Y KauecTBa, A((HEKTUBHOCTU U O€30MaCHOCTH
MEIUITMHCKOT0 U3/IENIUA U HaAIpaBJIseT B PETUCTPUPYIOUIUIA OpraH 3aKI0UeHUE
0 pe3yJIbTaTaM TaKoH IKCIEPTU3HI.

98. OcHOBaHUAMM 11  BBIHECEHUS  OJKCIEPTHBIM  YUPEKICHHUEM
3aKIIOYEHUS [0 pe3yJibTaTaM dJKCHEPTU3bl KadecTBa, 3(P(PEKTUBHOCTU
" 6€301IacHOCTH MEIUIUHCKOTO U3JIeNus, CBUJIETEIHCTBYIOMIETO
O HEBO3MOXXHOCTU TOCYJApCTBEHHOM pErucTpallid MEIUIMHCKOTO W3Jeus,
SBJISIFOTCSL:

a) HECOOTBETCTBUE MEIUIIMHCKOTO H3Jeius TpeOOBaHUSIM HOPMAaTHUBHOU
JOKYMEHTAIlMH, TEXHUYECKOM U (WIM) SKCIUTyaTalluOHHOW JOKyMEHTAI[uU
NPOU3BOAUTENS (U3TOTOBUTENIA);

0) OTCYTCTBHE JOKa3aTEIbCTB KauecTBa, H (WiH) 3¢ HEeKTUBHOCTH, U (W)
6€301acCHOCTH MEIUIIMHCKOTO U3JIEIHS;

B) YCTAaHOBJICHHE, YTO PUCK IPUUYUHEHHUsI Bpeda 3I0pPOBBIO TpaxaaH
U MEAUITMHCKUX PaOOTHUKOB BCJIEJICTBUE NMIPUMEHEHUS MEIUIIMHCKOTO U3JIETUs
npeBsiaeT 3QPEKTUBHOCTL €ro MIPUMEHEHUS;

') HATUYUE HEJIOCTOBEPHBIX CBEJICHUH B JOKYMEHTaX, COJAEpIKaIIuXcs
B PETUCTPAIMOHHOM JIOCKE.

99. B cpok, He mpesblmaromuii 10 pabounx gHedt co AHSA IOIyYCHHS
3aKIIOYEHUS [0  pe3ysibTaraM dJKCHEpPTH3bl KadecTBa, 3(PPEKTUBHOCTH
U 0e30IaCHOCTH  MEIMIIMHCKOTO  W3JeNUsA, PETHCTPUPYIOUUN  opraH
OCYIIECTBIISET CIEAYIONINE MEPOTIPUATHUS:
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of these Rules, the registering authority, within 2 business days, sends (in the form of an
electronic document signed with an enhanced qualified electronic signature of the authorized
official, by posting in the applicant's unified personal account and the applicant's electronic
personal cabinet) the applicant a reasoned decision on the possibility of the applicant
resubmitting, before the expiration of 50 business days from the date of sending the request,
the revised documents. If the applicant fails to submit the requested materials and information
within the specified period, the examination of the quality, efficacy, and safety of the medical
device shall continue based on the documents previously submitted by the applicant and the
information contained in the registration dossier that are at the disposal of the expert
institution.

97. The expert institution, within a period not exceeding 10 business days from the date of
receipt of the documents specified in Clause 87 of these Rules, conducts an examination of the
quality, efficacy, and safety of the medical device and sends a report on the results of such
examination to the registering authority.

98. The grounds for the expert institution to issue a report based on the results of the
examination of the quality, efficacy, and safety of the medical device, indicating the
impossibility of state registration of the medical device, are as follows:

a) non-compliance of the medical device with the requirements of regulatory documentation,
technical and/or operating documentation of the manufacturer (producer);

b) lack of evidence of quality, and/or efficacy, and/or safety of the medical device;

c) determination that the risk of harm to the health of citizens and healthcare professionals as a
result of the use of the medical device outweighs the efficacy of its use;

d) presence of inaccurate information in the documents contained in the registration dossier.

99. Within a period not exceeding 10 business days from the date of receipt of the report on the
results of the examination of the quality, efficacy, and safety of the medical device, the
registering authority carries out the following measures:
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a) OlleHKa 3aKJIIOUEHHs 10 pe3yJibTaTaM dJKCIEPTU3bl KauyecTBa,
3¢ PEeKTUBHOCTH U O6€30MaCHOCTH  MEIUIMHCKOTO  M3JENHs, YKa3aHHOTO
B nyHkTe 97 Hacrosuux [lpaBui, s ompeneiaeHUss COOTBETCTBUS 3aJaHUIO
Ha TIPOBEACHUE OKCHEPTU3Bl. B ciydae ycCTaHOBIEHHS HECOOTBETCTBUS
3aKIIOYEHHUS [0 pe3ysibTaraM dJKCHEpPTU3bl KadecTBa, 3(P(PEKTUBHOCTU
U 0e30IaCHOCTH MEIMIIMHCKOTO U3JIeJUsl YKa3aHHOMY 3aJ[aHUI0  TaKoe
3aKJTIOYEHUE BO3BpAIlAE€TCA B JKCIEPTHOE YUpEekIEHHE Ha JopaboTKy, CPOK
KOTOPOH cOCTaBJIIET He Oosee 2 pabouux THEH CO JHA MOIYUYEHHUS SKCIIEPTHBIM
yUpEeXKICHHUEM BO3BPAIIEHHOTO 3aKIIOYECHHS;

0) B cilyyae TIONyYE€HMs 3aKJIIOUEHHs TI0 pe3yjbTaTaM »dKCIEPTU3BI
KauecTBa, dJ(PGEKTUBHOCTH U  OE30MaCHOCTU  MEAMIIMHCKOTO  U3JIeNus,
npeaycMOTpeHHoro myHKToM 98 Hacrosuux [IpaBui, He no3gHee CIeayIONIEro
pabouero  AHA  TOCI€  TPOBEICHHUA  OIEHKM  TaKoro  3aKJIIOUEHUs
JUISL  OTpEeNIeJIEHUsT COOTBETCTBUS 3a/laHMI0 Ha IIPOBEJIEHHE DKCIIEPTU3BI
PETUCTPUPYIONTUI OpraH pasMeliaeT »dJIEeKTPOHHBIM 00pa3  3aKIoueHUs
o pe3yibTaTaM OdKCHEPTU3Bl KauecTBa, A(P(PEKTUBHOCTH H O€30MaCHOCTH
MEIUITUHCKOTO U3JENIUd, COOTBETCTBYIOIIETO 3aJaHHI0 Ha TPOBEICHUE
DKCIEPTU3BI, B  DJJIEKTPOHHOM  KaOWHETe 3asBUTENS W  HaIlpaBIseT
COOTBETCTBYIOIIHNE CBEACHHS B €MHBIN JTUYHBINA KaOUHET 3asIBUTEN.

B Tteuenne 10 pabouux gHEH €O JHSA pa3MEIllEHUS B 3JIEKTPOHHOM
KaOWHETe 3asBUTEN 3aKIIOUEHHA IO pe3yjbTaTaM »JKCIEPTU3bl KadyecTBa,
3¢ PEeKTUBHOCTH U  OE€30MAaCHOCTH MEAMIMHCKOTO M3JeNHs, YKa3aHHOTO
B nyHkTe 98 Hactoamux [IpaBui, 3asBUTENh BIPaBE O3HAKOMHUTHCA C TaKUM
3aKIIOYEHUEM U, MPU HAJIMYMM BO3PaKEHUN, HAIPaBUTh CBOM BO3PAXKEHUS
MIOCPEJICTBOM AJIEKTPOHHOTO KaOUHETa 3asIBUTES.

B ciydae mocTymieHus HOCpe/ICTBOM 3JEKTPOHHOTO KaOUHETa 3asiBUTEINS
B CpokK, He mpeBbimammmii 10 pabounx gHeH, BO3paKeHUN 3asABUTENA
Ha 3aKJIIOYEHHE II0 pe3yJbTaTaM »dKCHEePTU3bl KadecTBa, 3(P(PEKTUBHOCTH
U 0€e30MacCHOCTU MEIUIIUHCKOTO W3JETUs, MPEeAyCMOTPEHHOE ITyHKTOM 98
HacTosiux [lpaBun, peructpupyromuii opran B TeueHue 30 pabouux gHEH
CO JHS TIOCTYIUIEHUA BO3pPaXEHUH paccMmaTpuBaeT HX C MPUBICYCHUEM
DKCIIEPTHOTO  VUPEKIECHHUSA, BBIHECHIETO 3aKIIOYEHHE [0 pe3yJIbTaTaM
DKCIEPTU3bl KauecTBa, 3(PGEKTUBHOCTM U OE30MACHOCTH MEAMIIMHCKOTO
uzsienus. B cimydae eciM B YCTaHOBIEHHBIM CpPOK BO3PAKEHUS 3asABUTENSA
HE TOCTYNWIM, PETUCTPUPYIONTUH oOpraH OCYIIECTBISET MEpPONPUATHS,
OpeayCMOTPEHHBIE  MOJANYHKTaMU B u '"r'" HacTosIEero  IyHKTa.
[Ipu paccMOTpeHUH BO3PKEHUM PETUCTPUPYIOMIUNA OpTaH IpU HEOOXOIUMOCTH
JlauM TOSICHEHH MPUBIIEKAET 3asIBUTEIIA.

"
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a) Assessment of the expert opinion based on the results of the examination of the quality,
effectiveness, and safety of the medical device specified in paragraph 97 of these Rules, to
determine compliance with the assignment for the examination. In the event that the expert
opinion based on the results of the examination of the quality, effectiveness, and safety of the
medical device does not comply with the specified assignment, such an opinion shall be
returned to the expert institution for revision, the duration of which shall not exceed 2 working
days from the date the expert institution receives the returned opinion;

b) In the case of receipt of an expert opinion based on the results of the examination of the
quality, effectiveness, and safety of the medical device provided for in paragraph 98 of these
Rules, no later than the next working day after the assessment of such an opinion to determine
compliance with the assignment for the examination, the registration authority shall place an
electronic copy of the expert opinion based on the results of the examination of the quality,
effectiveness, and safety of the medical device that complies with the assignment for the
examination in the applicant's electronic account and shall send the relevant information to the
applicant's unified personal account.

Within 10 working days from the date the expert opinion based on the results of the
examination of the quality, effectiveness, and safety of the medical device specified in
paragraph 98 of these Rules is posted in the applicant's electronic account, the applicant has
the right to review such an opinion and, if there are objections, to submit their objections
through the applicant's electronic account.

If, via the applicant's electronic account, the applicant's objections to the expert opinion based
on the results of the examination of the quality, effectiveness, and safety of the medical device
specified in paragraph 98 of these Rules are received within a period not exceeding 10 working
days, the registration authority shall, within 30 working days from the date of receipt of the
objections, review them with the participation of the expert institution that issued the expert
opinion based on the results of the examination of the quality, effectiveness, and safety of the
medical device. If the objections of the applicant are not received within the established period,
the registration authority shall carry out the measures provided for in subparagraphs "c" and "d"
of this clause.

When reviewing objections, the registration authority shall involve the applicant if clarification is
necessary.
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[lo wuroram paccMOTPEHHsI BO3PAXKEHUN PETUCTPUPYIOUIUM OpPraHOM
NPUHUMAETCS PEIICHHE O IPU3HAHUU BO3pAXKEHUH 0O0CHOBAHHBIMU MMOJTHOCTHIO
WIM YaCTUYHO, KOTOpoe Oo(opMIIIETCS NHCHMOM PErHCTPUPYIOLIETO opraHa
U HaIpaBJsSIETCS B  aJpec OSKCHEPTHOTO VYUPEXKIACHHS C MPUIOKEHUEM
3aKIIOYEHHUS [0 pe3ysibTaraM dJKCHEpPTU3bl KadecTBa, 3(P(PEKTUBHOCTU
U 0€30IIaCHOCTH METUIIMHCKOTO U3JIENus, MPEeIyCMOTPEHHOTO ITyHKTOM 98
HacTosux IlpaBwi, Ha MopaboOTKy, CPOK KOTOPOM HE MPEBBLIMIAET 5 pabounx
THEH C€O [IHA TOJYYEHHS SKCHEPTHBIM YUYPEKICHUEM BO3BPALIEHHOIO
3aKIIOYEHUS [0 pe3yJibTaraM d3KCHEpTU3bl KadecTBa, 3(P(PEKTUBHOCTH
U 06e30MacHOCTH MEAMIMHCKOTO H3JeNus, Ju00 O MNpU3HAHUH BO3pAXKEHUHN
MIOJIHOCTBIO HE 000CHOBaHHBIMU.

BpeMs co aHsS pa3MenieHusT pErucTpUPYIONIMM OPraHOM B 3JIEKTPOHHOM
KaOWHETe 3asBUTEN 3aKIIOYEHHA IO pe3yjbTaTaM »JKCIEPTU3Bl KadyecTBa,
3¢ PeKTUBHOCTH U  OE€30MACHOCTH MEAMIMHCKOTO H3JeNus, YKa3aHHOTO
B nyHkre 98 wacrosmmx [IpaBui, 0 NOpUHATUS pEIIEHUS ITI0 HTOraM
PAacCCMOTPEHUSI BO3PAKEHUNM HE YUMUTHIBAETCS IMPU HCUYUCICHUH CpOKa
NPOBENEHUS DKCIEPTU3bl KadecTBa, J(PQPEKTUBHOCTH U  0O€30MacCHOCTH
MEIUITUHCKOTO U3/EIIUS,

B) IPUHATHE PEUIEHUS O TOCYJAapCTBEHHOM pErucTpanuu METUIIUHCKOTO
u3zienuss win o6 oTKaze B TOCYAAPCTBEHHOM PETUCTpAIMU MEAUIIMHCKOTO
U3JIenusi, KOoTopoe OQopMIIsSeTCs IIPUKA30M PETUCTPHUPYIOIIET0 OpraHa,
U UHGOPMUPOBAHHE 3AABUTENSA O NPUHATOM pEIIEHUH IIyTEM pa3MeEIIeHUI
COOTBETCTBYIOIIETO YBEAOMJIEHUS B (GOpME 3JIEKTPOHHOTO JIOKYMEHTa,
NOJMUCAHHOTO YCHJICHHOW KBaMU(UIIMPOBAHHON 3JIEKTPOHHOM IOJAMUCHIO
YIOJHOMOUYEHHOTO JOJDKHOCTHOTO JIMIA, B €AMHOM JIMYHOM KaOWHETE
3asIBUTENS U DJIEKTPOHHOM KaOWHETE 3adBUTENS;

I') BHECEHUE PEECTPOBOI 3aIIMCH B FOCYJapPCTBEHHBIH pEECTP.

100. OcHOBaHUSAMH ISl IPUHATHUS PETUCTPUPYIONIUM OPraHOM PEUICHUS
00 0TKa3e B rOCyapCTBEHHON PETUCTpaIlui MEAUITUHCKOTO U3/IeTTUS SABJISIFOTCS:

a) MOJy4YeHUE OT DKCIEPTHOTO YUPEKACHUS 3aKIIOUEHUS 10 pe3yIbTaTaM
DKCIEPTU3bl KauecTBa, 3(PGEKTUBHOCTM U OE30MACHOCTH MEAUIIMHCKOTO
U3JIEINs,, CBHUJACTENbCTBYIOIIETO O  HEBO3MOXXHOCTH  TOCYJIapCTBEHHOMN
pPETUCTpPAlIUA METUITUHCKOTO HU3JIETUsA, U (WIU) TPUHATHE PETUCTPUPYIOUIUM
OpraHOM peIIeHUs O MPU3HAHUM BO3PAKECHHUH 3aaBUTENsI HE 0OOCHOBAHHBIMHU
MOJIHOCTBIO UITH YaCTUYHO;

0) BLISIBIICHHE  PETHCTPUPYIONIMM  OpPraHOM [0 pe3yJbTaraM
benepalbHOTO TOCYJIapCTBEHHOTO KOHTpoJiA (Hajg3opa) 3a oOpalieHueM
MEAUIMHCKUX  M3JEIUM  HECOOTBETCTBUM  JaHHBIX 00 3¢pPEeKTUBHOCTH
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Based on the results of the consideration of objections, the registering authority shall make a
decision to recognize the objections as fully or partially justified. This decision is formalized in a
letter of the registering authority and sent to the expert institution together with the conclusion
on the results of the examination of the quality, effectiveness, and safety of the medical device
as provided for in paragraph 98 of these Rules, for revision. The period for revision shall not
exceed 5 business days from the date the expert institution receives the returned conclusion on
the results of the examination of the quality, effectiveness, and safety of the medical device, or
to recognize the objections as entirely unfounded.

The period from the date the registering authority posts the conclusion on the results of the
examination of the quality, effectiveness, and safety of the medical device, as referred to in
paragraph 98 of these Rules, in the applicant's electronic account, until the decision is made
based on the results of the consideration of objections, shall not be counted in the calculation of
the term for conducting the examination of the quality, effectiveness, and safety of the medical
device;

c) the adoption of the decision on the state registration of the medical device or on the refusal
of state registration of the medical device, which is formalized by an order of the registering
authority, and notification of the applicant of the decision taken by posting the relevant notice in
the form of an electronic document signed by an enhanced qualified electronic signature of the
authorized official in the unified personal account of the applicant and in the applicant's
electronic account;

d) entry of the registry record into the state register.

100. The grounds for the adoption by the registering authority of a decision to refuse state
registration of a medical device are:

a) receipt from the expert institution of a conclusion on the results of the examination of the
quality, effectiveness, and safety of the medical device indicating the impossibility of state
registration of the medical device, and/or the adoption by the registering authority of a decision
to recognize the applicant’s objections as not justified fully or partially;

b) identification by the registering authority, based on the results of federal state control
(supervision) over the circulation of medical devices, of inconsistencies in the data on
effectiveness...
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1 0 6€30IMaCHOCTH MEIMIIMHCKOTO U3JIeTUs JaHHBIM O MEIUIIMHCKOM H3JIEIINH,
COIEpKalllUMCSI B 3afABJICHUM O PpETUCTPAllMM W JIOKYMEHTaX, YKa3aHHBIX
B IIYHKTE 87 HacTosAmux [IpaBui.

[V. OcobGeHHocTH rocy1IapcTBEHHOMN pErUCTpaIiu
OTEYECTBEHHBIX MEIUIIMHCKUX U3EITUN

101. Ina rocyaapCTBEHHOM PEruCTpaliMy OTE€YECTBEHHBIX MEIUIIMHCKHUX
W3JICMA  3asgBUTENb TPEACTaBIsgeT JUOO HAmpaBisAeT B  YUPEKIACHUE
Ha OYMa)KHOM HOCHUTEJE CIEAYIOINUE TOKYMEHTHI U CBEICHUS

a) 3asBJICHAEC O TIPOBEICHUH OHKCIIEPTU3Bl KadecTBa, S(DPEKTHUBHOCTH
u  0e30macHOCTH  MEIUIHMHCKOTO  HM3JCNHs,  COJAEpIKAIlee  CBEACHHS
B COOTBETCTBHUM ¢ TNyHKTOM 64 Hactosmux IlpaBun (3a HCKIIOYEHUEM
noanyHkroB "mM" - "n", "y" u "4"), u cBeleHUS O HATUYUU Y MPOrPAMMHOIO
obOecricueHUss C TPUMEHEHHEM TEXHOJOTHH HWCKYCCTBEHHOTO WHTEJUICKTa,
SIBJISIFOLLIETOCS MEIUIIMHCKIM 1763 (SN 12 (S BCTPOEHHOM byHKIAN
ABTOMATUYECKOU Tepejauyd B TOPSAKE, YTBEPKIACHHOM PETHCTPUPYIOIIUM
OpPraHoM, B aBTOMaTHU3UPOBAHHYIO HHPOPMAIIMOHHYIO CUCTEMY PETUCTPUPYIOIIETO
opraHa wHbopmMaruu o0 o0padaThIBaéMbIX JAHHBIX, PE3YJIbTATaX ACUCTBHUS
MIPOrPaAaMMHOTO O00€CTICUYCHHsI C TPUMEHEHHEM TEXHOJOTUH MCKYCCTBEHHOTO
UHTEIJIEKTA, SIBJISIONIETOCS MEIUIIMHCKUM M3JIeJIMeM, a TakKKe CBEICHUH,
MPEAYCMOTPEHHBIX  MOPSAAKOM  cooOmieHHs  cyObekTaMu  oOpalieHus
MEIUITMHCKUX U3AENUNA 000 BCEeX CIIydasX BBISIBICHHS MOOOYHBIX IEHCTBUM;

0) korust  (KOmMHM) JAOKYMEHTAa (JIOKYMEHTOB), TIOJTBEPKIAIOIIETO
(DIOATBEPXKAAOIIMX)  MOJHOMOYMS  YIOJHOMOYEHHOI'O  MPEACTaBUTENs
MPOU3BOIUTEIIS (M3TOTOBUTEINS) MO MPEICTABICHUIO UHTEPECOB MPOU3BOIUTENS
(M3roTOBUTENA), HECEHHWIO  OTBETCTBEHHOCTH B  YacTH  oOpamieHus
MEJIUIMHCKOrO u3Aenus Ha teppuropun Poccuiickoin denepaunn, B TOM 4UCie
0 BOMpOCaM IMpOLEAYpP OLEHKH COOTBETCTBUS U TOCYAapCTBEHHOU
perucTpanuyu MeAUIMHCKOTO U3/IeIHUS;

B) CBEJICHUS O HOPMATUBHOM IOKYMEHTAllUd Ha MEAUIIUHCKOE U3JIENUE;

r) TEXHUYECKasi  JAOKYMEHTalMs  MPOU3BOAMUTENS  (M3rOTOBUTEIISA)
Ha MEIUIMHCKOE U3/IEITUE;

1) SKCILTyaTallMOHHAs JOKYMEHTALUSl TMPOU3BOAMUTENS (U3rOTOBUTEIISA)
Ha MEAUIMHCKOE u3JeIde, B TOM YHCJIE€ HMHCTPYKIUS IO MIPUMEHEHHIO
WJIM PYKOBOJACTBO IO IKCIUTyaTallUU MEAUIUHCKOTO U3/IeIHns;

¢) IIBETHHIC dbororpaduyeckue N300paKeHus oOmiero BH/A
MEIUIIMHCKOTO  M3JeNus, Mojened (MapoK) MEIULIMHCKOTO  W3JeIus
U TIPUHAIICKHOCTEH, HEOOXOMUMBIX JIJISi TPUMEHEHUS MEIUIUHCKOTO W3IEIHS
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and on the safety of a medical device, with the information on the medical device contained in
the registration application and in the documents specified in paragraph 87 of these Rules.

IV. Special Features of State Registration of Domestic Medical Devices

101. For the state registration of domestic medical devices, the applicant shall submit or send to
the institution, in hard copy, the following documents and information:

a) an application for the examination of the quality, effectiveness, and safety of the medical
device containing information in accordance with paragraph 64 of these Rules (excluding
subparagraphs "m" to "p", "u" and "ch"), and information about the presence, in software
utilizing artificial intelligence technologies that constitutes a medical device, of a built-in
function for automatic transmission, in the manner approved by the registering authority, to the
automated information system of the registering authority, of information regarding the data
being processed, the results of the operation of the software utilizing artificial intelligence
technologies constituting a medical device, as well as information provided for by the procedure
for reporting by entities involved in the circulation of medical devices on all cases of detection of
side effects;

b) a copy (copies) of the document(s) confirming the authority of the authorized representative
of the manufacturer (producer) to represent the interests of the manufacturer (producer), to
bear responsibility regarding the circulation of the medical device in the territory of the Russian
Federation, including on issues of conformity assessment procedures and state registration of
the medical device;

¢) information on regulatory documentation for the medical device;
d) technical documentation of the manufacturer (producer) for the medical device;

e) operational documentation of the manufacturer (producer) for the medical device, including
the instructions for use or user manual for the medical device;

f) color photographic images of the general appearance of the medical device, models (brands)
of the medical device, and accessories necessary for the use of the medical device.
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[0 Ha3zHaueHUIO (pasMepoM He MeHee |8 X 24 caHTUMeTpa), a TaKxke
U300paKE€HUd MApKUPOBKH U  YMaKOBKU (IIBETHbIE MAKETHl YIIAKOBOK
U STHKETOK, COJIEp)KAIllUE TEKCT OPUTHHAIBHON MAPKUPOBKU M JIOTIOJHATEIBHON
MapKHpOBKA Ha pPYCCKOM S3bIKE, HAHOCHUMOW Ha MEIUIMHCKHUE U3JENHS,
npousBeJieHHBIe 3a Tpeaenamu Poccuiickoit denepainuu) (3a UCKIIOUEHUEM
IPOrpaMMHOTO 00ECIIEUEHUs, IBIAIONIETOCT MEAUITMHCKUM U3/AEITHEM);

k) 1BeTHBIE (oTorpaduueckue U300paxKeHUs: IEKTPOHHOTO HOCUTEINS
n  uHTepdelca mporpaMMHOTO oOecniedeHusa (pa3MepoM HE  MEHee
18 x 24 cantuMmeTpa) (I MPOrpaMMHOTO O0OECHEUCHHUS, SBIISIOLIECTOCS
MEIUITMHCKUM H3JIeTTHEM), a TaKke H300paKeHHs MapKUPOBKU U YIAKOBKH
(Ipy HATMYMH);

3) CBEJICHUS O TOKYMEHTaX, MOATBEP)KIAIOIINX PE3YIbTaThl TEXHUUECKUX
UCITBITAaHU MEJTUIUHCKOTO U3JIENus, BBIAHHBIX YUPEXKICHUEM,
U JIOKa3aTelbHbIE MaTepuaibl MPOU3BOIUTENS (M3TOTOBUTENSA) MEAUIIMHCKOTO
uzaenus (pyu HaTudun);

M) CBEICHUSI O  JOKYMEHTax,  IOJTBEPKIAIOMMNX  PE3YJIbTAThI
TOKCUKOJIOTUYECKUX  MCCIENOBAHUNA  MEAMIMHCKOTO  uM3Aenus U (Win)
OPUHAUIEKHOCTEH K MEIUIIMHCKOMY H3JENIHI0, MPSIMO HIH OIIOCPEAOBAHHO
KOHTAKTUPYIOIIUX C TOBEPXHOCTHIO TE€Ja YEJIOBEKA, €ro CIU3UCTBIMU
000JI0YKaMH, BHYTPEHHHMH CpeJaMH OpraHu3Ma, i1 KOTOPBIX YKa3aHHOE
B3aUMOJIECTBUE (KOHTAKT) SBIAETCA HEOOXOAUMBIM I  BBINOIHEHUS
UX TpeTHa3HAYeHHBIX (YHKIMUH, BBIJAHHBIX YUPEKIECHHUEM, U JOKa3aTelIbHbIE
MaTepUallbl  MPOU3BOAUTENS  (M3TOTOBUTENS)  MEIUIMHCKOTO  U3JEIUS
(Ipy HANTWYMH);

K) CBEJICHUSI O JOKyMEHTaX, MOATBEPKIAIONINX PE3yJbTaThl UCIBITAHHUH
MEIUIMHCKOTO M3JEIUS B LEMAX YTBEPKIACHUA THUIA CPEJICTB H3MEPEHHUI
(B OTHOIIEHUY METUIIMHCKUX HU3AEIIUNA, OTHOCAIIUXCSA K CPECTBAM H3MEpPEHUN
B c(epe rocyJapcTBEHHOTO PETyJIUPOBaHU 0OecTieueHUs eIMHCTBA H3MEPEHUH,
NEpPEYeHb KOTOPBIX  YTBEPKAAeTcs MUHUCTEPCTBOM  3APABOOXPAHECHUS
Poccutickoit denepalin), BEIIAHHBIX YUPEKICHUEM;

J1) TOKYMEHTBI, TIOATBEP)KIAIOIINE PE3YNbTATHl KIMHUYECKUX UCIBITAaHHUH
MEIUIIMHCKUX  U3JENHi, BBIJAHHBIE B  MEIUIMHCKUX  OpraHU3aIusiX,
OTBEYAIOIIUX TPeOOBAaHUAM, YTBEPKIACHHBIM MUHUCTEPCTBOM 3/IPaBOOXPAHEHUS
Poccuiickoit denepannn, U BKIIOYEHHBIX B CETh HAIIMOHAIBHBIX MEIUIIMHCKHUX
UCCIIEIOBATEIbCKUX IIEHTPOB, COCTAB KOTOPOM YTBEPKIEH MUHHUCTEPCTBOM
3npaBooxpaHeHus Poccuiickoit demepaiivuu, U NPOTPAMMHOTO OO€CIEeUEHUS
C NMPUMEHEHUEM TEXHOJIOTHI MCKYCCTBEHHOTO WHTEIUIEKTA, IIPEeIHA3HAYEHHOTO
st 00pabOTKU MEIUIIMHCKUX H300paKeHUH, IOJYYEHHBIX MPU IMPOBEICHUU
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for the intended use (with dimensions of at least 18 x 24 centimeters), as well as images of the
labeling and packaging (color mock-ups of packaging and labels containing the text of the
original labeling and additional labeling in Russian, applied to medical devices manufactured
outside the Russian Federation) (with the exception of software that is a medical device);

g) color photographic images of the electronic medium and software interface (with dimensions
of at least 18 x 24 centimeters) (for software that is a medical device), as well as images of
labeling and packaging (if available);

z) information on documents confirming the results of technical tests of the medical device,
issued by the institution, and evidentiary materials from the manufacturer (producer) of the
medical device (if available);

i) information on documents confirming the results of toxicological studies of the medical device
and/or accessories to the medical device that directly or indirectly come into contact with the
surface of the human body, its mucous membranes, internal bodily fluids, for which such
interaction (contact) is necessary for the fulfillment of their intended functions, issued by the
institution, and evidentiary materials from the manufacturer (producer) of the medical device (if
available);

k) information on documents confirming the results of testing the medical device for the
purpose of type approval of measuring instruments (for medical devices classified as measuring
instruments in the field of state regulation of ensuring the uniformity of measurements, the list
of which is approved by the Ministry of Health of the Russian Federation), issued by the
institution;

I) documents confirming the results of clinical trials of medical devices, issued by medical
organizations that meet the requirements approved by the Ministry of Health of the Russian
Federation and are included in the network of national medical research centers, the
composition of which is approved by the Ministry of Health of the Russian Federation, as well as
for software using artificial intelligence technologies intended for the processing of medical
images obtained during
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PEHTIeHOJOTHYECKUX HCCIEOBaHUHN, BKIIIOYas KOMIIBIOTEPHYIO ToMorpaduto,
pentreHorpaduto, ¢uaooporpaduro u  MamMMorpadur, TMpH  YCIOBHU
NpPOBEICHUs KIMHUYECKHX HCHBITAHUNA B KIMHUYECKOM IIEHTpE (B OTHOIIEHUHU
KIMHUYECKUX UCIIBITaHUH, 3aBEpIIeHHBIX A0 1 ceHTsa0ps 2025 r.), unu cBeAeHUs
0 pe3ynbTaTaX KIMHHUYECKUX HUCIBITAHUN MEJUIIMHCKOTO U3JENIUs ¢ yKa3aHUEM
HOMEpa, aThl aKTa KIMHUYECKUX UCIBITAHUM MEIUIIMHCKOTO U3JIETIUs, a TaKkKe
HAUMEHOBAaHUS MEJUIIMHCKOW OpraHu3aludd (B OTHOIICHUU KIUHUYECKUX
UCIIBITAHHM, 3aBEpIICHHBIX 0cie 1 ceHtadps 2025 r.);

M) TOKYMEHTBI, MOATBEP)KJAIOIIME  BO3MOXKHOCTH  OCYIIECTBIICHUS
NPOU3BOJICTBA MO ajipecy (aapecaM), ykazaHHOMY (YKa3aHHBIM) B 3asBJICHUHU
O PETUCTpALIHU B KAUECTBE IIPOU3BOICTBEHHON (MPOU3BOICTBEHHBIX) TUIOIIAAKH
(wiomanok) (Mo NPUMEHUMOCTH): JTOKYMEHTBI, IMOATBEpIKIAloliue HaIUYue
yCIIOBUI MPOM3BOJCTBA, U (MIU) KOIUU CEpTU(PUKATOB COOTBETCTBUS CUCTEMBI
MeHeKMEHTa KauecTBa TpeOOBAHUIM I'OCT ISO 13485-2017
wmm [SO 13485:2016, a Taxke KONMHH OTYETOB O paHEE IMPOBEICHHBIX
MHCIEKIMIX  Ha COOTBETCTBUE  yKa3aHHBIM  cTaHaapTam (B ciyuae
NpeCTaBIeHUs] YKa3aHHBIX CEpTU(PHUKATOB COOTBETCTBHS), U (UIIM) KOIUHU
JOKYMEHTOB,  IOATBEP)KIAIONIUX  COOTBETCTBHE  CHUCTEMBl  YIIpaBJICHUS
KauecTBOM TpeOOBaHUAM K BHEAPEHHIO, MOAJIEPKAHUI0 M OIEHKE CHCTEMBI
yIpaBJIeHUs] KAYECTBOM MEIUIIMHCKUX U3IEITHM;

H) TOKYMEHTHI, MOJITBEPIKAAIOIITHE IpaBo HCIIOJIb30BAHUSA
NpoOU3BOAUTENIEM (U3TOTOBUTENEM) TOBAPHOTO 3HAaKa M MHBIX CPEICTB
UHAUBUYATU3AIMM  MEJAMIIMHCKOTO M3JeNus B CclIydae WX HaHECEHUS
Ha YMaKOBKY METUITUHCKOTO U3JCIINS;

0) KOIIUM JOKYMEHTOB, IOJATBEP/KIAIONINX KAYECTBO JEKAPCTBEHHOTO
npemapara, (apMaileBTUUeCKOM cyOcTaHIIMM, OHOJOTUYECKOTO MaTepuaia
U UHOTO BEIIECTBa, C UCIIOJIb30BAHUEM KOTOPBIX IPOU3BEIECHO MEIUITMHCKOE
U3JIeJIMe WU KOTOpBhIE BXOMAT B €r0 COCTaB M KOTOpHIE TpeTHAa3HAUYEHBI
JUIsE TIPUMEHEHHUS TOJBKO C YYE€TOM Ha3Ha4YeHUs MEAUIMHCKOTO HU3JAeNus,
OIIPEJIENIEHHOTO IPOU3BOIUTEIIEM, BBIJJAHHBIX B COOTBETCTBUH
C 3aKOHOJATEIbCTBOM CTPaHbl IPOUCXOXKJEHHUS JICKAPCTBEHHOTO IIperapara,
(dapmalrieBTUUEeCKOW CcyOCTaHIUM, OHUOJOTMYECKOTO MaTepuaja U HHOTO
BeIeCTBa (KpoMe MEAUIIMHCKUX U3EIUH I JUATHOCTUKH 1n Vitro);

11) OITUCh JIOKYMEHTOB, TIPE/ICTABICHIE KOTOPBIX MPETYCMOTPEHO HACTOSIITUM
IIYHKTOM, C yKa3aHUEM paszena v HACTOSIIHUX
[IpaBus, B COOTBETCTBUHM C KOTOPHIM IUIAHUPYETCS IIPOXOXKIEHHE IMPOLETypPbI
roCyapCTBEHHOM PETHCTPAlUU OTEUECTBEHHOTO MEIUIIMHCKOTO U3/IETH;
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of radiological examinations, including computed tomography, radiography, fluorography, and
mammography, provided that clinical trials are conducted at a clinical center (for clinical trials
completed before September 1, 2025), or information on the results of clinical trials of the
medical device indicating the number, date of the clinical trial report of the medical device, as
well as the name of the medical organization (for clinical trials completed after September 1,
2025);

m) documents confirming the ability to carry out production at the address(es) specified in the
application for registration as a manufacturing site(s) (where applicable): documents confirming
the availability of manufacturing conditions, and/or copies of certificates of conformity of the
quality management system to the requirements of GOST ISO 13485-2017 or ISO 13485:2016,
as well as copies of reports on previous inspections for compliance with these standards (in case
the aforementioned certificates of conformity are provided), and/or copies of documents
confirming that the quality management system meets requirements for the implementation,
maintenance, and evaluation of the quality management system for medical devices;

n) documents confirming the right of the manufacturer (producer) to use the trademark and
other means of individualization of the medical device in the event that these are applied to the
packaging of the medical device;

0) copies of documents confirming the quality of the medicinal product, pharmaceutical
substance, biological material, and other substances with which the medical device is produced
or which are included in its composition and which are intended for use only in accordance with
the purpose of the medical device as specified by the manufacturer, issued in accordance with
the legislation of the country of origin of the medicinal product, pharmaceutical substance,
biological material, and other substance (except for in vitro diagnostic medical devices);

i) an inventory of the documents, the submission of which is provided for in this paragraph,
indicating the section IV of these Rules according to which the procedure for state registration of
the domestic medical device is planned to be carried out;
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p) IIIaH KIMHUYECKOTO MOHUTOPHUHTA (11 METUIIMHCKUX U3JEIHI Kiacca
NOTEHIIMAIILHOTO pHCKAa IPUMEHEHHUs 3, a Takke MEIUIMHCKUX H3JIETuH,
UMIDUIAaHTUPYEMBIX B OpraHU3M 4elloBeKa, Kiacca MOTEHUIHAIbHOTO pHCKa
npuMeHeHus 20).

102. TpeGopanus, ykazaHHble B TyHKTax 53, 54 u 56 Hactosmux [Ipasui,
K JOKyMEHTaM, IIPEACTAaBICHUE KOTOPBIX IIPeaycMOTpeHo myHKToM 101
HacTosux [lpaBui, He MPUMEHSAIOTCS.

103. Yupexaenue B TedeHHE 25 pabounx AHEH cO JHA MOCTYIUICHHSA
JOKYMEHTOB, Yka3aHHBIX B myHkTe 101 HacTosmux [IpaBum:

a) MPOBOJIUT 3KCIEPTU3Y 3aSBIICHUS O IPOBEACHUH DKCIIEPTU3HI KaUeCTBa,
¢ dexkTHBHOCTH U 0€30MaCHOCTH MEIUIMHCKOTO HU3JeNus U JIOKYMEHTOB,
ykazaHHbix B myHKTe 101 Hactosmux I[lpaBui, B TOM uucie OIEHKY MOJTHOTHI
JOKYMEHTOB Y  JIOCTOBEPHOCTU  COJEPXKALIUXCS B  HUX  CBEJICHHUI,
C OJIHOBPEMEHHBIM IIPOBEJACHHEM OJKCIEPTHU3bl TOJHOTHI U PE3yJIbTATOB
UCIIBITAHUN U UCCIIEJOBAHUM;

0) obopmiigeT 3aKIOUEHHE TII0 pe3yJbTaTaM »dKCIEpPTU3bl KauecTBa,
3¢ PeKTUBHOCTU U 6€30IaCHOCTH MEIUIIMHCKOTO U3/IENHS;

B) B Cllyyae €CIIM 3aKJIIOUEHUE MO Pe3ysibTaTaM SKCIEepTU3bl KauecTBa,
3¢ HEKTUBHOCTH M 0€30MaCHOCTH MEIUIMHCKOTO H3JENHUs, IPeIyCMOTPEHHOE
NoAMyHKTOM "0" HAaCTOSNIETO MYyHKTA, SIBIAETCS MOJOKUTEIbHBIM, YUPEKICHUE
HaNpaB/sIeT TaKOE 3aKITIOYCHUE B PETUCTPUPYIONINIA OpraH.

K 3akiroueHu1o mo pesyjbTaTaM 3KCIEPTHU3bl KauecTBa, 3(PHEeKTUBHOCTH
1 0€30MacHOCTH MEAUIIMHCKOTO M3/IETHs, CBUJIETENIHCTBYIOIIEMY O BO3MOXHOCTH
rOCy/1apCTBEHHONM PpErUCTpallUd OTE€YECTBEHHOTO MEIUIIMHCKOTO U3JIeus,
npuiaraloTca JOKYMEHTBI, IPEJCTaBIECHHBIE 3asBUTEIEM B COOTBETCTBUU
c mynktamu 101 u 104 nactosmux Ilpapui;

T) B clydae €ciM 3aKJIIOueHHUE IO pe3yJbTaTaM JKCIIEepTU3bl KauecTBa,
3¢ PEeKTUBHOCTH W  O€30MAaCHOCTH  MEJMIIMHCKOTO  M3JENHUS  SIBISAETCS
OTPULIATEIBHBIM, YUPESXKJICHHE YBEIOMIISET 3asBUTENS O  pe3yJibTarax
NPOBEIEHHON OKCIEepTU3bl KauecTBa, dS(PPEKTUBHOCTH U  O€30MaCHOCTU
MEIUITUHCKOT0 U3 (3aKa3HbIM MTOYTOBBIM OTIIPABJICHUEM C YBEIOMJICHUEM
O BpY4E€HUH WIH B (hOpME JIEKTPOHHOTO JOKYMEHTA, ITOAIMCAaHHOTO YCUJIEHHOMN
KBaJTU(QHUITUPOBAHHOM AJIEKTPOHHOMN MOATHUCHIO YIIOJTHOMOYEHHOT'O
JOJIKHOCTHOT'O JIMIIA, TIOCPEACTBOM €r0 HaIlpaBiIeHHS Ha AJIEKTPOHHYIO IMOYTY
3asBUTENS, aJApec KOTOPOHW yKa3aH B 3asABICHUU O IPOBEACHUHM DKCIEPTHU3HI
KauecTBa, dS(PQPEKTUBHOCTM UM  0€30MAaCHOCTH MEJUIIMHCKOIO  U3JIEIIHs)
C TMPWIOKEHUEM 3aKIIOUECHHs II0 pe3yabTaTaM OdKCIEePTU3bl KadyecTBa,
3¢ PEeKTUBHOCTU U O€30IMaCHOCTH MEAUIIMHCKOTO H3JEHs, CBUIETEIbCTBYIOIIETO
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(r) a clinical monitoring plan (for medical devices of potential risk class 3, as well as medical
devices implanted in the human body, of potential risk class 26).

102. The requirements specified in paragraphs 53, 54, and 56 of these Rules regarding the
documents, the submission of which is stipulated in paragraph 101 of these Rules, do not apply.

103. Within 25 business days from the date of receipt of the documents specified in paragraph
101 of these Rules, the institution shall:

a) conduct an examination of the application for the assessment of the quality, effectiveness,
and safety of the medical device and of the documents specified in paragraph 101 of these
Rules, including an assessment of the completeness of the documents and the accuracy of the
information contained therein, simultaneously conducting an examination of the completeness
and results of the trials and studies;

b) prepare an expert opinion based on the results of the quality, effectiveness, and safety
assessment of the medical device;

c) if the expert opinion based on the results of the quality, effectiveness, and safety assessment
of the medical device provided for in subparagraph "b" of this paragraph is positive, the
institution shall forward such opinion to the registration authority.

The expert opinion on the results of the assessment of the quality, effectiveness, and safety of
the medical device, attesting to the possibility of state registration of a domestic medical
device, is accompanied by the documents submitted by the applicant in accordance with
paragraphs 101 and 104 of these Rules;

d) if the expert opinion based on the results of the quality, effectiveness, and safety assessment
of the medical device is negative, the institution notifies the applicant of the results of the
conducted quality, effectiveness, and safety assessment of the medical device (via registered
mail with delivery confirmation or in the form of an electronic document signed with an
enhanced qualified electronic signature of the authorized official, sent to the applicant’s email
address specified in the application for the quality, effectiveness, and safety assessment of the
medical device), attaching the expert opinion reflecting the results of the quality, effectiveness,
and safety assessment of the medical device, attesting
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O  HEBO3MOXKHOCTH  TOCYJapCTBEHHOM  pPETHUCTpallMd  OTE€YECTBEHHOTO
MEIUITUHCKOTO U3IEIUS.

104. B cmydyae HEIOCTAaTOUYHOCTH JUIsl BBIHECEHUS YUPEKICHHUEM
3aKIIOYEHUS [0 pe3yJibTaraM d3KCHEpPTU3bl KadecTBa, 3(P(PEKTUBHOCTHU
1 6€301aCHOCTH MEAUIIMHCKOTO U3JEus, MPEAYCMOTPEHHOr0 MOAIMYHKTOM "6"
nynkta 103 Hacrosmux I[lpaBun, MarepuanoB W CBEJCHUHN, COIEPIKAIIUXCS
B NIPE/CTaBICHHBIX 3asBUTENIEM JOKYMEHTaX, IIPeIyCMOTPEHHBIX MyHKTOM 101
HactoAamux IlpaBwi, yupexiacHue B TeueHue 15 pabouux mgHEH co JHA
NOCTYIUIEHUS YKA3aHHBIX JOKYMEHTOB HAIpPaBIAET 3asBUTENI0 3aKa3HBIM
MIOYTOBBIM OTIIPABICHUEM C YBEJOMIICHHMEM O BpydYeHUU WU B (opme
ANEKTPOHHOTO JOKYMEHTa, MOJAMHCAHHOTO YCWIEHHON KBaTu(UIIMPOBAHHON
ANEKTPOHHOHN MOAMKUCHIO YIIOJIHOMOYEHHOTO JIOJDKHOCTHOTO JIMIIA, TTOCPEICTBOM
€ro HaIlpaBJEHHUs Ha JJIEKTPOHHYIO IMOUTY 3asBUTENS, aJpec KOTOPOH yKa3aH
B 3ajBJICHUMM O TIPOBEICHHUM OKCIEPTU3bl KauecTBa, 3(PPEKTUBHOCTU
U Oe30MacHOCTH MEIMIIMHCKOTO M3JENHs, 3alpoc O MpeJCTaBICHUU
HEOOXONUMBIX CBEJEHMM C YyKa3aHHEM XapakTepa 3aMedyaHuil u crmocoba
UX YCTpaHEHUS.

VYKkazaHHBIN 3alpoc HaIpaBIsSeTCs OJHOKPATHO U JOKEH COJepKaTh
MCUEPIBIBAIONIMKM TepeYeHb BCEX BOIPOCOB U MaTEpPHANIOB, HEOOXOJAMMBIX
AKCIIEPTY IS MIPOBEACHUS IKCIIEPTU3HI.

3asgBUTENh 0053aH MPENCTABUTh OTBET Ha 3alpoC YUPEXKIEHUS B CPOK,
He IpeBblmaromuii 35 pabounx JAHEHM co JHA HaOpaBlIeHUS 3ampoca.
VYypexxeHue TOTOBUT 3aKJIIOUEHHE [0 pe3ysbTaTaM 3KCIEPTU3bl KauyecTBa,
3¢ PEeKTUBHOCTH W  0€30IaCHOCTH MEAUIIMHCKOTO M3JIEIUs B TEUCHUE
10 pabouux qHel co IHS MOCTYIUICHUs OT 3aIBUTEIIsI OTBETA Ha 3aIpoc.

B cnyyae HenpecTaBiaeHus IO UCTEUeHUH 35 pabouux JTHEH 3agBUTENIEM
OTBETa Ha 3aIlpoC YUPEKJEHUE IOATOTABIMBAET 3aKJIIOUEHHE MO0 pe3yJIbTaTaM
DKCIEPTU3Bl KauecTBa, 3(PGEKTUBHOCTM U OE30IACHOCTH MEAUIIMHCKOTO
U3JIeIMsl HA OCHOBAHUH JIOKYMEHTOB, UMEIOIIUXCS B €TI0 PACIOPSKEHUU.

BpeMs co nHs HampaBieHHs yUpeXJACHHEM 3ampoca J0 JHS IOJy4YeHHs
OTBETAa Ha 3alpoc HE YUYUTHIBAETCS IMPU HCUHUCICHUU CpPOKa TMPOBEACHUS
DKCIEPTU3bl KauecTBa, 3(PGEKTUBHOCTM U OE30MACHOCTH MEAUIIMHCKOTO
U3JIEIIH.

105. 3axitodyeHue 1o pe3yibTaTam DKCIIEPTU3HI KauecTBa,
3¢ HEKTUBHOCTH U 6€30IIACHOCTH METUITUHCKOTO U3/EIHS, CBUIETEILCTBYIONIEE
O  HEBO3MOXHOCTH  TOCYJapCTBEHHOM  pETHUCTpallMd  OTE€YECTBEHHOTO
MEIAUITUHCKOTO  M3JeNHsa, OQOPMISETCS  YUPEKIECHHEM TpU  HAJIUYUHU
CJIEIYIOUIUX OCHOBAHMM:
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on the impossibility of state registration of a domestic medical device.

104. In the event that the documents and information contained therein, submitted by the
applicant in accordance with paragraph 101 of these Rules, are insufficient for the institution to
render a conclusion based on the results of the examination of the quality, effectiveness, and
safety of the medical device as stipulated in subparagraph "b" of paragraph 103 of these Rules,
the institution, within 15 business days from the date of receipt of said documents, shall send
the applicant, by registered mail with delivery confirmation or in the form of an electronic
document signed by an enhanced qualified electronic signature of the authorized official, by
sending it to the applicant’s email address indicated in the application for the examination of
the quality, effectiveness, and safety of the medical device, a request for the provision of
necessary information with an indication of the nature of the comments and the method for
their resolution.

Such a request shall be sent once and must contain a comprehensive list of all questions and
materials necessary for the expert to conduct the examination.

The applicant is obliged to provide a response to the institution's request within a period not
exceeding 35 business days from the date the request was sent. The institution shall prepare
the conclusion based on the results of the examination of the quality, effectiveness, and safety
of the medical device within 10 business days from the date of receipt of the applicant's
response to the request.

If the applicant fails to provide a response to the request within 35 business days, the institution
shall prepare the conclusion based on the results of the examination of the quality,
effectiveness, and safety of the medical device on the basis of the documents at its disposal.

The period from the date the institution sends the request to the date of receipt of the response
to the request is not counted in the calculation of the period for conducting the examination of
the quality, effectiveness, and safety of the medical device.

105. The conclusion based on the results of the examination of the quality, effectiveness, and
safety of the medical device, evidencing the impossibility of state registration of a domestic
medical device, shall be issued by the institution in the presence of the following grounds:
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a) HECOOTBETCTBUE MEIUIIMHCKOTO H3Jeiusl TpeOOBaHUSAM HOPMATHUBHOU
JOKYMEHTAIlMH, TEXHUYECKOW U (WIM) SKCIUTyaTalluOHHOW JOKYyMEHTAI[uU
NPOU3BOAUTENS (U3TOTOBUTENIA);

0) OTCYTCTBHE JOKa3aTEIbCTB KauecTBa, U (WiH) 3 HEeKTUBHOCTH, U (W)
6€301acCHOCTH MEIUIIMHCKOTO U3JIEIHS;

B) YCTAHOBJICHHE, YTO PUCK IPUYMHEHHS Bpela 3J0pPOBBIO Tpa)xaaH
U MEAUITMHCKUX PaOOTHUKOB BCJIEJICTBUE NMPUMEHEHUS MEIUIMHCKOTO U3JIETUs
npeBbimaet 3hGEKTUBHOCT €70 IPUMEHEHUS;

T') JOKyMEHThI, YyKa3zaHHble B myHKre 101  Hacrosmmux IlpaBun,
HE TIpPeJCTaBJICHBl B IIOJHOM O0BEME, B TOM 4YHCIE B paMmkKax IyHKTa 104
HacTosiux [lpaBwi, u (MIM) B HUX BBISIBICHBI HEIOCTOBEPHBIE CBEIECHUS,
U (WJIM) OHU HE COOTBETCTBYIOT TpeOOBaHMUIM MyHKTa 55 HacTosmux [IpaBui.

106. B cpok, He mpeBbINarOmuid 5 pabounx AHeH co JHSA IOIyYCHHS
3aKIIOYEHUS [0 pe3yJibTaraM d3KCHEpPTU3bl KadecTBa, 3(P(PEKTUBHOCTU
U 0e30MacHOCTH MEIULMHCKOTO U3JENHs, YKa3aHHOTO B IOAMYHKTE "B"
nyHkta 103 Hactrosamux IIpaBun, perucTpupyromuii OpraH OCYIIECTBISET
OLIEHKY TaKOro 3aKJIOYEHUS W NPUHUMAET PEIICHHE O BO3BpPATE 3aKIIOUCHHS
B YUpEXKJeHUE Ha JopabOTKy, CPOK KOTOPOH COCTaBIsAeT He Oojiee 2 pabouux
JHEW CO JHSA T[ONYyYEHHUS YUPEXKJACHHEM BO3BPAIICHHOTO 3aKJIIOYEHUS,
WIM TPUHATHH 3aKIIOYEHUS 110 pe3ysbTaTaM »JKCHEPTH3bl KadecTBa,
3¢ HeKTUBHOCTH U 6€30MaCHOCTH METUITUHCKOTO U3EIIHS.

107. YupexxaeHue B CpoK, HE INpeBBIAMOIIMI 2 pabounux JHEH co JHA
MOJIyYEHHsS] YBEIOMIIEHHUS O TIPUHATHU 3aKJII0YEHHS IO pe3yJibTaTam
DKCIEPTU3bl KauecTBa, 3(PGEKTUBHOCTM U OE30IMACHOCTH MEAUIIMHCKOTO
U3JIEeNUs, YBEAOMIISET 3aABUTENA (3aKa3HBIM TOYTOBBIM  OTIIPABICHHEM
C YBEIOMIICHMEM O BpYYEHHUU HIU B (QopMe 3JIEKTPOHHOIO TOKYMEHTA,
NOJMUCAHHOTO YCHJICHHOW KBaMU(UIIMPOBAHHON JJIEKTPOHHON IOJAMUCHIO
YIOJIHOMOYEHHOTO JIOJKHOCTHOTO JIMIA, IIOCPEACTBOM €r0 HamlpaBJICHUS
Ha AJIEKTPOHHYIO IIOYTY 3asBUTENS, agpec KOTOpOH yKa3aH B 3asBIICHUM,
npeaycMoTpeHHoM mnoanyHkroMm "a" mydkta 101 Hactosmux I[IpaBui)
0 HEOOXOJMMOCTHU IPECTaBICHUS ITOCPEICTBOM EIUHOTO JIMYHOTO KaOWHETa
3asBUTENS B PETUCTPUPYIOUIUNA OpraH B COOTBETCTBUH C TPeOOBAHUAMHU
nyHKTa 53 Hactosmux IIpaBun 3asBIE€HHS O pPETUCTPAMH OTEYECTBEHHOTO
MEIUITUHCKOTO U3Jeaus, O(GOPMIEHHOTO B COOTBETCTBHH C IIYHKTOM 64
HacTosAuX [IpaBUNl ¥ OMONMHUTENBHO COJAEPKAIIETO PEKBU3HUTHI 3aKIIOUCHUS
o pe3yibTaTaM 3KCHEPTH3Bl KauecTBa, A(H(PEKTUBHOCTH H 0O€30MaCHOCTH
OT€UECTBEHHOTO0 MEJMIMHCKOTO U3Jeaus, O(POPMIEHHOTO VUPEKIECHUEM.
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a) non-compliance of the medical device with the requirements of the regulatory
documentation, technical and/or operational documentation of the manufacturer (producer);

b) absence of evidence of quality, and/or effectiveness, and/or safety of the medical device;

c) determination that the risk of harm to the health of citizens and medical workers as a result
of the use of the medical device exceeds the effectiveness of its use;

d) the documents specified in Clause 101 of these Rules are not submitted in full, including
within the framework of Clause 104 of these Rules, and/or contain unreliable information, and/or
do not comply with the requirements of Clause 55 of these Rules.

106. Within no more than 5 business days from the date of receipt of the expert opinion on the
results of the quality, effectiveness and safety examination of the medical device, specified in
subparagraph "v" of Clause 103 of these Rules, the registration authority shall evaluate such
opinion and make a decision to return the opinion to the institution for revision, the period for
which shall not exceed 2 business days from the date the institution receives the returned
opinion, or on adopting the opinion based on the results of the quality, effectiveness and safety
examination of the medical device.

107. The institution, within no more than 2 business days from the date of receipt of the
notification on the adoption of the opinion based on the results of the quality, effectiveness and
safety examination of the medical device, shall notify the applicant (by registered mail with
delivery confirmation or in the form of an electronic document signed with a qualified enhanced
electronic signature of an authorized official, by sending it to the applicant’s e-mail address
indicated in the application provided for by subparagraph "a" of Clause 101 of these Rules) of
the need to submit, through the applicant’s single personal account, to the registration authority
in accordance with the requirements of Clause 53 of these Rules, an application for registration
of a domestic medical device, prepared in-accordance with Clause 64 of these Rules and
additionally containing the details of the opinion on the results of the quality, effectiveness, and
safety examination of the domestic medical device, prepared by the institution.
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Cpok HampaBJIeHHUs 3asABJIEHUS O PETUCTPAIlMU OT€UYECTBEHHOTO MEAUIIMHCKOTO
U3Jleanss He JAobKeH mpeBbimaTh 30 paboumx gHEH co JHS HalpaBiIeHUS
YUpEXKICHUEM YBEJAOMIIEHUS, IPEAYCMOTPEHHOI'O HACTOSAIIUM ITYHKTOM.

108. B Teuenme 5 pabGouux JHEH cO AHSA TOCTYIUIEHUS 3asABICHUA
O PETUCTpPAllUM OTEYECTBEHHOTO MEIUIIMHCKOTO H3JIENUS PETUCTPUPYIONTUH
opraH MPOBOAUT MPOBEPKY MOIHOTHI M JOCTOBEPHOCTH COJEP)KAIIUXCSA B HEM
CBEJIEHUHM, B TOM YHCJE IyTEM CpPaBHEHMsI TaKUX CBEACHHUI CO CBEIACHHUSIMH,
NPEICTABIIEHHBIMA ~ OpraHaMH  TOCYJapCTBEHHOW  BIACTH B MOPSJIKE
MEXBEJJOMCTBEHHOTO  HMH()OPMAIIMOHHOTO  B3aUMOJEHCTBUS  IIOCPEICTBOM
CUCTEMBI MEXKBEAOMCTBEHHOTO 3JIEKTPOHHOTO B3aUMOIEHCTBHUS.

109. B Teuenne S5 pabouux [OHEH CO JHA 3aBEPIICHUS IIPOBEPKHU,
npeaycMoTpeHHol nmyHkToM 108 Hactosmux Ilpasu:

a)B cllydae IMpeACTaBICHUs] HaJIeKaluM o0pa3oM 0¢hOpPMIIEHHOTO
3asBJICHUS O PETHCTpPAllMM  OTE€YECTBEHHOTO  MEIUIIMHCKOTO  U3JEIUS
PETUCTPUPYIONTUI  OopraH  IPUHHMAET peUIeHHEe O TOoCyAapCTBEHHOU
pETHCTpAllUd  MEJMIIMHCKOTO H3JeNus, KOTopoe oQOopMIIIETCS IPUKA30M
PETUCTPUPYIONIETO OpraHa, MHPOPMUPYET 3agBUTENSI O NPUHITOM PEIICHUU
NyTeM pa3MEMIEHUs COOTBETCTBYIOMIETO YBEIOMICHUS B (OpME JIEKTPOHHOTO
JOKYMEHTa, TOANNCAaHHOTO YCHWICHHOM KBAIM(PHUIIMPOBAHHONW 3JIEKTPOHHOMN
MNOJMUCHIO  YIOJHOMOYEHHOT'O JIOJDKHOCTHOTO JIMIAa, B €AMHOM JIMYHOM
KaOWHETe 3asBUTENS M DICKTPOHHOM KaOWHETe 3asiBUTENSA UM BHOCHUT
PEECTPOBYIO 3aITUCH B TOCYJaPCTBEHHBIN peecTp;

0)B cilyyae eclid B TIPEACTABICHHOM 3asBICHUH O PETHCTpalldu
OTE€UYECTBEHHOT0 MEIUIIMHCKOTO M3JIEINs YKa3aHbl HEJIOCTOBEPHBIE CBEACHUS
aub0  CBElEHMs, MPEeJyCMOTpeHHBble TyHKTOM 64 Hacrosmux [lpasui,
Npe/CcTaBleHbl HE B IOJHOM OObEME, PETUCTPUPYIOIIMA OpraH IPUHUMAET
peleHre O  TpeKpalleHWW  JIaJbHEHIIero  pacCMOTPEHHS  3asBICHUA
O PpErucTpallf OTEYECTBEHHOTO METUITMHCKOTO H3AeIus U HHOOPMHUPYET
00 3TOM 3asBUTENSA IMYTEM pa3MENIEHHs COOTBETCTBYIOIIETO YBEIOMIICHUS
C MOTUBHUPOBAHHBIM OOOCHOBAHHEM IPUYUH MPUHATHS YKa3aHHOTO pEIICHUS
B ¢opMe  DJIEKTPOHHOTO  JIOKYMEHTa,  MOJIMHUCAHHOTO  YCHJIEHHOH
KBAJTU(UIIMPOBAHHOHN AJIEKTPOHHON HOJAMUCHIO YIIOJIHOMOYEHHOTO JIOJHKHOCTHOTO
JUIA, B €IUHOM JIMYHOM KaOWHeTe 3asgBUTENsI M DJIEKTPOHHOM KaOWUHETe
3asIBUTEISL.
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The period for submitting an application for the registration of a domestic medical device shall
not exceed 30 working days from the date the institution sends the notification provided for in
this clause.

108. Within 5 working days from the date of receipt of the application for the registration of a
domestic medical device, the registering authority shall verify the completeness and accuracy
of the information contained therein, including by comparing such information with the data
submitted by state authorities in accordance with the procedure for interdepartmental
information interaction via the interdepartmental electronic interaction system.

109. Within 5 working days from the date of completion of the verification provided for in Clause
108 of these Rules:

a) In the case of submitting a properly completed application for the registration of a domestic
medical device, the registering authority makes a decision on the state registration of the
medical device, which shall be formalized by an order of the registering authority, informs the
applicant of the decision by placing the corresponding notification in the form of an electronic
document signed by an enhanced qualified electronic signature of the authorized official in the
unified personal account of the applicant and in the electronic account of the applicant, and
enters a registry record in the state register;

b) In the case where the application for registration of a domestic medical device contains
inaccurate information or the information required under Clause 64 of these Rules is incomplete,
the registering authority shall take a decision to terminate further consideration of the
application for registration of the domestic medical device, and shall inform the applicant
thereof by placing a corresponding notification with a reasoned justification for the reasons for
such decision in the form of an electronic document signed by an enhanced qualified electronic
signature of the authorized official in the unified personal account of the applicant and in the
applicant’s electronic account.
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V. BHeceHue H3MEHEHUH B IOKYMCHTBI, COCpKAIIHCCS
B PETUCTPAIlIOHHOM JOChe, HE TPEOYIONIUX IMPOBEACHHUS SKCIISPTU3HI KaUeCcTBa,
3 GEeKTUBHOCTH U 0€30MaCHOCTH METUIIMHCKOTO H3ACITUS

110. K usMeHeHHUsIM B JIOKYMEHTBI, COAEPKAIIHECS B PETHCTPAITUOHHOM
70Che, TPeOYIONUM TOCYJAPCTBEHHOM PETUCTpAIlMd HOBOTO MEIUIIMHCKOTO
W3/1eNHSI, OTHOCSITCS:

a) I3MEHCHHUS, BJIEKYIIHEC 3a CcO00H W3MeHeHUs (YHKIMOHAIBHOTO
Ha3HAYCHUS U (WJIU) PUHIIUTIA JEHCTBUAS MEIUIIMHCKOTO H3/ICIIHS;

0) BKIIOYEHNE CBEJACHWUH O MOACIAX (MapKax) 3aperuCTPUPOBAHHOTO
MEJIUIIMHCKOTO M3/IeNIHsl, HE COOTBETCTBYIOUIMX KPUTEPUSIM, YyKa3aHHBIM
B IMyHKTE 26 HacTosimux [IpaBu;

B) U3BMEHEHUS, BIEKYIIIHE 32 COOOH OJHOBPEMEHHOE M3MEHEHUE CBEICHHM
0 TMPOU3BOAUTEIE M NPOU3BOJCTBEHHOM MIOMAAKe (MPOU3BOACTBEHHBIX
IJIOIIA/IKAX) MO OTHOILIEHUIO K CBEJCHHUSIM, YKa3aHHBIM B PEECTPOBOI 3aluCH,
32 HCKJIIOYEHHEM CBEACHUW 00 OpraHHM3allMOHHO-IIPaBOBOM ¢opme, aapece
MeCTa HaxOXJCHUs, pEOpPraHu3ali, UWHBIX CBEJACHUW, COJEpXKAIUXCSA
B YCTaBHBIX JJOKYMEHTAX.

111. K wu3MeHeHUsIM, BHOCHUMBIM B JOKYMEHTBI, COJAEpPKAIIHECs
B PETHCTPAIMOHHOM JIOChE, HE TPEOYIOIIMM MPOBEACHHUS IKCIIEPTU3BI KAYECTBA,
s(hpekTHBHOCTH B 6€30MaCHOCTH MEIUIIHMHCKOTO U3, OTHOCITCS:

a) I3MCHEHHE  CPOKOB  JIEHCTBHS  JOKYMEHTOB,  COJEPKAIIHXCS
B PETUCTPALMOHHOM JI0Ch€ (aKTyanau3allusi JOKYMEHTOB, COJIepXKaIUXCS
B PETrUCTPALMOHHOM JIOChE, 3asIBUTEIIEM ),

0) UI3BMEHEHUs, KOTOPBIE BHOCATCS TPOU3BOIUTEIEM (HM3TOTOBUTEIIEM)
MEIUITMHCKUX H3JEIUi Kjlacca MOTCHIMAIBHOTO pPHCKAa NMPUMEHEHHS | WU
HECTEPUJIbHBIX MEIUIMHCKUX M3JEIMH KJlacca MOTEHIMAIbHOIO pPUCKa
NpUMEHEHUsT 2a, TMPONMISANIAM OIEHKY CHCTEMBbl YIPABICHUS KadyeCTBOM
MEIUIMHCKOTO  M3JeNus,  BKIIOYAIONIYID  MPOLECChl  MPOSKTUPOBAHUS
U pa3padOTKW MEIUIIMHCKUX W3MCINH, B COOTBETCTBHH C TPEOOBAHUSIMHU
K BHEAPECHUIO, TOAACPKAHUIO U OILICHKE CHUCTEMbI YNPaBJIEHUS KadeCTBOM
MEJUIMHCKUX W3JeNuil (32 UCKIIIOUCHHEM HW3MEHEHMH, IMpeayCcMaTpUBarOIIMX
MPOBE/ICHUE TOCYAAPCTBEHHONW PErucTpalid HOBOTO MEIUIMHCKOTO H3JETUs
B COOTBETCTBHU ¢ MyHKTOM 110 HacTosiuux ITpaBun).

B cnyuae ecnu cpok IEMCTBUA OTUETa O pe3ysibTaTaX MHCIIEKTUPOBAHMS
MPOU3BOJICTBA MEJUIIMHCKOTO M3JEIUsl Kjacca TMOTEHIMAIbHOTO pPUCKa
NPUMEHEHUsT 1 WIM HECTEPUIBHOIO0 MEAMIIMHCKOTO M3JeNusl  Kjacca
MOTEHUIMAIIBHOTO pHUCKA MPUMEHEHHs] 2a HCTEK, 3asBI€HUEC O BHECEHHUU
W3MEHEHUN B JOKYMEHTBI, COJIepXkalluecs B PETUCTPALMOHHOM JIOChE,
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V. Making Amendments to the Documents Contained in the Registration Dossier That Do Not
Require an Examination of the Quality, Effectiveness, and Safety of the Medical Device

Software. Changes to the documents contained in the registration dossier that require the state
registration of a new medical device include:

a) changes that entail an alteration of the functional purpose and/or principle of operation of the
medical device;

b) inclusion of information on models (brands) of the registered medical device that do not
correspond to the criteria specified in Clause 26 of these Rules;

c) changes that result in the simultaneous alteration of information about the manufacturer and
the manufacturing site(s) compared to the information specified in the registry record, with the
exception of information regarding the organizational-legal form, address of the place of
location, reorganization, or other details contained in the charter documents.

111. Changes made to documents contained in the registration dossier that do not require an
examination of the quality, effectiveness, and safety of the medical device include:

a) amendment of the validity periods of documents contained in the registration dossier
(updating of documents contained in the registration dossier by the applicant);

b) changes introduced by the manufacturer of medical devices of potential risk class 1 or
non-sterile medical devices of potential risk class 2a, which have undergone a quality
management system assessment that includes the processes of design and development of
medical devices in accordance with the requirements for the implementation, maintenance, and
assessment of the quality management system for medical devices (with the exception of
changes that require the state registration of a new medical device in accordance with Clause
110 of these Rules).

In the event that the validity period of the inspection report on the manufacturing of a medical
device of potential risk class 1 or a non-sterile medical device of potential risk class 2a has
expired, an application for amendments to the documents contained in the registration dossier
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paccMaTpuBacTCad B COOTBCTCTBHHM € OCHOBAHUAMH, IIPCAYCMOTPCHHBIMU
B

"nLanon

NOAMyHKTaMu "a",
[IpaBu;

B) U3MEHEHUE CBEIECHUN O NPOU3BOJUTENE (M3TOTOBUTENE) MEAUIIMHCKOTO
U3JIEJINS, BKIIFOYasl CBEJICHUS:

" " n

e" HACTOAINIETO MYyHKTAa U MyHKTOM 119 HacTosmiux

0 peOpTraHU3alNH IOPUINISCKOTO JINIIA;

00 HW3MEHEHHWH HANMEHOBAaHWUH IOPHIWYECKOTO JHIla  (TIOJHOTO
M COKpAIllEHHOTO (TIpH HAJIUYMH), B TOM 4uciIe QUPMEHHOTO HAMMEHOBAHHS),
ajipeca MecTa ero HaXO0XJICHUS;

00 W3MECHEHMH (QaMIUIUH, UMEHU M OT4YecTBa (MpH HAIM4YHUU), ajJpeca
MeCTa JKUTEIBbCTBA (PUIUIECKOTO JIUIA, 3apEeTHCTPUPOBAHHOTO B KauecTBE
HHAUBHIYAJIbHOTO  TPEANPUHUMATENSI, W  PEKBU3UTOB  JIOKYMCHTA,
yIOCTOBEPSIONIETO €T0 JIUIHOCTE;

00 M3MeHeHuH ajpeca (aApecoB) MPOHU3BOACTBEHHON (IIPOU3BOICTBEHHBIX)
IUTONIAIKK (TLIOIIAJ0K) B CIy4ae, €CJIM H3MEHEHHE BBI3BaHO NEPEHMEHOBAHHEM
reorpa)U4eckKoro 0OBEKTa, TEPEHMEHOBAHHEM YIIHWIBI, TUIOMIATN WIH HHOMN
TEPPUTOPUH, H3MEHEHHEM HyMepallii OOBEKTOB aJpecallliii, B TOM YHCIIE
MIOYTOBOT'O UHJEKCA;

T) ©3MEHEHHE  CBEJCHUH 00  YIOJHOMOYCHHOM  IIPEJCTaBHTEIE
NpPOU3BOAUTENS (M3TOTOBUTENIA), BKIIOYAs CBEICHUA:

0 peOpraHU3alNH IOPUIMISCKOTO JINIIA;

00 U3MEHEHWH HAUMEHOBAHMA IOPUIUYECKOTO JHia (IOJHOTO
U COKpaIlleHHOTO (TpH HAJIUYHMH), B TOM 4YHCiIe (QUPMEHHOTO HAMMEHOBAHHS),
ajipeca MecTa ero HaXO0XJICHUS,

00 W3MECHEHMHM (QaMIUIUH, UMEHH M OTdecTBa (MpH HAIMYMU), ajapeca
MeCTa JKUTEIbCTBA (PUIUUCCKOTO JIUIA, 3apEeTHCTPUPOBAHHOTO B KauecTBE
HHAUBHIYAJIbHOTO  TPEANPUHUMATENsS, W  PEKBU3UTOB  JIOKYMCHTA,
yIOCTOBEPSIONIETO €T0 JIUIHOCTE;

1) I3MCHEHHE HAUMEHOBAHUS MEAUIIMHCKOTO U3/IETTHS B YaCTH TOBAPHOI'O
3HaKa U UHBIX CPEJICTB MHAUBH Y JIH3aIIUU;

€) UCKIIOUEHHE CBEICHHH O Mojenu (Mapke) METUIIMHCKOTO H3ICIIUs
U3 PEEeCTPOBOIL 3aINCH;

K) I3BMEHEHWE JW3aliHa MapKHPOBKH ©0€3 UW3MEHEHHS CHMBOJIOB,
NPUMEHSEMBIX ITPH MAPKUPOBAHUH METUITHHCKOTO HM3/IEITH;

3) U3MEHEHHe KoJa KJIacCHU(pHUKaTopa B Clydyae BBHIXOJa HOBOHM peJaKIIn{
KJIacCHpUKATOpa MOCNe IPUHATUS PEHICHHS O TOCyAapCTBEHHOW PETHCTpPalldd
MEIWIIMHCKOTO  M3JEIUs WJIM BHECEHHI HW3MEHEHHH B  JOKYMEHTHI,
COJIEpIKaIiecs B pErUCTPAIIAOHHOM JIOCHE.
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is considered in accordance with the grounds provided for in subparagraphs "a", "v"-"e" of this
paragraph and paragraph 119 of these Rules;

(v) amendment of information concerning the manufacturer (producer) of the medical device,
including information:

- on the reorganization of a legal entity;

- on changes to the name of the legal entity (full and abbreviated, if any, including the trade
name), or its registered address;

- on changes to the surname, first name and patronymic (if any), address of residence of an
individual registered as an individual entrepreneur, and the details of the identity document;

- on changes to the address(es) of the manufacturing site(s) in the case where the change is
due to the renaming of a geographical location, street, square, or another territory, or changes
in the numbering of addressed objects, including postal code;

(g) amendment of information about the authorized representative of the manufacturer
(producer), including information:
- on the reorganization of a legal entity;

- on changes to the name of the legal entity (full and abbreviated, if any, including the trade
name), or its registered address;

- on changes to the surname, first name and patronymic (if any), address of residence of an
individual registered as an individual entrepreneur, and the details of the identity document;

(d) change of the name of the medical device with respect to the trademark and other means of
individualization;

(e) removal of information on the model (brand) of the medical device from the registry entry;

(zh) change in labeling design without altering the symbols used for marking the medical
device;

(z) change of the classifier code in the event of a new edition of the classifier being issued after
the decision on state registration of the medical device, or the introduction of amendments to
the documents contained in the registration dossier.
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112. [Ins BHeceHUs B JAOKYMEHTBI, COJEpKAaIIHecs B PEruCTpPalliOHHOM
Joche, U3MEHEHUH, yka3aHHbIX B myHKTe 111 HacTosmux IlpaBun, 3asBuTens
He no3jHee 4em yepe3 90 pabouux qHEN co JTHS U3MEHEHHUS! COOTBETCTBYIOMIUX
JAHHBIX TPEJICTABIAECT B PETHUCTPUPYIOMIMM OpraH MOCPEACTBOM €IUHOTO
JUYHOTO KaOWHETa 3asBUTEIIA:

a) 3asBJICHHE O BHECEHUHM H3MEHEHHH B JOKYMEHTBHI, COJEpKalluecs
B PETUCTPAIMOHHOM JIOChE, HE TPEOYIOINUX MPOBEJECHUS IKCIIEPTU3HI KaUeCTBa,
3¢(dEKTUBHOCTH M O€30MaCHOCTH MEAMIMHCKOTO M3ACIUA, COJCpKaIee
CBEJIEHUs, YKa3aHHble B MyHKTe 64 Hacrosmux I[IpaBui, U JOMOJIHUTEIHHO
coJliepsKalllee CBEJIEHUS O BHOCUMBIX H3MEHEHUAX, a Takke (110 IPUMEHUMOCTH)
CBEJIEHUSI O pe3yJbTaTax KIMHUYECKUX HCHBITAHUM MEIUITMHCKOTO W3JETUs
C YKa3aHMEM HOMepa, JaThl aKTa OLIEHKH Pe3yJbTaTOB KIMHUYECKUX UCIIBITAHUN
MEIUITMHCKOT0 U3/IEINUA, a TAaK)Ke HAMMEHOBAaHUS MEIUIIMHCKOM OpraHu3alluu;

0) ko  (KOIMKMM) JOKYMEHTa (JTOKYMEHTOB), ITOATBEPKIAIOIIETO
(mOATBEpKAAIONTUX)  TOJHOMOYHSA  YIOJHOMOYEHHOTO  MPEJCTaBUTENSA
NPOU3BOAUTENA (M3TOTOBUTENS) IO MPEICTABICHUIO HHTEPECOB MPOU3BOIUTENSL
(M3roTOBUTENA), HECEHHWI0O  OTBETCTBEHHOCTM B  4YacTH  oOpalieHus
MEIUITMHCKOT0 U3/enus Ha Tepputopun Poccuiickoit denepaiiuu, B TOM YUCIIE
o0 BOMNpOCaM IMpOIEAYp OIEHKH COOTBETCTBUS U TOCYJIapCTBEHHOMN
pETHCTpAllUd MEAUIIMHCKOTO H3JENusA, a TakKe IO 3aBEPEHUI0 JTOKYMEHTa
(IOKYMEHTOB) MPOU3BOAUTEN (M3TOTOBUTENS), BCTYIHUBIIETO (BCTYMHUBIIMX)
B cwiy 10 O(OpMIEHHS COOTBETCTBYIONIUX JOKYMEHTOB (IOKYMEHT
(IOKyMEHTBI)  ABIsAETCS  (ABIAIOTCA)  oOs3aTelbHBIM  (00sS3aTENBHBIMH)
JUIsE  MHOCTPAHHBIX IPOU3BOAMUTENEH (M3TOTOBUTENEH), OTEUECTBEHHBIMU
NPOU3BOAUTENAMH  (U3TOTOBUTENSIMU)  TMpeAcTaBiseTcs (IpeacTaBIISIOTCS)
B Cllydae HaJIuuus YIOJHOMOYEHHOTO TMPEJACTABUTENS IMPOU3BOJIUTENSA
(M3roTOBUTENA);

B) JOKYMEHTBI, YyKa3aHHble B IyHKTe 65 Hactosmmx I[lpaBun,
NPETEpIEBIINE COOTBETCTBYIONIUE M3MEHEHUS M CBUJETEILCTBYIOIIUE O TOM,
YTO BHECEHUE OTUX H3MEHEHMH He BJIEYeT 3a CcOoOO0W M3MEHEHUs CBOMCTB
U XapaKTEPUCTUK MEIULMHCKOTO HW3Jeus, BIUAIOINIMX Ha €ro 0e30I1acHOCTS,
KauecTBO M I(P(EKTUBHOCTh, MJIM COBEPIICHCTBYET €ro  CBOMCTBa
U XapaKTePUCTUKU TPH HEU3MEHHOCTH (YHKIHMOHAIBHOTO Ha3HAYEHUS
U (WIK) IpUHITUIA TEUCTBUS MEIUITUHCKOTO U3/,

I') KOIUM OTYETOB O pe3yJbTaTaX WHCIEKTHPOBAHUSA TIPOU3BOJICTBA
(B cnyuae, IpeAyCMOTpEHHOM moanyHkToM "O" myHkta 111 Hacrosmux
IIpaBun):
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112. In order to introduce amendments to the documents contained in the registration dossier,
as specified in paragraph 111 of these Rules, the applicant, no later than 90 working days from
the date of change of the relevant data, shall submit to the registration authority, via the unified
applicant’s personal account:

a) an application for amendments to the documents contained in the registration dossier, which
do not require an examination of the quality, efficacy, and safety of the medical device,
containing the information specified in paragraph 64 of these Rules, and additionally containing
information about the amendments being made, as well as (where applicable) information on
the results of clinical trials of the medical device, indicating the number, date of the act of
evaluation of the results of the clinical trials of the medical device, and the name of the medical
organization;

b) a copy (copies) of the document(s) confirming the authority of the authorized representative
of the manufacturer (producer) to represent the interests of the manufacturer (producer), to
bear responsibility with regard to circulation of the medical device within the territory of the
Russian Federation, including issues of conformity assessment procedures and state registration
of the medical device, as well as for certification of the manufacturer’s (producer’s) document(s)
entered into force prior to the execution of the relevant documents (the document(s) is(are)
mandatory for foreign manufacturers (producers); domestic manufacturers (producers) shall
submit such document(s) if they have an authorized representative);

c) documents specified in paragraph 65 of these Rules, which have undergone the relevant
changes and attest that the implementation of these changes does not entail alterations to the
properties and characteristics of the medical device affecting its safety, quality, and efficacy, or
improves its properties and characteristics while maintaining its functional purpose and (or)
principle of operation;

d) copies of reports on the results of manufacturing site inspections (in the case provided for by
subparagraph "b" of paragraph 111 of these Rules):
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KOMMMHU  JOKYMEHTOB, TIOJATBEPXKJAIONIUX  COOTBETCTBHE  CHUCTEMBI
yIpaBjeHus KauyecTBOM TpeOOBaHHUAM K BHEAPECHUIO, MOJICPKAHUIO U OLICHKE
CHUCTEMBI VIIpaBICHH KaueCTBOM MEIHUIIMHCKUX H3JCNIHH (B Cllyyae MPOBEICHUS
WHCIEKIIUA HWHCICKTHUPYIOUIEH OpraHu3aiue, HaXOJAIIEHCcs B BEJICHUU
(IOMYMHEHNHU) PETUCTPUPYIONIETO opraHa) (MpeACTaBIsgeTCs 3asBUTEIEM
1o cOOCTBEHHON UHUITHATHBE);

KOMMUHU  JOKYMEHTOB, TIOJATBEPXKJAIONIUX  COOTBETCTBHE  CHUCTEMBI
yhnpaBJIeHUs KadecTBOM TpeOOBaHUAM K BHEAPECHUIO, MOJACPKAHUIO U OLICHKE
CHUCTEMBI YIIPABJICHUS KauyeCTBOM MEIUIMHCKUX H3JAeAuil (MpeacTaBiIsioTCsa
B Cllydyae IIpOBEICHUA MHCICKIIMHU HHCIEKTHUPYIOMIEH  OpraHU3aluen,
HaxoJsIiecs B BeJeHUM (MMOJYMHEHHUHM) OpraHa TOCYAapCTBEHHOM BIAcTH
rocy/iapcTBa - YyJjIeHa EBpasuniickoro SKOHOMHYECKOT'O co103a,
YIOJITHOMOUEHHOTO Ha OCYIIECTBJICHHE M (MJIH) KOOPAHWHANMIO JEATEIBHOCTU
B chepe oOpalteHuss MEAUITMHCKUX H3/IeNINM Ha TEPPUTOPUH 3TOTO rOCYAapCTRa,
3a UcKIoueHueM Poccuiickoit ®eneparun).

113. Peructpupytoniuii opraH He BIpaBe TpeOoBaTh OT 3asBUTEIA
yKa3blBaTh B 3asBJICHUH O BHECEHHH M3MEHEHUM B JOKYMEHTHI, COJEPIKAIIUECS
B PETHCTPAIIMOHHOM JIOChe, HE TPEeOYIOMMX MPOBEACHUS IKCIEPTH3HI KaueCTRBa,
spekTuBHOCTY U 0€30MaCHOCTH  MEIUIIMHCKOTO  M3JEIHs, CBEACHHUS
U IIPEICTABIATh JOKYMEHTHI, HE IMPEAYCMOTPEHHBIE IYHKTOM 112 HacTosImINUX
[IpaBui1.

3asBHUTEIL BIpaBe IPEACTAaBUTH HHBIE JOKYMEHTHI, 0OOCHOBBIBAIOIIUE
BHECCHHE HW3MCHEHHH, HE BIJEKYIIMX 3a Cco00l H3MEHEHHS CBOWCTB
U XapaKTePUCTUK METUIMHCKOTO H3JICIUs, BIHAIOMIMX Ha €ro 0e30MacHOCTS,
KauecTBO ¥ 3(P(PEeKTUBHOCT, HIHM COBEPIICHCTBYIOIMIMX €ro CBOWCTBa
U XapaKTepUCTUKU MPU HEU3MEHHOCTH (DYHKITMOHAJIBLHOI'O Ha3HAUYCHUS U (W)
MPUHITKIIA TeHCTBUS MEAUIIHTHCKOTO U3JIETIUs, 10 COOCTBEHHOM MHUITUATHURE.

[Ipouienypa BHECEHHS M3MEHEHMH B JIOKYMEHTBI, COJEpKalluecs
B PETUCTPAIHOHHOM J0Che, He TPeOYIOMIUX MPOBEACHUS SKCIEPTH3HI KauecTRBa,
3 PEKTUBHOCTH M O€30MMaCHOCTH MEIUIIMHCKOTO H3JIeTHs, OCYIIECTBISACTCS
PETUCTPUPYIOIIUM OPraHOM B CPOK, HE IIpeBbImaromuii 18 pabouux gHei
CO JIHSA TIOCTYIUICHUS 3asABJICHUS O BHECEHHM H3MEHEHHUM B JIOKYMEHTHI,
cojepKallliecss B PETUCTPAIMOHHOM JOChe, HE TpeOYyIOMUX MPOBEICHUS
DKCHEPTU3bl KadecTBa, H(PPEKTUBHOCTH W OE30MACHOCTH MEIUIIMHCKOTO
U3JENus, U IOKyMEHTOB, IIPEIYCMOTPEHHBIX NYHKTOM 112 HacTosmux [IpaBui.

114. B Teuenue 5 pabouux aHEH cO JHA TOCTYIUICHHS 3asBIICHHS
O BHECEHMH HM3MEHCHHMH B JOKYMEHTHI, COJIEp)KAIIMECS B PETUCTPALIMOHHOM
J0Che, He TPEOYIONIUX NPOBEACHHUS SKCIEPTU3Bl KadecTBa, A(PPEKTUBHOCTU
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copies of documents confirming that the quality management system meets the requirements
for implementation, maintenance, and assessment of the quality management system for
medical devices (in the event of an inspection carried out by an inspecting organization
subordinate to the regulatory authority) (submitted by the applicant on their own initiative);

copies of documents confirming that the quality management system meets the requirements
for implementation, maintenance, and assessment of the quality management system for
medical devices (submitted in the event of an inspection conducted by an inspecting
organization subordinate to a state authority of a member state of the Eurasian Economic
Union, authorized to carry out and/or coordinate activities in the field of circulation of medical
devices on the territory of this state, with the exception of the Russian Federation).

113. The registration authority is not entitled to require the applicant to indicate in the
application for making amendments to the documents contained in the registration dossier,
which do not require an examination of the quality, effectiveness, and safety of the medical
device, any information or provide any documents not stipulated in Clause 112 of these Rules.

The applicant is entitled to submit other documents substantiating the introduction of
amendments that do not entail changes in the properties and characteristics of the medical
device affecting its safety, quality, and effectiveness or that improve its properties and
characteristics without changing the functional purpose and/or principle of operation of the
medical device, on their own initiative.

The procedure for making amendments to the documents contained in the registration dossier,
not requiring an examination of the quality, effectiveness, and safety of the medical device,
shall be carried out by the registration authority within no more than 18 working days from the
date of receipt of the application for amendments to the documents contained in the
registration dossier, not requiring an examination of the quality, effectiveness, and safety of the
medical device, and the documents stipulated in Clause 112 of these Rules.

114. Within 5 working days from the date of receipt of the application for making amendments
to the documents contained in the registration dossier that do not require an examination of the
quality, effectiveness...
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1 0€30MacHOCTH MEIUIIMHCKOTO H3JIEeNus, U JOKYMEHTOB, IMPEAyCMOTPEHHBIX
nyHKToM 112  HacTosmmux IlpaBui, perHUCTpUpPYIOMMII OpraH MPOBOJUT
IPOBEPKY IMOJIHOTHI U JOCTOBEPHOCTH COJIEPKAIIMXCS B HUX CBEJICHHI, B TOM
YUCJIE MYTEM CPaBHEHHS TaKUX CBEICHUN CO CBEACHUSAMH, NPE/ICTaBIEHHBIMU
OpraHamMM TOCYJApCTBEHHOH BJIACTH B MOPSAJKE MEKBEAOMCTBEHHOTO
UH(POPMAIIMOHHOTO B3aUMOIEUCTBHS TIOCPEICTBOM CUCTEMBI MEXBEAOMCTBEHHOTO
ANEKTPOHHOTO B3aNMOJICHCTBUS.

115. B cmy4dae eciii 3asBJIEHHE O BHECEHUM HW3MEHEHUH B JOKYMEHTHI,
colepKaliiecss B PETUCTPAllMOHHOM JIOChe, HE TpeOYIOMUX MPOBEACHUS
DKCIEPTU3bl KauecTBa, 3(PGEKTUBHOCTM U OE30MACHOCTH MEAUIIMHCKOTO
uzzienus, opopMICHO C HapyIIEHHEM IIOJIOKEHUH MyHKTa 64 U MmoamyHKTa "a"
nyukrta 112  Hacrosumx IlpaBun, wu (uiau) mpeAcTaBlICHHBIE JTOKYMEHTHI
oOpMIICHBI ¢ HapYIICHUEM IIOJIOKEHUH MyHKTOB 53 - 55 HacTosmux [IpaBui,
U (WIK) B 3asBJICHUU O BHECEHHHM W3MEHEHUN B JTOKYMEHTBI, COJAEpIKAITUECS
B PETUCTPAIIMOHHOM J0ChE, HE TPEOYIOMIMUX MPOBEIECHUS IKCIIEPTH3HI KaUeCTBa,
3¢ HEKTUBHOCTH U 0€30IACHOCTH MEIAMIIMHCKOTO H3JETUA U MPEeICTaBICHHBIX
JOKyMEHTaX yKa3aHbl HEJOCTOBEpHbIE CBEACHUSA, U (WIM) JOKYMEHTHI,
OpeAyCMOTpEeHHBIE  IyHKTOM 112 mHacrosimux  IlpaBun, mpeacTaBieHBI
HE B I[OJHOM OOBEME, PETUCTPUPYIONIMH OpraH YBEIOMISET 3asBUTENA
0 HEOOXOAMMOCTH YCTpAaHEHMs BBIABJICHHBIX HApyHIIEHUH U (UJTH) IIpeICTaBICHUS
OTCYTCTBYIOIUX JIOKYMEHTOB B TeueHue 30 pabouux JHEH co JHSA pa3MEIIeHUS
TAKOTO YBEIOMJIEHHS B (OpME DIIEKTPOHHOTO JIOKYMEHTA, TOIIHUCAHHOTO
YCHJICHHON KBaNu(UIMPOBAHHON 3JIEKTPOHHON TMOJNHUCHIO YIOTHOMOUYEHHOTO
JOJKHOCTHOT'O JIMIA, B €JUHOM JUYHOM KaOWHETe 3adBUTENS U DJIEKTPOHHOM
KaOuHETe 3asBUTENA. YCTpaHEHUE BBIABICHHBIX  HapylleHUH U (WIIN)
NpEACTaBIEHUE JOKYMEHTOB, KOTOPBIE OTCYTCTBYIOT, 3asIBUTENb OCYIIECTBIISET
MIOCPEJICTBOM €MHOTO JIMYHOTO KaOHUHETA 3asiBUTEIS.

Bpemsi co IHS yBEIOMIIEHHS PETUCTPUPYIOUIUM OPraHOM 3asBUTENS
IO JHS TOJY4YEHHS OTBETAa Ha YBEAOMIICHHE WM  YBEJOMIICHUSA
O HEIPE/ICTaBIECHUN OTBETA HA 3allPOC HE YUUTHIBAETCA IIPU HUCUYUCIEHUU CPOKa
Opoleaypbl  BHECEHMS  W3MEHEHHWH B JIOKYMEHTBI,  COJEpKAIHECs
B PETUCTPAIUOHHOM JOChHE.

116. B cnyuae eciu B cpok, He mpeBbimaromuii 30 paGoumx gHEH,
HE YCTPaHEHBI BBIIBIICHHBIE HAPYIICHUS U (WJIK) HE NIPECTABICHBI JOKYMEHTHI,
KOTOpBIE OTCYTCTBYIOT, B TOM UYHCIE C Y4YE€TOM I[IOJIOKEHUS ITyHKTa 53
Hacrosmux IlpaBun, perucTpupyromuii opraH NOpPUHHUMAET  PEIICHUE
O TMPEKpAIllEHUU JAIBHEHIIEr0 pPacCMOTPEHUS 3asBICHUS O BHECEHHU
U3MEHEHUM B JIOKYMEHTBI, COJEpKAIIUECs B PETUCTPAIMOHHOM JOChE,
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and safety of the medical device, as well as the documents stipulated in paragraph 112 of these
Rules, the registering authority shall verify the completeness and accuracy of the information
contained therein, including by comparing such information with information provided by state
authorities in accordance with the procedure for interdepartmental information interaction via
the interdepartmental electronic interaction system.

115. If the application for making changes to the documents contained in the registration
dossier, which do not require an examination of the quality, effectiveness, and safety of the
medical device, is submitted in violation of the provisions of paragraph 64 and subparagraph "a"
of paragraph 112 of these Rules, and/or the submitted documents are drawn up in violation of
the provisions of paragraphs 53 - 55 of these Rules, and/or if the application for making changes
to the documents contained in the registration dossier, not requiring an examination of the
quality, effectiveness, and safety of the medical device, and the submitted documents contain
inaccurate information, and/or the documents stipulated in paragraph 112 of these Rules are
not submitted in full, the registering authority shall notify the applicant about the need to
remedy the identified violations and/or to provide the missing documents within 30 business
days from the date such notification is posted in the form of an electronic document signed with
an enhanced qualified electronic signature of an authorized official in the unified personal
account of the applicant and the applicant’s electronic cabinet. The applicant shall correct the
identified violations and/or provide the missing documents through the unified personal account
of the applicant.

The period from the date of notification by the registering authority of the applicant until the
day a response to the notification is received or a notification of failure to respond to the
request is received shall not be counted towards the duration of the procedure for making
changes to the documents contained in the registration dossier.

116. If within a period not exceeding 30 business days the identified violations are not corrected
and/or the missing documents are not submitted, including taking into account the provisions of
paragraph 53 of these Rules, the registering authority shall decide to terminate further
consideration of the application for making changes to the documents contained in the
registration dossier,



66

HEe TpeOylolMX TPOBEICHUS OKCHEPTU3bl KadecTBa, 3(PPEKTUBHOCTHU
1 0€30MacHOCTH MEIUIIMHCKOTO H3JENNsI, ¢ MOTUBUPOBAHHBIM O0OOCHOBaHUEM
NPUYUH MPUHATHA YKa3aHHOTO PEUICHUS.

117.B Teuenne 3 pabouux [AHEH €O [HS 3aBEPIICHUS IIPOBEPKHU,
npeaycMoTpeHHor myHkToM 114 Hactostmux [IpaBui (B cityuae npeacTaBiIeHUs
HaJJIeKaluM o0pa3oM O(OPMIIEHHOTO 3asBJICHUS O BHECEHMHM W3MEHEHUH
B JIOKYMEHTBI, COJAEpIKAIMECS B PETUCTPALIMOHHOM JIOChE, HE TPEeOYIOIMUX
NPOBEACHUS JKCIEPTHU3bl KauecTBa, JI(PPEKTUBHOCTH U  0€30IaCHOCTH
MEIUITUHCKOTO U3JENHsI, U B IIOJIHOM 00beME JIOKYMEHTOB, IIPEAYCMOTPEHHBIX
nyHktoM 112 nHacrosmux I[lpaBmi), a Takke B cilydae yCTpaHEHUS B CPOK,
He mpeBbimaronmit 30 paGoumx [HEW, BBIABICHHBIX HapyIICHUA U (UIIN)
NpeICTaBICHUs] JOKYMEHTOB, MPEAYCMOTPEHHBIX IYHKTOM 112 HacTosmux
[IpaBus, perucTpupyronii oprai IpuHUMAET pelIeHUue O Hayvaljie MpoLeTypbl
BHECEHUS HM3MEHEHHH B JIOKYMEHTBI, COJIep)Kallluecs B PETHUCTPallMOHHOM
J0Che.

118. B cpok, He npeBbimaromuii 10 pabouux aHel co JHSA MIPUHATHSL
pEelIeHHss O Hayaje TMpoleAypbl BHECEHUS HW3MEHEHUH B JOKYMEHTHI,
colepKaliiecss B  PETHUCTPAIIMOHHOM JIOChE, PETHCTPUPYIOIIMI  opraH
OCYIIECTBJISIET CIIEAYIONINE MEPOTIPUATHUS:

a) IPUHATHE PEIIEHUs] O BHECEHWH U3MEHEHHH B  JOKYMEHTHI,
coliepKallliecss B peTUCTPAlMOHHOM J10Che, KOTopoe o(opMIIIETCs MPUKa30M
PETUCTPUPYIONIETO OpraHa, M HUHQOPMUPOBAHHE 3asABUTENS O IMIPUHITOM
pEIIeHHH TYTEM pa3MEUICHUs COOTBETCTBYIOIIETO YBEIOMJIEHUA B QopMe
ANEKTPOHHOTO JOKYMEHTa, MOJAMHCAHHOTO YCWIEHHON KBaTu(UIMPOBAHHON
ANEKTPOHHON MOANKUCHIO YIOTHOMOUYEHHOTO JOJKHOCTHOTO JIMIA, B €IUHOM
JUYHOM KaOUHeTe 3aSBUTENS U DJIEKTPOHHOM KaOHWHETE 3asiBUTEIIS;

0) BHECEHHE U3MEHEHU B PEeCTPOBYIO 3aIIUCh.

VI. BHeceHne u3sMeHeHU B JOKYMEHTBI, COAEPKAIIUECS
B PETUCTPAIIMOHHOM JOChE, TPEOYIOIIUX MPOBEICHHUS YKCIICPTH3bl KA4eCTBa,
3 GEKTUBHOCTH U 0€30MaCHOCTH METUIIMHCKOTO H3ACITUS

119. Buecenue N3MEHEHNH B JIOKYMEHTHI, coaepxalnecs
B  PErUCTPallMOHHOM JOChbE, 32 WCKJIIOYEHHUEM CIIy4yaeB, YKa3aHHBIX
B nyHkre 111 Hactosiiumux IlpaBun, ocymecTBiaseTcs 0O pe3yJbTaTam
9KCIepTU3bl KadecTBa, IPQPEKTUBHOCTH W OE30MACHOCTH MEAMIIMHCKOTO
U3JIEeTus.

120. /Ins BHECEHUSI B JAOKYMEHTBI, COJAEPXKAIIMECS B PErUCTPAlMOHHOM
70Che, UBMEHEHUH, yKa3aHHbIX B myHKTe 119 Hactosimux IlpaBun, 3asBUTENH
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that do not require an expert examination of the quality, effectiveness, and safety of the
medical device, with a substantiated justification of the reasons for making the specified
decision.

117. Within 3 working days from the date of completion of the inspection provided for in
paragraph 114 of these Rules (in the case of submission of a properly executed application for
making changes to the documents contained in the registration dossier that do not require an
expert examination of the quality, effectiveness, and safety of the medical device, and a
complete set of documents as provided for in paragraph 112 of these Rules), as well as in the
case of timely rectification, not exceeding 30 working days, of identified violations and/or
submission of documents provided for in paragraph 112 of these Rules, the registration
authority shall make a decision to initiate the procedure for making changes to the documents
contained in the registration dossier.

118. Within no more than 10 working days from the date of the decision to initiate the
procedure for making changes to the documents contained in the registration dossier, the
registration authority shall carry out the following activities:

a) Making a decision to introduce changes to the documents contained in the registration
dossier, which shall be formalized by an order of the registration authority, and informing the
applicant of the adopted decision by posting the relevant notification in the form of an electronic
document signhed with an enhanced qualified electronic signature of the authorized official in the
applicant’s unified personal account and the applicant’s electronic account;

b) Amending the registry entry.

VI. Introduction of changes to documents contained in the registration dossier that require an
expert examination of the quality, effectiveness, and safety of a medical device

119. The introduction of changes into documents contained in the registration dossier, except in
the cases indicated in paragraph 111 of these Rules, shall be carried out based on the results of
an expert examination of the quality, effectiveness, and safety of the medical device.

120. In order to introduce changes into the documents contained in the registration dossier, as
indicated in paragraph 119 of these Rules, the applicant
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He no3jHee 4em yepe3 90 pabouux qHEN cO JTHS U3MEHEHHUS! COOTBETCTBYIOIMIMUX
JAaHHBIX IOCPEACTBOM €IMHOIO JIMYHOTO KaOMHETa 3asBUTEN NPECTaBIAET
B PETUCTPUPYIOIIUI OpraH:

a) 3asBJICHHE O BHECEHUM HU3MEHEHHH B JOKYMEHTBHI, COJEpKalluecs
B PETUCTPAIMOHHOM JOChE, TPEOYIOIIUX MPOBEIEHUS JKCIEPTU3bl KadyecTBa,
3¢ EeKTUBHOCTH M 0€30MaCHOCTH MEAMIMHCKOTO M3JENUs, COJIEpKallee
CBEJIEHUs, YKa3aHHble B MyHKTe 64 Hacrosmux [IpaBui, U HOMOJIHUTEIHEHO
coJieprKallee CBEJACHHS 0 BHOCHMBIX U3MEHEHUAX, a Takke (110 IPUMEHUMOCTH)
CBEJIEHUSI O pe3yJibTaTax KIMHUYECKUX HCIBITAHUM MEIUITUHCKOTO W3JEIUs
C YKa3aHHMEM HOMepa, JaThl aKTa OLIEHKH Pe3yJbTaTOB KIMHUYECKUX UCIIBITAHUN
MEIUITUHCKOTO U3/IEINs, HAUMEHOBaHUS MEIUIIMHCKOM OpraHu3alluy;

0) xonuto (KOMHHM) JOKYMEHTa (JOKYMEHTOB), ITOATBEPIKIAIOIIETO
(HOATBEPKAAIONTUX)  TOJHOMOYHSA  YIOJHOMOYEHHOTO  MPEJCTaBUTENSA
NPOU3BOAUTENA (M3TOTOBUTENS) IO MPEICTABICHUIO HHTEPECOB MPOU3BOIUTENS
(M3roTOBUTENA), HECEHHWI0O  OTBETCTBEHHOCTM B  4YacTH  oOpalieHus
MEIUITMHCKOT0 U3/enusa Ha Tepputopun Poccuiickoit denepaiiuu, B TOM YUCIIE
0 BOMNpOCaM IMpOIEAYp OIEHKH COOTBETCTBUS H TOCYJapCTBEHHOMN
pPETUCTpAlIUH, a TAKXKE 110 3aBEPEHUIO JJOKYMEHTa (IOKYMEHTOB) IIPOU3BOAUTENA
(M3roTOBUTENA), BCTYNHUBIIEro (BCTYNMHBIIUX) B CHIY J0 OQOPMICHHSI
COOTBETCTBYIOIIMX JOKYMEHTOB (JJOKYMEHT (IOKYMEHTHI) SBIAETCS (SBIISIOTCS)
00s3aTeNbHBIM ~ (00S3aTE€IBHBIMU) N1 WHOCTPAHHBIX  NPOU3BOJUTENEH
(u3roroBuTenEH), OTECYECTBEHHBIMH IPOU3BOIUTEISMH  (U3TOTOBUTEISIMU)
npeacrabiagercs (MPeACTaBIAIOTCA) B Clydae HaJWU4Ms YIOJTHOMOYEHHOTO
NpEeICTaBUTEIS MPOU3ZBOIUTENS (M3TOTOBUTENS ),

B) JOKYMEHTBI,  TOATBEPXKJAIOMINE  BO3MOXKHOCTH  OCYIIECTBIICHUS
NPOU3BOJICTBA MO ajipecy (aapecaM), ykazaHHOMY (YKa3aHHBIM) B 3asSBJICHUHU
O PETUCTpAlIMHU B KAUECTBE IIPOU3BOACTBEHHON (MPOU3BOICTBEHHBIX) TUIOIIAAKH
(rwiomanok) (Mo NPUMEHUMOCTH): JTOKYMEHTBI, IOJATBEpIKIAlolIue HaIUYue
yCIIOBUI MPOM3BOJICTBA, U (MIU) KOIMUU CEpTU(PUKATOB COOTBETCTBUS CUCTEMBI
MEHEDKMEHTA KaduecTBa TpeOOBAHUIM I'oCT ISO 13485-2017
wmm SO 13485:2016, a Taxke KONMHH OTYETOB O paHEe IMPOBEICHHBIX
MHCIEKIMIX  Ha COOTBETCTBUE  yKa3aHHBIM  cTaHmapTam (B ciyuae
NpeCTaBIeHUs] YKa3aHHBIX CEpTU(PHUKATOB COOTBETCTBHS), U (UIH) KONMUHU
JOKYMEHTOB,  IOATBEP)KIAIONIUX  COOTBETCTBHE  CHUCTEMBI  YIIpaBJICHUS
KauecTBOM TpeOOBaHUAM K BHEAPEHHIO, MOAJEPKAHUI0 M OIEHKE CHCTEMBI
yOpaBJIeHUsT Ka4eCTBOM MEIUIIMHCKUX HU3JEIul (MPEACTABIAIOTCS B CIydyae
NPOBEICHUS MHCIEKIIMW HWHCIEKTUPYIONIed opranuzainueif, Haxojsmeics
B BeJleHUU (IIOAUMHEHMM) OpraHa TOCYJapCTBEHHOM BJIACTH ToOCyIapcTBa -
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No later than 90 business days from the date of the relevant data change, the applicant, via the
unified personal account, shall submit to the registration authority:

a) an application for amending documents contained in the registration dossier that require
examination of the quality, efficacy, and safety of the medical device; this application shall
contain the information specified in Clause 64 of these Rules and, additionally, information
about the introduced changes as well as (where applicable) information on the results of clinical
trials of the medical device, including the number and date of the clinical trial result evaluation
act, and the name of the medical organization;

b) a copy (copies) of the document(s) confirming the powers of the authorized representative of
the manufacturer (producer) to represent the interests of the manufacturer (producer) and bear
responsibility in matters concerning the circulation of the medical device on the territory of the
Russian Federation, including matters regarding conformity assessment procedures and state
registration, as well as with regard to authentication of the document(s) of the manufacturer
(producer) that came into force prior to the formalization of the respective documents (the
document(s) is (are) mandatory for foreign manufacturers (producers) and is (are) submitted by
domestic manufacturers (producers) if there is an authorized representative of the
manufacturer (producer));

¢) documents confirming the possibility of conducting production at the address(es) specified in
the registration application as the production site(s) (where applicable): documents confirming
the availability of production conditions and/or copies of quality management system conformity
certificates with the requirements of GOST ISO 13485-2017 or ISO 13485:2016, as well as
copies of reports of previously conducted inspections for compliance with these standards (in
the case of submission of said conformity certificates), and/or copies of documents confirming
the compliance of the quality management system with the requirements for the
implementation, maintenance, and assessment of the quality management system of medical
devices (provided in case of inspection by an inspecting organization under the jurisdiction
(subordination) of the government authority of a state -
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ywieHa  EBpa3Wiickoro  3KOHOMHYECKOTO  CO033a,  YIOJHOMOYEHHOTO
Ha OCYIIECTBJICHHE U (WJIM) KOOPAUHAIIUIO JEATeIbHOCTH B cepe oOparieHus
MEIUIMHCKUX H3JEIUN Ha TEPPUTOPHHU ITOTO TOCYIApPCTBA, 33 HCKIIOUYECHHEM
Poccutickoit denepanun);

I) JOKyMEHTBI, yKa3aHHble B TNyHKTe 65 Hactoamux Ilpasui,
NPETEPIEBIINE COOTBETCTBYIOIINE W3MEHEHUS U CBUJIETEIIBCTBYIOIIUE O TOM,
YTO BHECEHUE OSTUX H3MEHEHMH He BJIEYeT 3a COoOO0W M3MEHEHUs CBOMCTB
M XapaKTEPUCTHK MEIUIMHCKOTO H3JAENUA, BIUAIONINX Ha e€ro 0€301acHOCTb,
KauecTBO ¥ I(P(EKTUBHOCTh, WJIX COBEPIICHCTBYET €ro  CBOICTBa
U XapaKTePUCTUKU TPH HEU3MEHHOCTH (YHKIHMOHAIBHOTO Ha3HAYEHUS
U (WIK) IPUHITUNA TEUCTBUS MEIUITUHCKOTO U3/IEITHA.

3asgBUTENb BIIpaBE MPEJCTAaBUTh HHBIE JOKYMEHTHI, O0OOCHOBBIBAIOIINE
BHECEHHE HW3MEHEHUH, He BIEKYIIMX 3a co00il M3MEHEHUS CBOMCTB
U XapaKTEPUCTUK MEIUIMHCKOTO HW3Jeus, BIUAIOIIMX HAa €ro 0e30I1acHOCTS,
KauecTBO M 3(P¢PEeKTUBHOCTh WJIM COBEPIIEHCTBYIOIIUX €ro CBOMCTBa
U XapaKTePUCTUKH TPH HEU3MEHHOCTH (YHKIHMOHAIBHOTO Ha3HAYEHUS
U (WIKM) TpHHIUIA JCHCTBUS MEIUIIMHCKOTO W3JeNus, MO COOCTBEHHOMN
WUHUIIUATHBE.

121. Peructpupytomuii opran He BIpaBe TpeOoBaTh OT 3asABUTENA
YKa3bIBaTh B 3aiBJICHUN O BHECEHUW U3MEHEHUN B IOKYMEHTBI, COJEpKAITUECS
B PETUCTPAIIOHHOM JOChE, TPEeOYIOIIUX IIPOBEIEHUS SKCIEPTU3bl KadyecTBa,
ahdekTHBHOCTH U 0€30MacCHOCTH  MEAUIIMHCKOTO  HW3JENUs, CBEACHUS
U IPEACTAaBIATh JIOKYMEHTBI, HE MPEAYyCMOTPEHHBIE MYHKTOM 120 HacTosAmux
[IpaBui.

122. B Teuenue 5 pabouux JHEH CO AHSA TOCTYIUIEHUS 3asBICHUA
O BHECCHHMM HM3MEHEHUN B JOKYMEHTHI, COAEpPKAIIMECS B PETHUCTPAIIMOHHOM
Joche, TpeOYIOMUX IIPOBENCHUS OKCIEPTU3bl KadecTBa, 3(P(PEKTUBHOCTU
1 0€30MacHOCTH MEIUIIMHCKOTO W3S, U JOKYMEHTOB, IMPEAyCMOTPEHHBIX
nyHKToM 120 HacTosumux IlpaBui, perHUCTpUpPYIOMUII OpraH MPOBOJUT
OPOBEPKY IMOJHOTBI M JOCTOBEPHOCTH COJIEPXKAIIUXCA B HUX CBEJICHUH,
B TOM UHCJIE€ IIyTEM CpPaBHEHUS TAKHUX CBEJACHUU CO CBEJCHUSIMH,
OPEACTAaBICHHBIME  OpPraHaMH  TOCYJApCTBEHHOM  BIACTH B TMOPSAJKE
MEXBEJJOMCTBEHHOTO  MH(OPMAITMOHHOTO  B3aUMOJECHCTBUA  MOCPEICTBOM
CUCTEMBI MEKBEJIOMCTBEHHOT'O JIEKTPOHHOTO B3aUMO/ICHCTBUSL.

123. B caydae ecnm 3asBJICHHE O BHECEHHM WU3MEHEHUM B JOKYMEHTHI,
colepKaluecss B PETHCTPAllUOHHOM  JOChE, TPeOYIOIUX MPOBEACHUS
DKCIEPTU3Bl KauecTBa, J(PGEKTUBHOCTM U OE30MACHOCTH MEAUIIMHCKOTO

"nLn

u3zienusi, opopMIIEHO C HapyUIEHUEM ITOJIOKEHUN MyHKTa 64 ¥ moAmyHKTa "a
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of a member of the Eurasian Economic Union, authorized

to carry out and/or coordinate activities in the field of circulation
of medical devices in the territory of that state, with the exception
of the Russian Federation);

g) documents specified in clause 65 of these Rules,

which have undergone corresponding changes and attest that the introduction of these changes
does not entail a change in the properties

and characteristics of the medical device affecting its safety,
quality, and effectiveness, or improves its properties
and characteristics while maintaining the same functional purpose

and/or principle of operation of the medical device.

The applicant is entitled to submit other documents substantiating

the introduction of changes that do not entail a change in the properties
and characteristics of the medical device affecting its safety,

quality, and effectiveness, or improving its properties

and characteristics while maintaining the same functional purpose

and/or principle of operation of the medical device, at their own initiative.

121. The registering authority is not entitled to require the applicant
to indicate in the application for making changes to the documents contained

in the registration dossier, which require conducting an examination of the quality,
effectiveness, and safety of the medical device, information

or to submit documents not provided for in clause 120 of these Rules.

122. Within 5 working days from the date of receipt of the application

for making changes to the documents contained in the registration dossier, requiring an
examination of the quality, effectiveness,

and safety of the medical device, and the documents specified
in clause 120 of these Rules, the registering authority shall check
the completeness and reliability of the information contained therein,

including by comparing such information with that provided by the public authorities in the
manner of interdepartmental information interaction

via the interdepartmental electronic interaction system.

123. If the application for making changes to the documents

contained in the registration dossier, requiring an examination
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of the quality, effectiveness, and safety of the medical device, is prepared in violation of the
provisions of clause 64 and subclause "a"
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nynkta 120 wnactosmmx IlpaBun, u (Wau) MpeacTaBIEHHBIE JTOKYMEHTHI
oOpMIICHBI ¢ HapyIICHUEM IIOJIOKEHUH MYHKTOB 53 - 55 HacTosmux [lpasui,
U (WIK) B 3asBJICHUU O BHECEHHHM W3MEHEHUN B JTOKYMEHTBI, COJAEpIKAITUECS
B PETUCTPAIMOHHOM JOChE, TPEOYIOIIUX TMPOBEIEHUS DKCIEPTU3bl KadyecTBa,
3¢ HEKTUBHOCTH U 0€30IIACHOCTH MEIUIIMHCKOTO M3JIETUA U MPEACTaBICHHBIX
JOKyMEHTaX yKa3aHbl HEJOCTOBEpHbIE CBEACHUS, U (WIM) JOKYMEHTHI,
npeaycMoTpeHHsle  myHKToM 120  Hactosmmx [IpaBun, mpeacTaBIIEHBI
HE B TOJHOM O0BEME, PETUCTPUPYIOIIUNA OpraH YBEJIOMIIAET 3asABHTENA
O  HEOOXOAUMOCTH  YCTPAaHEHHS  BBIABICHHBIX  HapyIIeHUH U (WIIN)
NpeCTaBIeHNUs] OTCYTCTBYIOIIUX JOKYMEHTOB B TeueHue 30 pabouux gHEH
CO JIHA pa3MEIIeHHs] TAKOTO YBEAOMIIEHHUS B (JOPME IIEKTPOHHOTO JIOKYMEHTA,
NOJMUCAHHOTO YCHJICHHOW KBaMU(UIIMPOBAHHON 3JIEKTPOHHOM MOJAMUCHIO
YIOJTHOMOUYEHHOTO JOJDKHOCTHOTO JIMIA, B €AMHOM JIMYHOM KaOWHETe
3asBUTENS M DJIEKTPOHHOM KaOWHETe 3asBUTENSA. YCTPAHEHHE BBIABICHHBIX
HapyuieHuH U (WIM) TIPeACTaBICHUE TOKYMEHTOB, KOTOpBIE OTCYTCTBYIOT,
3asIBUTENH OCYUIECTBIISET OCPEJCTBOM €IMHOTO TUYHOTO KAOMHETA 3asIBUTEIS.

Bpemsi co IHS yBENOMIIEHHS PETUCTPUPYIOUIUM OPraHOM 3asBUTENS
IO JHS TOJyYEHHS OTBETA Ha YBEAOMIICHHE WJIM  YBEJOMIICHUSA
O HEIpEJCTAaBICHUU OTBETAa Ha 3alpPOC HE YYUTHIBAECTCA IIPU HCUHUCICHUHU
CpOKa TMpOLEAYPHl BHECEHHUS HM3MEHEHUW B JOKYMEHTHI, COJEpPKAIIHECS
B PETUCTPAIUOHHOM JOChHE.

124. B Tteuenne 3 paboumx JHEH cO [JHSA 3aBEpIICHHS IIPOBEPKH,
npeaycMoTpeHHor nyHktoM 90 nactosimux [IpaBun (B ciyyae npeicTaBiIeHUS
HaJJIeKauM o0pa3oM 0QOPMIIEHHOTO 3asBJICHUS O BHECEHHHM W3MEHEHUN
B JOKYMEHTBI, COJAEpIKalMecs B PETUCTPALIMOHHOM JOChE, TPEOYIOMUX
NPOBENEHUS DKCIEPTHU3bl KadecTBa, HJ(PQPEKTUBHOCTH U  0€30MacCHOCTH
MEIUITUHCKOTO U3JENHsI, U B IIOJIHOM 00beME TOKYMEHTOB, IIPEAYCMOTPEHHBIX
nyHktoM 120 nHactrosmux I[lpaBmi), a Takke B cilydae yCTpaHEHUsS B CPOK,
He npeBblmatomuit 30 pabouymx — AHEW, BBIABICHHBIX — HapylIeHUH
U (WIM) TpeacTaBleHUs JOKYMEHTOB, TIPEIyCMOTPEHHBIX IMyHKTOM 120
Hacrosmux IlpaBun, perucTpupyromuii opraH NpPUHHUMAET  PEIICHUE
0 Hayalie MPOLENYypbl BHECEHHS W3MEHEHUU B JOKYMEHTHI, COJEpPKAIIHECS
B PETUCTPAIUOHHOM JOChHE.

125. B cnyuae eciu B Cpok, He mpeBbimaromuii 30 paGoumx gHEH,
HE YCTpPaHEHBI BBIBJIICHHBIE HAPYIICHUS U (WJIK) HE NPEICTABICHBI JOKYMEHTHI,
KOTOpBIE OTCYTCTBYIOT, B TOM 4YHCIE€ C YYE€TOM IMIOJIOKEHUS ITyHKTa 53
Hacrosamux IlpaBun, perucTpupyromuii opraH NpPUHHUMAET  PEIICHUE
O TMPEKpAIllEHUU JAIBHEHIIEr0 pPacCMOTPEHUS 3asBICHUS O BHECEHHU
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of paragraph 120 of these Rules, and/or the submitted documents are prepared in violation of
the provisions of paragraphs 53-55 of these Rules, and/or the application for making
amendments to the documents contained in the registration dossier, requiring an expert
examination of the quality, effectiveness, and safety of the medical device, and the submitted
documents contain inaccurate information, and/or the documents stipulated by paragraph 120
of these Rules are not submitted in full, the registration authority shall notify the applicant of
the need to eliminate the identified violations and/or submit the missing documents within 30
business days from the date such notification is posted in the form of an electronic document,
signed with an enhanced qualified electronic signature of the authorized official, in the
applicant’s unified personal account and in the applicant’s electronic account. Elimination of the
identified violations and/or submission of the missing documents shall be carried out by the
applicant via the applicant’s unified personal account.

The time period from the date of notification by the registration authority to the applicant until
the date of receipt of the response to the notification or notification of failure to provide a
response to the request is not included in the calculation of the term of the procedure for
making amendments to the documents contained in the registration dossier.

124. Within 3 business days from the date of completion of the inspection provided for by
paragraph 90 of these Rules (in the case of the submission of a duly executed application for
making amendments to the documents contained in the registration dossier requiring an expert
examination of the quality, effectiveness, and safety of the medical device, and full submission
of the documents stipulated by paragraph 120 of these Rules), as well as in the case of timely
elimination, not exceeding 30 business days, of the identified violations and/or submission of
the documents stipulated by paragraph 120 of these Rules, the registration authority shall
decide to initiate the procedure for making amendments to the documents contained in the
registration dossier.

125. In the event that, within a period not exceeding 30 business days, the identified violations
are not eliminated and/or the missing documents are not submitted, including taking into
account the provisions of paragraph 53 of these Rules, the registration authority shall decide to
terminate the further consideration of the application for making amendments to the documents
contained in the registration dossier.
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U3MEHEHUH B JIOKYMEHTBI, COJEp)KaIllUecs B PETUCTPAIHOHHOM JOChE,
TpeOYIOITUX IIPOBEECHHUS IKCIIEPTH3HI kauecTBa, 3O(PEeKTHUBHOCTH U 0€30IIaCHOCTH
MEIUIMHCKOTO0 M3JEIusA, W JOKYMEHTOB, IPEAyCMOTPEHHBIX MyHKTOM 120
Hacrosamux [IpaBui, u uHGopMupyeT 00 3TOM 3agBUTEIA IyTEM pa3MEIICHUSI
COOTBETCTBYIOIIETO YBEAOMIICHHS ¢ MOTUBUPOBAHHBIM OOOCHOBaHHUEM ITPUYHH
OPUHATHS ~YKa3aHHOTO pelieHus B ¢GopMe 3JIEKTPOHHOTO JIOKYMEHTA,
MOAMUCAHHOTO YCHJICHHOW KBaTM(UIMPOBAHHON 3JICKTPOHHON IMOIIHCHIO
YIOJHOMOYEHHOTO JOJDKHOCTHOTO JIMIA, B €AMHOM JIMYHOM KaOWHETE
3asBUTEII U JICKTPOHHOM KaOHUHETEe 3asBUTE.

126. Buecenune M3MEHEHUH B JIOKYMEHTHI, cojiepiKaIIuecs
B PErUCTPAllHOHHOM JI0Che, TPEOYIOMIUX IPOBEACHUS IKCIEPTU3bl KauecTBa,
3(PEKTUBHOCTU M O€30MMaCHOCTH MEIUIMHCKOTO U3JIeTHs, OCYIIECTBIIACTCS
PETUCTPUPYIOIIUM OPTraHOM B CPOK, HE IIpeBbIMaromuii 36 pabouux gHei
CO JHS TIOCTYIUICHHS 3asBJICHHS O BHECEHHM HW3MEHEHMH B JOKYMEHTHI,
cojepKallliecss B  PETHCTPAIIMOHHOM JOChe, TPeOYIOMIUX TPOBEICHHS
DKCHEPTU3bl KkadecTBa, H(PPEKTUBHOCTH U OE30MACHOCTH MEIUIIMHCKOTO
U3JIeNds, U JOKYMEHTOB, IPEAYCMOTPEHHBIX TyHKTOM 120 HacTosmux [Ipasui.

127. B tedenue 3 paGouux AHER co JHA NMPUHATHS PEIICHHUS O Hayaje
npoueaypbl  BHECEHMS  HM3MEHEHHH B JIOKYMEHTBI,  COJACpKaIlHecs
B PETHCTPAIHOHHOM JIOChe, PETUCTPUPYIOMIUM OpraH O(QOpMIISIET U BBITAET
3a/1aHue Ha IIPOBEICHUE IKCIIEPTHU3BI IKCIIEPTHOMY YUPEKICHUIO.

128. DkcnepTu3a 3asBICHHS O BHECCHHM H3MEHEHHH B JIOKYMEHTHI,
cojJepKallliecss B  PETHCTPAIIHOHHOM JOChe, TPEeOYIOMIUX TPOBEICHHS
DKCHEPTU3bl KkadecTBa, H(PPEKTUBHOCTH W OE30MACHOCTH MEIUIIMHCKOTO
u3JleNiusd, W JOKYMEHTOB, yKa3aHHBIX B MyHKTe 120 Hactosmux IlpaBui,
OCYILIECTBIAETCS OJHOBPEMEHHO C IIPOBEJECHHUEM OKCIEPTU3Bl IOJHOTHI
U PE3yJIbTAaTOB MCIBITAHUH M MCCIENOBAaHUH B CpPOK, HE IPEBBIIIAIOIIHII
15 pabounx gHEe co JHA IOJYYEHHSA  OKCHEPTHBIM  YUpEKICHHUEM
COOTBETCTBYIOIIETO 3aJaHUs PETUCTPUPYIOIIETO OpraHa.

129. Ilpu  mpoBedeHUH  SKCIEPTU3Bl  KadecTBa, 3(PPEKTUBHOCTH
U OC30MacHOCTH MEIUIMHCKOIO0 M3JeIus He JOIycKaeTcs HCcTpeboBaHUE
DKCIEPTHBIM YUpPEXKACHHEM YV 3asBUTEIA JIMOO UHBIX JIMIl MaTepHalioB,
HEOOXOUMBIX IS IIPOBEACHUS SKCIIEPTHU3HI.

B ciydyae HEZOCTaTOYHOCTH I BBIHECEHHS SKCIEPTOM 3aKIIOUCHHS
MaTepHajoB M CBEJCHHUH, cojep)KallluXxcs B IIPEACTaBICHHBIX 3asBUTEIEM
3a4BJICHMM O BHECEHHH M3MEHEHHH B  JOKYMEHTBHI, COJepKaIluecs
B PErUCTPAllIOHHOM JI0Che, TPEOYIOMIUX IPOBEACHUS KCIIEPTU3bl KauecTBa,
apekTUBHOCTY U 0€30MaCHOCTH MEIULMHCKOTO H3JEIHA, W JOKYMEHTaXx,
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of amendments to the documents contained in the registration dossier that require an expert
examination of the quality, effectiveness, and safety of the medical device, and the documents
stipulated by paragraph 120 of these Rules, and informs the applicant by posting the respective
notification with a substantiated justification for the decision in the form of an electronic
document signed by a reinforced qualified electronic signature of the authorized official in the
applicant's unified personal account and electronic cabinet.

126. Amendments to the documents contained in the registration dossier that require an expert
examination of the quality, effectiveness, and safety of the medical device shall be carried out
by the registering authority within no more than 36 working days from the date of receipt of the
application for amendments to documents contained in the registration dossier that require an
expert examination of the quality, effectiveness, and safety of the medical device, and the
documents stipulated by paragraph 120 of these Rules.

127. Within 3 working days from the date of the decision to initiate the procedure for making
amendments to the documents contained in the registration dossier, the registering authority
prepares and issues an assignment for expert examination to the expert institution.

128. The expert examination of the application for amendments to the documents contained in
the registration dossier, requiring an expert examination of the quality, effectiveness, and
safety of the medical device, and the documents specified in paragraph 120 of these Rules, is
carried out simultaneously with the expert examination of the completeness and results of
testing and studies, within a period not exceeding 15 working days from the day the expert
institution receives the appropriate assignment from the registering authority.

129. During the expert examination of the quality, effectiveness, and safety of the medical
device, the expert institution is not permitted to request from the applicant or other persons any
materials necessary to conduct the expert examination.

In case the materials and information contained in the application for amendments to the
documents submitted by the applicant, contained in the registration dossier that require an
expert examination of the quality, effectiveness, and safety of the medical device, and the
documents, are insufficient for the expert to issue a conclusion...
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npeAyCMOTPEeHHBIX MyHKTOM 120 HacTtostmux IIpaBui, skcnepT CTaBUT BOIPOC
O TPEJCTaBIEHUM €My HEOOXOIUMBIX MaTepHalOB M CBEJCHUU Mepen
PYKOBOJMUTENEM  OJKCIEPTHOTO  YUPEXKJEHHUs,  KOTOpbI  oOpaiaercs
C COOTBETCTBYIOIINUM 3alIPOCOM B PECUCTPUPYIONIUI OpraH, BEIJABIINMI 3aIaHUE
Ha TIPOBEJEHHUE OKCIEPTU3bl. YKa3aHHBIM 3alpoc JOKEH COAEpKaTh
UCUYEPNIBIBAIOIINIT MIEPEYEHh BCEX BOIPOCOB, MAaTEPHANIOB U CBEJICHUM,
HEOOXOUMBIX DKCIEPTY UL POBECHUS DKCIIEPTHU3HI.

Peructpupytoiiiuii oprat B Te€deHHE 2 pabouux THEN CO AHS MOCTYIUICHUA
3ampoca PYKOBOJUTENSA HKCHEPTHOTO YUPEKACHUS HAIPABIAECT 3asABUTEIIO
3aMpoc O MPEJCTaBICHUH HEOOXOAMMBIX CBEJACHHH C yKa3zaHHEM XapaKTepa
3aMeuaHuil M crmocoba UX YCTpaHeHHWs. YKa3aHHBIM 3alpoc HaIpaBiIsAeTCs
OJIHOKpaTHO B (opMe 3JIEKTPOHHOTO JIOKYMEHTA, IMOAMUCAHHOTO YCHJIEHHOMN
KBJTU(QHUITUPOBAHHOM AJIEKTPOHHOMN MOATUCHIO YIIOJTHOMOYEHHOTO
JOJKHOCTHOT'O JIMIIA, IMOCPEICTBOM pa3MEIIEHUs B DJJIEKTPOHHOM KaOWHETe
3asIBUTENS U €IMHOM JIMYHOM KaOUHETe 3asBUTES.

3asgBUTENh 0053aH MPEJCTABUTh OTBET Ha 3allpoC PETUCTPUPYIOIIETO
opraHa IOCpPEACTBOM €JIMHOTO JIMYHOTO KaOWHEeTa 3asBUTENs] B CPOK,
He mnpesblaromuit 50 pabouux OHEH cO AHA HaMpaBleHHs 3TOTO 3ampoca.
B Teuenme 2 pabGoumx AHEH cO JHA TOCTYIUIEHUS OT 3asgBUTENS OTBETa
Ha 3alpoC PETUCTPUPYIOLIMN OpraH HaIpaBseT TaKOW OTBET B JKCIEPTHOE
yupexjaenue. B cmydae HempejactaBiieHus 1o uctedeHuu S0 pabouux gHEH
3asBUTEJIEM OTBETA Ha 3alpoC PETHCTPUPYIONINI OpraH B TeueHUe 2 pabouux
JTHEN HAIpaBIsET B SKCIEPTHOE YUPEKICHUE YBEJOMIICHUE O HEMPEACTABICHUU
3asBUTEJIEM OTBETAa Ha 3aIllpoC PETUCTPUPYIOLIETO OpraHa sl TOJATOTOBKHU
3aKIIOYEHUS O BO3MOXKHOCTH (HEBO3MOXKHOCTH) BHECEHHsS] H3MEHEHUH
B JIOKYMEHTBI, COAEpIKAIIUECS B PETHCTPAIIMOHHOM J0Che, (opMa KOTOPOTO
yTBEpKIAacTCI MUHHCTEPCTBOM 3apaBooxpaHeHusa Poccuiickont @Pemepanuu
(manee - 3aKiIOYEHHE O BHECEHHMM W3MEHEHUN B JOKYMEHTHI, COJEpIKAITUECS
B PErUCTPallUOHHOM JOChE€), HAa OCHOBAaHUHU JIOKYMEHTOB, WMEIOIIUXCS
B €r0 paclopsKEHUU.

Bpems co AHS HampaBieHUs 3alpoca PErUCTPUPYIOMIETO OpraHa A0 JTHS
MOJIyYEHHs] OTBETAa Ha 3aIllpoC WM YBEAOMIICHHS O HETPE/ICTABICHUU OTBETA
Ha 3aIpoC HE YYMTHIBAETCS NPHU HCUHUCICHUH CPOKA IMPOBEICHUS IKCIEPTH3BI
KauecTBa, 3 HEKTUBHOCTH U 6€30MaCHOCTU METUITMHCKOTO U3EIIUS.

[Ipn BBIABICHUU PETUCTPUPYIONIUM OpPraHOM B IIPEICTABIICHHBIX
3asBUTEJEM B OTBET Ha 3alpoc JOKYMEHTaX HEJOCTOBEPHBIX U (WJIH)
HEJOCTATOUYHBIX CBEICHUA WIH JTOKYMEHTOB U (WIM) HECOOTBETCTBUS
OoQOpMJIEHUS TPEJCTABIECHHBIX JOKYMEHTOB IIOJOXKEHUSIM MYHKTOB 53 - 55
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As provided for in paragraph 120 of these Rules, the expert raises the issue of submission of the
necessary materials and information before the head of the expert institution, who then submits
a corresponding request to the registration authority that issued the assignment for the expert
examination. This request must contain an exhaustive list of all questions, materials, and
information required by the expert for conducting the expert examination.

The registration authority, within 2 business days from the date of receipt of the request from
the head of the expert institution, shall send the applicant a request for submission of the
necessary information, specifying the nature of the comments and the methods for their
resolution. The said request is sent once in the form of an electronic document signed with an
enhanced qualified electronic signature of an authorized official, by posting it in the applicant’s
electronic account and unified personal account.

The applicant is required to provide a response to the request of the registration authority
through the unified personal account of the applicant within a period not exceeding 50 business
days from the date the request was sent. Within 2 business days from the date of receiving the
response from the applicant to the request, the registration authority shall forward this response
to the expert institution. In the event that the applicant fails to provide a response to the
request after the expiration of 50 business days, the registration authority, within 2 business
days, shall send the expert institution a notification of the applicant’s failure to respond to the
request of the registration authority in order to prepare an opinion on the possibility
(impossibility) of making amendments to the documents contained in the registration dossier,
the form of which is approved by the Ministry of Health of the Russian Federation (hereinafter
referred to as the opinion on making amendments to the documents contained in the
registration dossier), based on the documents available at its disposal.

The period from the date of sending the request of the registration authority until the date of
receiving the response to the request or notification of the failure to provide a response shall
not be counted towards the duration of the expert examination of the quality, efficacy, and
safety of the medical device.

If the registration authority identifies unreliable and/or insufficient information or documents,
and/or a discrepancy in the formatting of the submitted documents with the provisions of
paragraphs 53-55 in the documents provided by the applicant in response to the request,
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HacTosiux [lpaBuin peructpupyroniuii opran B TedeHHe 2 pabouux JgHEH
HaIpaBJIsIeT 3agaBUTENO (B (OpMe 3JIEKTPOHHOTO JAOKYMEHTA, IMOJNHUCAHHOTO
YCHJIEHHON KBaNu(DUIMPOBAHHON 3JIEKTPOHHON TMOJNUCHIO YIOTHOMOUYEHHOTO
JOJIKHOCTHOT'O JIMIIA, TIOCPEACTBOM pa3MEHIEHUS B €IMHOM JIMYHOM KaOWHETe
3asBUTENS M DJIEKTPOHHOM KaOWHETe 3asBUTENSI) MOTHBHUPOBAHHOE pEUICHUE
O BO3MOXHOCTH IIOBTOPHOTO TIPE/ICTABICHUS 3agBUTENEM JO HCTECUCHUS
50 paGounx OHEW co JHSA HampaBleHUs 3ampoca JT0pabOTaHHBIX JTOKYMEHTOB.
[Ipn HEmpeAcCTaBICHUM 3aABUTEIIEM B YKa3aHHBIA CpPOK 3alpallhuBacMbIX
JOKYMEHTOB M  CBEJIEHHH  JKclepTuza  KadecTBa,  3(P(PEKTUBHOCTH
U 0e30MacCHOCTH MEIUIIMHCKOTO HU3JeIUd NPOJOIIKAETCS 10 HaXOIAIIUMCS
B PacHOpsDKEHHUM  JKCIEPTHOTO  YUPEXKACHUS paHee IpeJICTaBICHHBIM
3asBUTENEM JIOKYMEHTaM M CBEICHUSIM, COJEPKAIIUMCS B PETHUCTPAIMOHHOM
J0Che.

130. DkcniepTHOE yUpexkACHHE B CPOK, HE MpeBblmaronmi 15 padounx
JTHEN cO AHS TOJIy4eHUS JOKYMEHTOB, YKa3aHHBIX B NMyHKTe 120 HacTosmux
[IpaBui, NPOBOAUT IKCIEPTU3Y, MPEAYCMOTPEHHYIO MYHKTOM 127 HacTOSIIHUX
[IpaBui, U HampaBiseT B PETUCTPUPYIOMIMI OpraH 3ak/IlOUEHHE O BHECEHUU
U3MEHEHUH B JOKYMEHTBI, COJIEpKallliecs B pETUCTPAIIHOHHOM JOChE.

131. OcHOBaHUsIMH 11 BBIHECEHUSA  OAKCIEPTHBIM  YUPEKICHUEM
3aKIIOYEHUS O BHECEHMM UW3MEHEHHUH B  JIOKYMEHTBI, COJEpIKaITUecs
B PETUCTPAIIMOHHOM J0ChE€, CBUJETEILCTBYIOIIETO O HEBO3ZMOXXHOCTY BHECEHUS
U3MEHEHHUH B JOKYMEHTBI, COJIEPIKAITUECS B PETUCTPAIIMOHHOM JI0ChE, SIBJISIFOTCS:

a) HEIOCTOBEPHOCTh  IPEJCTaBICHHBIX CBEIECHUM, OOOCHOBBIBAIOIINX
BHECEHUE WM3MEHEHUH, B TOM YHCJE BBIABICHHBIX PETUCTPUPYIOIIUM OPraHOM
o pe3yibTaTaM TOCYJAPCTBEHHOTO KOHTposisl (Haj3opa) 3a oOpalieHueM
MEIUITUHCKUX U3IETHH;

0) OTCYTCTBHE B TPEJCTABICHHBIX 3asiBUTENIEM JTOKYMEHTaX CBEJICHUI,
MOJTBEPKAAIONINX, YTO U3MEHEHUS, BHOCUMBIE B JIOKYMEHTHI, COACPIKAITUECS
B PETHUCTPAIIMOHHOM J0Ch€, HE BJIEKYT M3MEHEHHE CBOMCTB U XapaKTEPHUCTUK,
BIUSIONINX Ha KauecTBO, 3(P(HEKTUBHOCTH, M 0€30MacHOCTh MEIUIIMHCKOTO
U3ETUs, UIH COBEPIICHCTBYIOT CBOMCTBA M XapaKTEPUCTUKU MIPU HEU3MEHHOCTH
(GYHKIMOHAIBLHOTO Ha3HAUEHUS | (WIU) TPUHIUIA JEUCTBHS MEIUIIMHCKOTO
U3JIEIHS;

B) OTCYTCTBUE CBEJICHUH, MIOITBEPIKAAIOITUX HEU3MEHHOCTD
(GYHKIHMOHAIBLHOTO Ha3HAUEHUS | (WIW) TPUHIUIA JEUCTBHS MEIUIIMHCKOTO
U3JIEIHS B CBA3U C BHOCUMBIMHU H3MEHEHUSIMH B JIOKYMEHTAIIHIO;

') HeOOXOUMOCTh TMPOBEJCHUS TOCYAAPCTBEHHONU pPETUCTpAIlUd HOBOTO
MEIUITUHCKOT'0 U3/CNIUA B COOTBETCTBUHU ¢ ITyHKTOM 110 Hactoamux I[Tpasun;
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of these Rules, the registration authority, within 2 working days, sends the applicant (in the
form of an electronic document signed with an enhanced qualified electronic signature of an
authorized official, by way of placement in the applicant's unified personal account and
electronic cabinet) a reasoned decision on the possibility for the applicant to resubmit, before
the expiration of 50 working days from the date the request was sent, the revised documents.

If the applicant fails to submit the requested documents and information within the specified
period, the examination of the quality, efficacy, and safety of the medical device shall proceed
based on the documents and information previously submitted by the applicant and contained
in the registration dossier and available to the expert institution.

130. The expert institution, within no more than 15 working days from the date of receipt of the
documents specified in clause 120 of these Rules, shall carry out the examination provided for
in clause 127 of these Rules and shall send the registration authority a conclusion regarding the
introduction of changes into the documents contained in the registration dossier.

131. The grounds for the expert institution to issue a conclusion regarding the introduction of
changes into the documents contained in the registration dossier, indicating the impossibility of
introducing changes into the documents contained in the registration dossier, are as follows:

a) inaccuracy of the submitted information substantiating the introduction of changes, including
that identified by the registration authority as a result of state control (supervision) over the
circulation of medical devices;

b) absence in the documents submitted by the applicant of information confirming that the
changes introduced into the documents contained in the registration dossier do not entail
changes to the properties and characteristics affecting the quality, efficacy, and safety of the
medical device, or that the changes improve properties and characteristics while maintaining
unchanged the functional purpose and/or principle of operation of the medical device;

c) absence of information confirming the invariability of the functional purpose and/or principle
of operation of the medical device in connection with the changes introduced into the
documentation;

d) the necessity to carry out the state registration of a new medical device in accordance with
clause 110 of these Rules;
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1) HATUYUEe HEJAOCTOBEPHBIX CBEACHHH B JTOKYMEHTAaX, COAEpIKaIIuXcs
B PETUCTPAIMOHHOM JIOCKE.

132. B cpok, He npeBblmatoniuii 10 padounx gHEH co JHS IMOIYyYCHHS
3aKIIOYEHUS O BHECEHMM W3MEHEHHUH B JIOKYMEHTBI, COJEpIKAITUECs
B  PETHCTPAlIUOHHOM  JOChE, PETHCTPUPYIOMIMK OpraH  OCYIIECTBISET
CJIeIYIONIHE MEPOTIPUATHUS

a) OIleHKa 3aKJIIOYEHHs O BHECEHUUM U3MEHEHHH B JOKYMEHTHI,
coJiepKalluecss B PETHCTPAIMOHHOM JOCHE, U OINPENENICHHS COOTBETCTBUSA
3aJlaHUIO0 Ha MIPOBEJICHHUE DKCIIEPTU3bI. B cilyyae ycTaHOBJIEHHS] HECOOTBETCTBUS
3aKIIOYEHUS O BHECEHMM UW3MEHEHHUH B  JIOKYMEHTBI, COJEpIKaITUeCs
B PETUCTPAllMOHHOM JIOChE, YKa3aHHOMY 3aJlaHHUI0 TaKOE€ 3aKIIoUeHUE
BO3BpAI[a€TCsI B DJKCIEPTHOE YUpEXKICHHE Ha JI0paboTKy, CpOK KOTOpOM
cocTaBiisieT He ©Oojee 2 pabouux JHEM co JHA MOJYYEHHUS SKCIEPTHHIM
yUpEeXKICHHUEM BO3BPAILIEHHOTO 3aKIIOYECHHS;

0) B cily4ae T[OJy4YeHUA 3aKIIOUEHHS O BHECEHMM W3MEHEHHUHU
B JIOKYMEHTBI, COJIepXKaIINecs B PETUCTPAIMOHHOM JI0ChE, MPEAYCMOTPEHHOTO
nyHkToMm 131 Hacrosmux I[lpaBui, He mo3AHee cleAyIOUIETo pabouyero IHS
nocjie IPOBEACHHS OLUEHKH TaKOTO 3aKIIOUEHHs [UI  ONpeleIeHUs
COOTBETCTBHS 3a/laHUI0 Ha IIPOBEJICHUE SKCIEPTU3Bl PETHUCTPUPYIOUIUI OpraH
pa3MelaeT JIEKTPOHHBIN 00pa3 3TOro 3aK/IIOYEHHs B 3JIEKTPOHHOM KaOUHETe
3asBUTENS W HaIpaBlII€T COOTBETCTBYIOIIME CBEJEHUS B €JUHBIM JIMYHBIN
KaOWHET 3asiBUTES.

B Tteuenune 10 pabouux gHEH cO JHSA pasMEILlEHUS B 3JIEKTPOHHOM
KaOWHETe 3asiBUTENS 3aKIIOYEHUS O BHECEHHMHM H3MEHEHMH B JOKYMEHTHI,
colep)Kaliuecss B PETUCTPAIIMOHHOM JI0Che, YyKa3aHHOro B IyHKTe 131
HacTosiux [IpaBmil, 3asdBUTENh BIIPaBE O3HAKOMUTHCA C 3aKIIOYECHUEM
O BHECEHHWH W3MEHEHUH B JOKYMEHTHI, COJIepKallluecsl B PErUCTPallMOHHOM
J0che, U, MPU HAIWYUU BO3PAXKEHUH, HAINPABUTh BO3PAKEHUS IIOCPEICTBOM
AJEKTPOHHOT'O KaOUHETa 3asBUTEJIA.

B ciydae mocTymieHus HOCpe/ICTBOM 3JIEKTPOHHOTO KaOUHETa 3asBUTEIS
B Cpok, He mpeBbimamomuil 10 paboumx gHeH, BO3paKEeHUN 3asABUTENA
Ha 3aKIIOYEHHE O BHECEHHMM HW3MEHEHHH B JIOKYMEHTBI, COJEpIKaITuecs
B PETHUCTPAIMOHHOM [IOChE, MpEAyCMOTpeHHOe MyHKToM 131 HacTosmux
[IpaBun, peructpupyromuii opran B TedueHue 30 paboumx 1HeH co JHA
NOCTYIUIEHUST BO3pa)KEHUN paccMaTpuUBaeT MX C TPUBJICUEHHUEM DKCIEPTHOTO
yupexkJICHUs, BRIHECIIETO TaKoe 3akitoueHue. B ciayyae ecnu B yCTaHOBJIEHHBIN
CPOK BO3paKEHUS 3asgBUTENs] HE TOCTYINWIH, PETUCTPUPYIOUIUH oOpraH
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d) the presence of inaccurate information in the documents contained in the registration
dossier.

132. Within a period not exceeding 10 business days from the date of receipt of the opinion on
making amendments to the documents contained in the registration dossier, the registration
authority shall carry out the following activities:

a) evaluation of the opinion on making amendments to the documents contained in the
registration dossier to determine compliance with the task for conducting the expert
examination. In the event that the opinion on making amendments to the documents contained
in the registration dossier does not correspond to the specified task, such opinion shall be
returned to the expert institution for revision, the period of which shall not exceed 2 business
days from the date the expert institution receives the returned opinion;

b) in the event of receipt of the opinion on making amendments to the documents contained in
the registration dossier as provided for by paragraph 131 of these Rules, no later than the
following business day after the evaluation of such opinion for compliance with the task for
conducting the expert examination, the registration authority shall place the electronic copy of
this opinion in the applicant’s electronic account and send the relevant information to the
unified personal account of the applicant.

Within 10 business days from the date the opinion on making amendments to the documents
contained in the registration dossier, as specified in paragraph 131 of these Rules, is placed in
the applicant’s electronic account, the applicant has the right to familiarize themselves with the
opinion on making amendments to the documents contained in the registration dossier and, if
there are objections, to submit objections through the applicant’s electronic account.

If, within a period not exceeding 10 business days, the applicant submits objections through the
applicant’s electronic account with regard to the opinion on making amendments to the
documents contained in the registration dossier, as provided for by paragraph 131 of these
Rules, the registration authority, within 30 business days from the date of receipt of the
objections, shall examine them with the involvement of the expert institution that issued such
opinion. If objections from the applicant are not received within the prescribed period, the
registration authority shall carry out the activities provided for in subparagraphs "v" and "g"
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HACTOAIIEro IMyHKTa. IIpH paccMOTpeHHH BO3paKEHHUI PErUCTPUPYIONIUN OpraH
pu HEOOXOIUMOCTH JTaYH MTOSCHEHUH IIPUBJIEKAET 3asIBUTEIIA.

[lo wrToramMm paccMOTPEHHUS BO3PAKECHHN IIPUHHUMAETCS pPCIICHUE
O TMpU3HAHUM BO3PAXKEHHUH I[MOJHOCTHIO WIM YacTHUYHO OOOCHOBAHHBIMH,
KOTOpoe 0oQOpMIIIETCS IMHCBMOM PETHCTPHPYIOUIETO0 OpraHa M HaIlpaBlIeTCs
B aJpec AKCIEPTHOTO YUPEKJCHHUS C IMPUIOKCHHEM 3aKIIOUCHHS O BHECEHHH
U3MEHEHUH B JIOKYMEHTBI, COJEpKAIlUeCs B PETUCTPAIHOHHOM JOChE,
npeaycMoTpeHHoro myHkToM 131 Hacrosmmux IlpaBun, Ha 10pabOTKY, CpPOK
KOTOpPOM He IIpeBbIIIaeT 5 pabouux JHEH cO AHSA IOJYUYEHHUS SKCIEPTHBIM
YUPEKJICHHEM  BO3BpAIlEHHOI'O  3aKJIIOUEHHsS O BHECEHHM HM3MEHEHHUHU
B JJOKYMEHTBI, COJCpPIKAIlNeCTd B PETHUCTPAIIMOHHOM JIOChE, THOO0 O IMPHU3HAHUU
BO3PaKEHHH MOJTHOCTHIO HE 000CHOBAaHHBIMH.

Bpemsa co 1Hs pa3MelieHUs PEerucTPUPYIOIIUM OPraHOM B 3JIEKTPOHHOM
KaOMHETEe 3asiBUTENIS 3aKIIOUEHHUS O BHECEHUHM W3MEHEHHH B JOKYMEHTHI,
cojepKallliecss B PETHCTPAIlHOHHOM JIOChe, YKa3aHHOro B IyHkTe 131
HacTrosAmux IlpaBuia, M0 MNPUHATHS pPEIICHUS II0 HTOTaM PacCMOTPECHHS
BO3PaKEHHI HE YUYUTHIBACTCH MPU MCUUCICHHH CPOKa MPOBEACHUS SKCICPTH3bI
KauecTBa, 3 PEKTUBHOCTH U OE30MTaCHOCTH MEIUIIMHCKOTO HU3/ICIINS;

B) IPUHSATUE PEIICHUS O BO3MOXHOCTH (HEBO3MOXXHOCTH) BHECECHHS
HU3MEHEHUH B JTOKYMEHTBI, COJEPKAIINECS B PETHCTPAITHOHHOM JIOChE, KOTOPOE
odopMIISIETCA TIPUKA30M PETHUCTPUPYIOIIETO oOpraHa, U HHOOPMHpOBaHUE
3aABUTENISI O TIPUHATOM PEIICHHU IyTeM HaIMpaBJiIeHUs COOTBETCTBYIOIIETO
yBeIIOMJIEHHUS B (popMe DJIEKTPOHHOTO JOKYMEHTa, MOJINHCAHHOTO YCHJICHHOU
KBaTU(QUITMPOBAHHON 3JIEKTPOHHOI MO JIIUCEHIO YIIOJTHOMOYEHHOTO
JOJDKHOCTHOT'O JIMIIA, WX Pa3MEILCHHUSI B €IMHOM JINYHOM KaOMHETE 3asBUTENIS
U DJICKTPOHHOM KaOHHETE 3asIBUTEIIS,

I') BHECEHHE H3MEHEHMH B PEECTPOBYIO 3alMCh (B Ciydae IPHUHATHS
pelieHns 0 BO3MOKHOCTH BHECEHHS U3MEHEHHI B JOKYMEHTHI, COJepKaIluecs
B PETUCTPAIHOHHOM JIOCKE).

133. OcHOoBaHUSAMM JJI9 MPUHATHA pelieHus o0 OTkaze BO BHECEHHH
U3MEHEHUH B JIOKYMEHTBI, COJEp)KAIlUeCs B PETUCTPAIHOHHOM JOChE,
SIBIISIFOTCS:

a) TIOJIyYEHHUE PETUCTPHUPYIOIIMM OPraHOM OT 3KCIIEPTHOTO YUPEKICHHS
3aKIIOUYCHUS O BHECEHMH M3MEHEHHH B JIOKYMEHTBI, COJEpKaIluecs
B PETHCTPALIMOHHOM JIOChE, CBHICTEIILCTBYIONMIETO O HEBO3MOXKHOCTH BHECECHHS
U3MEHEHUH B JIOKYMEHTBI, COJEpKAIIHECs B PETUCTPAIHOHHOM JOChE,
U (WIM) TMPUHATHE PETHCTPUPYIOIMIMM OpraHOM peEIIeHHS O IIPHU3HAHHU
BO3paKCHH 3asIBUTENII HE 000CHOBAHHBIMHU ITOJTHOCTHIO HIJIM YaCTHYIHO,
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of this paragraph. When considering objections, the registration authority, if clarifications are
necessary, involves the applicant.

Based on the results of the consideration of objections, a decision is made to recognize the
objections as fully or partially substantiated. This decision is formalized in a letter from the
registration authority and sent to the expert institution with an attachment containing the
conclusion on making amendments to the documents included in the registration dossier, as
stipulated by paragraph 131 of these Rules, for revision. The revision period shall not exceed 5
business days from the date the expert institution receives the returned conclusion on
amendments to the documents contained in the registration dossier, or a decision is made to
recognize the objections as fully unsubstantiated.

The time from the day the registration authority posts in the applicant’s electronic account the
conclusion on making amendments to the documents contained in the registration dossier,
specified in paragraph 131 of these Rules, until the decision is made based on the review of the
objections, is not counted in the period for the examination of the quality, effectiveness, and
safety of the medical device;

b) making a decision on the possibility (impossibility) of amending the documents included in
the registration dossier, which is formalized by an order of the registration authority, and
informing the applicant of the decision by sending the corresponding notification in the form of
an electronic document signed with an enhanced qualified electronic signature of an authorized
official, or by posting it in the applicant’s unified personal account and electronic account;

¢) making amendments to the register entry (in the case of a decision to permit amendments to
the documents contained in the registration dossier).

133. The grounds for refusing to make amendments to the documents included in the
registration dossier shall be:

a) receipt by the registration authority from the expert institution of a conclusion on making
amendments to the documents contained in the registration dossier, indicating that it is
impossible to make amendments to the documents included in the registration dossier, and/or
the registration authority’s decision to recognize the applicant’s objections as fully or partially
unsubstantiated;
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0) BLISIBIICHME  PETHCTPUPYIONIMM  OpPraHOM [0 pe3yJibTaraM
denepalbHOTO TOCYJIapCTBEHHOTO KOHTpoJid (Hajg3opa) 3a oOpalleHueM
MEIUIMHCKUX  M3JENIUM  HECOOTBETCTBUM JaHHBIX 00 3¢pPEeKTUBHOCTH
1 0 6€30IMaCHOCTH MEIMIIMHCKOTO U3JIeTusl JaHHBIM O MEIUIIMHCKOM H3JIEIINH,
colepKallluMCsl B 3asBICHUM O BHECEHUM H3MEHEHMH B JOKYMEHTHI,
colepKaliuecss B  PETHCTPAllUOHHOM JOChE, TPeOYIOIUX MPOBEACHUS
DKCIEPTU3Bl KauecTBa, 3(PGEKTUBHOCTM U OE30IMACHOCTH MEAUIIMHCKOTO
U3JIENNs, U TOKYMEHTaxX, YKa3aHHbIX B yHKTe 120 Hacrosumx [IpaBuiL.

VII. OcobGenHOCTH BHECEHUS U3MEHEHUH B TOKYMEHTHI, COAepKaIuecs
B PETHUCTPAIMOHHOM JOChE Ha MPOrpaMMHOE o0ecredeHne ¢ IPUMEHEHUEM
TEXHOJOTMI NCKYCCTBEHHOT'O MHTEIUIEKTA, SABJISIOMICECS
MEIULIMHCKUM U3CITUEM

134. BHecenue U3MEHEHHAN B JOKYMEHTBI, COAEPKALINECST
B PErMCTPALMOHHOM JOChE€ Ha MPOrpaMMHOE OOEeCleYeHUue ¢ MPUMEHEHUEM
TEXHOJIOTHMH HUCKYCCTBEHHOTO HMHTEIUIEKTa, SBJSIFOIIEECS  MEAHIIMHCKUM
U3/IETTUEM:

a) Py OTCYTCTBHHM Y TMPOTPAMMHOIO OOECTEYeHHUsI C TPUMEHEHHEM
TEXHOJIOTHMH HCKYCCTBEHHOT'O HWHTEIJIEKTa, SBJISIOMIEroCs MEIUIIMHCKIM
U3JIeNTeM, BCTPOEHHOW (DYHKIMM aBTOMATHUECKOH TIepeladyd B TOPSJIKE,
YTBEPXKACHHOM  PETUCTPUPYIOIIMM  OPraHOM, B  aBTOMATHU3UPOBAHHYIO
MHPOPMALIMOHHYIO  CHUCTEMY  PErUCTPUPYIOLIET0  OpraHa  HH(OpMaUu
00 oOpabaThiBaeMbIX JaHHBIX, pe3ydbTaTax JEUCTBUA MPOrPAMMHOTO
o0ecrieueHUs C TPUMEHEHHEM TEXHOIOTUH WMCKYCCTBEHHOTO WHTEIUIEKTA,
SBIISAIONIETOCS MEIUIIMHCKUM U3JENHEM, a TAaKXKe CBEICHHH, TIPETyCMOTPEHHBIX
MOPSIKOM  COOOIICHUS CYObEKTaMH OOpaIleHusT MEAUIMHCKHX HU3IeTui
000 BCeX cCnydasx BBISBICHHSA TMOOOYHBIX JIEHCTBUH, OCYIIECTBIAETCS
B COOTBETCTBUH c nyHktamu 110 - 133 HACTOSAIIUX [IpaBun
(10 MPUMEHUMOCTH);

0) B 4acTH BHECCHHS W3MEHCHMH B HyMEpallMi0 BEPCHHU, KOTOPHIC
HE BAMAIOT Ha (YHKUMOHAJIBHOEC HAa3HAYCHHE W (WJIM) NPUHIUI ACUCTBUA
IPOrpaMMHOTO O0eCredYeHns ¢ MPUMEHEHHEM TEXHOJOTUH HCKYCCTBEHHOTO
WHTEIJIEKTa,  SABIAIOIMIETOCS  MEAWIUHCKUM  HM3JeNIeM, TpPU  HaAJTUYUU
y TaKOro IpOTPaMMHOTO OOECTIEUeHHsI BCTPOCHHOUN (YyHKIIMM aBTOMATHYECKOM
nepefayd B TMOPSJAKE, YTBEPXKIECHHOM  PETHCTPUPYIOIIUM  OPTaHOM,
B aBTOMATU3UPOBAHHYI0 HH(MOPMALIOHHYIO CHUCTEMY PETHCTPUPYIOLIETO
opraHa uHpopmMmaru 00 00padaThIBaCMBIX MAHHBIX, PE3YJIbTaTax JICHCTBHUS
YKa3aHHOTO  MPOTPaMMHOrO  oOOecnedeHus, a  TakkKe  CBEACHHIA,
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b) identification by the registration authority, based on the results of federal state control
(supervision) over the circulation of medical devices, of discrepancies in data concerning the
effectiveness and safety of the medical device compared to the data on the medical device
contained in the application for amendments to the documents included in the registration
dossier, which require an expert review of the quality, effectiveness, and safety of the medical
device, and in the documents specified in Clause 120 of these Rules.

VII. Specifics of making amendments to documents contained in the registration dossier for
software utilizing artificial intelligence technologies, classified as a medical device

134. Amendments to the documents contained in the registration dossier for software utilizing
artificial intelligence technologies, which constitutes a medical device:

a) in the absence of an integrated function within the software utilizing artificial intelligence
technologies, which constitutes a medical device, for the automatic submission, in the manner
approved by the registration authority, of information concerning processed data, the software's
performance results, as well as information required by the procedure for notification by
subjects involved in the circulation of medical devices about all identified adverse effects, into
the automated information system of the registration authority, shall be carried out in
accordance with Clauses 110-133 of these Rules (as applicable);

b) with respect to amendments concerning the version numbering which do not affect the
functional purpose and/or principle of operation of the software utilizing artificial intelligence
technologies, classified as a medical device, when such software contains an integrated function
for automatic submission, in the manner approved by the registration authority, of information
on processed data, performance results of said software, as well as information,
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OPEeIyCMOTPEHHBIX  TOPSAKOM  COOOIIEHHs ~ CyObeKTaMH  oOpalieHus
MEIUITMHCKUX HU3JeTuil 000 BCEX COydasX BBIABIEHUS MOOOYHBIX JEHCTBUH,
OCYIIECTBJISIETCSI B COOTBETCTBHMM ¢ mnyHKTamMu 119-133 wm 135w 136
HacTosux [IpaBui.

135. lns  BHeceHMs WM3MEHEHUH B  JIOKYMEHTBI, COJEpKalluecs
B PErUCTPAallMOHHOM JIOCh€ Ha IIPOrpaMMHOE OOecledeHUuEe ¢ MPUMEHEHUEM
TEXHOJOTUA  HCKYCCTBEHHOTO  HWHTEJUIEKTa, SBISAIONIEECS  MEIUIUHCKUM
U3JIEJIUEM, B YaCTH BHECECHHA M3MECHCHHI B HYMEpAlLMI) €ro BEPCHHU, KOTOPHIE
HE BIUAIOT Ha ero (yHKIHOHANbHOE Ha3HAueHWE W (UJIH) MPUHIUI JAEUCTBHS,
3asIBUTENh MOCPEACTBOM E€AMHOTO JIMYHOTO KaOWHETa 3asiBUTENS IPECTaBIAET
B PETUCTPUPYIOUIMI OpraH 3asiBI€HHE O BHECEHHWH WU3MEHEHHH B JOKYMEHTHI,
coliepKalliecss B PETUCTPAIIMOHHOM JIOCh€ Ha IMPOTpaMMHOE oOOecIleueHue
C NPUMEHEHUEM TEXHOJOTUH HCKYCCTBEHHOTO HHTEIIEKTa, SBIISIONIEECS
MEIUITUHCKUM H3JIEIUEM, B KOTOPOM YKa3bIBAIOTCA CIEAYIOIINE CBEACHHUS:

a) HAMMEHOBaHUE MEIUITUHCKOTO U3/1EITHUA;

0) CBelleHUsI O PETUCTPAIIMOHHOM HOMEpe M JaTe TOoCyAapCTBEHHOU
pETHCTpallUd MEAUIIMHCKOTO M37eus (BHECEHUH U3MEHEHUN B JOKYMEHTHI,
coJiepKalliecs: B PETUCTPAIIMOHHOM JIOChE);

B) B OTHOIIICHUU 3asIBUTENS - IOJHOE W COKpallleHHOEe (IpHU HaJUIHH)
HAUMEHOBAHHUs, OpraHU3AIMOHHO-TIpaBoBasi ¢opMa, HACHTUPUKAITMOHHBIN
HOMEp HaJloToIUIaTeNbIIUKa (MPU HAMYUH), aIpec MeCcTa HaXOXKJICHUS - I
IOpUANYECKOTO JiMla Wik (aMuiIusd, WM M OTUYECTBO (MpU HAIUYHH),
PEKBU3UTHI JIOKYMEHTA, YAOCTOBEPSIONIETO JUYHOCTh, HIACHTU(MOUKAITMOHHBIN
HOMEp HaJIOTOILIATENbIINKa (IpU HAJIUYUHU), aJpec MecTa >KUTENIbCTBA - JUISA
(buU3NYEeCcKOro Julla, 3apErUCTPUPOBAHHOTO B KayeCTBE MHIUBUAYAIHLHOTO
npeanpuHuMaress, a Takke HoMmep TeledoHa M aapec AIEKTPOHHOM IMOYTHI
IOPUINYECKOTO JIHIa WIK (PU3UUECKOTO JIUIA, 3apETUCTPUPOBAHHOTO B KAUECTBE
UHAUBUIYAJTBHOTO MIPEANPUHUMATEIIS;

) uHQOpPMAIHs O BEPCHUU IPOrPAMMHOr0 OOecHedeHUs ¢ IIPUMEHEHHUEM
TEXHOJOTUHA HMCKYCCTBEHHOTO HHTEIUIEKTAa, SBIAIONIETOCS MEIUIUHCKUM
U3JIEJINEM, CBEJEHUS O KOTOPOM MOKHBI OBITh BHECEHBI B T'OCYIapCTBEHHBIN
peecTp;

1) CBEICHUS, IIO3BOJISAIONTNE UACHTUDUITTPOBATH pe3yiabTaThl
KIMHUYECKUX HCIBITAHUNA TMPOTPAMMHOIO OOECHEYeHUsl ¢ MNPUMEHEHUEM
TEXHOJOTUH HMCKYCCTBEHHOTO HHTEIUIEKTa, SBIAIONIETOCS MEIUIUHCKUM
u3zienueM (C  ykKazaHMEM HOMeEpa, JaThl aKTa KIMHHUYECKUX HUCIBITaHUN
MEIUITUHCKOT'0 U3/IEIUA, a TAaK)K€ HAMMEHOBaHUS MEIUIIMHCKOW OpraHu3aIlin);
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provided for by the procedure for notification by entities circulating medical devices of all
identified cases of adverse effects, shall be carried out in accordance with paragraphs 119-133
or 135 and 136 of these Rules.

135. In order to make amendments to documents contained in the registration dossier for
software utilizing artificial intelligence technologies, which is a medical device, in terms of
making changes to its version numbering that do not affect its functional purpose and/or
principle of operation, the applicant shall, via the unified applicant’s personal account, submit to
the registration authority an application for amendments to the documents contained in the
registration dossier for software utilizing artificial intelligence technologies that is a medical
device. The application must specify the following information:

a) Name of the medical device;

b) Information on the registration number and date of state registration of the medical device
(or of the introduction of amendments to documents contained in the registration dossier);

¢) Concerning the applicant - full and abbreviated (if available) name, organizational-legal form,
taxpayer identification number (if available), and address of the registered office for a legal
entity; or surname, first name, and patronymic (if available), details of the identity document,
taxpayer identification number (if available), and residential address for an individual registered
as an individual entrepreneur, as well as the telephone number and email address of the legal
entity or individual registered as an individual entrepreneur;

d) Information about the version of the software utilizing artificial intelligence technologies that
is @ medical device, which must be entered in the state register;

e) Information allowing identification of the results of clinical trials of the software utilizing
artificial intelligence technologies that is a medical device (including the number, date of the
clinical trial report for the medical device, and the name of the medical organization);
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€) cBeleHUs 00 oOIulaTe TroCyJapCTBEHHOM TMONUIMHBI (JjJaTa U HOMEp
IJIATEKHOTO TTOPYUCHHUS );

k) cBeIeHHUs 00 OTBETCTBEHHOCTU 3asBUTENA 33 JIOCTOBEPHOCTD
U WICHTUYHOCTH MHGOpMAIH, CoOJep)Kallleiicsi B PErUCTPAllMOHHOM JIOCHE
U 3asiBJIICHUM O BHECEHHHM W3MEHEHHU B JIOKYMEHTHI, COJECpPKAIIHECS
B PErUCTPAallMOHHOM JIOCh€ Ha IIPOrpaMMHOE OOecledeHUuEe ¢ MPUMEHEHUEM
TEXHOJIOTUH HCKYCCTBEHHOTO HMHTEJUIEKTa, SBIAIONIEECS  MEIUIIUHCKUM
U3JIEIIUEM.

136. B Teuenue S5 pabouux JHEH cO AHSA TOCTYIUIEHUS 3asBICHUA
O BHECCHUM HM3MEHEHUN B JOKYMEHTHI, COAEpPKAIIMECS B PETHUCTPAIIMOHHOM
Joche Ha IporpaMMHOe oOeclieyeHHe ¢ IPUMEHEHHEM TEXHOJIOTHH
UCKYCCTBEHHOTO  HHTEJUIEKTa, SBISIONICECS  MEOUIUHCKAM  H3JEIHEM,
PETUCTPUPYIOIIUN OpraH IPOBOJMUT TMPOBEPKY IOJHOTHI U JTOCTOBEPHOCTHU
COIEpIKaIlllUXCSI B HEM CBEJICHWH, B TOM YHCIE IyTEM CPAaBHEHUS TaKUX
CBEJICHHI CO CBEJCHUSIMH, IPEACTABICHHBIMU OpPraHaMU TOCYJapCTBEHHOMN
BJIACTH B IOPSIIKE MEKBEIOMCTBEHHOI'0 WHGMOPMAIIMOHHOTO B3aUMOACUCTBUS
MIOCPEACTBOM CHUCTEMBI MEXKBEIOMCTBEHHOTO 3JIEKTPOHHOTO B3aUMOJEHCTBHUS.
B tedenue 5 pabouux IHEH co HS 3aBEPIICHUS YKa3aHHOH IIPOBEPKHU:

a)B cClydyae TMpeACTaBICHUS HaJieKalmuM o0pa3oM 0¢hOpMIEHHOTO
3asBJICHUSI O BHECEHHMH HW3MEHEHMHI B  JOKYMEHTBHI, COJep Kalluecs
B PErUCTPAallMOHHOM JIOCh€ Ha IIPOrpaMMHOE OOecledeHUue ¢ MPUMEHEHUEM
TEXHOJIOTUH  HCKYCCTBEHHOTO HMHTEJUIEKTa, SBISAIONICECS  METUIIUHCKUM
U3JIEJINEM, PETUCTPUPYIOIIUA OpraH MNPUHUMAET PENIEHUE O BHECEHUHU
U3MEHEHUN B TOKYMEHTHI, COAEPKAIINECS B PETHCTPAIMOHHOM JIOChE, KOTOPOE
oQopMIISiETCsl TIPUKA30M PETUCTPUPYIONIETO OpraHa, WHGOPMUPYET 3asABUTENA
O IPUHATOM PEMIEHUU IIYTEM Pa3MEIICHUS COOTBETCTBYIOIIETO YBEIOMIICHUS
B ¢opMe  DJIEKTPOHHOTO  JIOKYMEHTa,  MOJIMHUCAHHOTO  YCHJIEHHOMN
KBaJTUQHUITUPOBAHHOM 3JIEKTPOHHOMN MOATHUCHIO YIIOJTHOMOYEHHOTO
JOJIKHOCTHOT'O JIMIA, B €JUHOM JIUYHOM KaOWHETe 3adBUTENS U DJIEKTPOHHOM
KaOWHETE 3asiBUTENS, a TAK)KE BHOCUT U3MEHEHHUS B PEECTPOBYIO 3aIUCh;

0) B citydae eciid B MPEJCTaBICHHOM 3asBJIEHUA O BHECEHUM MU3MEHEHUU
B IOKYMEHTBI, COJEpXKAIIHUECS B PETUCTPAIlUOHHOM JOChE Ha IMPOrPaMMHOE
obecrieyeHHE C IPUMEHEHHEM TEXHOJOTUH HCKYCCTBEHHOTO WHTEIUICKTa,
ABJISIIOIIEECS. MEJUIIMHCKUM H3JEIUEM, YKa3aHbl HEIOCTOBEPHBIE CBEICHUS
aub0 CBeNleHUs, MpeAyCMOTpeHHble IyHKTOM 135 Hacrosmux Ilpasui,
Npe/CTaBleHbl HE B IOJHOM OObEME, PETUCTPUPYIOIIMA OpraH IPUHUMAET
pelIeHrne O MPEKPAIICHUH JAIbHEHIIIET0 PaCCMOTPEHHUS 3a4BJICHUS O BHECEHUU
U3MEHEHUM B JIOKYMEHTHI, COJEpKallliecs] B PETUCTPALIMOHHOM JOChE
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e) information about payment of the state fee (date and number of the payment order);

f) information regarding the applicant's responsibility for the accuracy and identity of the
information contained in the registration dossier and the application for making amendments to
the documents contained in the registration dossier for software using artificial intelligence
technologies that is a medical device.

136. Within 5 working days from the date of receipt of the application for making amendments
to the documents contained in the registration dossier for software using artificial intelligence
technologies that is a medical device, the registration authority conducts a verification of the
completeness and accuracy of the information contained therein, including by comparing such
information with the information provided by state authorities in the manner of
interdepartmental information interaction via the system of interdepartmental electronic
interaction. Within 5 working days from the completion of the specified verification:

a) in the case of submission of a properly executed application for making amendments to the
documents contained in the registration dossier for software using artificial intelligence
technologies that is a medical device, the registration authority makes a decision to amend the
documents contained in the registration dossier. This decision is formalized by an order of the
registration authority, the applicant is informed of the decision by posting the corresponding
notification in the form of an electronic document signed by the enhanced qualified electronic
signature of the authorized official, in the unified personal account of the applicant and the
applicant’s electronic account, as well as by making amendments to the register entry;

b) in the event that the submitted application for making amendments to the documents
contained in the registration dossier for software using artificial intelligence technologies that is
a medical device contains inaccurate information or the information stipulated by paragraph
135 of these Rules is not provided in full, the registration authority makes a decision to
terminate further consideration of the application for making amendments to the documents
contained in the registration dossier
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Ha MpOorpaMMHOC obecIeueHue ¢ IMPUMCHCHNCM TEXHOJIOIHH HCKYCCTBCHHOT'O
HHTCIIICKTA, ABJIAIOIICCCA MCOUIHMHCKHM H3OCIHUCM, U I/IH(I)OpMI/IpyeT 00 3TOM
3asIBUTCIIA IIyTEM PasMCIICHUA COOTBCTCTBYIOLICTO YBCAOMIICHHUA
¢ MOTHBHUPOBAHHLIM 000CHOBaHUEM IIPpUYHUH IIPUHATHA YKA3aHHOT'O PCIICHUSA
B (1)OpM€ QJICKTPOHHOT O AJOKYMCHTA, IMOAITMCAHHOI'O YCHHGHHOﬁ
KB&HI/I(I)I/IHI/IPOBaHHOI\/'I BHCKTPOHHOﬁ IIOAIINCBIO YIIOJITHOMOYCHHOTO
JOJDKHOCTHOI'O JIMlla, B CAHHOM JIHNYHOM KaOMHETe 3agBHUTCII H SJICKTPOHHOM
KaOHHETE 3asIBUTEI.

VIII. OT™MeHa rocy1apCTBEHHOM perUCTpaIlii METUIITHCKOTO H3/IeTH

137. Peructpupyromuii  opraH NpUHEMAET penieHue 00 OTMEHe
roCyJJapCTBEHHON pEerucTpalud MEIUIMHCKOrO0 W3JENHsT B  CIEAYIOIIUX
CiIyvasx:

a) moja4ya 3asgBUTENEM TIOCPEICTBOM €IUHOTO JUYHOro KabuHeTra
3asIBUTEIISI 3asBJICHUS 00 oTMeHe rocyJ1IapCTBEHHOI perucTpanuu
MEIUIIMHCKOTO  W3JENHs, COJAEp)KAIero CBEACHUS B  COOTBETCTBUU
¢ nyHktoM 138 nactosimux IIpaBun;

0) BBIHECEHHE CyJOM PEIICHHS O HAPYIICHHH MpaB IPaBOOOIaaaTess
Ha pe3yJbTaThl WHTEJUIEKTYaJbHOW JEATEIbHOCTU U MPUPABHEHHBIE K HUM
CpeICTBa MHAMBUAYATU3ANH IPH OOpAIIEHHH METUIIMHCKUAX U3 (WK ero
MoJeneit (Mapok);

B) MIPEJCTaBICHUE YMOJHOMOYeHHbIM IIpaButensctBoM Poccuiickoit
®enepanuu deaeparTbHBIM OPTaHOM HCIIOTHUTEIBHOW BJIACTH IO pe3yJIbTaTaM
OCYIIECTBISIEMOTO MM (heepanbHOr0 TOCYAapCTBEHHOIO KOHTPOJIA (HAA30pa)
32 o0paleHueM MEAMIMHCKUX H3JEIUi CBEIEHUH, MOATBEPN)AAIOMUX (haKThI
U OOCTOSATENBCTBA, CO3JAIONINE YIPO3y OKU3HH H 3I0POBBI0 TPAKIAH
1 MEIUIMHCKUX paOOTHUKOB MPH MPUMEHEHUHU U DKCILTyaTallil MEIUITTHCKHX
HU3CIINH;

) BBISIBIGHHUE  PETUCTPUPYIOIINM OpraHoM Mo pe3yJibTaram
(dbenepasbHOTO TOCYIApCTBEHHOTO KOHTpoOJia (Hajg3opa) 3a oOpamieHuem
MEIUIMHCKUX  U3AENUN  HEJAOCTOBEPHOCTH CBEACHUM B  JOKYMEHTaX,
COJICPKAILMXCS B PETUCTPALIMOHHOM JIOChE, MPEJCTABICHHBIX 3asBUTEIEM
W TOBIUSABIIMX HA Pe3yJbTaThl OKCIEPTU3Bl KadecTBa, 3(h(OEKTHUBHOCTH
1 0€301aCHOCTH MEIUIIMHCKOTO WU3/EIIHS;

1) IOJIyYEHUE PETUCTPUPYIOIIMM OpPraHOM 3aKIHOUYEHUS SKCIEPTHOIO
YUPEKJICHUSI O TOM, YTO COJEpKalllhecsi B TOCYJAapCTBEHHOM peecTpe
WHCTPYMEHT, amnmapar, npuoop, o0opyaoBaHUE, MaTEpPHAT H MPOYUE W3S
Mo CBOEMY (DYHKIIMOHAJILHOMY HAa3HAYEHUIO W (WIM) NPUHIMIY JASHCTBUS
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for software utilizing artificial intelligence technologies categorized as a medical device, and
informs the applicant thereof by posting a corresponding notification with a reasoned
justification for the decision made in the form of an electronic document, signed with an
enhanced qualified electronic signature of an authorized official, in the unified personal account
of the applicant and the electronic account of the applicant.

VIII. Revocation of State Registration of a Medical Device

137. The registering authority shall make a decision to revoke the state registration of a medical
device in the following cases:

a) submission by the applicant via the unified personal account of the applicant of an
application for revocation of the state registration of the medical device containing the
information in accordance with paragraph 138 of these Rules;

b) issuance by a court of a decision on the infringement of the rights of the right holder to
intellectual property results and equivalent means of individualization in the circulation of
medical devices (or their models (brands));

c) submission by the federal executive authority authorized by the Government of the Russian
Federation, as a result of the federal state control (supervision) it carries out over the circulation
of medical devices, of information confirming facts and circumstances creating a threat to the
life and health of citizens and medical workers during the use and operation of medical devices;

d) detection by the registering authority, as a result of federal state control (supervision) over
the circulation of medical devices, of false information in documents contained in the
registration dossier submitted by the applicant and having affected the results of the
examination of quality, effectiveness, and safety of the medical device;

e) receipt by the registering authority of an expert institution’s conclusion that the instrument,
apparatus, device, equipment, material, and other products contained in the state register, by
their functional purpose and/or principle of operation...



79

HE MOTYT MPUMEHATHCS B MEAUIMHCKUX IEIIX U (WIM) He ABIAIOTCS
MEAUITUHCKUMH H3ACTUAMH. 3aKIIOYEHHE SKCIEPTHOTO YUPEKICHHUS O TOM,
YTO COJIep)Kaliuecss B TOCYJIapCTBEHHOM pEecTpe HWHCTPYMEHT, ammapar,
npubop, oOopyaoBaHHE, MaTepuanl U [pPOYMe U3ACIUId [0 CBOEMY
(GYHKIMOHAIBLHOMY Ha3HAYEHUI0 U (MJIM) MPUHIUIY JAEUCTBUA HE MOTYT
OPUMEHATHCA B MEAMIIMHCKUX IENAX U (WIU) HE SBJIAIOTCS METUIUHCKUMHU
U3JICUSIMHU, TPEACTaBIsIeTCs (HAMpaBlAETCs) OKCHEPTHBIM  YUPEKICHUEM
B pErHCTpHUpYIOUIMH opraH B TeueHue 10 paboumx AHEW CO JHA MOCTYIUICHUS
B OKCIIEPTHOE YUpEXJACHHE COOTBETCTBYIOIIETO 3aJaHUS PETHUCTPUPYIOIIETO
opraHa ¢ MPWIOKEHUEM JIOKYMEHTOB, COJAEpXKAIIUXCS B PETHUCTPAllMOHHOM
J10Che.

B ciydae moCTyIUieHHMS B PETUCTPUPYIOMIUNA OpraH 3aKIIOUYEHUS
DKCIIEPTHOTO YUPEXJACHHS O TOM, UTO HWHCTPYMEHT, ammapar, Ipudop,
o0opyqoBaHue, MaTepHal U IpPoYMe H3ACIUA MOTYT IIPUMEHSITHCS
B MEIUIIMHCKUX ULENAX U (WIU) SBIATBCA METUIIMHCKUM H3JEIHEM TOcIe
BHECEHUS HM3MEHEHHH B JIOKYMEHTBI, COJIep)Kallluecs B PETHUCTPallMOHHOM
nocbe, U (MIM) OTOM, UTO pEIIEHHEe O HEBO3MOXHOCTH NPUMEHEHUS
B MEIUIMHCKUX LENsIX HHCTPYMEHTa, ammapaTa, HOpuOopa, oOopyJoBaHuS,
MaTepuala W TpoYUX U3AEeTUN U (MIM) HEBO3MOXXHOCTH HMX OTHECEHUS
K MEIUIUHCKHUM  H3JeNUsIM MPUMEHUMO B  OTHOIIEHHMH HE  BCEX
3apETrUCTPUPOBAHHBIX  Mojelei (Mapok)  MEIUIIMHCKOIO U3JIemus,
PETUCTPUPYIONTUI OpraH 10 MPUHATUA pelieHUus o0 OTMEHE ToCyAapCTBEHHOU
pETUCTpallUU METUIIMHCKOTO U3JIENHS:

YBEJOMIISIET 3asBUTENSA TOCPEACTBOM pPa3MENIEHUSI COOTBETCTBYIONIETO
yBeZOMJICHUS B (hOpME DIIEKTPOHHOTO JOKYMEHTa, MOANHCAHHOTO YCHJIEHHOMN
KBJTUQUITUPOBAHHOM AJIEKTPOHHOMN MOATHUCHIO YIIOJTHOMOYEHHOT'O
JOJKHOCTHOT'O JIMIA, B JJIEKTPOHHOM KaOWHETE 3asBUTEINA, C IPHIOKEHUEM
3aKIIOYEHUS  JKCIEPTHOTO  YUPEXKJIEHHA O TOM, UTO COJAEpIKAITUECST
B TOCYJapCTBEHHOM pPEECTpe HUHCTPYMEHT, alrmapaT, pubop, oOOpyaoBaHUE,
MaTepual U Ipoure M3AENHUsS MO0 CBOEMY (DYHKIIMOHAIBHOMY Ha3HAYCHUIO
U (WIKM) NPUHLUIY JeUCTBUSA HE MOTYT MPUMEHATHCS B MEAMIIMHCKHUX LEIAX
U (WIK) HE SBISIOTCS MEIUIMHCKUMU U3JIEIUAMHU, O HEOOXOAUMOCTH BHECEHUS
U3MEHEHUH B JIOKYMEHTBI, COJIep)Kallluecss B PErUCTPAlUOHHOM JOChE, B CPOK,
He mnpeBblmatomuidi 180 pabGouux aHEH co AHSA HAMpaBleHUS YKa3aHHOTO
yBEIOMJICHUS,

NPUHUMAET PELICHHE O MPUOCTAHOBJICHUHM JEUCTBHUS TOCYAapCTBEHHOU
perucTpaliud MeAMLMHCKOTO u3aenus Ha 180 pabGoumx 1HeW co JHA
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cannot be used for medical purposes and/or are not medical devices. The expert institution’s
conclusion that an instrument, apparatus, device, equipment, material, and other products
listed in the state register, by their functional purpose and/or principle of operation, cannot be
used for medical purposes and/or are not medical devices shall be submitted (sent) by the
expert institution to the registration authority within 10 business days from the date of receipt
by the expert institution of the relevant assignment from the registration authority, along with
the documents contained in the registration dossier.

In the event that the registration authority receives a conclusion from the expert institution
stating that an instrument, apparatus, device, equipment, material, and other products may be
used for medical purposes and/or may be a medical device after amendments are made to the
documents contained in the registration dossier, and/or that the decision on the impossibility of
using the instrument, apparatus, device, equipment, material, and other products for medical
purposes and/or the impossibility of classifying them as medical devices applies to not all
registered models (brands) of the medical device, the registration authority, before making a
decision to cancel the state registration of the medical device:

notifies the applicant by posting a corresponding notification in the form of an electronic
document, signed with a qualified enhanced electronic signature of an authorized official, in the
applicant’s electronic account, attaching the conclusion of the expert institution that the
instrument, apparatus, device, equipment, material, and other products listed in the state
register, by their functional purpose and/or principle of operation, cannot be used for medical
purposes and/or are not medical devices, and indicating the need to make amendments to the
documents contained in the registration dossier within a period not exceeding 180 business
days from the date of sending the said notification;

makes a decision to suspend the validity of the state registration of the medical device for 180
business days from the date of
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HAIIpaBJICHUS  YBEJOMJIEHHMS O HEOOXOAMMOCTH BHECEHHsSI HU3MEHEHUH
B JJOKYMEHTBI, COJIEPKAIINECS B PETUCTPAITUOHHOM JIOCHE;

€) OTCYTCTBUE BHECEHUS HW3MEHEHUH B JOKYMEHTBHI, COJEpKalluecs
B PETUCTPAIMOHHOM JIOChE, MTOATBEPKIAIONINE TTOJTHOMOYHUS YIIOJTHOMOUYEHHOTO
NpeICTaBUTEINS MPOU3BOIUTENS (M3TOTOBUTENS) TI0 MPEACTABICHUIO HHTEPECOB
NPOU3BOAUTENA (M3rOTOBUTENS) M HECEHHI0 OTBETCTBEHHOCTH B YacTH
oOpalieHuss MeIUIIMHCKOTO u37eius Ha TeppuTopuu Poccuiickoit deneparuu,
B TOM YHCJIE [0 BOIPOCAM IIPOLIEIyp OLIEHKH COOTBETCTBHUSA U I'OCYIapCTBEHHON
perucTpamnuu, NOpeAyCMOTPEHHBIX MNOoANmyHKTOM "a" wimm "r" mynkra 111
HacTosiux [lpaBui, B cpok, He mpemblmamomuii 90 pabounx mHed co AHA
OKOHYAHUS CpoOKa JEHCTBUSA COOTBETCTBYIOIIETO JOKYMEHTA, WU OTCYTCTBHUE
B PETHUCTPAIlMOHHOM [IOChE CBEJACHHI O Ha3HAYEHUU YIOJTHOMOUYEHHOTO
NpPEeICTaBUTENS MPOU3BOAUTENS (M3TOTOBUTENS) B CPOK, HE MPEBBIMIAIONTUN
90 paGouux aHEN co AHSA BCTYIUIEHHS B CUJIy TpeOOBaHHH, MPEeayCMOTPEHHBIX
ab3a1ieM BTOPBIM IyHKTa 29 Hactosumx [Ipapui.

Jo mnpunsaTus peieHus 00 OTMEHE TOCYJapCTBEHHOM pPErucTpaluu
MEIUITMHCKOTO H3JEeNUs B cllydyae, MPeAyCMOTPEHHOM ab3alleM IepBLIM
HACTOSILETO TMOJNYHKTA, PETHUCTPUPYIONINM OpraH NPHHUMAET peUIeHUe
O TIPUOCTAHOBJIEHUU ACUCTBUSA TOCYAApCTBEHHON PETUCTPAIIMM MEIAUIIMHCKOTO
uzzenus Ha 90 paGounx qHEH cO JHS OKOHYAHUS CpPOKa JEHCTBHUS TOKYMEHTA,
MOJITBEPIKIAIOIIETO IOJITHOMOYHS YIIOJTHOMOYEHHOTO IpEeACTaBUTENS
NPOU3BOAUTENA (M3TOTOBUTENS) MO MPEICTABICHUIO HHTEPECOB MPOU3BOIUTENS
(M3roTOBUTENSA) MW  HECEHUID OTBETCTBEHHOCTM B 4YacTU  oOpalieHus
MEIUITMHCKOT0 U3/enusa Ha Tepputopun Poccuiickoit denepaiiuu, B TOM YUCIIE
0 BOMNpOCaM IMpOIEAYp OLEHKH COOTBETCTBUS H T'OCYJIapCTBEHHOMN
pEerHCTpaliuid, WIA CO JIHA HCTEYEHHs Cpoka, IpeaycCMOTpEeHHOro ab3alieM
BTOpbIM ITyHKTa 29 HacTtoamux IlpaBui, ¢ OJHOBpEMEHHBIM YBEIOMJIEHHUEM
00 O3TOM BCeX YYacTHHUKOB cdepbl oOpalleHus MEAUIMHCKUX U3IeTui
NOCPEJCTBOM HH(GOPMAIIMOHHOTO IHUChMa, pa3MENIaeMoro Ha OQUIIMAIEHOM
caliTe perucrpupyroiiero oprana B cetu "HHTepHeT", a Takxe IOCPEICTBOM
ANEKTPOHHOTO KaOWHETa 3asBUTENS WIM ITyTeM HampaBlICHUS MPOU3BOIUTENIO
(M3rOTOBUTENIO0) MEAUIIMHCKOTO H3JENUSI YBEIOMICHHS O HEOOXOIUMOCTH
aKTyalnu3upoBaTh HHPOpMaIMIO 00  YIMOJHOMOYEHHOM  IPEACTABUTENE
NPOU3BOAUTENS (U3TOTOBUTENIA);

) OTCYTCTBHE B peecTpe 3aKIIOUECHUH O COOTBETCTBHU TpeOOBaHUIM
K BHEJIPEHUIO, TOJJEP)KAaHUIO U OIIEHKE CHUCTEMBl YIIPABIECHHUS KauyeCTBOM
MEIUITUHCKUX U3JIENNI CBEIEHUH O MPOBEACHHOM MEPUOIUYECKOM (TUIAHOBOM )
WHCIEKTUPOBAHUM WU OTCYTCTBHE BHECEHHS W3MEHEHHUH B JOKYMEHTHI,
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sending a notification about the need to make amendments to the documents contained in the
registration dossier;

e) failure to make amendments to the documents contained in the registration dossier
confirming the authority of the authorized representative of the manufacturer to represent the
interests of the manufacturer and to bear responsibility regarding the circulation of the medical
device on the territory of the Russian Federation, including on matters of conformity assessment
procedures and state registration, as provided for in subparagraph "a" or "g" of paragraph 111
of these Rules, within a period not exceeding 90 business days from the date of expiration of
the relevant document, or the absence in the registration dossier of information on the
appointment of the authorized representative of the manufacturer within a period not exceeding
90 business days from the date of entry into force of the requirements provided for by the
second paragraph of point 29 of these Rules.

Prior to making a decision to cancel the state registration of a medical device in the case
provided for in the first paragraph of this subparagraph, the registration authority shall make a
decision to suspend the state registration of the medical device for 90 business days from the
date of expiration of the document confirming the authority of the authorized representative of
the manufacturer to represent the interests of the manufacturer and to bear responsibility
regarding the circulation of the medical device on the territory of the Russian Federation,
including on matters of conformity assessment procedures and state registration, or from the
date of expiration of the period stipulated by the second paragraph of point 29 of these Rules,
while simultaneously notifying all participants in the circulation of medical devices by means of
an informational letter posted on the official website of the registration authority on the
Internet, as well as via the applicant's electronic account or by sending the manufacturer of the
medical device a notification of the need to update information on the authorized representative
of the manufacturer;

f) the absence in the register of conclusions on compliance with requirements for the
implementation, maintenance, and assessment of the medical device quality management
system of information on a conducted periodic (scheduled) inspection or failure to make
amendments to documents,
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coliepKalliecss B pETUCTPAIIMOHHOM J0Ch€, B COOTBETCTBUU C MOJITYHKTOM "a"
nyHkta 111 Hactosmux IIpaBui B cpok, He mpeBbimaromuii 90 pabounx aHei
CO JIHA OKOHYAHHUA CpOKa JEHCTBUA OTYETa O pe3yabTaTaX HHCIEKTHPOBAHUS
(mns  MEIUIMHCKUX U3JIeJuH, MpONICANIUX IEPBUYHOE HHCIEKTUPOBAHUE
NPOU3BOJCTBA, 32  MCKIIOYEHHEM  MEIUIIMHCKUX  U3JeIUd  Kjacca
NOTEHIIMAIILHOTO pHUCKa IPUMEHEeHUs | ¥ HECTEPHIIbHBIX MEAUIIMHCKUX U3/IeTUH
KJ1acca TOTEHITMAJIBHOTO PUCKA MPUMEHEHHUS 2a).

Jo mpuHATHA pemieHua 00 OTMEHE TIOCYJApCTBEHHON pPETHUCTpalud
MEIUITMHCKOTO H3JIeNUs B clydyae, MPEeAyCMOTPEHHOM ab3alleM IepBLIM
HACTOSINETO TMOJNYHKTA, PETHUCTPUPYIONINM OpraH NpPHHUMAET peUIeHue
O TIPUOCTAHOBIIEHUU JCUCTBUSA TOCYAAPCTBEHHON PETUCTPAIIMM MEIUIIMHCKOTO
uznenuss Ha 180 pabouux OHEH cOo JHS OKOHYaHUS CpoKa JIEeUCTBUS OTYETa
0 pe3ynbTaTaXx MHCIIEKTUPOBAHUS JIUOO co AHSA O(opMIEHHUS OTPULIATEIHLHOTO
3aKIIOYEHUS TI0 HTOTaM MEPHOJNYECKOTro (IJIAaHOBOTO) WIIM BHEIIAHOBOTO
WHCIIEKTUPOBAHUS C OJHOBPEMEHHBIM YBEJOMIIEHUEM 00 3TOM BCEX YUaCTHUKOB
chepnl oOpallleHdss MEIULIMHCKUX H3ACNHUNA MOCPENCTBOM HH(DOPMAIIMOHHOTO
NUChbMa, pa3MelaeMoro Ha o(QUIMATBHOM CaiiTe pPEeTUCTPHUPYIOIIEr0 opraHa
B cetu "HMHTepHeT", a TakKe MOCPEJICTBOM JIMYHOTO KaOWHETa 3asgBUTENS WU
NyTeM HaIpaBJEHUS MPOU3BOJUTENIO (M3TOTOBUTEIIO) U YIOJHOMOUYEHHOMY
NPEICTABUTENIO MPOU3BOAUTENS (M3TOTOBHUTENA) MEIUIIMHCKOTO —U3JEIUI
YBEJAOMIICHUS O HEOOXOIMMOCTH TNPOBEIEHUS MNEPHUOTUYECKOTO (IUIAaHOBOTO)
WIM BHETUIAHOBOT'O MHCIIEKTHPOBAHHUS;

3) BBISIBJICHHE PETUCTPUPYIOMIUM OpraHoM (akTa BHECEHUS W3MEHEHHU
B JJOKYMEHTBI, COJEpXKaIllhecs B PETUCTPAIIMOHHOM JOCh€ Ha TMPOTPaMMHOE
obecrieyeHHe C IPUMEHEHHEM TEXHOJOTUH HCKYCCTBEHHOTO HHTEIUICKTa,
ABJISIONIEECS ~ MEAMIIMHCKAM  M3J€IUEM, [0  NpPUYMHAM,  OTJIUYHBIM
OT MPEAYCMOTPEHHBIX ITyHKTOM 135 Hactosmux [Ipasu;

1) HEeMpeICcTaB/ICHUE B PETUCTPUPYIOIIHI opras oTueTa
N0 KIMHUYECKOMY MOHHUTOPHUHTY MEIUIIMHCKOIO H3JEIUs B COOTBETCTBUHU
C MOPSJKOM COOOIICHUS CyObeKTaMU OOpalleHus MEIUIMHCKUX U3JIeTui
000 BceX cllydasiX BBIABJICHUS TTOOOYHBIX JICHCTBHM.

Jo npunsTus peleHus 00 OTMEHE TOCY/JapCTBEHHOM pPErucTpaluu
MEIUIMHCKOTO H3JENUs B clly4yae, MPEeAyCMOTPEHHOM ab3alleM IepBLIM
HACTOSILETO TMOJNYHKTA, PETHCTPUPYIONIUMM OpraH NpHHUMAET pelIeHue
O TIPUOCTAHOBJIEHUU JCUCTBUSA TOCYAApPCTBEHHON PETUCTPAIIMM MEAUIIMHCKOTO
uznenus Ha 30 paGounx gHEH co AHS, YCTAaHOBIEHHOTO MOPSAKOM COOOIICHUS
cyObekTamMu oOpalieHus] MEIUIIMHCKUX U3JeNINi 000 BCEX CIIydasix BBISBICHUS
NnoOOYHBIX JEUCTBUM € OJHOBPEMEHHBIM YyBEJOMIIEHHEM 00 JTOM BCEX
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contained in the registration dossier, in accordance with subparagraph "a" of paragraph 111 of
these Rules, within a period not exceeding 90 working days from the date of expiry of the
inspection report (for medical devices that have undergone initial production inspection, with
the exception of medical devices classified as potential risk class 1 and non-sterile medical
devices of potential risk class 2a).

Prior to making a decision on the cancellation of the state registration of a medical device in the
case provided for in the first paragraph of this subparagraph, the registration authority shall
make a decision to suspend the state registration of the medical device for 180 working days
from the date of expiry of the inspection report or from the date of issuance of a negative
conclusion following periodic (scheduled) or unscheduled inspection, simultaneously notifying all
participants in the circulation of medical devices by means of an informational letter posted on
the official website of the registration authority on the Internet, as well as through the
applicant's personal account or by sending a notification to the manufacturer and the authorized
representative of the manufacturer of the medical device regarding the need to carry out
periodic (scheduled) or unscheduled inspection;

z) identification by the registration authority of the fact of changes made to documents
contained in the registration dossier for software utilizing artificial intelligence technologies,
which is a medical device, for reasons other than those provided for in paragraph 135 of these
Rules;

i) failure to submit to the registration authority a report on the clinical monitoring of the medical
device in accordance with the procedure for notification by entities engaged in the circulation of
medical devices of all cases of detection of adverse events.

Prior to making a decision on the cancellation of the state registration of a medical device in the
case provided for in the first paragraph of this subparagraph, the registration authority shall
make a decision to suspend the state registration of the medical device for 30 working days
from the date established by the notification procedure for entities engaged in the circulation of
medical devices regarding all cases of detection of adverse events, simultaneously notifying all
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YYaCTHUKOB cdepbl oOpallleHHs MEIULUHUHCKUX HU3JETUH  IOCPEICTBOM
UH(GOPMAIIMOHHOTO  MHCbMa, pa3MellaeMoro Ha oduinuagibHOM — caiiTe
perucTpupymoliiiero oprasa B cetn "HHTepHET", a Takke MOCpPEICTBOM
ANEKTPOHHOTO KaOMHETa 3asdBUTENSA WIM IyTeM HaIpaBiICHUS 3asBUTENIO
YBEAOMIIEHUS O HEOOXOJMMOCTU IPEACTABICHUS OTYETa IO KIMHUYECKOMY
MOHHUTOPHUHTY MEIUIIUHCKOTO U3JIENIHS;

K) BBISIBIICHUE PETUCTPUPYIONIUM OpPraHOM HEJOCTOBEPHBIX CBEIACHHM
B JOKYMCHTaxX, IIPEACTABICHHBIX 3asiBHUTEIEM B paMKax IIPOLEIypPbI
roCcyapCTBEHHOM PETUCTPAlUN METUITUHCKOTO U3EIINS;

J) OTHECEHUE paHee 3aperucCTPUPOBAHHOIO MEAUIIMHCKOTO U3JEIHS
K 4YHCIy MEAMIMHCKUX W3AENNUA, MPEeIyCMOTPEHHBIX IYHKTOM 5 dYacTH 5
ctathu 38 denepanbHoro 3akoHa "OO OCHOBax OXpaHbl 3J0pPOBbsS T'paKIaH
B Poccuiickoit deneparun’.

138. B 3asBimeHun 00 OTMEHE TOCYJAapCTBEHHON  perucrpanuu
MEIUITMHCKOTO H3AECNUA, MPEeAYCMOTPEHHOM moAnmyHkToM "a" myHkra 137
HacTosux [IpaBui, yka3pIBaloTCs CIEAYIONINE CBEACHHS:

a) HAMMEHOBaHUE MEJUIMHCKOTO M3JAENusA (C YKa3aHHEM Mojelen
(Mapok) MEIUIMHCKOTO W3JIedHs, HX CcOocTaBa U IPUHAJJICKHOCTEH,
HEOOXOMUMBIX I NMPUMEHEHHMS] METUITMHCKOTO H3JeTUs WIM €ro Mojemnei
(Mapok) 1o Ha3HAYCHUIO (IIpU HAJTUYHH);

0) B OTHONIEHUY TIPOU3BOJAUTENS (MU3TOTOBUTENS) MEIUITUHCKOTO U3IEIUS -
MIOJIHOE U COKpallleHHOE (IIpY HallMYMy) HaUMEHOBaHUA (C TpaHCIUTEpaluei),
OpraHu3allMOHHO-TIPaBOBas dbopma, UACHTU(UKAIIMOHHBIN HOMED
HaJoroIIaTeNnbIIuKa (IMIpyd HAIMYKK), aJpec MecTa HaxXOXKICHUS - JUIA
IOpUNYECKOTO JiMla Wik (aMUiIusd, WM M OTUYECTBO (NpU HAIUYHH),
PEKBU3UTHI JIOKYMEHTA, YJOCTOBEPSIONIET0 JMYHOCTh, HACHTU(MUKAIIMOHHBIH
HOMEp Hajlororviartenbliuka (IpU HATWYUHM), aJpec MECTa >KHTEJIbCTBA - [
(bU3HYEeCKOro Julla, 3apEerUCTPUPOBAHHOTO B KayecTBE MHIUBUAYAIHLHOTO
npeanpuHuMaress, a Takke HoMmep TeiedoHa M aapec ANEKTPOHHOM IMOYTHI
IOPUINYECKOTO JIHIa WIK (PU3UUECKOTO JIUIA, 3apETUCTPUPOBAHHOTO B KAUECTBE
UHAUBUIYATBHOTO MIPEAIPUHUMATEIIS;

B) B OTHOIIEHUH YIOJTHOMOUYEHHOTO TNPEACTABUTENS TPOU3BOIUTENS
(M3roTOBUTENSI) - TOJHOEC M COKpallleHHOE (MpU HaIUYMH) HAaMMEHOBAaHMS,
OpraHu3allMOHHO-IIPAaBOBas dbopma, UAeHTU(DUKAITMOHHBIN HOMEP
HAJIOTOILIATENIBIITNKA, aJIpeC MEeCTa HAXOXKICHUS - I IOPUANUECKOTO JUIa UITH
dbamuausi, UM M OT4eCTBO (NP HATUYMH), PEKBU3UTHI JTOKYMEHTA,
YAOCTOBEPSIOILETO JUYHOCTb, UJICHTU(UKAIMOHHBIN HOMEP
HAJIOTOIUIATEIIbIINKA, aJAPeC MECTa JKUTEIbCTBA - A (PU3UYECKOTO JIUIA,
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of participants in the circulation of medical devices by means of an informational letter posted
on the official website of the registration authority on the Internet, as well as via the applicant’s
electronic account or by sending the applicant a notification regarding the need to submit a
report on clinical monitoring of the medical device;

k) identification by the registration authority of inaccurate information in the documents
submitted by the applicant as part of the state registration procedure for the medical device;

I) classification of a previously registered medical device among those medical devices provided
for in paragraph 5 of part 5 of Article 38 of the Federal Law "On the Fundamentals of Health
Protection of Citizens in the Russian Federation."

138. The application for cancellation of state registration of a medical device, as provided for in
subparagraph "a" of paragraph 137 of these Rules, shall contain the following information:

a) the name of the medical device (indicating the models (brands) of the medical device, their
composition, and accessories required for the use of the medical device or its models (brands)
as intended (if any));

b) with respect to the manufacturer (producer) of the medical device — the full and abbreviated
(if any) names (with transliteration), legal form of organization, taxpayer identification number
(if any), address of location — for a legal entity, or surname, first name, and patronymic (if any),
details of the identity document, taxpayer identification number (if any), address of residence —
for an individual registered as an individual entrepreneur, as well as the telephone number and
e-mail address of either the legal entity or individual registered as an individual entrepreneur;

c) with respect to the authorized representative of the manufacturer (producer) — the full and
abbreviated (if any) names, legal form of organization, taxpayer identification number, address
of location — for a legal entity, or surname, first name, and patronymic (if any), details of the
identity document, taxpayer identification number, address of residence — for an individual,
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3apETUCTPUPOBAHHOTO B KAueCTBE WHAMBUIYATHHOTO MpEANpUHUMATENS,
a Takke HoMep TenedoHa U aPec JIEKTPOHHOM MOYTHI KOPUIUYECKOrO JULA
Wik (PU3AYECKOro JIUIA, 3aPETUCTPUPOBAHHOTO B KAa4E€CTBE MHIUBUIYATHLHOTO
npeAnpUHUMATEIS,

r) JaTa TOCYJApCTBEHHOW  perucrpauidd  MEAMLMHCKOTO  M3IENHs
(BHECEHUS] M3MEHEHHM B JIOKYMEHTBI, COJAEpXKAIHECs B PErHCTPAllMOHHOM
JI0OChE) U €r0 PErUCTPAlMOHHBIA HOMED;

n) unpopmanuss O IPUUYMHAX T[OJA4M  3agBJICHUs 00 OTMEHe
rocyJapCTBEHHOM PErUCTpallMi MEIUIIMHCKOTO U3eTHS;

€) cBellcHusI 00 OTBETCTBEHHOCTH 3asiBUTENA 3a JOCTOBEPHOCTh
U UJICHTUIHOCTHh HH(MOpMAaIu, CoepKaIIeCcsa B MPEICTaBIEHHBIX JOKYMEHTAX
U 3asIBJICHUH 00 OTMEHE TOCYJIapCTBEHHON PErUCTPalliy METUITMHCKOTO U3/IEITHS.

139. 3agBinenne 00  OTMEHE  TOCYAApPCTBEHHOW  perucTpauuu
MEIUIMHCKOTO U3JeNUs, MPEAyCMOTPEHHOe MOJAnmyHKToM "a" myHkTa 137
HacTosmx [IpaBui, MoXeT OBITh MOJAHO YHMOJHOMOYCHHBIM MPEICTABUTEIIEM
NPOU3BOAUTENA (U3TOTOBUTENIS) TPU OJHOBPEMEHHOM BBHIMIOTHEHUHU CIIEAYIOMIUX
YCJIOBUN:

a) HAIMYME B PErUCTPALlMOHHOM JOCh€ aKTYaJbHOTO JOKYMEHTA,
MOATBEPKJAOILETO MOJTHOMOYHUSI YHNOJIHOMOYEHHOT'O peCTABUTEIIS
NPOU3BOAUTENA (M3TOTOBUTENS) MO MPEICTABICHUIO HHTEPECOB MPOU3BOIUTENS
(M3roTOBUTENSA), HECEHHWIO  OTBETCTBEHHOCTH B  YacTH  OOpallleHus
MEIUIMHCKOr0 U3Jenus Ha Tepputopuu Poccuiickoil denepannu, B TOM 4nCIIE
0 BOOpOCaM MpPOUEAYpP OLEHKA COOTBETCTBUS U T[OCYJapCTBEHHOMN
perucTpaliud, a TaKXkKe IO 3aBEPEHHI0 JOKYMEHTOB MPOU3BOJUTENS
(M3roTOBUTENSA), BCTYIHMBIIETO B CHJIY A0 O(OPMIEHHS COOTBETCTBYIOLIUX
JOKYMEHTOB, WJIH MPEACTABICHUE TAKOTO JOKYMEHTA B PErUCTPHUPYIOIINN OpraH
B COOTBETCTBHM C TpeOoBaHMsAMU myHKTa 53 Hactosmux [IpaBum BmecTe
C 3asgBiIeHHEM OO0 OTMEHE TOCYJAapCTBEHHOW pETUCTpallud MEAUIMHCKOTO
U3JIEeTUS;

0) MpeJICTaBlICHUE B PETUCTPUPYIOIIUNH OpraH BMECTE C 3asiBICHHEM
00 OTMEHE TOCYJapCTBEHHOW  pErHCTpalid  MEAMIIMHCKOTO W3S
CIEAYIOIIUX TOKYMEHTOB:

MUCBMO  MPOM3BOJAUTENST  (M3TOTOBUTENS), TMOIATBEPKAAIOLIEE  €T0
HaMEpPEHUE OTMEHHUTh TOCYAAPCTBEHHYIO PETUCTPALIUI0 MEAUIMHCKOTO U3/IETUs
(B cimywae moaaud 3asABIEHUSA 00 OTMEHE TOCYJApPCTBEHHON pPerucTpauu
MEIUIUHCKOTO H3JENUS YNOJIHOMOYEHHBIM IIPEACTABUTENIEM MPOU3BOAUTENS
(M3roTOBUTENSA);

KOINA (komun) JIOKYMEHTA (TOKyMEHTOB), NOATBEPKAAKOIIETO
(MOATBEPKIALOILIUX ) MOJTHOMOYHUSI  YIOJHOMOYEHHOTO peCTABUTEIIS
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registered as an individual entrepreneur,

as well as the phone number and email address of the legal entity
or individual registered as an individual entrepreneur;

g) date of state registration of the medical device

(or amendments to the documents contained in the registration dossier) and its registration
number;

d) information on the reasons for submission of the application for cancellation
of the state registration of the medical device;

e) information on the applicant's responsibility for the reliability

and identity of the information contained in the submitted documents

and the application for cancellation of the state registration of the medical device.

139. The application for cancellation of the state registration

of a medical device, as stipulated in subparagraph "a" of paragraph 137

of these Rules, may be submitted by the authorized representative

of the manufacturer (producer), provided that the following conditions are met simultaneously:
a) the registration dossier contains a current document

confirming the authority of the authorized representative

of the manufacturer (producer) to represent the interests of the manufacturer
(producer), bear responsibility in terms of circulation

of the medical device within the territory of the Russian Federation, including
issues regarding conformity assessment procedures and state

registration, as well as for the certification of the manufacturer’s documents
which came into force before the execution of the relevant

documents, or submission of such a document to the registering authority

in accordance with the requirements of paragraph 53 of these Rules together

with the application for cancellation of the state registration of the medical device;
b) submission to the registering authority, together with the application

for cancellation of the state registration of the medical device,

of the following documents:

a letter from the manufacturer (producer), confirming its

intention to cancel the state registration of the medical device

(in the case where the application for cancellation of state registration

of the medical device is submitted by the authorized representative of the manufacturer

(producer);
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a copy (copies) of the document(s) confirming

the authority of the authorized representative
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NPOU3BOANUTENS (M3rOTOBUTENS) MO MPEICTABICHUIO HHTEPECOB MPOU3BOIUTENS
(M3roTOBUTENISA), HECEHUIO OTBETCTBEHHOCTU B YaCTH OOpaIlCHUS] MEIUIIUHCKOIO
n3aenus Ha tepputopuu Poccuiickoii denepanuu, B TOM 4YHUCIIE€ MO BOIMPOCaM
OpOLIEAYp OLEHKH COOTBETCTBHS U  TOCYJApPCTBEHHOW  PETHCTPALIMU
MEIUIMHCKOTO H3JIeNMsA, a TaKXKe IO 3aBEPEHHUI0 JOKYMEHTa (JOKYMEHTOB)
MPOU3BOAUTENST (M3rOTOBUTENSA), BCTYMHUBIIETO (BCTYNMBIIMX) B CHIY JO
oopmiIeHHUsT  COOTBETCTBYIOIIMX  JOKYMEHTOB (B ClIydae  OTCYTCTBHUS
aKTyaJIbHOTO JJOKyMEHTa B PETHUCTPAIIMOHHOM JI0ChE) (JOKYMEHT (JOKYMEHTHI)
ABNSETCA (SABJSAIOTCS) 00s3aTeNbHBIM (00A3aTEIbHBIMU) JUISI WHOCTPAaHHBIX
MPOU3BOAMUTENICH  (M3rOTOBUTENECH), OTEUECTBEHHBIMU  MPOU3BOJUTEISIMU
(M3roTOBUTENAMM) TPEACTABIAETCS (MPEACTABIAIOTCA) B Cllydae HaIU4Hs
YIOJIHOMOUYEHHOTO MPEACTaBUTENS IPOU3BOIUTENS (M3TOTOBUTEIS).

140.B cnyyae ecnu 3asBiaeHue 00 OTMEHE TOCYyAapCTBEHHOMU
perucTpalid  MEIMUUHCKOTO  H3AeNus MPEACTaBIeHO ¢  HapyLIEHHEM
TpeboBanmii myHkTa 139 Hacrosmmx IlpaBmin, u (WIuM) NOpencTaBICHHBIE
JOKYMEHTBHl O(OpPMJIEHBI C HapylIIeHHUEM IIOJOKEHMH IyHKTOB 53 - 55
Hactosimx IlpaBun, u (M) B 3adBI€HHMM 00 OTMEHE TOCYIapCTBEHHON
pEruCcTpalvyi MEAULIMHCKOTO U3/IEUs U MPEICTABIEHHBIX TOKYMEHTAX yKa3aHbl
HEJJOCTOBEpHbIE  CBEACHMUS, M (WIM) JOKYMEHTBI, IHPELyCMOTPEHHBIE
nyHkToM 139 nHactosmux [IpaBui, mpeacTaBieHbl HE B ITOJIHOM OOBEME,
PETUCTPUPYIOLIUN OPraH B TeUeHue 7 pabouux JHEH co JIHS MOCTYIUICHUS] TaKUX
3asBJICHUS U JJOKYMEHTOB MPUHUMAET PEIICHHE O MPEKPAIEHUN JTajJbHEHIIero
PacCMOTPEHHsI YKAa3aHHOTO 3asBICHUS C MOTHBHPOBAaHHBIM OOOCHOBaHHEM
OPUYUH IPUHATHS TaKOTO PEIICHHUS.

141. Peructpupyromuii opran B TedeHue 7 pabouynx IHEH co IHA
HACTYIUIEHHUS] OJTHOTO U3 CIIy4aeB, YKa3aHHbIX B MyHKTe 137 HacTosmux [IpaBun:

a) MPUHUMAET peHieHne 00 OTMEHEe TrOCYJapCTBEHHOM pPerucTpaluu
METUIUHCKOTO U3IEITUS;

0) BHOCUT 3amuch 00 OTMEHE TOCYAapCTBEHHOW  perucTpanuu
B F'OCYIAPCTBEHHBIN PEECTP;

B) HHPOPMHUPYET 3asBUTENs 00 OTMEHE TOCYAapCTBEHHOW pPETHUCTpaliu
METUIUHCKOT0 U3JIENUs MIYTEM Pa3MEIIEHUs] COOTBETCTBYIOUIETO YBEAOMIICHUS
B ¢opMe  3JEKTPOHHOTO  JOKYMEHTa,  TMOJIMUCAHHOTO  YCWICHHOH
KBTM(PUIUPOBAHHOM DIEKTPOHHOMU MOJITUCHIO YIIOJTHOMOYEHHOTO
JOJDKHOCTHOTO JIMIIA, B €TUHOM JIMYHOM KaOWHETE 3asgBUTENS M SJICKTPOHHOM
KaOWHETe 3asIBUTEIIS.
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of the manufacturer (producer) for representing the interests of the manufacturer (producer),
bearing responsibility regarding the circulation of the medical device in the territory of the
Russian Federation, including issues of conformity assessment procedures and state registration
of the medical device, as well as for certifying the document(s) of the manufacturer (producer)
that entered into force prior to the preparation of the relevant documents (in the absence of a
current document in the registration dossier). Such document(s) is (are) mandatory for foreign
manufacturers (producers), while domestic manufacturers (producers) provide the document(s)
in case there is an authorized representative of the manufacturer (producer).

140. In the event that an application for the cancellation of state registration of a medical
device is submitted in violation of the requirements of Clause 139 of these Rules, and/or the
submitted documents are prepared in violation of the provisions of Clauses 53-55 of these
Rules, and/or the application for cancellation of state registration of a medical device and the
submitted documents contain inaccurate information, and/or the documents provided for in
Clause 139 of these Rules are not submitted in full, the registration authority shall, within 7
working days from the date of receipt of such application and documents, make a decision to
terminate further consideration of the said application, providing a reasoned justification for the
decision.

141. The registration authority, within 7 working days from the occurrence of one of the cases
specified in Clause 137 of these Rules:

a) makes a decision to cancel the state registration of the medical device;
b) enters a record on the cancellation of state registration into the state register;

¢) informs the applicant of the cancellation of state registration of the medical device by placing
the relevant notification in the form of an electronic document, signed with a qualified enhanced
electronic signature of the authorized official, in the applicant’s unified personal account and the
applicant’s electronic account.



[TPMJIOKEHHUE
K [IpaBunam rocynapcTBeHHON
perucTpaltuy MEJUIUHCKUX U3l

(dbopma)
MunucrtepcTBo 3apaBooxpaneHus Poccuiickoit Penepanuu
COBET I10 O3THUKE
[arta npoBeneHus 3aceiaHus CoBeTa 1o 3Tuke " " 20 T
JAKJIOYEHUNE
00 3TH4YeCKOoii 000CHOBAHHOCTH NPOBEICHUA
KJIHMHUYECKMX HCIIBITAHAN MeTHIIAHCKOT 0 M3/1eJIUs
Ne or" " 20 r.

1. HaumeHnoBaunue MEIULIMHCKOTO W3EIINSA (c YKa3aHUEM

MPUHAICKHOCTEH, HEOOXOAMMBIX I MPUMEHEHHS MEAUIIMHCKOTO H3ISIUs
10 Ha3HAYCHHIO)
2. Ilpon3BoauTEIh METHIIMHCKOTO M3STUS

(momHOe ¥ coKpauieHHOEe (TIPH HAJTHYIHH)

HAaMMEHOBaHUS, OPIraHH3aHOHHO-IIPAaBOBast (OpMa IPHIHIESCKOrO JIULA, AAPEC ero MeCTa HaX 0y ICHHUS I
(haMuIIHs, IMA ¥ OTYECTBO (TIPH HANWYHH), apeC MECTa KUTEIBCTBA (PU3HUIECKOTO JIHIA, 3aPETHCTPHPOBAHHOTO
B Ka4eCTBE HHAUBHAYAIBHOTO HPESINPHHHUMATEIIS)

3. 3asgBUTEND
4. Pemienue:

(yKa3bIBaIOTCA CBEACHHUS 00 STHUECKOH 000CHOBAHHOCTH IIPOBCICHHS

KIHHAYECKHUX UCIBITAHUH MEOUIUHCKOI'O U3ACIINA, IIPUYIHHBI

IIPpY IPUHATHU PCIICHU O HCBO3MOXHOCTU ITPOBCACHUA KITMHUYICCKUX

HCIIBITAHUE MEAUITMHCKOTO U3ICITH)

IIpencenarens coBeta

(p.m.0.) (IIOATIHCE)

DKcHepThl

(p.m.0.) (TIoaHUCH)
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APPENDIX
to the Rules of State Registration
of Medical Devices

(form)

Ministry of Health of the Russian Federation
ETHICS COUNCIL

Date of the Ethics Council meeting: " " 20 __

CONCLUSION

on the ethical justification for conducting
clinical trials of a medical device

No.  dated 20 _

1. Name of the medical device (including accessories necessary for the intended use of the
medical device)

2. Manufacturer of the medical device

(full and abbreviated (if available) names, legal organizational form of the legal entity, address
of its registered office or surname, first name, and patronymic (if available), address of
residence of the individual registered as an individual entrepreneur)

3. Applicant

4. Decision:

(indicate information on the ethical justification for conducting clinical trials of the medical
device, reasons for a decision on the impossibility of conducting clinical trials of the medical
device)

Chairperson of the Council

(full name)

(signature)

Experts

(full name) (signature)



I[MTPMJIOXKEHUE

K noctaHoBieHuto [IpaBurenscTBa
Poccuiickon ®enepannu
oT 30 Hos0ps 2024 r. Ne 1684

IHIEPEYEHD

yrpaTuBiux cuiy akros [IpaBuresnnscrBa Poccuiickon @exepaunu

1. IlocTanoBneHue [IpaBuTenscTBa Poccuiickon ®denepanun
ot 27 nexabps 2012 r. Ne 1416 "O6 yrBepxknennu [IpaBun rocymapcTBEHHON
peructpanun  MenunuHckux — m3genui"  (CoOpaHue — 3aKOHONATEIHCTBA
Poccuiickoit ®@eneparuu, 2013, Ne 1, ct. 14).

2. IlocTaHoBieHue [IpaBuTenscTBa Poccuiickon ®denepanun
or 17 oktsa6ps 2013 1. Ne 930 "O BHeCeHHMHM H3MCHCHHMH B IOCTAHOBJICHHUC
[IpaButenscTtBa Poccmiickoit @epepanuu ot 27 nexabps 2012 1. Ne 1416"
(Cobpanue 3axkononatensctBa Poccuiickoit @enepanmu, 2013, Ne 43, cr. 5556).

3. Ilocranosnenue IlpaButenscrBa Poccuiickoit @enepanuu ot 17 urons
2014r. Ne 670 "O BHecenun wu3mMeHenuit B IIpaBuna rocyaapCTBEHHOU
peructpaniun  MenunuHckux — m3genui"  (CoOpaHue — 3aKOHOIATEIHCTBA
Poccuiickoit ®@eneparuu, 2014, Ne 30, ct. 4310).

4. IlocTaHoBiieHUE [IpaBuTEnsCcTBA Poccuiickoi ®denepanun
or 10 deppans 2017 r. Ne 160 "O BHeceHMH HM3MEHEHHH B IOCTAHOBJICHHUE
[IpaButenscTtBa Poccuiickoit ®@enepammm ot 27 aexadbps 2012 1. Ne 1416"
(CobOpanue 3axkonoaatenscTtBa Poccuiickoit @enepanmu, 2017, Ne 8, cT. 1233).

5. IlocranoBnenue IlpaButennctBa Poccuiickoit ®denepanuu ot 31 Mmas
2018 . Ne 633 "O BHeceHun wu3MmMeHenuit B IIpaBuna rocyaapcTBEHHOU
peructpanuu  MenunuHckux — m3genui”  (CoOpaHue — 3aKOHONIATEIHCTBA
Poccuiickoit @enepanum, 2018, Ne 24, ct. 3523).

6. Ilocranosnenue IlpaBurensctBa Poccuiickoit @eaepanuu ot 18 mapta
2020r. Ne299 "O BHecenun wu3mMeHenuit B IIpaBuna rocyaapcTBEHHOU

peructpanun  MenunuHckux — m3genui"  (CoOpaHue — 3aKOHOIATEILCTBA
Poccuiickoit ®eneparuu, 2020, Ne 12, ct. 1792).
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ANNEX

to the Resolution of the Government
of the Russian Federation

dated November 30, 2024 No. 1684

LIST

of Government acts of the Russian Federation that have lost force

1. Resolution of the Government of the Russian Federation

dated December 27, 2012 No. 1416 "On the Approval of the Rules for State
Registration of Medical Devices" (Collection of Legislation

of the Russian Federation, 2013, No. 1, Article 14).

2. Resolution of the Government of the Russian Federation

dated October 17, 2013 No. 930 "On Amendments to the Resolution

of the Government of the Russian Federation dated December 27, 2012 No. 1416"
(Collection of Legislation of the Russian Federation, 2013, No. 43, Article 5556).

3. Resolution of the Government of the Russian Federation dated July 17,
2014 No. 670 "On Amendments to the Rules for State

Registration of Medical Devices" (Collection of Legislation

of the Russian Federation, 2014, No. 30, Article 4310).

4. Resolution of the Government of the Russian Federation

dated February 10, 2017 No. 160 "On Amendments to the Resolution

of the Government of the Russian Federation dated December 27, 2012 No. 1416"
(Collection of Legislation of the Russian Federation, 2017, No. 8, Article 1233).

5. Resolution of the Government of the Russian Federation dated May 31,
2018 No. 633 "On Amendments to the Rules for State

Registration of Medical Devices" (Collection of Legislation

of the Russian Federation, 2018, No. 24, Article 3523).

6. Resolution of the Government of the Russian Federation dated March 18,
2020 No. 299 "On Amendments to the Rules for State

Registration of Medical Devices" (Collection of Legislation

of the Russian Federation, 2020, No. 12, Article 1792).



7. IlocTanoBieHue [IpaBuTenbcTBa Poccuiickoi denepaunu
or 1 ceutabps 2020 r. Ne 1335 "O BHeceHHMM HW3MEHEHUS B IYHKT 2
IIpaBun rOCyJIapCTBEHHOM perucTpanuu METUIIMHCKHUX n3aenuit”
(Cobpanue 3akoHnoaatenscTBa Poccutickoit denepanun, 2020, Ne 36, ct. 5637).

8. IlocTanoBieHnue [IpaBuTenbcTBa Poccuiickoi denepannu
or 24 Hosg6ps 2020r. Ne 1906 "O BHecenuu wusmeHeHuit B IlpaBuia
rOCyJapCTBEHHOM  peructpauun  MmeaunuHckux — m3genui”"  (CoOpaHue

3akoHogaTenbcTBa Poccuiickoit ®enepanun, 2020, Ne 49, ct. 7897).
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7. Resolution of the Government of the Russian Federation No. 1335 dated September 1, 2020
"On Amendments to Paragraph 2 of the Rules for State Registration of Medical Devices"
(Collection of Legislation of the Russian Federation, 2020, No. 36, Art. 5637).

8. Resolution of the Government of the Russian Federation No. 1906 dated November 24, 2020
"On Amendments to the Rules for State Registration of Medical Devices" (Collection of
Legislation of the Russian Federation, 2020, No. 49, Art. 7897).



YTBEPKIEHBI

nocradoByieHueM [IpaBurenscTBa
Poccuiickon ®enepannu
oT 30 HosA0ps 2024 r. Ne 1684

N3IMEHEHMNA,

KOTOpbIe BHOCATCH B aKkThl [IpaButenscrBa Poccuiickoit @egepaunn

1.B  nocranoBnenun IIpaBurensctBa  Poccuiickon — Depepanuun
or 31 nekabps 2020 1. Ne 2467 "OO yTBEpKIEHUM NEPEUYHS HOPMATUBHBIX
MpPaBOBbIX AKTOB W TPYINI HOPMAaTUBHBIX IPABOBBIX aKkTOB IIpaBuTenbcTBa
Poccuiickoit  @epepanmy, HOPMATHBHBIX IPABOBBIX AKTOB, OTAEJBHBIX
MOJIOXKEHUN HOPMAaTHUBHBIX MMPABOBBIX aKTOB M I'PYII HOPMATUBHBIX IMPABOBBIX
aKTOB (peepa’abHbIX OPraHOB HCIOJIHUTENBHOW BIJIACTH, MPABOBBIX AaKTOB,
OTJEJBHBIX [OJOXEHUH TMPAaBOBBIX AaKTOB, TIPYINI MPaBOBBIX AaKTOB
WCIIOJIHUTENbHBIX W PACHOPSAUTENBHBIX OPraHOB TOCYAapCTBEHHOM BIACTH
PCOCP u Cowza CCP, pewenuidi TocynapcTBEeHHOM — KOMHUCCUU
M0 paguovyacToTaM, COJEpKalMX O0s3aTeNbHBIE TPeOOBaHMs, B OTHOIICHUU
KOTOPBIX HE NPUMEHSAIOTCA IOJOXKeHus yacre 1, 2 wm 3 crareu 15
denepanpHoro 3akoHa "OO6 oO0s3arenbHBIX TpeboBaHWsAX B Poccuiickoit
®enepanuu”  (CobOpanue  3akoHOmaTenbcTBa  Poccuiickont  denmeparum,
2021, Ne2, cr.471; 2022, Ne 23, ct.3785; 2024, Ne25, crt.3505; Ne33,
cT. 5163; Ne 38, c1. 5651; Ne 40, c1. 5981; Ne 42, c1. 6257; Ne 44, cT. 6619):

a) B myHkTe 10 mudpsr "637," UCKITIOUNTS;

0) B mepedyHe HOPMATHMBHBIX MPABOBbIX aKTOB M TPyHI HOPMATHUBHBIX
npaBoBbIX akToB IIpaButensctBa Poccuiickoir dPeaepauny, HOPMATHUBHBIX
MPaBOBBbIX AKTOB, OTAEJIBHBIX IIOJOXKEHHU HOPMATUBHBIX INPABOBBIX AaKTOB
W Tpynn  HOPMATHUBHBIX  IPAaBOBBIX  akTOB  (eAepalbHBIX  OpPraHOB
WCIIOJIHUTENbHON BJIACTH, NMPABOBBIX aKTOB, OTAEIbHBIX MOJOKEHUH NMPaBOBBIX
aKTOB, IPYIII MPABOBBIX AKTOB UCIIOJIHUTENbHBIX U PACTIOPSAUTENBHBIX OPraHOB
rocyaapcteeHHoi Biract PCOCP u Coroza CCP, pemennii I'ocynapcTBeHHOR
KOMUCCUHM TI0 pPaJWO4acTOTaM, COJAEpXKalUX o0Os3aTeNbHble TpeOOBaHMUA,
B OTHOLLEHHH KOTOPBIX HE MPUMEHSAIOTCA NOJI0kKeHns yacted 1, 2 u 3 cratbu 15
®enepanpHoro 3akoHa "OO oOs3arenbHBIX TpeboBaHWsAX B Poccuiickoit
deneparnuu”, IyHKT 637 UCKITIOYNTD.
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APPROVED

by Decree of the Government

of the Russian Federation

dated November 30, 2024 No. 1684

AMENDMENTS

to be made to acts of the Government of the Russian Federation

1. In the Decree of the Government of the Russian Federation dated December 31, 2020 No.
2467 "On the approval of the list of normative legal acts and groups of normative legal acts of
the Government of the Russian Federation, normative legal acts, certain provisions of normative
legal acts and groups of normative legal acts of federal executive authorities, legal acts, certain
provisions of legal acts, groups of legal acts of executive and administrative authorities of the
RSFSR and the USSR, decisions of the State Commission on Radio Frequencies containing
mandatory requirements, with respect to which the provisions of parts 1, 2, and 3 of Article 15
of the Federal Law 'On Mandatory Requirements in the Russian Federation' do not apply"
(Collection of Legislation of the Russian Federation, 2021, No. 2, Art. 471; 2022, No. 23, Art.
3785; 2024, No. 25, Art. 3505; No. 33, Art. 5163; No. 38, Art. 5651; No. 40, Art. 5981; No. 42,
Art. 6257; No. 44, Art. 6619):

a) in point 10, remove the numbers "637,";

b) in the list of normative legal acts and groups of normative legal acts of the Government of
the Russian Federation, normative legal acts, certain provisions of normative legal acts and
groups of normative legal acts of federal executive authorities, legal acts, certain provisions of
legal acts, groups of legal acts of executive and administrative authorities of the RSFSR and the
USSR, decisions of the State Commission on Radio Frequencies containing mandatory
requirements, with respect to which the provisions of parts 1, 2, and 3 of Article 15 of the
Federal Law 'On Mandatory Requirements in the Russian Federation' do not apply, exclude point
637.



2.B a63ame BTOpoM IIyHKTa 6 H3MEHEHHH, KOTOpPbIE BHOCATCSH
B mnocrtaHoBiieHue IlpaButenncTtBa Poccuiickoit ®epepamuu ot 31 nmekabps
2020 1. Ne 2467, yTBEp)KIEeHHBIX MOocTaHOBIEHUEM [IpaButenscTBa Poccuiickoi
®enepanuu oT 12 utoHa 2024 r. Ne 792 "O BHeceHUU M3MEHEHUM B HEKOTOPHIE
akThl IlpaButennctBa Poccuiickoit deaeparuu" (CobpaHue 3aKOHOIATEIbCTBA
Poccuiickoit @enepanun, 2024, Ne 25, cr. 3505), uudpst "637," HCKIIOUUTS.
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2

2. In the second paragraph of point 6 of the amendments introduced to the Decree of the
Government of the Russian Federation dated December 31, 2020 No. 2467, approved by the
Decree of the Government of the Russian Federation dated June 12, 2024 No. 792 "On
Amendments to Certain Acts of the Government of the Russian Federation" (Collection of
Legislation of the Russian Federation, 2024, No. 25, Article 3505), the numbers "637," shall be
excluded.



