EBPAZUMCKAS YJKOHOMUMYECKASI KOMUCCHUSI
KOJUIEI'Us

PEINIEHUNE

«03» anpens 2018 r. Ne 46 r. MockBa

O HOMeHKJIaType MeIMIMHCKHX M3/ e Iuil
EBpa3sHiickoro 3x0HOMH4Y€eCKOT0 0032

B coorBerctBuu co crarbeit 31 JloroBopa o Espasuiickom
SKOHOMHYECKOM coro3e oT 29 mag 2014 roga, nynkramu 4 u 7 [Ipotokosa 06
MH()OPMAIIMOHHO-KOMMYHUKAIIMOHHBIX TEXHOJIOTUSX U UH(OPMALHOHHOM
B3aHMOJCHCTBMU B paMKax EBpazuiickoro 3KOHOMHYECKOIO COI03a
(mpunoxxenre Ne 3 k JloroBopy o EBpasuiickoM 5KOHOMHYECKOM COIO3€
or 29 mas 2014 roga) u pykoBoACTBYSCH IT0JIOKEHUEM O €IMHON CHCTEME
HOPMATHBHO-CIIPABOYHOW HHpopManmu EBpasHMCKOr0 SKOHOMHYECKOTO
coro3a, yTBepkIeHHbIM Pemenuem Komnerun EBpasuiickoii 5KOHOMUYECKOI
Komuccuu oT 17 Hosbpsa 2015 r. Ne 155, a rtaxke IlpaBuimaMu BeeHus
HOMEHKJIATYPhl ~MEJMLUHCKUX H3IEINH, YTBEPXKIEHHBIMH PelieHueM
Kosnernu EBpasuiickoli 5kOHOMHYeCKOH Komuccuu OT 29  jmekabps
2015 1. Ne 177, Komnerus EBpasuiickoii 5KOHOMHUYECKOW KOMUCCHH
pemuaa:

1. YrBepauTh mnpunaraeMbelii acrnopT HOMEHKIATYPBl MEIMUIMHCKHX

uzfenuii EBpazuiickoro 3KOHOMHUYECKOTO CO3a.
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EURASIAN ECONOMIC COMMISSION
BOARD

DECISION

"03" April 2018 No. 46 Moscow

On the Nomenclature of Medical Devices of the Eurasian Economic Union

In accordance with Article 31 of the Treaty on the Eurasian Economic Union dated May 29, 2014, Clauses 4
and 7 of the Protocol on Information and Communication Technologies and Information Interaction within
the Eurasian Economic Union (Annex No. 3 to the Treaty on the Eurasian Economic Union dated May 29,
2014) and guided by the Regulation on the Unified System of Normative and Reference Information of the
Eurasian Economic Union, approved by the Decision of the Board of the Eurasian Economic Commission
dated November 17, 2015 No. 155, as well as the Rules for Maintaining the Nomenclature of Medical
Devices, approved by the Decision of the Board of the Eurasian Economic Commission dated December 29,
2015 No. 177, the Board of the Eurasian Economic Commission has decided:

1. To approve the attached passport of the nomenclature of medical devices of the Eurasian Economic
Union.
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2. IIpuMeHsTh HOMEHKIATYpy MEAMLMHCKUX u3lenuii EBpasuiickoro
3KOHOMMYECKOTO CO103a (Jajee — HOMEHKJIAaTypa) B COOTBETCTBHH C
YTBEPXK/JICHHBIM HacTosuM Peltennem macrmoprom.

3. BKIIIOUMTh HOMEHKJIATYpy B COCTaB PECYPCOB E€IHHOM CHCTEMBI
HOPMaTHUBHO-CIIPaBOYHON HMH(popMalmu EBpasuiickoro 3KOHOMHUYECKOTO
COr03a.

4. YcTaHOBUTE, YTO:

HOMEHKJIaTypa IIPHUMEHSETCS C JarThl BCTYIUIEHMs HACTOSIIETO
Pemenus B cuy;

MCIIONb30BaHUE KOJIOBBIX O0O3HAUEHHWH HOMEHK/IATYPHl SBISIETCS
00s13aTe/IbHBIM NPU peau3alny OOIIUX MPOLECCoB B pamMkax EBpasuiickoro
SKOHOMHUYECKOI0 COr03a B chepe obpalleHust MeTUIIMHCKUX U3IEITHiA.

5. Hacrosmee Pemenue BeTymaeT B CMIy 10 MCTEUYEHHH

30 xameHaapHBIX JHEH ¢ IaTHL ero od

T. Capkucsa
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2. Apply the nomenclature of medical devices of the Eurasian Economic Union (hereinafter referred to as
the nomenclature) in accordance with the passport approved by this Decision.

3. Include the nomenclature in the resources of the unified system of regulatory and reference information
of the Eurasian Economic Union.

4. Establish that:
the nomenclature is applied from the date of entry into force of this Decision;

the use of code designations of the nomenclature is mandatory in the implementation of general processes
within the Eurasian Economic Union in the field of circulation of medical devices.

5. This Decision enters into force 30 calendar days from the date of its official publication.
Chairman of the Board of the Eurasian Economic Commission

T. Sargsyan
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YTBEPX/JEH

Pemenuem Kosneruu
EBpa3zuiickoil 3KOHOMUYECKOH KOMHCCHH
ot 3 anpens 2018 r. Ne 46

IHACHOPT
HOMEHKJIATYPbl MeIHIMHCKUX H3eHii
EBpa3uiickoro 3x0OHOMHYECKOro co3a

Ne Obo3HaueHue 21eMEHTA Omnucanue
o/

1 2 3

1 | Konx 0

2 | Tun 2 — knaccuukarop

3 | HaumeHoBaHue HOMEHKJIaTypa MEAULMHCKUX U3JIeIIHiI

EBpa3zuiickoro s5KOHOMHUYECKOTO COKO3a

4 | AGOpesuarypa HMMU

5 | Obo3nauenue EKO0_-201 (pen.1)

6 | PekBU3UTHI aKTa O IPUHATHH Pemenne Komerun EBpasuiickoii sxonoMuueckoi
(yTBEep)KIEHHH) CIIPABOYHHKA KoMuccHH 0T 3 ampens 2018 r. Ne 46
(xknaccudukartopa)

7 | JlaTa BBeZeHHs B feiicTBHE 20 .

(Hagama mpuMeHeHMs )
crpaBo4HMKa (Knaccudukaropa)

8 PexBH3UTHI aKkTa 0 NpeKpaneHiy | —
[IPUMEHEHUSI CIIPABOYHHKA
(kmaccuuxaropa)

9 | lata okoHYaHHSI TPUMEHEHHUS -
cIpaBouHHKA (Kmaccu(pukaropa)

10 | Oneparop (onepatops) RU, ®enepanbnas caysxba 1o Haa30py B chepe

3[paBOOXPAHEHUs

11 | Ha3znauenne

HOMEHKJIATypa [pe/HazHaYeHa JIJIs
CHCTEMATU3ALUU CBEJEHUH 0 BUAAX MEAUIHHCKUX
U3/ICNIUH, B TOM YHCIIE C YIETOM
KJIaCCU(PMKAIMOHHBIX TPH3HAKOB ME/HIIMHCKHX
W3/ICNHA
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APPROVED
By the Decision of the Board of the Eurasian Economic Commission dated April 3, 2018 No. 46
PASSPORT

of the nomenclature of medical devices of the Eurasian Economic Union

o U AW NP

10
11

Code

Type

Name
Abbreviation
Designation

Details of the act of adoption
(approval) of the directory
(classifier)

Date of entry into force (start
of application) of the directory
(classifier)

Details of the act of
termination of application of
the directory (classifier)

Date of termination of
application of the directory
(classifier)

Operator(s)

Purpose

0__

2 - classifier

nomenclature of medical devices of the Eurasian Economic Union
NMI

EK O _-201 (ed.1)

Decision of the Board of the Eurasian Economic Commission dated April 3,
2018 No. 46

20

RU, Federal Service for Surveillance in Healthcare

The nomenclature is intended for the systematization of information on
types of medical devices, including taking into account the classification
features of medical devices

Translated by RegDesk Al | For Reference Only | Not an Official Translation




No O0o3HaueHe 3IeMeHTa Onucanue
n/m
1 2 3
12 | AnHoTarus HCTIONIB3YeTes JUlsl GopMEpOBAHHA
(obnmacTh NpUMEHEHHUS) PErHCTPAllHOHHBIX JOChE HA METULHHCKOE
H37EIIHE, OCYIIECTBIEHH KOHTPOIIs 00 palenus
MeJIMIMHCKUX U3JENUH, a TakKe 00ecedyeHus
HH(DOPMAILIHOHHOTO B3aHMOIEHCTBYS, B TOM YHCIIE
IIPH pealn3anuu 00IIUX IpoIeccosB
13 | KiroueBsie croBa METHITTHCKHE U3/IENIMs], HOMEHKIIATYPA, BHL
MEUIMHCKOTO U3AEHsL, KIacCH(PHKAIIHONHBIH
[PU3HAK MEAULIMHCKUX W3/
14 | Cdepa, B KOTOPOH peanu3yroTcss | TEXHHYECKOE PETYIMPOBAHHE
IIOJIHOMOYHSI OPTaHOB
EBpasuiickoro 3K0oHOMHYECKOTO
cOor3a
15 | Mcnonb3oBanue MEKIYHAPOIHOH | 1 — KaccH(HKATOP rapMOHM3HPOBAH C
(MeXTrocynapcTBEHHOM, MEXIYHAPOIHBIMH (MEKIOCYIapCTREHHBIMH,
PErHOHANBHON) KNlacCHpUKaMu | PeTHOHAIBHBIMHE) KIACCHOHKATOPAMHE U (HITH)
CTaHJapTaMMu:
I'nobaspHas HOMEHKIIATYpA MEIUIMHCKUX H3/IeTHi
(Global Medical Device Nomenclature), Benenue
KOTOPOH OCYIIECTBISIETCA ATEHTCTBOM
['nobanbHON HOMEHKIATYPBI MEAUIIMHCKUX
H3OCITHIL;
ISO 15225:2010 «M3penust MeTHIIMHCKHE.
MenemxmenT KauecTBa. CTPYKTypa JaHHBIX
HOMEHKJIATYPBI ME/IUIIHHCKHAX H3IETHH »
Merto1 rapMOHU3AIHH:
4 — yCTaHOBJIEHHE COOTBETCTBUSI C JIOBEPEHHBIM
HCTOUYHHUKOM
16 | Hanuuue rocyiapcTBeHHBIX 1 — knaccHpUKaTOp HMEET aHAIOTH

CIPaBOYHHKOB
(xs1accu(puKaToOpoB)

roCy1apcTB — YICHOB
EBpasuiickoro 3k0HOMHUYECKOTO
COI03a

B TOCyapcTBax — uieHax Eppasuiickoro
SKOHOMHYECKOI0 COK3a:

B Poccuiickoi Oenepaiun — npukas MuHuctepeTpa
3JipapooxpaneHus Poccuiickoit @eneparmnn

ot 6 mrons 2012 r. Ne 4n «O06 yTBepkaeHun
HOMEHKJIATYPHOH KJIacCU(HUKAUK MEHIIMHCKHX
H3JEITHH »
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(- Eiement Designaton

12

13

14

15

16

Annotation (scope of
application)

Keywords

Sphere in which the
powers of the bodies
of the Eurasian
Economic Union are
realized

Use of international
(interstate,
regional)
classification

Availability of state
directories

(classifiers) of the
states - members of
the Eurasian Economic
Union

used for forming registration dossiers for medical devices, implementing control over
the circulation of medical devices, as well as ensuring informational interaction,
including during the implementation of general processes

medical devices, nomenclature, type of medical device, classification attribute of
medical devices

technical regulation

1 - classifier is harmonized with international (interstate, regional) classifiers

and/or standards: Global Medical Device Nomenclature, maintained by the Global

Medical Device Nomenclature Agency; ISO 15225:2010 "Medical devices. Quality
management. Structure of data for medical device nomenclature" Harmonization method:
4 - establishing compliance with a trusted source

1 - classifier has analogs in the states - members of the Eurasian Economic Union: in
the Russian Federation - order of the Ministry of Health of the Russian Federation
dated June 6, 2012 No. 4n "On the approval of the nomenclature classification of
medical devices"
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No Obo3nauenue s1eMeHTa Onucanue
n/m
1 2 o
17 | MeTtox cucTeMaTu3aliiy 1 — MOPSIAKOBEIIA,
(knmaccuuramnum) B cooTBeTcTBHH ¢ [SO 15225:2010 «M3memmst

MEIUIMHCKHE. MeHeKMEHT KadecTBa. CTpyKTypa
JAHHBIX HOMEHKIATYPbI MEJIMIIMHCKHUX H3ICITHIY,
ITpusHakaMu cucTemMaTu3auy (KIacCH(QHKAINH )
BUJIOB MEIUIMHCKHUX H3JICTUN ABISAIOTCS
KJIaCCH(PUKAIIMOHHBIE NPH3HAKH MEIHIIMHCKIX
M3/IENMI B 3aBUCUMOCTH OT MX HA3HAYCHHS U (HITH)
YCTpPOHCTBA

18 | Meronuka Be/leHUS HOMEHKJIaTypa BEJIeTCS B QIEKTPOHHOM BHJIE B
COOTBETCTBHH C OPAIKOM COTTIACHO
npritoxeHuo No 1

19 | Crpyxrypa CTPYKTYPa H PEKBH3UTHBIH COCTAB HOMEHKJIATYPbI
(cocTaB nosei HOMEHKIATYPEI, 00JIACTH HX
3HAUYEHMH ¥ IpaBuia GOPMUPOBAHKS) IPHBEICHEI
B OIIMCAHUHU COMIACHO NMpHIokeHuio No 2

20 | Crenenp KOHOHICHIHANLHOCTH | CBEJICHHS H3 HOMEHKJIATYPHI OTHOCATCS K
JIAHHBIX WH(POPMAIHH OTKPBITOTO JIOCTYIIA

21 | YcranoiaeHHas NEpHOJUYHOCTL | HE YCTAaHOBJIEHA
nepecMoTpa

22 | U3meneHus —

23 | Ccbuika Ha A€TaTM3UPOBAHHBIE JIETAIM3HPOBAHHBIE CBEIEHUS U3 HOMEHKIIATYPBI
CBEJIEHUS M3 CIIPABOYHUKA OITyOJIMKOBBLIBAIOTCS HA HH()OPMAIIMOHHOM [OpTAalIe
(knaccudukaropa) EBpa3uiickoro 3KOHOMHYECKOTO COI03a

24 | Cnoco0 npeacTaBneHus

CBEICHUH U3 CIIPAaBOYHHKA
(kmaccuduraropa)
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17
18
19

20

21

22
23

24

Ele
Designation

Method of
Systematization
(Classification)

Methodology of
Maintenance

Structure

Degree of Data
Confidentiality

Established
Review
Periodicity

Changes

Reference to
Detailed
Information from
the Directory
(Classifier)

Method of
Presenting
Information from
the Directory
(Classifier)

1 - sequential; in accordance with ISO 15225:2010 "Medical Devices. Quality Management.
Structure of Data for Medical Device Nomenclature". The criteria for systematization
(classification) of types of medical devices are classification criteria of medical

devices depending on their purpose and/or design

nomenclature is maintained electronically in accordance with the procedure according to
Annex No. 1

the structure and requisite composition of the nomenclature (composition of nomenclature
fields, their value areas, and formation rules) are provided in the description according
to Annex No. 2

information from the nomenclature is considered open access information

not established

detailed information from the nomenclature is published on the information portal of the
Eurasian Economic Union

publication on the information portal of the Eurasian Economic Union
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ITPUJIOXEHHUE Ne 1

K [1aCIIOPTY HOMEHKJIATYPhI
MEIUIIMHCKUX U3JE/TUI
EBpa3uiickoro 3K0OHOMHYECKOI0O
coro3a

MNOPAAOK
BeJeHHs HOMEHKJIATYPbl METHIIHHCKHX H3/Ie/IH i
EBpa3uiicKoro 3K0HOMHYECKOI0 €0103a

I. O0me nonoxeHus

1. Hacrosimii Ilopsimok paspaboTaH B COOTBETCTBHH CO ClIELYIOIIMMH
aKTaMM, BXOJALIMMU B TMpaBOo EBpa3ulicKoro 5SKOHOMHUYECKOIO COKO3a
(manee — Coros):

Pemenne Komneruum  EBpazubickoli  SKOHOMHMYECKOW  KOMHUCCHUHU
ot 17 Hosa0pst 2015 r. Ne 155 «O eauHOl cucTeMe HOPMATHBHO-CIIPABOYHON
nHpopmanun EBpazuiickoro 3KOHOMHUECKOTO COI03a»;

Pemenne Kosuerun  EBpasuiickoli  SKOHOMHYECKOW  KOMHCCHHA
ot 29 nexabpsa 2015 r. Ne 177 «O IlpaBunax BefeHHs: HOMEHKIATYPLI
MEOUUMUHCKUAX U3JICITUI»,

Pemenne Konnernn  EBpasulickoil  SKOHOMHYECKOH  KOMHUCCUH
or 19 centabps 2017 r. No 121 «OO6 yrBepxkmenun MeTo0n0run
pa3zpaboTKM, BEeJeHUs M IIPUMEHEHMs CIPABOYHHKOB U KIacCH()UMKATOPOB,
BXOJSIINX B COCTAaB PECYpPCOB €IMHONH CHUCTEMBI HOPMATHBHO-CIIPABOYHON

nHpopmauuu EBpa3zuiickoro 3KOHOMHUYECKOI'O COI03ay.

II. ObnacTh MpUMEHEHMSs

2. Hacrosiuit  ITopsimok oTpeiesisieT [POLIEYPBI BEIICHUS
HOMCHKJIATYPBl MEIMIMHCKUX H3Jenuil EBpa3suiickoro 3KOHOMHYECKOTrO

COI03a (l1ajiee — HOMEHKJIaTypa).
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ANNEX No. 1

to the passport of the nomenclature

of medical devices

of the Eurasian Economic Union

ORDER

of maintaining the nomenclature of medical devices
of the Eurasian Economic Union

|. General Provisions

1. This Order is developed in accordance with the following acts included in the law of the Eurasian
Economic Union (hereinafter referred to as the Union):

Decision of the Board of the Eurasian Economic Commission dated November 17, 2015 No. 155 "On the
unified system of normative and reference information of the Eurasian Economic Union";

Decision of the Board of the Eurasian Economic Commission dated December 29, 2015 No. 177 "On the
Rules for maintaining the nomenclature of medical devices";

Decision of the Board of the Eurasian Economic Commission dated September 19, 2017 No. 121 "On the
approval of the Methodology for the development, maintenance, and application of directories and
classifiers included in the resources of the unified system of normative and reference information of the
Eurasian Economic Union".

Il. Scope of Application

2. This Order determines the procedures for maintaining the nomenclature of medical devices of the
Eurasian Economic Union (hereinafter referred to as the nomenclature).
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2
3. Hacrosiuit ITopsiiok mpuMeHseTest 0nepaTtopoM, aJMUHHCTPATOPOM
1 110JIb30BaTe/IIMH HOMEHKJIATYpPbl [IPH BHECEHUH H3MEHEHUH B OTIE/IbHBIE

ITO3HULMH HOMEHKIIaTypEhI.

I11. OcHOBHBIE TTOHSATHS

4. TloHsiTust, Wcnonp3yeMsle B HactosimeM Ilopsjke, TPUMEHSIOTCSI
B 3HAQUEHHUSX, OMNpeAe/IeHHLIX axkTamMH EBpa3uiickoii sKoHOMUUYECKOMH
KOMHCCUM B cepe oOpallleHHs MEIULMHCKUX U3IETHi, a Takke akTaMu
EBpa3uiicKoil 5KOHOMHYECKOH KOMHUCCHH O BOIIPOCAM CO3JAHUS U pa3BUTHS

MHTETPUPOBAHHON MH(pOopManmonHoii cucreMs! Corosa.

IV. IlpuHuune! BeneHus HOMEHKJIATYPBI

5. HomenknaTypa popMupyeTcs Ha OCHOBAHUM CBEIEHUH, BKIIOUEHHBIX
B IobanbHyro HOMEHKJIATYpY MEIULUMHCKMX H30eNui. Pemenus o6
MCKJIFOUEHHH OTHACINIBHBIX BHIOB MEIULUMHCKMX H3JENMH M3 HOMEHKIATYpHI
MOTYT MPUHAMATBCS pabodel rpyInoi Mo KoopAuHaLuK paboT IO CO3IAHUIO
U BEJIEHUIO HOMCHKJIATYPbl ~MEIMUMHCKUX u3fgenuid  EBpasuiickoro
DKOHOMHMYECKOTO  COK3a,  CO3JaHHOW  pacmopsbkeHnem  Kosuteruwm
EBpasuiickoii skoHOoMHYeckoll komuccuu oT 26 wuronst 2016 r. Ne 109
(manee — pabouas rpymma).

6. BsaumoneiictBue omneparopa ¢ aJMHHHCTPATOPOM OCYILECTBIISETCS
B COOTBETCTBHH C JIOTOBOPOM MEXY HUMH (Jlanee — JJoroBop).

7. OTBETCTBEHHOCTh ONEPaTOpa M AJMHHHMCTPATOpPA OMpENelIsieTCs
aKTaMu, BXOISIIMMHU B TpaBo Coro3a, a Takke J0rOBOPOM.

8. MupopmupoBaHnue  10/ib30BaTeNeldl  HOMEHKIATYphl, a  TaKKe
YIIOJIHOMOYEHHBIX OpraHoB (opranusanuii) rocymapcts — uineHoB Coroza

00  HM3MEHEHMsAX, BHECEHHLIX B  HOMEHKIATypy, OCYILECTBISIETCS
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3. This Procedure is applied by the operator, administrator, and users of the nomenclature when making
changes to individual positions of the homenclature.

I1l. Basic Concepts

4. The concepts used in this Procedure are applied in the meanings defined by the acts of the Eurasian
Economic Commission in the field of circulation of medical devices, as well as by the acts of the Eurasian
Economic Commission on the creation and development of the integrated information system of the Union.

IV. Principles of Maintaining the Nomenclature

5. The nomenclature is formed based on information included in the Global Nomenclature of Medical
Devices. Decisions on the exclusion of certain types of medical devices from the nomenclature can be
made by the working group on coordinating the creation and maintenance of the nomenclature of medical
devices of the Eurasian Economic Union, established by the order.of the Board of the Eurasian Economic
Commission dated July 26, 2016, No. 109 (hereinafter referred to as the working group).

6. The interaction of the operator with the administrator is carried out in accordance with the agreement
between them (hereinafter referred to as the agreement).

7. The responsibility of the operator and the administrator is determined by the acts included in the law of
the Union, as well as by the agreement.

8. Informing the users of the nomenclature, as well as the authorized bodies (organizations) of the member
states of the Union about changes made to the nomenclature, is carried out
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C HCIIOJI30BaHUEM cpescTB uHpopmaipronHoro noprana Corosa mo Qaxty
OIlyOJIMKOBaHMSI TAKMX U3MEHEHUH.

9.CBenmenuss  ¥M3  HOMEHKJIATYpbl  Juisi  ONyOJHMKOBaHHMS  Ha
nHpopmanronHoM noptane Coro3a MpeCcTaBlIsSIOTCS OMEPAaTOPOM B BHJIE
COBOKYIHOCTH XML-IOKYMEHTOB B COOTBETCTBHM C ONUCAHUEM CTPYKTYPHI
M PEKBU3UTHOIO  COCTaBa HOMEHKIATYpPhl  MEIUIMHCKHX  M3JEJIHi
EBpa3zuiickoro 5KOHOMHUYECKOro coro3a (mpwiokenue Ne 2 k macmoprty
HOMEHKJIATypbl MEIULUHCKUX u3Aennil EBpazuiickoro »KOHOMHUYECKOTO
coro3a, yreepaxaeHHoMy Pemennem Konnernn EBpazuiickoit 5KOHOMUYECKOM
komuccuu ot 3 ampenst 2018 r. Ne 46). B coctaB makera nepenaBaeMbIX
JOKYMEHTOB BKJIFOUAIOTCS:

(aiin, conepxkamuil CcBeIEHHS O KIACCUPUKAIUOHHBIX IPU3HAKAX
MEIMLMHCKUX U3enuil 0e3 yka3zaHusl BUJOB MEAULIMHCKUX U3IeNuil (namee —
(haiis1 MpU3HAKOB);

(aiiln, comepkalMii CBeAeHUsS O BUAAX MEIUIMHCKUX H3IENUN U UX
CBA3SX C KIacCU(QHUKAUMOHHBIMUA MpPH3HAKAMU MEOUIUHCKUX W3/IETHMA

(manee — Qaiin BUIOB MEAUIIMHCKUX U3/ICITHIA).

V. Onucanuie MeponpusiTuid, HEOOXOIUMBIX JJIsT BEIEHHUS
U [IPUMEHEHUs HOMEHKJIATY Pbl

10. B mensix BeleHUsT M TPUMEHEHHS HOMEHKJIATYPBI BBIMOIHSIOTCS
CJIEIYIOIIHE MEPOTIPUSATHS:

IIEPBUYHOE HAIIOJIHEHNE HOMEHKIIATY PhI;

[IepHOANYECKas aKTyaJu3alus CBEJEHUN U3 HOMEHKJIATY PhI;

WCKIIOYEHHUE BHUIOB MEIUUMHCKUX W3JEIUd W3 HOMEHKIIATYpPhl [0
peleHnto paboyeid rpymnrsl;

HCIIOJIL30BAHME  HOMEHKJIATYphl  IIPU  BBIMNOJHEHWM  IPOLEAYD,

CBSI3aHHBIX C PETHCTpANEN METUIIMHCKUX U3ICTUH.
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3
with the use of the Union's information portal tools upon the publication of such changes.

9. Information from the nomenclature for publication on the Union's information portal is provided by the
operator in the form of a set of XML documents in accordance with the description of the structure and
requisites of the nomenclature of medical devices of the Eurasian Economic Union (Annex No. 2 to the
passport of the nomenclature of medical devices of the Eurasian Economic Union, approved by the
Decision of the Board of the Eurasian Economic Commission dated April 3, 2018, No. 46). The package of
transmitted documents includes:

- a file containing information on the classification features of medical devices without specifying types of
medical devices (hereinafter referred to as the file of features);

- a file containing information on the types of medical devices and their connections with the classification
features of medical devices (hereinafter referred to as the file of types of medical devices).

V. Description of activities necessary for maintaining and applying the nomenclature

10. For the purposes of maintaining and applying the nomenclature, the following activities are carried out:
- initial filling of the nomenclature;

- periodic updating of information from the nomenclature;

- exclusion of types of medical devices from the nomenclature by decision of the working group;

- use of the nomenclature when performing procedures related to the registration of medical devices.
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1. IlepBuyHOE HaNlOJIHEHHE HOMEHKIIATY I

11. Ileppuunoe HanojHeHHEe HOMEHKJIATYPBI BBITIOJHAETCS | pa3 mocie
BCTymieHus B cuiny Pemenus Komnernu Espasuiickolt skoHoMuYeckoi
KoMmuccuu oT 3 anpens 2018 r. Ne 46.

12. Cpox BBINOJHEHUsST MEPOIPHATHHA 10 TEPBUYHOMY HATOJHEHHIO
HOMEHKJIATYPBI OIPEIENAeTCs yCIOBUSIMHU JOTOBOPA.

13. Oneparop ~ Qopmupyer  maker  JOKYMEHTOB,  COHEpPIXKaIUii
akTyallbHbIE Ha MOMEHT II€peJaydl CBEAEHUs] W3 HOMEHKJIATYpHl, B
COOTBETCTBUH C MMyHKTOM 9 mnacrosiero [lopsimka u HampasisieT ero
aZIMUHUCTPaTODY.

14. AnMuHUCTpaTOp — TOATBEPXKAACT  MONYYeHWE UM yCIIEIIHYIO
00paboTKy CBeJEHMH M3 HOMEHKNIATYpPHI IyTeM HAIPABIEHHS ONEPaTopy
MpoTOKONIa 00pabOTKH Ha PycCKOM si3bike. B cilyyae oTCyTcTBHS OMIHOGOK
aJIMUHUCTPATOP IPUHHUMAET Npe/ICTaBIeHHbIC CBEJICHUSI U 00€CIIeUnBaeT UX
onyOnukoBaHHe Ha uHpopManuoHHom mnoprase Coro3a He MO3JHEe
3 pabouux JiHeH CO JIHS MOJTyYeHusl,

15. B ciyuae mnanuuus ommOOK omeparop YCTpaHSET OIIMOKH U
noBTopsieT npouece nepenaayn XML-10KyMeHTOB, colepKaliux CBEIEHUs U3
HOMEHKJIATYPbl, aAMUHUCTPATOPY.

16. PesynbraTtoM BBINOIHEHUST MEPONIPUSITHS SBJISETCS ONYOIMKOBAHKE

HOMEHKJIATyphI Ha HH(popMaroHHoM rnopraie Corosa.

2. Tlepponuueckas aKTyaqu3alus CBEACHUI 13 HOMEHKIIATYPbI

17. AkTyanusauusi cBeeHHH W3  HOMEHKJIATYPHl  BbIMTOJHSETCS
ornepaTtopoM He pexe | pasa B mecsill, He mo3aHee 5 pabounx aHel ¢ Havana
mecsita. Ilpu  OTCYTCTBMM M3MEHEHHMHl B TeuyeHHe Mecsia orepaTop

YBEAOMIIAET 00 3TOM aJMUHHUCTPATOPA.
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1. Initial Filling of the Nomenclature

11. The initial filling of the nomenclature is performed once after the entry into force of the Decision of the
Board of the Eurasian Economic Commission dated April 3, 2018, No. 46.

12. The timeframe for the implementation of activities for the initial filling of the nomenclature is
determined by the terms of the contract.

13. The operator forms a package of documents containing information relevant at the time of transfer
from the nomenclature, in accordance with clause 9 of this Procedure, and sends it to the administrator.

14. The administrator confirms the receipt and successful processing of information from the nomenclature
by sending a processing protocol to the operator in Russian. In the absence of errors, the administrator
accepts the submitted information and ensures its publication on the Union's information portal no later
than 3 working days from the date of receipt.

15. In case of errors, the operator corrects the errors and repeats the process of transferring XML
documents containing information from the nomenclature to the administrator.

16. The result of the implementation of the activity is the publication of the nomenclature on the Union's
information portal.

2. Periodic Updating of Information from the Nomenclature

17. Updating of information from the nomenclature is performed by the operator at least once a month, no
later than 5 working days from the beginning of the month. If there are no changes during the month, the
operator notifies the administrator about this.
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18. Omeparop popmupyer naker AOKyMEHTOB, CONEPIKAIIUH CBECHHUS
00 M3MEHEHHBIX MO3UIHUIX HOMEHKIATYpbl, B COOTBETCTBHH ¢ [IYHKTOM 9
Hactosmero [Topsika u HanpaBSeT ero afMUHUCTPATOPY.

19. @aiin npusHakoB GoOpMUPYETCsl B COOTBETCTBHH CO CJIEAYIOMINMH
[IpaBUIaMHu:

B Ccllyyae [00aBlieHMs HOBBIX KJIACCH(HKALMOHHBIX TPH3HAKOB
MEIULIMUHCKUX H3Ae/IMid B (paliyl NPU3HAKOB BHOCSTCS CBEAEHHUS O HOBOIA
MO3WIMK C yKa3aHWeM JaThl Hayaja ee JCHCTBUS W HE3allOJHEHHOW aToM
OKOHYAHUS ICUCTBHUSL,

B Cllydae H3MEHECHHs KIACCH()DUKALUOHHBIX IPU3HAKOB MEIULHHCKIX
M3/IeUi B (hais MPU3HAKOB BHOCSATCS CBEJIEHHS O ASHCTBYIOIIEH MO3UINM ¢
YKa3aHUEM JIaThl OKOHYAHUS €€ JEHCTBYS, a TaKXkKe HOBAs PENAKIIMS [TO3UIUH
C YKazaHueM JaThl Havajla ee NEUCTBUS U HE3allOJIHEHHON 1aToil OKOHYAHMUS
JICHCTBUS,

B Clly4ae MCKIIIOYCHHUS KIIaCCHU(DPUKALMOHHBIX TPU3HAKOB MEIUITMHCKHX
M3JCJIMH M3 HOMEHKIATYphl B (hailjl MPH3HAKOB BKIIIOYAIOTCS CBEICHHS O
ACUCTBYIOIIEH IIO3UIIMH C YKA3aHUEM JIaThl OKOHUAHUS ee eHCTBHSI.

20. @aiin BUI0OB MEAULMHCKUX U3/eiuii (OPMHpPYeTCs B COOTBETCTBHH
CO CIIEAYIOLHUMHU MPaBUIIAMMU:

B Cilyyae JOOABIEHWsS HOBBIX BHIOB MEIMLUHCKUX W3/eNdi B dbaiin
BUJIOB MEIUUUHCKUX H3JE/IMH BHOCSATCS CBEIAEHHS O HOBOM TMO3MIMH C
yKasaHUeM [aThl Havaja ee NEHCTBUS W HE3aloJIHEHHON 1aToil OKOHYaHUs
JICUCTBHUSL;

B Clly4ae M3MEHEHMS BUAOB MEJMLUMHCKUX W3AeTHH B (aiil BUIOB
MEJIMLMHCKUX M3JCJMH BHOCATCA CBENEHHs O AeHCTBYIOLIEH MO3MLUH C
yKa3aHHEeM JaTbl OKOHYAHUsS ee NeHCTBHs, a TaKKe HOBAsl peaKliys MO3UIHH

C YKazaHHeM JaThl Hayajla ee AeHCTBUS U HEe3anoJHEHHOMH JIaTOM OKOHYAaHUsI

JICHCTBHS,
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18. The operator forms a package of documents containing information about the changed positions of the
nomenclature, in accordance with point 9 of this Procedure and sends it to the administrator.

19. The file of attributes is formed according to the following rules:

in the case of adding new classification attributes of medical devices, information about the new position is
entered into the attribute file with the indication of the start date of its validity and an indefinite end date;

in the case of changing the classification attributes of medical devices, information about the current
position is entered into the attribute file with the indication of the end date of its validity, as well as the
new version of the position with the indication of the start date of its validity and an indefinite end date;

in the case of excluding classification attributes of medical devices from the nomenclature, information
about the current position with the indication of the end date of its validity is included in the attribute file.

20. The file of types of medical devices is formed according to the following rules:

in the case of adding new types of medical devices, information about the new position is entered into the
file of types of medical devices with the indication of the start date of its validity and an indefinite end
date;

in the case of changing the types of medical devices, information about the current position is entered into
the file of types of medical devices with the indication of the end date of its validity, as well as the new
version of the position with the indication of the start date of its validity and an indefinite end date;
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B cilyyae MCKIIOUEHHS BUIOB MEIMIMHCKUX M3ACIUI 13 HOMEHKIIATYPhI
B (aiin BHAOB MEIUIMHCKMX M3IEIMH BKIIOYAIOTCS CBENCHHS O
JCHCTBYIOIIEH MO3UIUH C yKa3aHUEM JaThl OKOHYAHUS €€ JeHCTBUS, a TAKKe
YKa3bIBaIOTCsl PEKBU3KMTHI MPOTOKOJIA paboyeil rpymnmbl, COTJIACHO KOTOPOMY
BBIIIOJIHCHO MCKITFOYEHHE BHMAa MEJMIMHCKOTO H3IENUs U3 HOMEHKJIATYphI
(mpu HATHYHH).

21. AnMuHHCTpaTOp  HOATBEPIKJIACT  TMOJNYYEHHE M YCIEMIHYIO
00paboTKy cBeleHMH M3 HOMEHKIATYPBI IyTEM HAIPABIEHUS OIEpPaTOpPy
MPOTOKOJa 00paboTKM Ha PYcCKOM si3bIKe. B ciydae OTCYTCTBUSI OMIMOOK
aIMHUHUCTPATOP IIPUHUMAET NIPEACTABJIICHHBIE CBEIEHHUST U 00eCIIeunBaeT UX
onyOinMKoBaHME Ha wuHpopmanuoHHOM mnoprane Coroza He TO3IHEE
3 pabouux JHEH co JTHS MOTyUYEHHS.

22. B cnyuae Hanuuus oWMOOK OmepaTrop yCTpaHseT OLIMOKH U
MoBTOpsieT nmporiece nepenayn XML-10KyMEHTOB, cofep KaluX CBEICHHUS U3
HOMEHKJIATYPbl, aIMUHUCTPATOPY.

23. Pe3yNibTaTOM BBIIOJIHEHUSI MEPOTIPUSATHS SBJISIETCS ONyOIUKOBaHNE

aKTyaqM3upOBaHHON HOMEHK/IATYPbl Ha HH(OpMaLHOHHOM noptaje Corosa.

3. Vickimroyenne BUJ0B MEAMIMHCKIX U3/Ie/IUi U3 HOMEHKIIATY B
110 peIIeHuI0 paboyel rpyImbl

24.B ciyyae npuHsiTMs paOodel I'pymiol pelneHdsl o0 HCKIIOUeHHH
OTACIBHBIX BUI0B MEIULUUHCKUX U3JIEJIMH U3 HOMEHKIIATYPBI OTBETCTBEHHBIN
CeKpeTapb pabouyel Tpynmbl HalpaBisieT OMNEpaTopy  BHINUCKY U3
COOTBETCTBYIOIIEr0 IPOTOKOJIA 3acefaHusi pabodel Ipynmbl He MO3AHEe
5 pabounx qHeH co IHS MOAMUCAHUS TTPOTOKOJIA.

25. Omeparop yuuTHIBae€T HalpaBIeHHbLIE W3MEHEHHSI B COCTAaBe
OYepeIHOIO MaKeTa M3MEHEHUH, HalpaBiIsseMbIX alMHHUCTPATOPY B paMKax

HCpHOI{H'—IGCKOﬁ AKTYaJIM3allui HOMCHKJIATYPhI.
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in the case of exclusion of types of medical devices from the nomenclature, the file of types of medical
devices includes information about the current position with the specified end date of its validity, as well as
the details of the working group protocol, according to which the exclusion of the type of medical device
from the nomenclature was carried out (if available).

21. The administrator confirms the receipt and successful processing of information from the nomenclature
by sending the operator a processing protocol in Russian. In the absence of errors, the administrator
accepts the submitted information and ensures its publication on the Union's information portal no later
than 3 working days from the date of receipt.

22. In case of errors, the operator corrects the errors and repeats the process of transferring XML
documents containing information from the nomenclature to the administrator.

23. Theresult of the event is the publication of the updated nomenclature on the Union's information
portal.

3.‘Exclusion of types of medical devices from the nomenclature by decision of the working group

24. In the event that the working group decides to exclude certain types of medical devices from the
nomenclature, the secretary of the working group sends the operator an extract from the corresponding
protocol of the working group meeting no later than 5 working days from the date of signing the protocol.

25. The operator takes into account the submitted changes as part of the next package of amendments
sent to the administrator within the framework of periodic updating of the nomenclature.
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26. Pe3ynpTaTroM BBINIOJHEHHS] MEpPONPHSTHS SBJISETCS TIOJIyYEHHE
OIIepaTopoM YBEAOMIJIEHHS O HeOOXOJUMOCTH WCKIFOYEHHsS OTHENILHBLIX

BUI0B METUIIMHCKUX U3JCITHN U3 HOMCHKJIATYPBHI.

4. Mcrions30BaHKe HOMEHKJIATYPbI IIPH BHIIOIHEHUH MTPOLETYP,
CBSA3AHHBIX C PETUCTpaALEH MEIULUHCKUX U3ETUH

27.CpeneHuss M3 HOMEHKIATYpPBl JOJDKHBI HCIOJIB30BAThCS  IIPH
BBITIOJITHEHUU TIPOLIENYpP, INpelycMOTpeHHbIX IlpaBunamu perucrpanuu u
OKCIEPTH3bl 0E30MacHOCTH, KauecTBa U I(PGEKTHBHOCTH MEAMIIMHCKUX
U3JIEIUH, YTBEPKACHHBIMU Pemmennem Cosera EBpazuiickoit
OKOJIHOMUYECKOH Komuccuu or 12 despans 2016 r. Ne 46 (namee —
perucTpaloHHbIe MPOIEeTYPHI).

28.B cioyyae  OTCYTCTBHS  COOTBETCTBYIOIIMX  CBEIEHHUH B
HOMEHKIJIAType 3asBHUTENb, [OAAIOUMH B  YHOJHOMOYEHHBIM  oprad
rocygapcTsa — uwieHa Coro3a 3asBJI€HHE O BBIIOJHEHUHM PETUCTPALMOHHBIX
IPOLIEYP, UCIIONB3YET TEKCTOBBIE MOJIS ISl ONTUCAHKS HOBBIX MTO3HIIHIA.

29. CBeneHuss O HOBOM BHJEC MEIUIMHCKOTO H3JENHS II€PeNaroTCs
OIIepaToOpy 3asiBUTEJIEM B MOPSIJIKE, OTIPEASTICHHOM OIEPaTOPOM.

30. Onepatop oOecrneynBaeT HaIpaBJICHHE 3asBKH HA BKJIIOUYEHHE
HOBOIO BHJA MEIULMHCKOrO u3ieiauss B  AreHTcTBo I'nmobGanbHoii
HOMEHKJIATYPbl MEAULIMHCKUX U3/e/INi (Jlaree — ATEHTCTBO) B COOTBETCTBUM
C perjlaMeHTOM B3auMOJIEHCTBUS MEXKAY OTIEPATOPOM U ATEHTCTBOM.

31. PemneHue O BKJIIOYEHMM HOBOTO BHAAa MEIULHUHCKOIO W3JIEJIUS B
['nobanbHyt0  HOMEHKJIATYpy  MENULMHCKUX  U3JEJMH  TPUHUMAETCs
ATEHTCTBOM.

32. CBefleHdst O NPUHATOM pelIeHUH TMepenarTcss AreHTCTBOM

orneparopy B COOTBETCTBUMU C PErIaMEHTOM B3aUMOICHCTBUSI MEX Y

ONEePaTOPOM U ATEHTCTBOM.
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26. The result of the implementation of the measures is the operator receiving a notification about the
need to exclude certain types of medical devices from the nomenclature.

4. Use of nomenclature in procedures related to the registration of medical devices

27. Information from the nomenclature must be used in the execution of procedures provided for by the
Rules for the registration and examination of the safety, quality, and effectiveness of medical devices,
approved by the Decision of the Eurasian Economic Commission Council dated February 12, 2016 No. 46
(hereinafter referred to as registration procedures).

28. In the absence of relevant information in the nomenclature, the applicant submitting an application to
the authorized body of a member state of the Union for the execution of registration procedures uses text
fields to describe new positions.

29. Information about a new type of medical device is transmitted to the operator by the applicant in the
manner determined by the operator.

30. The operator ensures the submission of an application for the inclusion of a new type of medical device
in the Global Medical Device Nomenclature Agency (hereinafter referred to as the Agency) in accordance
with the interaction regulations between the operator and the Agency.

31. The decision to include a new type of medical device in the Global Medical Device Nomenclature is
made by the Agency.

32. Information about the decision made is transmitted to the operator in accordance with the interaction
regulations between the operator and the Agency.
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33. Pe3ynbraroM BGINIOJHEHHS MEPONPHATHS I10 HCIOIb30BAHHIO
HOMEHKJIATYpbI TPH BBEIIIOJIHEHWW PETUCTPALMOHHBIX TPOLEAYD SIBJISIETCS
BKJIFOUCHHE HOBOI'O BUIa MEJIMLMHCKOIO U3JEIHs B HOMEHKIIATYPY B paMKax
MEepUOIMICCKON aKTyalu3aluy CBEJCHUIN W3 Hee Ha OCHOBAaHUHU pEIIEHMs
ATEHTCTBA O BKJKOUEHHHM 3TOTO0 HOBOIO BHJa MEIHMIMHCKOIO M3[eNHs B
['no0anbHy!0 HOMEHKIATYpy MEAMIMHCKUX H3AEIHH MM ONOBELICHHE
3aBUTEJII O HEBO3MOXXHOCTH BKJIIOUEHHSI HOBOTO BHJa MEIMI[MHCKOIO
H3[C/IMsl B HOMEHKJIATypy B CBS3M C MPUHATHEM  ATE€HTCTBOM

OTPHULATCIIBHOI'O PCIICHM A.
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33. The result of implementing the measure on the use of nomenclature during the execution of
registration procedures is the inclusion of a new type of medical device in the nomenclature as part of the
periodic updating of information from it based on the decision of the Agency on the inclusion of this new
type of medical device in the Global Nomenclature of Medical Devices or notifying the applicant of the
impossibility of including the new type of medical device in the nomenclature due to the Agency's adoption
of a negative decision.
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ITPUITOXEHUE Ne 2

K [TaCIOPTy HOMEHKJIATYPhI
MEIUIUHCKUX u3nenuid EBpazuiickoro
9KOHOMMYECKOIO COr03a

OIMINCAHHUE
CTPYKTYPBI H PEKBH3UTHOI'0 COCTABA HOMEHKIATYPBHI MeIHIIHHCKHX
n3aeanid EBpasuiickoro JKOHOMHYECKOI0 cOK3a

1. Hacrosmee Onucanue ycTaHaBiIuBaeT TpeOOBaHUSI K CTPYKTYpe
HOMEHKJIATypbl MEIULUHCKUX wu3Aesnid EBpa3suiickoro »KOHOMHYECKOIrO
coro3a (Jajiee — HOMEHKIIATypa), B TOM 4YMCIIe OMNpEeAeNsieT CTPYKTYpy H
PEKBU3UTHBIH COCTaB HOMEHKJIATYpbl, OOJNACTH 3HAYCHHH PEKBHU3UTOB M
mpaBuiia ux GoOpMUPOBAHUSI.

2. CTpyKTypa M pPEKBU3UTHBIA COCTAB HOMEHKJIATYPBI IPEJICTABISIET
COOOM COBOKYMHOCTb CTPYKTYphl KiaccH(UKATOpa BHJIOB MEIUIMHCKUX
usfienuii EBpasuiicKoro 3KOHOMUYECKOI'O CO03a U CTPYKTYPHI CIIPaBOYHUKA
KJIACCU(DUKALIMOHHBIX MPU3HAKOB MEIUITMHCKUAX HU3IENUN B 3aBUCUMOCTH OT
UX Ha3HayeHusi W (WIM) yCTpOMCTBa, NMpUBEJCHHBIX B Tabmuiax 1 u 2,
B KOTOPBIX (POpMUPYIOTCS clieayronue mnois (rpadsi):

«O06nacTp 3HAYEHUS PEKBU3WTa» — TEKCT, MOSCHSIOWMHA CMBICT
(ceMaHTHKY) PEeKBU3UTA;

«lIpaBuna  QopmupoBaHUS  3HAYECHUsS  PEKBHU3WTA» —  TEKCT,
YTOYHAIOUUI HA3HAYEHWE pPEKBHU3UTA, OINPeNeNIONi TpaBuia €ero
(GopmupoBaHus (3alOJHEHUs), MM CIIOBECHOE OIHCAHME BO3MOKHBIX
3HAUYEHUH pEeKBU3UTA;

«MH.» — MHOKECTBEHHOCTh pPEKBHU3UTA (oBs3aTenbHOCTD
(ONIMOHANBHOCTE) U KOJIMYECTBO BO3MOXKHBIX MOBTOPEHMM PEKBU3UTA).

JUtd yka3aHHs MHOKECTBEHHOCTH PEKBU3UTOB TEPe/IaBaeMbIX J[aHHBIX

UCITIOJIB3YHOTCH CICAYHOIIHE 0003HaAYEHUS:
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ANNEX No. 2

to the nomenclature passport

of medical devices of the Eurasian

Economic Union

DESCRIPTION

of the structure and requisites of the nomenclature of medical devices of the Eurasian Economic Union

1. This Description establishes the requirements for the structure of the nomenclature of medical devices
of the Eurasian Economic Union (hereinafter referred to as the nomenclature), including defining the
structure and requisites of the nomenclature, areas of value for requisites, and rules for their formation.

2. The structure and requisites of the nomenclature represent a combination of the structure of the
classifier of types of medical devices of the Eurasian Economic Union and the structure of the reference
book of classification features of medical devices depending on their purpose and/or design, presented in
Tables 1 and 2, in which the following fields (columns) are formed:

"Area of value for the requisite" - text explaining the meaning (semantics) of the requisite;

"Rules for forming the value of the requisite" - text specifying the purpose of the requisite, defining the
rules for its formation (completion), or a verbal description of possible values of the requisite;

"Mult." - multiplicity of the requisite (obligation (optionality) and the number of possible repetitions of the
requisite).

To indicate the multiplicity of requisites of transmitted data, the following designations are used:
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| — pexBu3uT 0Os3aTENeH, TOBTOPEHUS HE JOITYCKAKOTCS;
N — PEeKBH3MT 00sA3aTelieH, 10JDKeH MOBTOPSIThCS n pas (n > 1);
— PEKBM3HUT 00s13aTelIeH, MOXKET MOBTOPSATHCS 6€3 OrpaHUYCHHUI;
n..* — pekBU3UT 00s3aTeseH, JODKEH MOBTOPSTHCS HE MEHee n pas
(n>1);
N..m — PeKBU3WUT 00s3aTelleH, JN0/DKEH MMOBTOPSIThCS HE MEHee n pas u
He Gosiee m pa3 (n > 1, m > n);
0..1 — pexkBU3UT OMLMOHANIEH, TIOBTOPEHHMS HE JIOTYCKAIOTCS;
0..* — peKBU3UT ONIMOHAIIEH, MOXKET MOBTOPSTHCs 0€3 OrpaHUueHuil;

0..m — PEeKBU3UT OINLMOHAIEH, MOXET MOBTOPSTLCS He Oojiee m pas
(m>1).



EEC Decision — Nomenclature of Medical Devices of the EAEU (2018)

Eurasian Economic Commission | Medical Device Regulation

ENGLISH TRANSLATION - Original Page 15

2
1 - the requisite is mandatory, repetitions are not allowed;

n - the requisite is mandatory, must be repeated n times (n > 1);
1..* - the requisite is mandatory, can be repeated without restrictions;
n..* - the requisite is mandatory, must be repeated at least n times (n > 1);

n..m - the requisite is mandatory, must be repeated at least n times and no more than m times(n > 1, m >
n);

0..1 - the requisite is optional, repetitions are not allowed;
0..* - the requisite is optional, can be repeated without restrictions;

0..m -.the requisite is optional, can be repeated no more than m times (m > 1).
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Table 1
Name of Requisite Rules for Forming the Value of the Requisite --
1. Information in the Form of Determines the Scope of Embedded Requisites
a Medical Device
1.1. Code of the Medical Normalized String of Symbols. Template: \d{6} 1 1
Device Type
1.2. Name of the Medical Coded Designation Formed by the Operator 1 1
Device Type
1.3. Description of the Formed as a Phrase in Russian 1 1
Medical Device Type
1.4. Comment Formed as Free Text 0... 0
1.5. Synonym Code Coded Designation in Accordance with the Classifier of Medical Device 0 |*

Types of the Eurasian Economic Union

- String of Symbols. Max. Length: 500 .-

String of Symbols. Max. Length: 4000
String of Symbols. Max. Length: 4000
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Name of Requisite Value Area Rules for Forming Requisite Value
Requisite

. Template normalized string of Specifies the number of the medical device nomenclature
Identifier symbols Template: \d{12} template used for searching products of the Eurasian Economic
Union, starting with the same symbols
1... Code of the normalized string of Specifies the code designation of the classification feature
Classification symbols Template: \d{6} to which the medical device belongs according to the
Feature of classification features of the Eurasian Economic Union
Medical Devices medical devices
1... Information on determined by the areas of determined by the rules for forming embedded requisites
the Reference the embedded requisites
Book
(Classifier)
1... Start Date of designation of the date in corresponds to the start date of the Eurasian Economic Union
Action accordance with GOST ISO action
8601-2001 in the format
YYYY-MM-DD

Translated by RegDesk Al | For Reference Only | Not an Official Translation
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Name of the requisite Scope of the requisite Rules for forming the requisite value .n
value

1.8.2. Information about the
act regulating the
termination of the directory
(classifier)

* 1. Type of act

* 2. Act number

* 3. Act date

1.8.3. Date of termination
of action

1.8.4. Information about the
act regulating the
termination of the directory
(classifier)

* 1. Type of act

* 2. Act number

Translated by RegDesk Al | For Reference Only | Not an Official Translation

determined by the scope of
the embedded requisites

normalized string of
characters. Template: d{3}

string of characters. Min.
length: 1. Max. length: 50

designation of the date in
accordance with GOST ISO
8601-2001 in the format
YYYY-MM-DD

designation of the date in
accordance with GOST ISO
8601-2001 in the format
YYYY-MM-DD

determined by the scope of
the embedded requisites

normalized string of
characters. Template: d{3}

string of characters. Min.
length: 1. Max. length: 50

determined by the rules for forming the
embedded requisites

code designation of the act in accordance
with the classifier of types of normative
acts of international law of the Eurasian
Economic Union

corresponds to the date of adoption of the
act of the Eurasian Economic Union

corresponds to the date of adoption of the
act of the Eurasian Economic Union

corresponds to the date of termination of
action of the specified act of the Eurasian
Economic Union

determined by the rules for forming the
embedded requisites

code designation of the act in accordance
with the classifier of types of normative
acts of international law of the Eurasian
Economic Union

corresponds to the date of adoption of the
act of the Eurasian Economic Union
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Rules for forming the requisite value

Name of Area of the requisite value

the

requisite

*3. Date Designation of the date in accordance with Corresponds to the date of adoption of the act by 1
of the act GOST ISO 8601 in the format YYYY-MM-DD the body of the Eurasian Economic Union

Translated by RegDesk Al | For Reference Only | Not an Official Translation
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Table 2
m Name of Requisite Description of Requisite m-
Information on the classification The area of formation of the value is determined by the
feature of medical devices rules of the embedded requisites
1... Code of the classification feature of A formalized string of symbols. Template \{6\} 1 1
medical devices
1... Name of the classification feature A formalized string of symbols. Min. length: 5 0...'1
1... Code of the specified classification A formalized string of symbols. Template \{6\} 0... 1
feature of medical devices
1... Comment A formalized string of symbols. Min. length: 1, Max. 1 1
length: 4000
1... Information on the entry of the The area of formation of the value is determined by the 1 1
reference book rules of the embedded requisites
1... Date of entry into force The designation of the date corresponds to the ISO 1 1

8601:2001 standard in the format YYYY-MM-DD
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Name of the requisite Area of significance Rules for forming the value of the requisite m-

1.5.1. Act type designation, determined by the objects normalized string of characters. Template
regulatory reference to the of the embedded requisites d{53}
classifier (classifier)
*2. Act number string of characters. Max. code designation of the act in accordance 1 1
length: 50. Min. length: with the classifier of types of normative
1. legal acts of the Eurasian Economic Union
*3. Act date value of the date in corresponds to the date of adoption of the 0... 0...
accordance with ISO act by the body of the Eurasian Economic
8601-2001 in the format Union
YYYY-MM-DD
1.5.3. Date of action value of the date in corresponds to the date of termination of 0... O...
termination accordance with ISO the action specified in the act by the body
8601-2001 in the format of the Eurasian Economic Union
YYYY-MM-DD
1.5.4. Information about the determined by the objects normalized string of characters. Template 1 1
act, regulatory reference to of the embedded requisites | d{53}

the classifier (classifier)
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Name of the requisite *3. Date of the act

Scope of the requisite value The designation must comply with GOST ISO 8601-2019 in the format YYYY-MM-DD
Rules for forming the requisite Corresponds to the date of adoption of the act of the Eurasian Economic Union
value body
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