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DenepabHoe MEIUKO-0M0/I0THYE€CKOE AreHTCTBO o
PegepaibHOE rocyIapcTBeHHOE OIIKETHOE YUpeKAenue 34paBooXpaHeHHs =
I'0/10BHOM EHTP rHrHEeHbI H 3NHAEMHOJOTHH

OPI'AH MHCIIEKIINHA

anpec: 123182, r. Mocksa, 1-it [IexoTHEIN nepeyIIok, a. 6
tenedon/pakc: Temn. (499) 190-4861, Dakc (499) 196-62
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ATTECTAT AKKPEJIUTAIT
Ne RA.RU.710138

or« B o7 20 77 T

JKCIIEPTHOE 3AKJIIOYEHHUE

0 pe3yJibTaTaM CAaHHUTAPHO-3MHUIEMHOJIOTHYECKOM 3KCIIePTHU3bI MPOAYKIHH
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Ha OCHOBaHUHM 3agaBjieHUS Ne 2896/17 OT 11 urons 2017 .
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Opraauszanus-3asasureib. OOMECTBO ¢ OTPaHUYEHHONW OTBETCTBEHHOCTHIO « BUHK
Anpec: 190020, Poccus, ropox Caukr-IleTepOypr, Habepexnas O0BogHOro0 Kanana, 1oM 138, kopiryc
1, mutep B, momemenue 5-H-13
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Opranuzanusi-u3roroBureb: Suzhou Lian Manufacturer Co., Ltd
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Anpec: Cheng Xing Jie, Suzhou Shi, Jiangsu Sheng, Kuraii
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HaumenoBanue npoaykuuu: [Inenka ¢poromomunecrienTHas T.M. «Lucentis» cepuu LC 200
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Kox TH B2 1: 3919900000

O61acTh NPUMEHEHHS: UCIIONIB3YETCs Ul M3TOTOBJIEHNS IIAHOB 9BAKYalld, MADKHPOBKH OMACHBIX
30H, JIEKOPUPOBAHUS HHTEPHEPOB U IIPOU3BOACTBA PEKIIAMHON IIPOAYKIUH. e

IIpoayknusa H3roToB/JI€HA B COOTBETCTBHH C: JOKYMEHTAIMEH H3TOTOBHTEIA .
IlepeueHb JOKYMEHTOB, IPeACTABJEHHBIX HAa JKCHEPTHU3Yy: 3asiBlI€HHE Ha IPOBEIACHHE =

9KCIIEPTU3EI, yCTaB, CBHUACTEIBCTBO O TIOCYJApCTBEHHOW PETUCTpAllMM IOPHAMYECKOro JIHIE, =
CBHUIETENLCTBO 0 BHeceHuH 3anucu B EI'PHOJI, cBUI€TEIbCTBO O IOCTAHOBKE HA YYET B HAJIOTOBOM =

oprane, nuct 3anucu EI'PIOJI o BHeceHnH U3MEHEHHH B CBEACHHUS O IOPHAMYCCKOM JIHIIS, ITPHUKa3

AT
Eay

R

S

*
Yn‘

O Ha3HA4YCHHH I'CHEePAJILHOT0 AHPEKTOPA, IIPOTOKOI HCIIBITAHHUH
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XapakTepHCcTHKA MPOXYKIHA: COTJIACHO JOKYMEHTALMU U3TOTOBHTEIS.
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= IT'MI'MEHUYECKAS XAPAKTEPUCTHKA ITPOAYKIIUHU

- % CornacHo mpoTokony ucnsiranui Ne 2-CXT-570-17 ot 07 urona 2017 r., UCIIBITATEJIBHOU

%g JIABOPATOPUU OO0 «IIOJIUMEPTECT» (Atrectar Ne POCC RU.0001.21X¥104 (nara BHECEHHUS

e

B peectp Pocaxkpemuramyuu 09.09.2014 r1.)) TumoBsle 00pa3snbl yKazaHHOM NPOMYKIHH OBLIA
MOJBEPTHYTHI HCIBITAHUSIM Ha COOTBETCTBHE EJMHBIM CaHMTApHO-3MHUIEMHUONIOTHYECKUM H
TUTMEHAYECKUM TpeOOBaHUSIM K TOBapaM, IOJUIeKAIIUM CaHUTAPHO-3IMUIEMHOJIOTHYECKOMY HAA30pY
(koHTpOM0) yTB. pemenueM Kommccuu tamokeHHoro coroza Ne 299 or 28.05.2010r. (rmasa II,
| paznen 6)
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. Bemecta, noxasaTenu ((pakTopsl),
No OnpenenseMslie Enpunuiia | 3HadeHHE U JOMYCK H/I Ha meton =
& [IoKa3aTesu U3MEPEHUS [oKaszaTes- UCIIbITAHUSA o1 18 Pe3ynbTaThl
«He boseey £ HCITbITAHUH
1 2 3 4 5 6 7
2 | Jubyrundranar Mr/m> 0,10 ['OCT P UCO 570CXT <0,1
16000-6-2007 <0,1
3 | JTuoktundranart Mr/M> 0,02 T'OCT P UCO 570CXT <0,02
16000-6-2007 <0,02
v 3
4 | XJIOpPHUCTHIK BOOOPOL MI/M 0,10 MV 4.1 607-96 ST0CXT g,g}
3
5 | ®opmanbaerun MT/M 0,01 MVYK 4.1.1272-03 570CXT ig,ggg
6 | 3amax bann 2 MV 2.1.2,1829-04 | 570CXT ]
7 | UHOEKC TOKCHYHOCTH % 70-120 MP Ne29 ®I1/4746 | 570CXT 87,5

[Io pe3ympTaTaM IIPOBEAEHHBLIX MCIBITAHMM NPOAYKIMH: I[Dl1eHKa (OTONMIOMHHECIEHTHAS T.M. =
«Lucentis» cepun LC 200 oTk1oHEHHM 0T EAUHBIX CAHUTAPHO-3MIUAEMUAOJIOTHUYECKHX U THTHEHUYECKHX =
TpeboBaHKil K TOBapaM, MOUIEKAIMM CAHUTAPHO-3ITHIEMHOIOTHUECKOMY Han30py (KOHTPOJIIIO), YTB.
pemenueM Komuccuu TtamoxxkeHHoro coro3a Ne 299 or 28.05.2010 (rmasa II, pasmen 6), me
YCTAHOBJIEHO.
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ITpomoxon ucnvimanuil, yKa3aHHvlx 00pa3uoe nPOoOYKYUU OTPAKAET YCIOBUS U METOIBI UCIIBITAHHUH,
MOJyYEHHBIE JaHHBIE. McIBITaHUS IIPOBEACHEI AKKPEAUTOBAHHOM U JIMIIEH3UPOBAHHOM OpraHu3allked,
BBIIIOJTHEHBI B COOTBETCTBHH C TPEOOBAHUSIMH JIEACTBYIOIMUX HOPMATUBHO-METOAUYECKUX TOKYMEHTOB,
pe3yNbTaThl 3apEeTHCTPUPOBAHBEI ¥ OMOPMIICHBI HaIeKal(uM o00pa3oM U IIPUEMIIEMEBI I
TUTHEHUYECKON OLIEHKH.
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YcnoBuA HENOJIL30BAHUSA, XPAHEHH A, TPAHCIOPTHPOBKH M Mepbl 0€3011aCHOCTH:
B COOTBETCTBHMH C JOKYMEHTAIUEH M3rOTOBUTEIIS.
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OKCcIepTH3a . IpoBeAeHa B  COOTBETCTBMHM C  JSWCTBYIOIIMMH  EJWHBIME  CaHWTapHO-
SMHAEMHUOJIOTHYECKMMH H TUTHEHHYECKUMHU TpeOOBaHHMSIMH K TOBapaM, IIOJISKAIIUM CaHUTApHO-
SMUIEMHOJIOTHYECKOMY Ham30py (KOHTpOII0), yTB. pemennem Komuccuu Tamoxxennoro corosa Ne 299
ot 28.05.2010, ¢ Hcrop30BaHUEM METOA0B M METOJIUK, YTBEPIKIECHHBIX B YCTAHOBICHHOM ITOPSIIIKE.
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[Mponyknms: Ilnenxa doromomunecunentHas T.M. «Lucentis» cepun LC 200 coorBercTByeT (HE
€OOTBETeFBYeF) EIMHBIM CaHUTAPHO-3MUAEMHOJIOTHYECKMM M TUTHEHUYECKUM TpeOOBaHUAM K
TOBapaM, IIOJIJIEXKAIIUM CaHHTAPHO-3IMHUAEMHOJIOTUYSCKOMY HAA30pYy (KOHTPOIIO), YTB. pPEIICHHUEM
Komuccun tamosxernHoro cor3sa Ne 299 ot 28.05.2010 (rnaga 11, paszen 6)
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= Hacrosimee SKCIepTHOE 3aKIFOYEHHE BBIOAHO JUIA ILEICH HOATBEP:KIEHHS Pe3V/IbTATOB
= J200paTOPHLIX MCCIe0BAHUI M NPOBEPKH COOTBETCTBHA 00pa3na NpPOAYKIHMH TPeO0oBaHUAM
;; E CAHHTAPHO-3NHAEMHOJOTHIECCKHX W THIrHEeHHYECKHX TpeOOBaHWH K ToBapam
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NOJICKAINMM  CAHHUTAPHO-3MHIEMHOJIOTHYECKO!] HAA30[ KOHTDOJIIO TBEPKICHHbBIX
emenueM Komuccenn Tamoxkennoro coro3a Ne 299 o1 28.05.2010.
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