Nudopmanus 1 1T0KyMEHTbI, IOATBEPKIAI0IINE CTPAHY IPOUCXO0KACHHUS TOBAPa, B COOTBETCTBUHU

¢ nocranoBjenuemM IlpaBureancrea P® ot 23.12.2024 Ne 1875 (III1 Ne 1875)

Ne Ilo3uuuu ToBapa B Mepa IMoaTBep)KAAOIIME CTPAHY IPOUCXOXKACHHS HHPOpMaLwst U JoKyMeHTH! (myHKT 3 ITI1 Ne1875) HOpMa Tpumeuane
TepEeYHIX P® EADC IIIT Ne 1875
1 2 3 4 5 6 7
HOMep peecTPOBOIf 3alMCU U3 PEecTpa POCCHICKONH | HOMEpP peecTpPOBOW 3amUCHM W3 E€BPa3HICKOTrO
MPOMBIIIIEHHOH HPOJYKIWH, MPETyCMOTPEHHOIO CT. | peecTpa HIpOMTOBAapOB rocynapcts — uieHoB EADC,
17.1 @3 or 31.12.2014 No 488-®3 «O | comepkaluid:
MPOMBIIUICHHON TonuThuke B PD» (manee — PPIII),
COJZIepIKaLIHIA:
- HUHPOPMAITHIO O COBOKYITHOM KOJIMYECTBE 0ayuIoB 3a | - MH(OpPMAIMIO O COBOKYIIHOM KOJIMYeCTBe OaisioB
BEIMONHEeHHE (ocBoeHme) Ha Teppuropun PO | 3a BeimomHeHue (ocBoeHue) Ha Teppuropun EADC
COOTBETCTBYIOIIMX oOrepauuii (ycioBUi) (eciu 6 | COOTBETCTBYIOIIUX orepauuii (ycinoBuid) (eciu 6
omnowenuu maxozo mosapa Il Ne 719 3a | omnowenuu maxoeo mosapa npasom EAIC 3a
nosunmn 1 — 145 svinonHeHue  (oceoenue) Ha meppumopuu  P® | evinonnenue (oceoenue) Ha meppumopuu EAIC 6
1 npui. Ne 1 COOMBEMCmEYIoUUx onepayuii (venosuii) | coomeemcmeyrouux onepayuti (yenosuti) . «a>;, «@»
yCcmanosneHvl mpebo8anus 0 COGOKYNHOM KOIUYeCmee | yCmanoelenvl — mpebosanus 0 COBOKYNHOM -
0anios), KOTOpOE COCTAaBISIET WM MPEBBIAET | Koauuecmee  0Oaniog),  BEIMUMHA  KOTOPOTO
3HaueHue, ompeznenennoe IIIT Ne 719 or 17.07.2015 | cocrasiser Wi IPEBBIIIAET 3HaueHMUE,
«O TmoATBEpXKIEHUM TPOU3BOJICTBA POCCHUCKOHN | ompenenenHoe nmpaBom EADC
MPOMBIIUIEHHOH nponykuun» (manee — IIIT Ne 719)
3amper JUTSL LIeJIeH OCYIIEeCTBICHHS 3aKyOK
- wuHpOpMamuioo 00 YpOBHE pAJMOdIEKTPOHHOW | - wmH(popMammioo o0 ypoBHe POIl (mis ToBapa,
nponykiun  (manee —  POII) (w1 ToBapa, | ABIAIOIIErocs B COOTBETCTBUM ¢ IpaBoM EADC
seisiorierocst  POIN, ot koropoit I Ne719 | POII 1 ypoBus uim POII 2 ypoBHst)
npexycMoTpeHo otHecenne K POII 1 wu 2 ypoBHsT)
nosunus 146
npui. Ne 1 . . NOPAAKOBBIi HOMEpP peecTPOBOIl 3amucu U3
NOPSIIKOBBLIIE  HOMeEpP peecTpPOBOii 3amucu U3
2 MPOTPAMMBI ISt eIMHOTO peecTpa poccuiickux mporpam s SBM 1 eIUHOro peectpa nporpaMMm s OBM u 0a3 | mm. «r», «e»
OBM u (unu) 6a3bt N OaHHBIX W3 rocymapctB—wieHoB EADC, 3a m 3
6a3 manHbIX (peecTp poccuiickoro [10) o
JTAHHBIX uckitouenueM PO (peectp epaszuiickoro [10)
(manee — I10),
nosunus 146
npui. Ne 1 NMOPAJIKOBBIIl HOMep PpeecTpPOBOM 3amucH U3
[1O ¢ nmom. TMOPSIAKOBBII HOMep peecTPOBOI 3alMCH U3 PEecTpa | peecTpa €Bpa3uiicKoro 1o, cozeprkamieit
3 TpeOOBaHUSIMHU poccuiickoro 1O, comepxamieli wuHpopMmamuro o | mHPOpMamuio o  coorBercTBud [0 jorm. m «H»3- @
(mmo IIT ot cootBerctBuu I10 mom. TpeGoBanusM k [1O TpeboBanusamM k I10 -
23.03.2017 Ne 325)
HOMep peecTpoBoii 3amucu u3 PPIIIL, conepkamuii: | HOMep peecTPOBOIl 3amMCH U3  €BPa3HHCKOTro no mnosunusam  362-399, 433
peectpa MpoMTOBapoB rocyaapcrs—uieHoB EADC, mpuwi. Ne 2 pgo  31.08.2025
- TH(OPMAIMIO O COBOKYITHOM KOJIMUECTBE OalIoB 3a .. .
no3unum 1 —433 BEIMIONHEHHE (OcBoeHWe) Ha  Teppuropuu PD COACPIATIHIT: . «an-«G» | AEHETBYIOT . NEpEXoHbIC
4 OrpaHuveHue - MHOOPMAIIMIO O COBOKYITHOM KOJHYECTBE 0alioB MmoJiosKeHusi: CcTpoku 6, 6.1

npui. Ne 2

COOTBETCTBYIOIUX oOmepanuii (ycloBuil) (eciu 6
719  3a
Po

omuoweHuu makozo moeapa Il Ne
8bINONIHEHUe — (0CB0eHUue) Ha — meppumopuu

3a BbINOJHEHHE (0cBoeHHE) Ha Teppuropun EADC
COOTBETCTBYIOIIUX omepanuil (ycioBuil) (eciu 6
omHowenuu makxozo mosapa npasom EAIC 3a

m 3

HACTOSIIEH TaOIUIIBI

no mnosunusiM 400-432 mpu.




Ne Ilo3uuuu ToBapa B Mepa IMoaTBepKAAIOLINE CTPaHY MPOUCXOXKICHHs HHGOpMalys U TOKyMeHTHI (IyHKT 3 TIIT Nel1875) HOpMa Tprmeuanue
TepeyHsIX P® EAD2C IIIT Ne 1875
1 2 3 4 5 6 7
COOMEemcmeyIouux onepayuii (vcnosuii) | evinonnenue (oceéoenue) na meppumopuu FEADC Ne 2 go 31.08.2025 neiicTBYIOT
ycmanosnenvl mpebo8anus 0 COBOKYNHOM KOIUYECHEe | COOMEEMCMBYIOUUX onepayuil (venosuir) nepexo/iHbIe M0JIOKEHHUS:
6annog), KOTOpPOE COCTaBISI€T MJIM TPEBBIMIACT | YCMAHOGAEHbl  mMpebo8aHuUs 0  COBOKYNHOM CTpOKa 7 HaCTOSIIEH TaOIULIbI
3Ha4yeHue, ompenencHuoe IIIT Ne 719 npns ueneit | konuuecmee — 6annos), BEIMYMHA  KOTOPOTO
OCYILECTBJICHUS 3aKyIOK COCTaBIISIET Wi TPEBbIIIACT 3HAYCHHE,
- wuHpopmanuio 006 ypoBHe POII) (mis ToBapa, onpezenenroe npasom EASC
apstomerocs  POIN, s xortopoit I Ne719 | - undopmamuto o6 ypoBHe POII (mias ToBapa,
npeaycMoTpeHo otHeceHue K POIT 1 wmu 2 ypoBHst) SIBIISFOIIETOCST B COOTBeTcTBHM ¢ mpaBom EADC
POII 1 ypoBHs wiu POII 2 ypoBHS)
i «y», «b» 1. 4 IIIT Ne 1875 ycraHosien
TIOpAA0K NIPUMEHEHUA MEp
no3uuus 433 orpaHuyende | MOMHMMO HH(pOpPMALNH, yKasanHoﬁ B rpadax 4-5 noszunuu 4 HacToseH Ta6JEMuLI VISl TOATBEPKICHHUS ;‘:}f}l]’:;“;"r‘i“:;"Bl:;miT::;B‘;”r’lepef{gﬁ
nput. Ne 2 OCYIIECTBJICHHS! BCeX CTaluii NMPOH3BOACTBA (B T.4. CHHTE3a MOJEKYJbI JCHCTBYIOIIEro BEUIECTBA IPHU cTpateruucck AHAUHMbLX I
(npenapatsl (orpanuvenuet | Mpou3BoACTBe (papMameBTHIECKUX cyOcTaHmil) Ha TeppuTopun EADC (B mensax mpuMEHEHUs I «y», «h» ggeo:;:gg:zsi . KTZL(;TTIsziw;gO(P 1_6{1:131;
41 JICKAapCTBCHHBIC szlljn:gg;;iTBO . 4 Tocranosenns Ne 1875): I «By 1. 3 06.07.2010 Ne 1141-p) (c yueToM mm «e» u.
OKH}I 21_10'51’ g ) o 10 IIIT Ne 1875), a Tarke ycioBus, Npu
21,201 21.20.21, YKA3aHHBIX B JOKYMEHT, COJICPIKAIUi CBEJICHUS O CTAAUSAX TEXHOJOTHYECKOTO MpoIlecca MPOU3BOICTBA JIEKAPCTBEHHOTO KOTOPHIX 3a%BKA HA YHACTHE B 3aKYIIKe,
IIL. «pPY, KY» cpelcTBa ISl MEAWIMHCKOTO NPHUMEHEHHMs, OCyllecTBiseMblXx Ha Teppuropun EADC (B T.4. o cragusx COfiepKAIAs [PEJUIOKEHHE O TOCTaBKE
21.20.23 o 4 NPOU3BOJCTBA MOJIEKYJIBl  JICHCTBYIOIIETO BelIeCTBA (DApMaIleBTUYECKUX CYOCTaHIMH), BbIJAHHBIN ﬂlﬂ 03"5;’%"&"??; q))";‘ Fian
(manee — JIIT) TITT Ne 1875) | Munnpomroprom PO B ycTaHOBIEHHOM Topske (mprka3 Munnpomropra ot 31.12.2015 Ne 4368) K 3aBKe ¢ MpEIOKEHTEN RO T
TIPOUCXOAAIIETO nu3 HWHOCTPAHHOI'O
rocyapcra
HoMep peectpoBoii 3amucu u3 PPIIII, cogepkamuii: | HomMep peecTpoBOii 3amucH W3  E€BPa3HIICKOTO
peectpa TpoMTOBapoB rocynapctB—uwieHoB EADC,
- TH(OPMAIMIO O COBOKYITHOM KOJIMUECTBE OaJIoOB 3a colepKaLLHii:
BBIOJHEHHE  (0CBOEHHME) Ha  Tepputopun PO | _ yydiopmanmio o cOBOKYIHOM KOIHUECTBE GIUIOB
COOTBETCTBYIOWUX ~ Onepatyi  (YCI0BuH) (eciu 6 | 33 prmonmenue (ocBoenne) Ha Tepputopun EADC
omuowenuy  maxozo moeapa I Ne 719 3a | coorpercrBylommx omepanuii (ycloBuil) (eciu 6
MUHHEMaIEHag | CorOTHeERue (oceoenue)  na Imeppumopuu P ? omHowienuu makxozo mosapa npasom EAIC 3a
S| upuaes | A suymo | SRR o comomion xomeemse | eeme. ocsoane) ua meppunops EAOC| . -G
POCCHHCKHX 6anio8), KOTOpOE COCTAaBISIET WJIM  IPEBBIIIAET coomeememaiot 6 onepa (renoeut) m 3
ToBapos 3HaueHue, omnpezaeneHHoe IIIT Ne 719 ana neneit Jemaos e penasay ? cosorymrion
> Konuuecmee  6anno8),  BEIMUMHA  KOTOPOTO
OCYIICCTBICHUSA 3aKyIIOK COCTaBIISIET W [PEBBILIAET 3HAYEHHE,
- umnpopmarmio 06 yposue POIT) (ans Tosapa, | OTPeAeeHHoe npasom EASC
SABISIIOIICTOCA P3H, JUISL KOTOpOﬁ IIIT  Ne719 - HH(I)OpMaHI/HO 00 YpPOBHE POIT (IUUI TOBapa,
npesycMoTpeno orHecenue K POII 1 niu 2 yposHs) SIBJISIIOLIIETOCS B COOTBETCTBUU ¢ MpaBoM EADC
POII 1 ypoBHs unu POII 2 ypoBH:)
NMEPEXOAHDBIC IMOJ0KCHUA (a. 10 ITIT Ne 1875)
orpanuvenne | Jlo 31.08.2025: napsny ¢ ykasaHHO# B crosnOuax 4-5 crpoku 4 Hacrosieid Tabmuubl UHOpMAaIMeH,
MOATBEP KIAIOIIEH MPOUCXOKICHUS TOBAPOB U3 rocyaapcTs - wieHoB EADC, B T.4. n3 PO, MoskeT ObITH!
6 nozumun 362-399, | (orpanuyennet I «BY»
433 mpui. Ne 2 NPEeMMYINECTBO | - cepTHGHUKAT O NPOMCXOKIEHWU TOBApa, BBIIAHHBIA YIOJIHOMOYEHHBIM OpPraHoOM (OpraHU3anueil) m 10
(B coyqasx, rocynapctsa - uaeHa EADC no dopme, ycraHoBneHHOH [IpaBuinamu onpeneneHus CTpaHbl IPOUCXOXKICHHS

YKa3aHHBIX B

TOBAapoOB

2




Ilo3uuuu ToBapa B Mepa IMoaTBepKAAIOLINE CTPaHY MPOUCXOXKICHHs HHGOpMalys U TOKyMeHTHI (IyHKT 3 TIIT Nel1875) HOpMa Tlprveuarme
TepeyHsIX P® EAD2C IIIT Ne 1875
1 2 3 4 5 6 7
cronoue 3
ctpoku 4.1
HaCTOsIIEH
TaOJIHIIBI)
Jlo BHecenusi u3meHenuii B mpaBo EADC o
MOJATBEPKJICHUH  NPOMCXOXKICHHS TOBAPOB M3
orpaHmyenue rocynapcTs—uneHoB EADC myTteM npenocTaBieHus
nHdopmaru u3 €Bpa3uiCcKOro peectpa
(orpannyenue+ IIPOMTOBapOB rocyJapcTB—4JIEHOB EADC
NpeuMy1ecTBO JOKYMEHTOM, HOJATBEPKIAOUIUM IIPOUCXOKICHUE
6.1 nosunus 433 (B crmyqasx, u3 rocynapers-wieHoB EADC (32 HMCKIIOYEHHEM I«
nput. Ne 2 YKa3aHHBIX B P®), siBasiercs: m. 10
croinbue 3
crpoku 4.1 - ceprH(HMKAT 0 NPOHCXOKIEHHH TOBapa,
HACTOSIIIEH BBIJIAaHHBIH YIIOJTHOMOYEHHBIM OpraHoM
TabIHLBI) (oprammsammeif) TocymapcrBa-unmera EADC 1o
¢dopme, ycraHoBienHod IIpaBunamu omnpesneneHus
CTpaHbl POUCXOKICHHUS TOBAPOB
Jlo 31.08.2025: Bmecto nH(popMmanmu, ykazaHHOW B crosOuax 4-5 cTpoku 4 Hacrosimed TaOnuubl, Ui
MMOATBEPKACHIS TIPOMCXOXKICHHS TOBApOB 13 rocyaapcTB-wieHoB EADC, B T.4. u3 P®, npenocrasiasiiorest
ciaenyoue HHGpopMaus U JOKYMEHTHI B COBOKYIHOCTH:
- cepTH(UKAT O NPOMCXOKIEHHM TOBapa, BBIJAHHBIA YIOJHOMOYEHHBIM OpraHoM (OpraHu3amueil)
rocynapctsa - wieHa EADC o ¢opme, ycraHoBieHHoU [IpaBuiiamu onpeseneHus: CTpaHbl MPOUCXOXKICHUS
TOBApOB;
no3uuun 400-432 I «0», «»
7 orpaHuveHue

npuir. Ne 2

- aKT 3KcnepTu3nl Topropo-npoMbinuieHHONH manaTel P® wim aHANOrMYHBIA TOKYMEHT, BBIIaHHBIA
VIIOTHOMOUYEHHBIM OpraHoM (opraHm3anmeii) rocymapcrBa-wieHa EADC, copepxamuii mHpOpManuio o
paccuMTaHHOM JOJie CTOMMOCTH HCHOJb3YyEeMbIX U MPOU3BOACTBA OAHON €IUHUIBI MeEI. HW3JeNUs
WHOCTPAHHBIX MaTepHalioB (CBIPbs) B II€HE KOHEYHOM NPOIYKIMH, BEIMYMHA KOTOPOW HE IPEBBIIIAET
npejenbHble 3HaueHus cornacHo npuit. Ne 4 x IIIT Ne 1875;

- PeKBH3HUTHI (laTa 1 HOMEP) HOKYMEHTA, TIOATBEPKAAIOIIEr0 COOTBETCTBHE IIPONU3BOJICTBA MEIUIIMHCKHUX
nznenuii TpedoBanusm F'OCT ISO 13485-2017

m 10




