PekomeHpaumsa Konnerum EBpa3nimnckon 3KOHOMMUYECKON KOMUCCUM OT 4 ceHTAOps 2017 roaa Ne 16
O MNMopsake hopMMpPOBaHUS NepeyHsi CTaHAAPTOB, B pe3yribTaTe NPUMEHEeHUs KOTOPbIX Ha JOOPOBONBLHOM
OCHOBeE MONHOCTbLIO UMK YacTUYHO obecnevynBaeTcs cobnOAeHNe COOTBETCTBUS MeAULMHCKUX usaenumn
O6wum Tpe6oBaHUAM 6e3onacHOCTU U 3thPpeKTUBHOCTU MEANLIMHCKUX U3aenun, TpeGoBaHUAM K UX
MapKUpoBKe U 3KCNyaTauMOHHON AOKYMEHTaLUM Ha HUX
(r. Mocksa)

Konnerns EBpasvickon 3KOHOMWUYECKON KOMUCCUM Ha OCHOBaHUM MyHKTa 2 cTaTbu 3, NyHKTa 4 cTatbl 4 u
nyHkTa 4 ctatbu 7 CornalweHvs 0 eAuHbIX NpUHUMNax 1 npasunax obpalleHus MeanuUMHCKUX u3genvn (Msgenui
MEOMLMHCKOTO Ha3HayeHuss U MeOWLMHCKOM TEXHUKM) B pamkax EBpasumckoro akoHommyeckoro corws3a ot 23
aekabpsa 2014 roga n B cootBeTcTBMM ¢ nyHkTom 110 O6wmx TpeboBaHun 6GesonacHoOCTU U 3DEEKTUBHOCTU
MEeOMLUMHCKMX n3genuii, TpeboBaHuin K UX MapKMpoBKe U 3KCMIyaTaLMOHHON AOKYMEHTALMN Ha HUX, YTBEPXOEHHbIX
Pewwennem CoseTta EBpasuiickon akoHoMudeckon kommceum ot 12 coespansa 2016 r. Ne 27,

pekomeHayeT rocygapctBaM - uneHam EBpasniickoro 9KOHOMMYECKOro cok3a € gatbl onyGnukoBaHus
HacToswen PekomeHgauum Ha odumumanbHOM cante EBpasmMicKoro 3KOHOMMYECKOro coks3a npu opMupoBaHum
nepeyHs CTaHgapToB, B pesynbTaTe MPUMEHEHUS KOTOPbIX Ha AOBPOBONIbHOM OCHOBE MOMHOCTLIO MW YacTUYHO
obecneymBaeTcs cobnofeHne COoOoTBETCTBUS MeauuuHckux usgenun Obwum TpeboBaHusim GesonacHocT w
3(phEKTUBHOCTN MEOULMHCKMX n3genuii, TpeboBaHusaM K MX MapKMpoBKE W 3KCMyaTauMOHHOW AOKyMEeHTauuu Ha
HUX, NPUMEHsITb MopSIAOK COrNacHO NPUMNOXEHMHO.

Mpeanceparens Konnerun
EBpa3ninickon 3KOHOMMUYECKON KOMMCCUMN T. CapkucsiH



MPUNOXEHNE

Kk PekomeHnpgauum Konnerun
EBpasnimnckomn 3KOHOMUYECKOM KOMUCCUN
OT 4 ceHTabps 2017 . Ne 16

NOPALOOK
¢opMMpoBaHUs NepeyvHs CTaHAAPTOB, B pe3ynbTaTe NPUMEHEeHUA KOTOpPbIX Ha AOGPOBONLHON OCHOBE
MOJIHOCTbLIO UM YaCcTUYHO obGecneynBaeTcsl cobnogeHne coOoTBeTCTBUA MeaULMHCKNX nsgenun O6wmm
Tpe6oBaHUAM 6e3onacHocTU U 3¢hpheKTMBHOCTU MeAULIMHCKUX U3aeNuin, TpeOoBaHUSM K UX MapKUPOBKe U
aKcnnyaTauMoHHON AOKYMeHTaLMu Ha HUX

1. Hactoswmn MNopsigok pa3paboTaH Ha OCHOBaHWUM NyHKTa 2 cTtaTbu 3, NyHkTa 4 ctatbl 4 1 NyHkTa 4 ctatbun 7
CornaweHnsa 0 efuHbIX NpuvHUMNAax M npasBunax obpalleHus MeaWUMHCKUX M3genun (usgenui MeguLMHCKOro
Ha3Ha4YeHUs N MeaULIMHCKON TEXHUKM) B paMkax EBpasnmnckoro skoHoMmmyeckoro cotosa ot 23 aekabps 2014 roga m B
cootBeTcTBUM C nyHkTomM 110 O6wmux TpeboBaHui Ge3onacHOCTU U 3PDPEKTUBHOCTM MEAULMHCKUX W3OEenun,
TpeboBaHU K MX MapKUPOBKE W 3JKCMMyaTaUMOHHOW OOKYMEHTauuMuM Ha HUX, yTBepxaeHHbix PeweHnem CoBeTa
EBpasuiickoin akoHoMu4eckon kommccum ot 12 cdeBpansa 2016 r. Ne 27 (pnanee - O6wme TpeboBaHusi), C UeEnbiO
obecneyeHnss popMMpoOBaHNSI NepPEYHsl CTaHOAPTOB, B pe3yribTaTe NPMMEHEHMS KOTOPbIX HA 4OOPOBOMLHOM OCHOBE
MOMHOCTbLI0O MMM 4YacTu4HO obecneunBaeTcss cobGMOOeHNE COOTBETCTBUS  MeauuMHCKuX umsgenuin  O6wmm
TpeboBaHuAM (fanee - nepeyeHb), U NoOpSAaOK BHECEHWS B HETO U3MEHEHWI.

2. CooTBeTCTBME MeauuUMHCKuX magenun O6wmm TpeboBaHusM obecnednBaeTcsl BbiNOMHEHNEM TpeboBaHui,
YCTAHOBMNEHHbIX YKa3aHHbIM [OKYMEHTOM HenocpeacTBeHHO, nnbo TpeboBaHUM CTaHOApPTOB, BKIHOYEHHbIX B
nepeyeHb.

3. MepeueHb paspabaTbiBaeTcsi N0 hopme cornacHo npunoxeHuo Ne 1.

4. ®opmypoBaHME MEPEYHsI OCYLLECTBMSIETCS MyTEM BKIOYEHUS B HEr0 CTaAHAaApTOB C YYETOM CreaylLmnx
NpPUOPUTETOB:

a) MeXrocyaapCTBeHHble CTaHA4apTbl, pa3paboTaHHble HAa OCHOBE AEWCTBYHOLUMX BEPCUI MEXAYHapOOHbIX U
(Mnn) permoHanbHbIX CTAaHAAPTOB;

0) HauuoHanbHble (rocy4apCTBEHHbIE) CTaHOAPThl FOCYAApPCTB - YreHOB EBpasmMmnckoro SKOHOMMUYECKOro corsa
(nanee - rocypapcTBa-uneHbl), paspaboTaHHble Ha OCHOBE [AENCTBYIOLMX BEPCUMN MeXAyHapoAHbIX W (Mnu)
pernoHanbHbIX cTaHgapToB. [lpu  HanmMuMM  HECKOMbKMX  HAUMOHAanbHbIX (FOCYAapCTBEHHbIX) CTaHOApTOB,
pa3paboTaHHbIX HA OCHOBE AENCTBYHLLEN BEPCUN MEXOYHApPOAHOro W (Mnu) peroHanbHOro cTaHgapTa, BCE OHU
BKIOYAOTCA B NEPEYEHD;

B) MEXrocygapCTBEHHblE CTaHAapTbl, pa3paboTaHHble He Ha OCHOBE MEXAYHApPOAHbIX U (MNN) perMoHanbHbIX
CTaHOapToB;

r) HauuoHanbHble (rOCydapCTBEHHblE) CTaHAapTbl rOCy4apCTB-YNEHOB, pa3paboTaHHble He Ha OCHOBe
MEXAYHapPOAHbIX U (MnK) permoHanbHbIX CTaH4APTOB.

5. o pa3paboTkm ykasaHHbIX B NyHKTe 4 HacTosiero Nopsaka ctaHOapToB, coAgepXKallux npasuna u Metoabl
uccnegoBaHvin (MCMbITaHWA) U U3MEPEHWU, Heobxoaumble AN MOOATBEPXKOEHWUST COOTBETCTBUS MEAMLIMHCKUX
nzgeruin  O6wmm TpeboBaHMAM, B MNepeyeHb MOryT BKOYaATbCA METOAMKM UCCrnenoBaHun (MCMbITaHun) U
V3MEpPEHUN, BanMAMPOBaHHbIE U YTBEPXKAEHHbIE B COOTBETCTBMM C 3aKOHOAATENBCTBOM rocyfapCcTBa-yneHa.

6. B cnyyae BkntoYeHMS B nepeyveHb HalMoHanbHbIX (FOCYAapCTBEHHbIX) CTaHOAPTOB rOCY4AapCTB-YNEHOB U
(Mnn) meToaouK MccnefoBaHWiA (UCMbITAHUA) U U3MEPEHUA ANS yKa3aHHbIX CTaHO4apToB U (MnM) MeToAuK B rpadgpe
nepeyHs «[ata npekpalleHus NpUMEHEHUs cTaHgapTa» Npyv HeobXOOMMOCTM yKasblBaeTCs CPOK, A0 KOTOPOro
HEOOXOAMMO MPUHATL M BKIIOYMTb B MEPEYEHb MEXIOCYOAPCTBEHHbIE CTaHAAPTbl Ha COOTBETCTBYHOLINA OOBEKT
cTaHgapTM3auun.

YNONMHOMOYEHHbIE OpraHbl rOCy4apCTB-YNIEHOB, OCYLLIECTBASALINE PErMCTPALINI0 MEAMLIMHCKMX U3nenun (ganee
- YNONTHOMOYEHHbIE OpraHbl), NPEACTABMAIT B YMNONTHOMOYEHHbIE OpraHbl MO CTaHAapTU3aLMu rocyaapCTB-Yr1eHOB
npennoXeHnsi No paspaboTke COOTBETCTBYIOLLUX MEXIOCYAapPCTBEHHbLIX CTaHAapPTOB.

7. YNONHOMOYEHHbIE OpraHbl HanpaeBnsawT B EBpasuiickylo 3KOHOMMYECKYH) KoMuccuio (danee - Komwuccus)
npeaioXKeHnsi Mo BKIOYEHNIO B NepeYeHb CTaHaapToB No ¢opme, npeaycMoTpeHHon npunoxennem Ne 1 k O6wum
TpeboBaHusIM, a Takke pesynbTaTbl aHanmM3a COOTBETCTBUSI Takux cTaHgapToB uensm O6wux TpeboBaHuin no
dopme cornacHo npunoxeHuno Ne 2.

8. Mpu noaroToBke NpeanoXeHUi No BKITHOYEHUIO B NEepeYeHb CTaHZAPTOB U MO BHECEHUKO B HEr0 U3MEHEHUN
YNOMHOMOYEHHBIV OpraH:

a) NPOBOAUT aHanM3 CTaHOAPTOB ANs onpeAeneHns BO3MOXHOCTU obecneyeHnst B pedyrnbtaTe Ux NpUMeHeHus
cobniogeHuss COoTBETCTBUSA MeauUUHCKoro magenus Obwum TpeboBaHUsIM, B TOM YMCne C y4eTOM pekoMeHaauumn
MexgayHapogHoro opyma perynatopos meguumHckmx nsgenui (IMDRF);

6) NpoBOAMT aHanu3 MeXxayHapoAHOro OnbiTa MPUMEHEHUst CTaHdapToB Anst obecneveHust BGesonacHoCTU ©
3(PPEKTUBHOCTU MEANLIMHCKUX N3OENUN;

B) BbIOMpaeT cTtaHgapTbl, Hanbonee cooteeTcTBYyOWME Lensam Obwmx TpeboBaHuin. CobnogeHne nonoXxeHun
Obwux TpeboBaHWMii MoOXeT obecneumBaTbCsl NMPUMEHEHMEM Ha O0OpPOBOSBHOW OCHOBE TpeboBaHUM cTaHaapTa
NMOJSTHOCTLIO UM OQHOMO MO0 HECKONbKMX pa3aenos, MyHKTOB, NOAMYHKTOB CTaHAapTa.

9. Komuceust HanpaensieT NocTynuBLUKE OT YNOSTHOMOYEHHOMO OpraHa npeanoXeHus ApYrum ynorTHOMOYEHHbIM
opraHam B TeveHune 5 pabounx gHew ¢ gatbl UX NOAyYEHUS.

10. B cnyyae Hecornacusi C MNOCTYNUBLLUMMWU MPEATIOKEHUSIMWU YMONTHOMOYEHHbIE OpraHbl HanpaensloT B
Komuccuio cBon 3amevaHus no HuM B TeveHne 30 paboumx gHew ¢ aatbl ux nonydeHust (¢ obocHoBaHuem). Mpu




OTCYTCTBMM 3aMeYaHW YMONIHOMOYEHHOrO oOpraHa B YKa3aHHbI CPOK TakMe NPensioXeHus cuuTalTcs
COrnacoBaHHbIMU.

YKasaHHble 3amMeyvaHusi YMOSIHOMOYEHHbIX OpraHoB ob6cCyxdalTca Ha 3acepgaHun paboden rpynnbl MNo
dopmypoBaHnio obLLMX NOAXOAOB K PErynmpoBaHuio obpalleHns MeaUUMHCKUX u3genui B pamkax Espasuiickoro
3KOHOMMUYECKOro coto3a. PelueHne o LenecoobpasHOCTV BKMIOYEHWS CTaHAapTa B NepeyeHb UMW ero UCKMHYeHNs
NPUHMMaeTCss KOHCEHCYcOM. Ha OCHOBaHWM [aHHOrO peLleHus BOMPOC O BHECEHWM W3MEHEHWA B nepeyeHb
paccmatpusaeTcs Ha 3acegaHnn Konnerun Komuceun B ycTaHOBNEHHOM nopsiake.

11. Tlpyn BkMYEHUM B MepeyeHb HaUMOHanNbHOro (rocygapCTBEHHOrO) cTaHAapTa rocyaapcTBa-yreHa,
pa3paboTaHHOro Ha OCHOBE MEXAYHapoOHOro W (Mnn) perMoHanbHOro CTaH4ApPTOB, AOMOMHUTENBHO YKa3blBalOTCH
0603HaYeHnss TaknX MeXOyHapoOAHbIX W (UMW) pervoHanbHbIX CTaHAapToB, a Takke CTeneHb rapMOHU3aumu
HaumoHanbHoro (rocy4apCcTBEHHOro) CTaHAapTa rocyaapcTea-yfieHa ¢ yka3aHHbIM CTaH4apTOM.

MexayHapogHble MNW  pernoHanbHble  CTaHAAPTbl  MPUMEHATCA  MOCMe  MPUHATUA
MEXroCyAapCTBEHHbIX UMN HALMOHarbHbIX (rOCyAapCTBEHHbIX) CTaHO4APTOB.

12. BHeceHve W3MeHeHW B MepeyeHb NPoM3BOAUTCA B MNopsake, NPeayCMOTPEHHOM AN  BKIOYEeHUs
CTaHAdapTa B NepeydeHb Unu ero UCKIMIYEeHNs, B CrieayoLwmnx cnyyasx:

a) HecooTBeTCTBME CcTaHaapTa uenam Ob6wmx TpeboBaHuiA;

0) oTMeHa fencTBusa cTtaHaapTa;

B) 3aMeHa CTaHfgapTa B CTapoyi BEPCMM Ha CTaHA4apT B aKTyarbHON BEPCUN.

13. B cnyyae ecnu B3aMeH cTaHgapTa, CoAepxallerocs B MepevHe, BKIOYAETCH HOBbIWM CTaHAapT, Ans
NPUMEHEHNS KOTOPOro HEOOXOAUM MEPEXOAHbIV NEPUOA, B TEYEHNE KOTOPOro MOryT NPUMEHSITECH KaK 3aMEHEHHbIN,
TaK 1 3aMeHsoLLIMI ero cTaHgapT, COOTBETCTBYOLWAsA MHOpMaLms NPMBOAUTCS B NepeyHe.

B cnyyae ecnu B3aMeH MeTOAMKM UCCNeaoBaHUW (MCNbITAHWIA) U U3MEPEHWN, CoAepXKallencs B nepeyHe,
BKIIOYAETCA CTaHAapT, ANs NPUMEHEHUS KOTOPOro HeobxoamMm MepexofHbin Nepuof, B TeYeHMe KOTOPOro MoryT
NPUMEHATBCA Kak 3aMeHeHHas MeToAuKa WCCneaoBaHui (MCNbITaHU) U U3MEPEHUN, Tak U 3aMeHsAlWun ee
CTaHAapT, COOTBETCTBYHOLLAA MHpOpMaLMa NPUBOANTCS B NepeyHe.

14. MexrocygapcTBeHHble CTaHAapTbl, YTBEPXKAEHHble CO AHA BCTynneHus B cuny HacToswero [Nopsiaka,
BKIIO4AIOTCH B NepeyeHb Npy yCNoBWUM NPUCOEANHEHUS K HUM BCEX rOCYAapCTB-4NEHOB.

15. YnonHoMoueHHble oOpraHbl MO CTaHgapTUsauuMm rocyaapcTB-yneHoB WHdopmupytloT Komuccnio o
npeKkpalleHn [OelCcTBUA Ha CBOEW TeppuTOpUM MEXIOCYAAPCTBEHHbIX W HALUMOHambHbIX (rOCYAapCTBEHHbIX)
CTaHAapTOB M3 YMCna BKITHOYEHHbIX B NEPEYEHb.

nx B KayectBe

MPUTNTOXEHWME Ne 1

K Mopsaaky hopMUpoBaHnNs NepeyHst cTaHOapToB.,

B pe3syribTaTe NpYMeHEeHUst KOTOpbIX Ha JO6POBONbHOM OCHOBE NOSIHOCTLIO UMW YacTUYHO
obecneymBaeTcs cobnogeHne COoTBETCTBMS MEANLMHCKNX N3aenumn

O6wum TpeboBaHMaM Ge3onacHOCTU U 3PHEKTUBHOCTU MEANLIMHCKUX U3AENUNA,
TpeboBaHUSIM K MX MAPKUPOBKE M 3KCMyaTaLMOHHOW JOKYMEHTaUMN Ha HUX

(¢popma)

NEPEYEHb
CTaHAapToB, B pe3ynbTaTe NPUMEHEHUsI KOTOPbIX Ha AOGPOBONLHON OCHOBE
NONHOCTLIO UMM YacTUYHO obecneynBaeTcsi COGNOAEHUE COOTBETCTBUA MEAULIMHCKUX U3aenumn
O6wmm TpeboBaHUAM 6e3onacHOCTU U 3P PEKTUBHOCTU MEAULIMHCKNX U3Oenun,
TpeGoBaHUAM K UX MapPKUPOBKE U 3KCNyaTauMOHHOW AOKYMEHTaLMUU HA HUX

Ne O603Ha4YeHne HanmeHoBaHue [arta Hayana Data MpymeHsiemble MyHKT
n/n cTaHpapTta cTaHpapTta npuMeHeHns npekpaLleHuns CTPYKTYpPHbIE O6Lwmx
cTaHgapTa npUMeHeHns ANeMeHTbl TpeboBaHum
cTaHgapTta cTaHpapTa
1 2 3 4 5 6 7
I. CTaHgapTbl, TpUMEHUMbIE ANst MEAULIMHCKUX U3Oenui (KpoMe AnarHOCTUKK in vitro)
Il. CTaHgapTbl, NPUMEHMMbIE OANA MEANLMHCKUX U3AENWIA ONS ANarHOCTUKM in vitro
MpumeyaHus: | 1. B rpacbax 4 n 5 ykasblBaloTcs AaTbl Ha4ana v npekpalleHus npuMeHeHus ctaHgapTta

B Lenax obecneyeHUs COOTBETCTBUA MeaULUHCKUX u3genuin O6um TpeboBaHuUsaM
6e3onacHOCTM UM 3(PPEKTMBHOCTM MEANLUMHCKUX U3Oenun, TpeboBaHusM K UX
MapKMpPOBKE M 3KCMyaTaUMOHHOM AOKYMEHTaUMW Ha HUX, YTBEPXOEHHbIM PelueHnem
CoBeTta EBpa3swniickorn akoHoMuyeckor komuccum ot 12 dpespans 2016 r. Ne 27 (nanee -
Ob6wue TpeboBaHus).

2. B rpadhe 6 ykasbiBaloTCS NPUMEHSEMbIE CTPYKTYPHbIE 3NIEMEHThLI CTaHAapTa, eCNN He
BCE CTPYKTYpHble 3nemeHTbl cTaHgapTa obecnevmBaroT NpesyMnumio COOTBETCTBUS
MeanuUMHCKMX ngenuii O6wmm TpeboBaHMsIM.

3. B rpade 7 ykasbiBaeTCsl COOTBETCTBYHOLMIA NyHKT OOLWmx TpeboBaHuii, KOTOPbLIN
BbINOMHSAETCS MpU MPUMEHEHUU CTPYKTYPHOrO 3fIEMEHTa CTaHAapTa, YKa3aHHOro B




| rpadpe 6.

DOPMA

MPUNOXEHWE Ne 2
k [opsagky dpopmmnpoBaHns nepeyHs cTaH4apTos,
B pe3yrbTaTe NPUMEHEHUsI KOTOPbIX Ha 40OPOBOSbLHOM OCHOBE MOSTHOCTLIO UMW HYacTUYHO
obecneymBaeTcsa cobnogeHne COOTBETCTBMA MEANLMHCKNX N3aenumn
O6wum TpeboBaHMaM Ge3onacHOCTU U 3PHEKTUBHOCTU MEANLIMHCKUX U3AENUNA,
TpebOBaHUSIM K X MApPKMPOBKE M IKCMITyaTaLMOHHOW JOKYMEHTaUUN Ha HUX

npeacTaBrieHUA pe3ynbTaToB aHanu3a CoOTBETCTBUA cTaHaapTa uensam O6wmx Tpe6oBaHui 6esonacHocTn
1 3chheKTUBHOCTM MeAULIMHCKUX U3aenumn, TpeboBaHUAM K UX MapKMpPOBKEe U 3KCnnyaTaLMoOHHOMN
AOKYMEHTaLMM Ha HUX

Ne | O6o3HayeHne | HanmeHoBaHue HaTa CooTBeTcTBUE CeefieHust o CeeneHus o6
n/n cTangapTa cTaHfgapTa BBEAEHUS AencTByloLen NpUMeHeHnn obecneyeHHOCTH
B BEpCUM COOTBETCTBYHOLLETO cTaHgapTa
AencTBMe | MexayHapoaHOro | MexgyHapoLHOro Unm mMeTogamu
cTaHgapTta unu pernoHanbHoro nccnegoBaHui
(oTmeHbI pervoHansHoro cTtaHpapTta (ncnbiTaHun)
pencteud) | crangapta (ans B PErynsaTopHbIX (npwn
cTaHgapTos, Lensax Ha HeobxoanMocTw)
NPUHATBIX Ha MeXayHapOo4HOM Unu
ocHoBe pervoHanbHOM
MeXayHapOAHbIX ypoBHe (Ans
n (unwn) CcTaHOapToB,
pernoHarnbHbIX NPUHATBLIX HA OCHOBE
cTaHaapToB) MeXAyHapoaHbIX 1
uensam O6Lmx (Mnn) permoHanbHbIX
TpeboBaHun CTaHOapToB)
1 2 3 4 5 6 7




