~ EBPAIMNCKNWY KOHOMHYECKHH COIO3
> q?éﬂépanbl-lan cnyx6a no Haasopy B cmepe 3aluTl npas notpebuTenei u Gnarononyyus Yenoseka
3amecTuTenb [1aBHOro rocyAapCTBEHHOMO CaHUTAPHOrO BpaYya Poccwiickoih ®egepaumn
= = - - Poccuiickas ®epepauns .
{ynoaHoMOSeHEEH ODraH rocyIapcTes - #neHa Espasnifcioro IKOHOMUHCCKOTD co03a] =

CBHAETEIHCTBO

0 TOCYIapCTBeHHOM PeruCTPANAN NPOLYKIHH

Mo RU.77.99.88.002E003859.1223  or  26.12.2023 T

 [IPOLNVKIINSA - - ' | .
CPEACTBO A1 O4UCTKM MeAULMHCKUX usaenuin "CAUOE3MM 3KCTPA" (CIDEZYME XTRA). O6nacts
NpUMEHeHNs: hopMa BbINyCKa, YCMOBMS XPaHEHMs, Cnocob NPUMEHEHUS B COOTBETCTBUM C VHCTRYKUNER

110 npumMeHeHuio cpeaeTsa ot 31.05.2021 r. Ne 02/2021. WaroToeneHa B8 COOTBETCTBIN C OOKYMEHTaMU:
crewuudnkaLus. i )

M3TOTOBHUTEID ‘ j : £
"Advanced Sterilization Products, Inc.", 33 Technology Drive, Irvine, California 92618, USA (CLLIA) (anpec
MECTa OCYLLECTBIIEHNS AEATENLHOCTI NO U3rOTOBAEHMIO npoaykuuu: "Weiman Products, LLC", 755 Tri-
State Parkway, Gurnee, IL 60031, USA), CLLA.

3AABUTEIB

OOO "ACT Pyc", 119048, r. Mocksa, BH.Tep.r. MYHULMNAmbHBI OKpyYT Xamosr_m_@z, yn. e
PpyHaeHckas, 4. 19, nomeLy. 1H, Poccuiickas degepauys. OTPH: 1187746873049 :

COOTBETCTBYET =
EAUHBIM CaHUTAPHO-3MMAEMMOIIOTMYECKIM 1 TUTUEHIYECKIM TPEGOBHMUSIM K NPOAYKLMM (Tosapawm),
MoAne)allei CaHNTapHO-3MMAEMNONOTNYECKOMY HaA30PY (KORTPOHO) e :

CBHHETEHBCTBO BBIIAHO HA OCHOBAHUU

B3ameH CBMAETENbCTBA O rocyAapCTBeHHOM pernctpaum Ne RU.77.99.88.002.E.001668.05.22 oT
23.05.2022 r.; aKCrepTHbIX 3aknoueHuit PEYH FHL NMMB Pocnotpebragsopa (attectar akkpeantaumn .
Ne RA.RU.21EB03) ot 31.05.2021 r. Ne 200/21, ot 18.11.2021 r. Ne353/21; aTukeTku: peLenTypsl; '
cneuundukalmuy; nacnopta 6e3onacHOCT; MHCTPYKLAM MO npuMeHeHuno cpeactea ot 31.05.2021 r. Ne.
02/2021 =
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POCCHMCKAS ®EJEPALIUS
JEKJIAPAIIMSI O COOTBETCTBUH
N POCC RU JI-US.PA01.B.15782/25

3aseaTeas OBLECTBO C OTPAHUYEHHOM OTBETCTBEHHOCTBIO "ACII Pyc"
3apeructpuposan Mexpationnas uHcriekims OegeparsHoOi HATOTOBO# ciryx6s1 Ne 46 o r. Mockse
15.10.2018

MecTo HaxoxkAEHHs K aIPEC MECTA OCYILECTBICHM AesTenbHocTr: 119048, POCCHUA, I'. MOCKBA,
BH.TEP.I. MYHUILTATIAJILHBIN OKPYT XAMOBHUKHY, VJI. 3-51 ®PYH3EHCKAS, A. 19,
IMOMEII. 1H

OI'PH 1187746873049, IHH 7743278288, anekTpoHHas mo4ra russia@asp.com

Jloroeop ynonHomodeHHoro jmia Ne 01P-26122023 ot 26.12.2023

B tuLie ['enepanbsHOro AupexkTopa AMupxaHoea Pycnana TamupnaHoByya

3asiBaser, 9To Cpe/CTBO VIS OYUCTKH MEAMIMHCKEX m3neuii "CAN[E3UM DKCTPA" (CIDEZYME
XTRA)

Hsroroeurens "Advanced Sterilization Products, Inc."

MecTo HaxOxKAEHUS U aZpec MECTa OCYIIECTBICHHA IeATEIBHOCTH 110 M3TOTOBJIEHWIO TIPOTYKIIHH:
Coenunennsie Itatsl, 33 Technology Drive, Irvine, California 92618, USA, xox GLN 0705037000008
COTJIaCHO mprtoxeHuro Nel Ha 1 smcrte

IIpoxyKums U3roToOB/IEHa B COOTBETCTBHH C TEXHHUIECKOM JOKYMEHTAIMEH Ha IIPOIYKIHIO

Cepuiinblii BEITycK

kox OKIIJ 2: 20.20.14.000

kon TH BOJT EADC: 3402909000

COOTBETCTBYET TpeGOBaHUAM

I'OCT 12.1.007-76 (1. 1.2, 1.3), HIT Ne 01-12/75-97 (. 1.7., 2.9., 5.1)

Cxema peKjIapHPOBAHMA COOTBETCTBHSA 311

HAexnapanns 0 COOTBETCTBHHA NPHHATA HA OCHOBAHHH

IIpotokona ucmbitanuii Ne 3653 ot 06.12.2021 roxa, BeinansHoro Mcnbitatens e na6opatopusiii 1eHTp
DenepanbHOro BIoKeTHOTO yapeXXaeHue HayKH OCYJapCTBEHHBI HAYdHBIN LIEHTp IPHKIaTHOM
MUKpoOHooruy 1 6uoTexHonorun Pocnotpe6ranzopa P (perucTpalMoHHbI HOMEp arrecTara
akkpeautaiii RA.RU.21EB03).

CBHAEeTeNECTBO 0 rocyjapcTBeHHOM perrucTparmu Ne RU.77.99.88.002.E.003859.12.23 ot 26.12.2023,
®enepanbHas ciyx6a Mo Haa3opy B cdepe 3aluTh Mpak noTpeGuTenel u 6raronomyyus yenosexa, Pd.
JonoJHHTEILHBIE CBEACHUS

CpencTBo XpaHsaT B 3aKPBITHIX OPHTHHANBHBIX EMKOCTSX TIPOM3BOAUTENS BAATH OT HCTOUHHKOB TEILIA, B
MECTax, 3allUINEHHBIX OT COJIHEYHBIX JIyuei Ipyu TeMnepatype ot mmoc 15°C g0 mmoc 30°C.

®opMa BBIITyCKa, CNIOCO0 MPUMEHEHHS B COOTBETCTBHE ¢ HHCTPYKLMEH 10 TPUMEHEHHIO CPEJICTBA OT
31.05.2021 r. Ne 02/2021.

Cpoxk geiicTasi JeKIapanum o coorqe[chnnn ¢ 20.05.2025 no 19.05.2028

M.IL 3aseuTenn / 1 AwmupxanoB Pycian Tamupnanosuy

(TpH HanuuuK) /o ! . HCD (bamumms, UM, OTISCTBO (TOC/IEAHEE IPH HANMYHH)

JASABJTEHUE: nponykups Gesonacka npy ce neno/i=0BanNy COMNACHO YKA3AHHOMY CroCO0Y NPHMEHEHHS B COOTBETCTBHYA C 1IENIEBHIM HASHAUCHHEM, 3aTBUTEIEM NPHHATH MEPEI MO ofecnievenuo
COOTBETCTRHA NIPOAYKLHAH TP ye TEXHUIECKMM PErIaMeHToM (TEXHHYECKHMHU pernaMenTamu) Poccuitckoii Denepaumu,
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POCCHUCKASA ®ENEPATIMAA .
ITPAJIOXEHME Nel Jluct 1 ==
K JEKJTAPAITHH O COOTBETCTBHH Ne POCC RU 1-US.PA01.B.15782/25 = =
Hudopmanms o npeanpHATUAX-U3rOTOBATENSX HAa MPOXYKIIUIO KOTOPHIX PACHPOCTPAHAETCS ACHCTBHE
Jlexnapaliy 0 COOTBETCTBHH

IlosHOEe HaHMeHOBaHHE TIPeTIPUSITHSI- Apnpec (MeCTO HAX0XKICHHUST)
HM3rOTOBHTEJA
"Weiman Products, LLC" Coenunennsle llTarer, 755 Tri-State Parkway, Gurnee, I1. 60031,
USA, xon GLN 0041598000010

I'eHepanbHEbIi 3

ORPEKTOP £ L, A

Awmupxanor Pycinan TamupnanoBu4

HOJITHED C (damusus, AMs, OTIECTBO (MOCAEGAHEE OPH HATHGTHH)
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