EBPA3UUCKASI SKOHOMHWYECKASI KOMUCCHSI
KOJUJIEI'US

PEIIEHMUE

«29» nexabps 2015 . Ne 177 r. MockBa

O IIpaBunax BeJeHHSI HOMEHKJIATYPbI
MeIHIHHCKHX M3/1e/THil

B coorserctBun ¢ mynkrom 2 crateu 31 Jlorosopa o Espasmiickom
SKOHOMHYECKOM coroze oT 29 mas 2014 roga, aGzanem BTOpEIM NyHKTa 4
crated 4 CornamieHuss o €IUHBIX NPUHIHIAX M [paBHIAX OOpaIieHHUs
MEIMIMHCKUX  U3JeNUA  (M3Jenuid  MEOUIUMHCKOIO  HA3HAYEHHS W
MEJIHUIMHCKON TEXHWKH) B paMmkaxX EBpasHilcKoro 3KOHOMHYECKOro coro3a
oT 23 nexabps 2014 rona, mynkrom 24 mpmioxenuss Ne 2 x Permamenty
paboTel  EBpazuiickoii  3KOHOMHYECKOHW KOMHCCHH, YTBEPXKACHHOMY
Pemennem Beiciero EBpasuiickoro 5KOHOMHUECKOTO coBeTa OT 23 Jexkabps
2014 r. Ne 98, u B menax ucnonHenus: Pemrenust Briciero EBpazutickoro
5KOHOMHYECKOro coseta oT 23 gmexabpst 2014 r. Ne 109 «O peamuzaunu
Cornaienus o eJUHBIX NMPUHLHUIAX W TPaBUIaX OOpALICHHS MeTUIHHCKAX
u3jlenuil (M30euil MeMIMHCKOTO Ha3HAYeHHS W MEIULMHCKON TEeXHHUKH)
B pamkax EBpasuickoro skoHomHueckoro coto3a» Koserus Epasmiickoii
DKOHOMMYECKON KOMUCCHH P € Il M JT a:

1. VrBepnuth npunaraemsle IIpaBuia BeleHHS HOMEHKIATypbI

MEOULIMHCKUX HU3ICITHUH.
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EURASIAN ECONOMIC COMMISSION
BOARD

DECISION

"29" December 2015 No. 177 Moscow

On the Rules for Maintaining the Nomenclature of Medical Devices

In accordance with paragraph 2 of Article 31 of the Treaty on the Eurasian Economic Union dated May 29,
2014, the second paragraph of point 4 of Article 4 of the Agreement on Unified Principles and Rules for the
Circulation of Medical Devices (Medical Devices and Medical Equipment) within the Eurasian Economic
Union dated December 23, 2014, point 24 of Annex No. 2 to the Regulations of the Eurasian Economic
Commission, approved by Decision No. 98 of the Supreme Eurasian Economic Council dated December 23,
2014, and for the purpose of implementing Decision No. 109 of the Supreme Eurasian Economic Council
dated December 23, 2014 "On the Implementation of the Agreement on Unified Principles and Rules for the
Circulation of Medical Devices (Medical Devices and Medical Equipment) within the Eurasian Economic
Union," the Board of the Eurasian Economic Commission has decided:

1. To approve the attached Rules for Maintaining the Nomenclature of Medical Devices.
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2. OnpeiendTh  ONepaTopoM HOMEHKJIATYPhl MEAMIHUHCKHX W3Ae/ni
EBpasuiickoro sxoHommuueckoro corosa PefepanbHyio cinyx0y Mo Haa30py
B chepe 3IpaBOOXpaHEHHS.

3. EBpasuiickof ~ OKOHOMHYECKOH  KOMHCCHH  COBMECTHO C
YUOJIHOMOYEHHBIMU ~ OpTaHamH TOCYJapcTB — wWIeHOB EBpasumiickoro
SKOHOMMYECKOro COI03a B C(epe 31paBOOXPaHEHHsS] PACCMOTPETh BOIIPOC O
co3qaHuM paboduel rpynmbl Ui KOOpAMHALMM paboT IO CO3MaHMI0 U
BCJICHUIO ~ HOMEHKIATYpbl ~ MEIMUMHCKMX  HM3Ienuid  EBpasuiickoro
SKOHOMHUYECKOI'0 CO03a.

4. Hactosimiee  Pemenme BeTymaeT B CHIy 1O HCTEYEHHH
30 xaneHmapHbIX JHEH ¢ Jarbl BCTyIUieHUs B cuily COrMalleHus o eqHHBIX
NPUHIMIAX W MpaBUiax oOpalleHus MeAHLUHCKUX W3Ienil (M3menuii
MEIMLMHCKOrO ~ Ha3Ha4YeHWS M MEJMIMHCKOM TEXHHKH) B  paMmKax
EBpasniickoro skoHoMH4eckoro corsa or 23 nexabps 2014 roza mmubo c
AaThl BCTyIUIeHMst B cwily IIporokoma, moanucansoro 2 nekabps 2015 r.,
0 mnpucoearHeHun PecnyOmuku Apmenus k COINAlICHHIO O €JMHBIX
NpUHLMOAX M IpaBUiaX OOpalleHHss MEIAULMHCKHUX u3fenuit (u3menmii
MCJMIMHCKOTO ~ Ha3HAYeHUs M MEIMLMUHCKOM TEXHHKH) B  paMKax
EBpasuiickoro sKoOHOMHYECKOro com3a orT 23 nexkabpss 2014 rona
B 3aBHCHMOCTH OT TOIO, KaKas jgara siBJseTCs OoJjiee TMO3JHEH, HO He paHee
geM 1o wucrteyenuu 30 KaneHAApHBIX JHEH C JaThl OQHITHAILHOTO

oIyOIHMKOBaHMs HacTosero Pemenus.

[Ipencenarens Kosternu

EBpasuiickoif 5KOHOMUYECKON KOMHC B. Xpucrenko
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2. Designate the Federal Service for Surveillance in Healthcare as the operator of the nomenclature of
medical devices of the Eurasian Economic Union.

3. The Eurasian Economic Commission, together with the authorized bodies of the member states of the
Eurasian Economic Union in the field of healthcare, shall consider the issue of creating a working group to
coordinate efforts in creating and maintaining the nomenclature of medical devices of the Eurasian
Economic Union.

4. This Decision shall enter into force 30 calendar days after the date of entry into force of the Agreement
on the unified principles and rules for the circulation of medical devices (medical devices and medical
equipment) within the framework of the Eurasian Economic Union dated December 23, 2014, or from the
date of entry into force of the Protocol signhed on December 2, 2015, on the accession of the Republic of
Armenia to the Agreement on the unified principles and rules for the circulation of medical devices
(medical devices and medical equipment) within the framework of the Eurasian Economic Union dated
December 23, 2014, depending on which date is later, but not earlierthan 30 calendar days from the date
of official publication of this Decision.

Chairman of the Board
Eurasian Economic Commission
V. Khristenko
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YTBEPX/IEHBI

Pewenuem Kommeruu
EBpasuiickoil 5KOHOMHUYECKOH KOMUCCUHT
oT 29 nexabps 2015 . Ne 177

IIPABHUJIA
BeJIeHUs] HOMEHKJ/IATYPbI MeMLIHMHCKHX H3/e/H i

I. O0uue mosmoxeHus

1. Hactosime IlpaBuna pa3paGoTaHbl B COOTBETCTBMH C NMYHKTOM 2
crarbu 31 JloroBopa o EBpazuiickoM 3KOHOMHYECKOM COIO3e OT 29 Mas
2014 rona m ab3auem BTopeIM myHKTa 4 crathu 4 CoOrnameHus o eIHHbIX
NPUHLHKIAX W [paBWIaX oOOpalleHWs MEAMLMHCKUX H3IeNui (u3genui
MEJMIIMHCKOTO Ha3Ha4YCHHMss ¥ MEIULUHCKOW TEXHWKH) B paMKax
EBpasuiickoro skoHOMHMYeckoro coro3a ot 23 gexabps 2014 ropa,
pacrlpoCTPaHAIOTCS HA MEJUIMHCKHE M3JENHs, 3aperdcTpUpOBaHHEBIE
B pamkax EBpasuiicKoro skoHomudeckoro cowsa (mamee — Cows), u
ONPENeISIIOT ~ TMOPSAOK  (OPMUPOBAHUSI M BEJCHHS  HOMEHKIATYPHI
MeAUIUHCKUX u3aenuit Corosa.

2. Jlnst wene#t Hactosmux IIpaBUI HCHONB3YIOTCS MOHATHUS, KOTOPHIE
03HAYaroT cleaylolee:

«AreHTcTBO I'100ANBHON HOMEHKJIATYPhl MEOWLMHCKUX H3IENUi» —
OpraHM3alusi, OTBETCTBEHHAsl 3a (hOPMHpOBaHHE U BeaeHHe [100abHOM
HOMEHKJIATYPbl METUIIMHCKUX H3/EIIHIA;

«BHJ MEIUIUHCKOTO W3AENUS» — COBOKYMHOCTH MEIHMIMHCKHUX
M3JICTIMH, HMMEIOLIMX AaHAJOTHYHOEe JIMOO CcXOKee Ha3zHaYeHHe W (WIIH)
YCTPOMCTBO;

«I'nobanpHasi HOMEHKJIaTypa MeauuHCKUX u3aenui» (Global Medical

Device Nomenclature) — cHcTeMaTH3UpOBaHHBIH  HOMCHKJIATYpPHEIH
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APPROVED
By the Decision of the Board

of the Eurasian Economic Commission

dated December 29, 2015 No. 177

RULES

for maintaining the nomenclature of medical devices
I. General Provisions

1. These Rules are developed in accordance with paragraph 2 of Article 31 of the Treaty on the Eurasian
Economic Union dated May 29, 2014, and the second paragraph of point 4 of Article 4 of the Agreement on
unified principles and rules for the circulation of medical devices (medical devices and medical equipment)
within the Eurasian Economic Union dated December 23, 2014, apply to medical devices registered within
the Eurasian Economic Union (hereinafter referred to as the Union), and determine the procedure for
forming and maintaining the nomenclature of medical devices of the Union.

2. For the purposes of these Rules, the following terms are used:

"Agency for Global Medical Device Nomenclature" - an organization responsible for forming and
maintaining the Global Medical Device Nomenclature;

"type of medical device" - a set of medical devices with similar or identical purpose and/or design;

"Global Medical Device Nomenclature" (GMDN) - a systematic nomenclature
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KJIacCU(PHUKATOP BHUJIOB MEIMLMHCKUX M3JIeNIUi, TPUMEHSIEMBIH B IelsaX
UACHTU(UKAIUU MEUIMHCKUX U3IETTHI;

«HOMEHKJIaTypa MEIULUHCKUX 15631 (107 Corozan -
CUCTEMATU3UPOBAHHBIN HOMEHKJIaTypPHBII KJIacCU(pUKATOP BH/I0B
MEIUIUHCKUX 15631 (S 14078 TapMOHU3UPOBAHHBIN C ['nobaneHoi

HOMEHKJIATypPOH MEAULUHCKUX U3JeIMi U TpUMEeHsieMblii B pamkax Coro3a.

II. ITopsimok popMupoBaHUS U BeIeHUS HOMEHKIIATYPbI
MeIUuIUHCKUX u3nenuii Corosa

3. Homenknarypa MeauuuHCKuX u3zenuili Coro3a COAepKHUT MepedeHb
BUJIOB  MEIUUMHCKHX  M3IEIMH ¢  yKa3aHUEM  HOMEHKJIATYpHBIX
HaMMEHOBAaHUM, YHUKAIBHBIX KOJIOB W OMNHCAaHHUHA BHAOB MEIUIIMHCKUX
U3JeIUH, BKIIOYAIOIIMUX KJIAaCCU(UKAIIMOHHBIE IIPH3HAKH MEIHIMHCKHX
U3JIEJIMK B 3aBUCUMOCTH OT Ha3HAYECHMs MEJULMHCKUX U3JeNUi U (WIH) UX
YCTpPOMCTBA.

4. HanmeHOBaHME U ONMCaHHE KaXKIOr0 BHJA MEIULIMHCKUX H3JEJIUH,
BKJIFOYEHHBIE B HOMEHKIATYPYy MeIMUUHCKUX wuzaenuii Coro3a, TOJDKHEIL
COOTBETCTBOBATh HAMMEHOBAHHIO M OIUCAHUIO BHAA MEJIULMHCKHX HU3EIIHIH,
BKJIIOUEHHBIM B [ 100aNIbHYI0 HOMEHKIIATYPY MEIUIIMHCKHX HU3/IETIHIA.

5. Qma  ueseil cucreMaru3alMd  BHJIOB MEAUIMHCKHX — HM3/EJIUI,
BKJIIOYEHHBIX B HOMEHKJIATypy  MemunuHckux  m3gemuii  Corosa,
UCIIOJIB3YIOTCS  KATeropuu  MEAUWIIMHCKMX H3HEIHM, BKJIIOYEHHBIE B
['moGalbHy0 HOMEHKIATYPY MEIUIIMHCKUX H3IEIIHiA.

6. Homenknarypa meaunuHckux wu3neimii Coro3a BXOJHUT B COCTaB
€OUHOM  CHCTEMBI  HOpPMaTUBHO-cnpaBoyHOW  uHMopmanum  Coro3za,
Gopmupyemoit B coorBercTBUM ¢ myHkTamu 4, 5 u 7 Ilporokomna 06
MH(OPMAIIMOHHO-KOMMYHUKAIIMOHHBIX TEXHOJOTHAX W HH()OPMAIMOHHOM

B3aUMOJICHCTBUH B paMKax EBpaSI/IP’ICKOF 0O OSKOHOMHYECCKOI'0O COHO3a
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classifier of types of medical devices used for the identification of medical devices;

"nomenclature of medical devices of the Union" - a systematic nomenclature classifier of types of medical
devices, harmonized with the Global Nomenclature of Medical Devices and applied within the Union.

Il. Procedure for the formation and maintenance of the nomenclature of medical devices of the Union

3. The nomenclature of medical devices of the Union contains a list of types of medical devices with the
indication of nomenclature names, unique codes, and descriptions of types of medical devices, including
classification features of medical devices depending on the purpose of medical devices and (or) their
devices.

4. The name and description of each type of medical device included in the nomenclature of medical
devices of the Union must correspond to the name and description of the type of medical device included
in the Global Nomenclature of Medical Devices.

5..For the purpose of systematizing the types of medical devices included in the nomenclature of medical
devices of the Union, categories of medical devices included in the Global Nomenclature of Medical Devices
are used.

6. The nomenclature of medical devices of the Union is part of the unified system of regulatory and
reference information of the Union, formed in accordance with paragraphs 4, 5, and 7 of the Protocol on
information and communication technologies and information interaction within the framework of the
Eurasian Economic Union.
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(mpunoxenue Ne 3 x JloroBopy o EBpa3uiickoM 3KOHOMHYECKOM COIO3€
oT 29 mast 2014 ropa).

7. Homenknarypa wmenuuuHckux wusgenuid Coroza Qopmupyercss u
BELETCS OIepaTOpoOM HOMEHKJIATypbl MeIUUMHCKUX u3aenui Coroza B
3JIEKTPOHHOM BHJIE, pa3Melaercs EBpasuiickoit 3KOHOMHUUYECKOH KOMUCCHEH
(manee — Kommccusi) Ha wuHbopMamumonnom mnoptraie Corosza B
MH()OPMaLIMOHHO-TeJICKOMMYHHKAIIMOHHOU cetn «MHTepHEeT» (Ianee — cerhb
HNHuTtepHer), sBiseTcs OOLIEAOCTYNHON U IMPEAOCTaBISIETCS ITOJIL30BATEIISAM
Ha 0e3B03MEe3/THON U HEeAMCKPUMHUHAIIMOHHON OCHOBE.

8. Omeparop  HOMEHKIATypbl  MeIMUMHCKMX  u3nenumit  Corosza
OCYLIECTBIISET CleaAyomne QYHKIUH:

a) obecrieuMBaeT TMepeBOJ Ha PYCCKUH SA3BIK HAWMEHOBAHHWM BHJIOB
MEIULMHCKUX U3JEIHI U ONKUCaHU UX BHJIOB, BKIIOYEHHBIX B [ To0ambHy0
HOMEHKJIATYpy MEIUIMHCKUX H3ACIHH, M BHOCUT MX B HOMEHKJIATYpy
MeIULMHCKUX u3aenii Coro3a ¢ MPUCBOCHHEM YHHKATBHEIX KOJIOB;

0) obecnieunBaeT IepeBOJ] HA PYCCKUM S3BIK TMOJYYaEMBEIX  OT
AreHTcTBa ['nobGaneHOM HOMEHKJIaTyPBI MEIUIIMHCKHX U3NeJINi
HAaMMEHOBAHWH HOBBIX BUI0B MEIUIMHCKUAX H3IEIUN M ONMCAHWK WX BUJIOB,
a TakkKe CBeJieHHH 00 H3MEHeHHIX, BHOCHMMBIX BO BKJIIOUEHHELIE B
I'nobanbHyr0 HOMEHKJIATYPY METUIIMHCKUX H3ZEJUi HaMMEHOBAHMs BHIOB
MEJULUMHCKUX U3AEIMNA U ONMCAaHUSA UX BHUAOB, U BHOCHUT COOTBETCTBYIOIIIHE
U3MEHEHUs B HOMEHKIATypy MeIUIUHCKUX n3aenuii Coro3a;

B) oOecreunBaeT IPUCBOCHHE YHHUKAJbHBIX KOJOB HOBBIM BHIAM
MEAULMHCKAX W3JeIuM, BKIIOUYaeMbiM B HOMEHKJIATYpPy MEIULMHCKHX
u3nenuit Corosa;

r) obecnieunBaeT Ha OCHOBAaHMM IIOJy4aeMbIX OT AreHTCTBa

I'nobanbHoI HOMEHKJIATYPbl MeIULUHCKUX U3 JEITUN CBEJICHUH
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(annex No. 3 to the Treaty on the Eurasian Economic Union dated May 29, 2014).

7. The nomenclature of medical devices of the Union is formed and maintained by the operator of the
nomenclature of medical devices of the Union in electronic form, placed by the Eurasian Economic
Commission (hereinafter referred to as the Commission) on the information portal of the Union in the
information and telecommunication network "Internet" (hereinafter referred to as the Internet), is publicly
accessible and provided to users on a free and non-discriminatory basis.

8. The operator of the nomenclature of medical devices of the Union performs the following functions:

a) ensures the translation into Russian of the names of types of medical devices and descriptions of their
types included in the Global nomenclature of medical devices, and enters them into the nomenclature of
medical devices of the Union with the assignment of unique codes;

b) ensures the translation into Russian of the names of new types of medical devices and descriptions of
theirtypes received from the Global Medical Device Nomenclature Agency, as well as information on
changes made to the names of types of medical devices and descriptions of their types included in the
Global nomenclature of medical devices, and makes the corresponding changes to the nomenclature of
medical devices of the Union;

C) ensures the assignment of unique codes to new types of medical devices included in the nomenclature
of medical devices of the Union;

d) ensures, based on the information received from the Global Medical Device Nomenclature Agency, the
information
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00 uckitoueHMH U3 [7100ambHOW HOMEHKJIATYPhl MEAMIIMHCKMX W3eIui
OTJENBHBIX BUIOB MEIUIUHCKUX W3JENIMH HCKIIIOUEHHE COOTBETCTBYIOIIUX
BUJOB MCIMLUHCKUX HM3Je/IMH M ONMCAaHMM HMX BHUAOB W3 HOMEHKJIATYpPHI
MeAUIUHCKUX u3nenuii Corosa;

1) HallpaBJIsleT C  MCIHONB30BAaHUEM  CPEICTB  MHTErPUPOBAHHOM
nHpopmannoHHoit cucrembl Coro3a B Komuccuro wuHpoOpManumo o
BHECEHHBIX B HOMEHKIIATYpY MeuUUHCKuX u3aenuit Coro3a H3MEHEHHSIX
IUId ee aKTyalnusauuud Ha HH(opmanuoHHoMm rmoprtajie Coros3a B CeTH
HNurepHer;

€) paccMarpuBaeT  oOpalleHMss W 3alpoChl  IOJIL30BaTeseH
HOMEHKJIATypbl ~ MeAMUMHCKUX  u3genuit  Coro3a, Kacarolpecs — ee
[IPUMEHEHMUS;

’K) OCYILIECTBISIET aHAINU3 U 000O0IIeHHe 3aMeYaHud W IPeIIOKEeHHH
NI0JIb30BaTeIe HOMEHKIATYpbl MeauuUMHCKuX wm3fenuii Coro3a 1mo  ee
CTPYKTYPE H COJIePIKAHUIO;

3) opMupyeT U TIpejacTaBiseTr Ha paccMoTpenne Kommecum mo
pe3ynpTaraM aHajii3a 3aMeYaHWud U IPeJIOKEHHH  I10JIb30Barelei
HOMEHKJIATYPbl MEJUUMHCKUX u3fenuid Coro3a NMpeioKeHns M0 BHECEHHIO
u3MeHeHu| B Hactosmue [IpaBua.

9. YnonnHOMOUYeHHBIE OpraHbl rocyapcTB — wieHoB Coro3a 3aKII04aroT
coryamienuss ¢ AreHTcTBoM ['706anbHOM HOMEHKIATYPBI MEIUIIMHCKHX
U3JIEJIMA  TI0 BONPOCAM HCIIOJB30BAaHUS OPUTHHAIBHBIX KOIOB BHJIOB
MEIUIMHCKUX M3JIENUH, BKIIOYEHHBIX B [100anbHyl0 HOMEHKIATYpy
MEIUIUHCKUX H3JCJIMH, a TaKKe 10 BOIIPOcaM BKIIOYEeHUs B [ J100abHYIO
HOMEHKJIATYpy MEIMIMHCKUX M3JeJIHi HOBBIX BHUJOB MEIHIIMHCKHX

WU3ETTNH,
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on the exclusion from the Global Nomenclature of Medical Devices of certain types of medical devices, the
exclusion of corresponding types of medical devices and their descriptions from the nomenclature of
medical devices of the Union;

d) sends, using the means of the integrated information system of the Union, to the Commission
information on changes made to the nomenclature of medical devices of the Union for its updating on the
information portal of the Union on the Internet;

e) considers appeals and requests from users of the nomenclature of medical devices of the:Union
regarding its application;

) conducts analysis and generalization of comments and suggestions from users of the nomenclature of
medical devices of the Union regarding its structure and content;

3) forms and presents to the Commission for consideration, based on the results of the analysis of
comments and suggestions from users of the nomenclature of medical devices of the Union, proposals for
amendments to these Rules.

9. Authorized bodies of the member states of the Union conclude agreements with the Global Medical
Device Nomenclature Agency on the use of original codes of types of medical devices included in the
Global Nomenclature of Medical Devices, as well as on the inclusion of new types of medical devices in the
Global Nomenclature of Medical Devices.
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