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- CPenCTBO AnA OYUCTKU MeguumHcKkux nagenuin "CAVOE3M" (CIDEZYME). O6nactb npumeHerus:
dopmMa Bbinycka, yCnosus XPpaHEHWs, Cnocob NPUMEHEHNA B COOTBETCTBIM C UHCTPYKLIMEN MO
npumeHeHnio cpeacTea ot 31.05.2021 r. Ne 01/2021. MaroTosneHa B COOTBETCTRBAM © AOKYMEHTaMu:

| Cneundomkauus. — ;

U3FOTOBHUTEIL - !
- "Advanced Sterilization Products, Inc.", 33 Technology Drive, Irvine, California 92618, USA (CLUA) (aopec
ME&CTa OCYLLECTBNEHUSA QEATENbHOCTY MO U3rOTOBNEHUIO npogykuun: “Weiman Products, LLC", 755 Tri-
- State Parkway, Gurnee, IL 60031, USA), CLLA. 2 ' =

3AABUTEND

000 "ACI Pyc", 119048, r. Mockea, BH.Tep.r. MYHUUWNAmNbHBIA OKPYr XamoBHWKM, YA, 3-8 =
®pyHaeHckas, 4. 19, nomewy. 1H, Poccuiickas Pegepauns. OTPH: 1187746873049

COOTBETCTBYET
EAnHbIM CaHNTapHO-3NUAEMWNONOrNHECKAM W FMIEHUYECKUM TpeBoBaHUAM K MpoAyKLUMY (ToBapam),
MNoAnexallieil CaHUTapHO-3NWAEMUONOrNYECKOMY Hag30py (KOHTPOHo) = = '

CBUIETEJIBCTBO BBIJIAHO HA OCHOBAHWH
B3aMeH CBIAETENbCTBa O rocyapCcTBeHHOI perucTpaumn Ne RU.77.99.88.002.E.001670.05.22 ot

23.05.2022 r.; sKcnepTHbIX 3aKnioyeHuit PEYH MHL MMB PocnoTpebHaasopa (aTTectaT akkpeanTawmu
Ne RA.RU.21EB03) ot 31.05.2021 r. Ne 199/21, oT 18.11.2021 r. Ne356/21; aTukeTku; peLenTypbl; =
creundukaLmi; nacnopra 6e3onacHoCTy; HCTPYKLMK Mo NpumeHeHnto cpeactea oT 31.05.2021 r. Ne

01/2021
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POCCHMCKAS ®EEPALMSA
JTEKJIAPAITASI O COOTBETCTBUH
N POCC RU JI-US.PA01.B.16078/25

3aseuTens OBIIECTBO C OTPAHMYEHHOM OTBETCTBEHHOCTRIO "ACIT Pyc"
3apeructpupoBad MexpaiionHas uucnexkuua DefepartbHOM HaTOroBOk cxry>k081 Ne 46 1o r. Mockse
15.10.2018

MecTo HaXOMXKICHUA M a[Ipec MECTa OCYIIECTBIIECHHS AeSTEbHOCTH: 1 19048, POCCHJ, I'. MOCKBA,
BH.TEP.I. MYHUILUITIAJIEHBIA OKPYT XAMOBHUKU, VII. 3-5 OPYH3EHCKAA, 1. 19,
IIOMEIII. 1H

OT'PH 1187746873049, IHH 7743278288, anexTpoHHas nouTa russia@asp.com

Horosop ynonHoModeHHoro sika Ne 01P-26122023 ot 26.12.2023

B jiMle ['eHepanbHOro aqupextopa AMupxaHoBa Pycnana TamupnaHoBHda

3asBaser, yro CpeacTBO I OYHCTKH MeAUMHCKEX H3nemiit "CAVE3M" (CIDEZYME)
Hsrorosurens "Advanced Sterilization Products, Inc.”

MecTo HaXOXKIEHHA ¥ a/IpeC MECTa OCYNIECTRIICHHUA EATENBHOCTH 110 H3TOTORIEHHUIO IPOLYKLIHH:
Coennnennpie LlIratel, 33 Technology Drive, Irvine, California 92618, USA, koa GLN 0705037000008
COrIacHO MpHIokeHuto Nel Ha 1 yiacte

IIponykiws H3rOTOBIEHA B COOTBETCTBUM C TEXHHUECKOH JOKYMEHTALMEH Ha MPOYKIUIO

CepuiiHblii BBITYCK

xon OKIIJ 2: 20.20.14.000

kox TH B3JI EASC: 3402909000

COOTBETCTBYET TPEOGOBAHHAM

I'OCT 12.1.007-76 (n. 1.2, 1.3), TOCT P 58151.1-2018 m. 3 (. 3.1-3.4), 1. 4, [Ipunoxenme A,

HII Ne 01-12/75-97 (n. 1.7, 2.9., 5.1)

Cxema nex/IapHpPOBaHHS COOTBETCTBHA 3]

Hexnapanus o cOOTBETCTBHH NPHHATA HA OCHOBAHHH

Iporokona ucnbrranmii Ne 3652 ot 06.12.2021 roga, BeinaHHOro McnbITaTenpHblii nabopatopuslit LlenTp
DenepanbHOro BIoKeTHOrO yupexIeHHe HayKH FOCYAaPCTBEHHEIH HayJHBIIA LICHTpP IPHKIa{HOM
MHKpoGHoIora U 6uotexHonoruy PocnorpeGuansopa P (perncTparsoHHEL HOMEp arrecTaTta
akkpenurauun RA . RU.21EB03).

Texunyeckoe 10Cke, COCTOAIEE H3 JOKYMEHTOB, COAEPKALINX JOKA3aTENbCTBA COOTBETCTBHA HPOTYKIUH
TpeGoBaHUsAM HALMOHATBHOrO cTaHaapra, 6/ ot 20.05.2025, CEHAETENLCTBO O rocyAapCTBEHHOI
peructpamuu Ne RU.77.99.88.002.E.003864.12.23 ot 26.12.2023, ®enepansHas cayxba 110 Haa30py B chepe
3aIUTH! NIpaB NoTpebHuTeneii u 6aronoaydus yenoseka, PD.

JonoaHuTeNLHBIE CBEICHHS

CpeacTBo XpaHAT B 3aKPHITHIX OPHTHHATBHEIX EMKOCTAX IPOM3BOIUTENS BIAIH OT UCTOYHHKOB TEILIa, B
MECTaXx, 3alMINCHHBIX OT COMTHEYHBIX JIy4el Ipy Temmneparype ot wioc 15°C no mwnoc 30°C.

Croco6 nprMeHeHus B COOTBETCTBHH C MHCTPYKLIHEH O TIPUMEHEHHIo cpeacTea ot 31.05.2021 r. Ne 01/2021.

Cpok aelicTBHA AeKIapaANHEH 0 COOTBETETBHM ¢ 22.05.2025 mo 21.05.2028

/
P 7

ML.IL 3asBurenn W AwmupxaHoB Pycnan TamupaanoBuy

(npu HANATTHH) no:{_ri_ﬂ'i_: by ( (amumast, uma, oTaecTBO (MOCHEHEE TP HATHYML)

3ASIBJIEHHE: npony K15 6630MacHa NpH e¢ HCTIONb3OHAHNH COT) ry cnocoby mp B COOTBETCTBHH C LIENEBhIM Ha3HAYEHHEM. 3aABHTENeM IPUHATEI MEPHI IO O0ECNEYCHHIO
COOTBETCTENA MPOXYXIUK TPEGOBAHIAM, YCTEHCR 1EHHBIM TCXHUYECKUM PEFIIAMEHTOM (TEXHHUCCKHMH pernameHTamH) Poccuiickoi @enepauun,




POCCHIICKAS ®EIEPAITHAS
IMTPUJIOXXEHME Nel JIucr 1
K JEKJIAPAITMA O COOTBETCTBHHU Ne POCC RU JI-US.PA01.B.16078/25
Hupopmauus o mpennpHATHAX-H3rOTOBUTAX Ha TIPOLYKLHIO KOTOPEIX paclpocTpaHiercs AeHCTBHE
Jlexnapalyy o COOTBETCTBHH

IostHOe HauMeHOBaHMe IpPEANPHATHSI- Azpec (MeCTO HAXOXKIEHHS)
M3rOTOBHTEIS
"Weiman Products, LLC" Coenunennsle IItatsr, 755 Tri-State Parkway, Gurnee, IL 60031,
USA, xox GLN 0041598000010

I'enepanbHbIi
JIMpeKTop - L-/ Amupxanop Pycnan Tamupnanosuu

HoanHce (bamumus, uMs, oTaectso (ToCnEnHES TPH HUTHIHH)
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