EBPABHVCKHI YKOHOMHAYECKHH COI03

PenepansHas cnyxba no Haa3opy B cdepe 3alluTbl Npas noTpebuTeneil u Gnarononyyns Yenoseka
3amecTutens [NaBHOro rocy4apCcTBeHHOro CaHUTapHOro Bpada Poccuickoit degepaynn
Poccuiickas ®egepauus

(y1IOIHOMOYEHHbIH OPraH rocyapeTsa - wieHa EBpasuickoro IKOHOMUYECKOTO £0103a)

0 TOCYIapPCTBEHHON perucTpanuu NPoAYKINH

Ne RU.77.99.88.002.E.001667.05.22 OT 23.05.2022

HPOAYKILIHUA = ' i
cpeacTeo aesntbuumpyowee "CAUOEKC OMA" (CIDEX OPA). O6nactb NpuMeHeHuns: hopma Bbinycka,
yCnoBus xpaHeHus, cnocob NpuMeHeHns B COOTBETCTBUN C UHCTPYKLMEH N0 NPUMEHEHWIO CPEACTBa O

28.05.2021 r. Ne 03/2021. UsroToBneHa B COOTBETCTBUM C AOKYMEHTaMu: cneundnkaums.

H3IFOTOBUTEJIb

"ASP International GmbH Zweigniederlassung Zug", Gubelstrasse 34, 6300 Zug, Switzerland
(LBenyapus) (aapec mecTa OCyLecTBNEHNS AEATENbHOCTM MO U3FOTOBEHUIO NPOAYKLMM: "Systagenix
Wound Management Manufacturing Limited", Gargrave, North Yorkshire, BD 23 3RX, UK),
Benukobpuranus. :
3ASBUTEJIb

00O "ACT1 Pyc", 119027, r. Mocksa, BH.Tep.r. MyHULMUNanbHbIi oKpyr BHyKoBO, . BHykoBo, yn.
UenTpansHas, 4. 86, atax 2, nomewy. 215, Poccuiickas Pegepauus. OTPH: 1187746873049

COOTBETCTBYET

- EAvHbIM CaHMTapHO-3nnaeMnonorniyecknm v rurueHnYeckum TpeGoBaHnam K NpoaykLUun (Tosapam),
fNOANexalleil caHNTapHO-3NNAEMUONOrNYeCckoMy Haa30py (KOHTPONIO) ‘

CBUAETEJILCTBO BbBIJIAHO HA OCHOBAHHWH

B3ameH CBNAeTeNbCTsa O rocyaapcTaeHHon peructpayun NeRU.77.99.88.002.E.004546.12.21 ot
06.12.2021 r.; sKcnepTHbIx 3aknoyeHuin PbYH MHL| MMB PocnoTpebHaasopa (aTTecTar akkpeauTauuu
Ne RA.RU.21EB03) ot 28.05.2021 r. Ne 198/21, o1 18.11.2021 r. Ne355/21; aTuKeTKI; peuenTypbi;

cneundvkaLmny; nacnopta 6e30nacHoCTL; MHCTPYKLM NO NPUMEHEHMIO CpefcTBa OT 28.05.2021 . Ne
03/2021 =

CPOK JIEMCTBMS  He orpaHuyeH

3amecTuTens pykoBoAUTENS § < 5 SRS N2 W.B. BparuHa -
(@0 0)

(AOMWKHOCTh PYKOBOAWTENS (YIIOJTHOMOYCHHPECE
JAUNa) YInoJHOMOYEHHOTO OpraHa rocyaapcTia

N:0kATT43

000 «[MepBbiii NeyaTHbli ABOp», r. CMoneHck, 2021 r., «B».



POCCHMCKASI PENEPAIINA
AEKJIAPAITAA O COOTBETCTBUHA
N POCC RU A-CH.PA01.B.16210/25

3assureas OBIIECTBO C OTPAHUYEHHOK OTBETCTBEHHOCTBIO "ACIT Pyc"
3apeructpuposan MexpaiionHas HHCTIeKiHA DelepabHOM HATOTOBOI ciyk6b1 Ne 46 o r. Mockse
15.10.2018

MecTo HaxOKIEHMS U apec MECTa OCYIIECTBIICHUS AEATENBHOCTH: |1 19048, POCCHAL, I'. MOCKBA,
BH.TEP.I'. MYHULUTIAJIbHBIN OKPYT XAMOBHHKH, VII. 3-51 ®PYH3EHCKAA, JI. 19,
TIIOMEILL. 1H

OI'PH 1187746873049, IHH 7743278288, snexTpoHHas no4ra russia@asp.com

B e I'eHepabHOro MpekTopa AMupxatoBa Pycrana TamMupiatoBwua

3asBaser, aro CpeacTBO MIs OYHCTKY METHLHHCKIX H31eTHi "CAMJIEKC OITA" (CIDEX OPA)
Hsrotorures

"ASP International GmbH Zweigniederlassung Zug"

MecTo HaXOXKIEHNS ¥ aAPEC MECTA OCYIIECTRIICHHUS IeATEHOCTH IO H3TOTORICHHIO MPOAYKITAU:
HIBEIZHAPHH, Gubelstrasse 34, 6300 Zug, Switzerland, GLN 7601001391970

COrIacHo IpunokeHuro Nel na 1 nucre

Ipogyxums U3roTOBIICHA B COOTBETCTBHH C TEXHUYECKOM JAOKyMeHTallell Ha IPOIYKIHIO

CepuiiHbIii BBITYCK

koa OKIIA 2: 20.20.14.000

kox TH BOJI EASC: 3402909000

COOTBETCTBYET TpeGoBaAHUAM

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

HIT Ne 01-12/75-97 (m. 1.7, 2.2, 5.1)

Cxema AeKIAPHPOBAHAS COOTBETCTBHA 31

Jexnapanus 0 cOOTBeTCTBHE NPHHASATA HA OCHOBAHHH

Iporokona rembrranumii Ne 3650 ot 06.12.2021 rona, Bernannoro VCHBITaTe BHbII naGoparopasiii Lientp
DezepansHOro BrompkeTHOro yupesxieHue Hayku rOCYapCTBEHHBIH HAY4HBIH LIEHTp MPHKIAHON
MHKpoOHoNoruu u 6rotexHonoran Pocniotpe6Gaanzopa PO (perucTpailMoHHBIi HOMED aTTecTaTa
akkpeauranud RA RU.21EE03).

Texnuueckoe pocke, cocTosIee U3 JOKYMEHTOB, COEPKALMX JOKA3ATENHCTBA COOTBETCTBHS TIPOTYKLUH
TpeGOBaHMAM HAIMOHATBHOTO CTaHNapTa, CBUIETENBCTEO O rocyOapCTBEHHOH peructpanuu Ne
RU.77.99.88.002.E.001667.05.22 ot 23.05.2022, ®enepanbHas ciyx0a 1o Haa3opy B cdepe 3aLIUTH paB
norpebureneit u Giaromnonyuus denoseka, PO.

JAonoJHATeAbHBIE CBEICANS

CpencTBo XpaHaT B 3aKPHITHIX OPHTMHATBHEIX EMKOCTAX IPOM3BOMTENS B CYXMX CKJIaJICKUX TTIOMEIEHUAX,
BJIaJI1 OT UCTOYHUKOB TEILIA MPH TeMItepaType oT mwnoc 15°C go wiroc 30°C. oTaensHo oT JIEKapCTBEHHBIX
TIpenapaToB, B MECTaX HEIOCTYNHBIX IETAM. Y CIIOBHS XPaHEHHS, CMIOCO0 IPHMEHEHHUS B COOTBETCTBHHE C
HHCTPYKIMe# 10 MPUMEHEHMIO cpeAcTBa oT 28.05.2021 r. Ne 03/2021.

Cpox aeiicTBHS IeKJIAPALHH 0 COOTBETCTBHH ¢ 22.05.2025 mo 21.05.2028

M.IL 3agBHTENH AwmmupxaHoB Pycnan Tamupnanosm
(pH HamrIHY) (pamemus, mmsa, oTeecTBO (moCHeHee MpH HATHYHY)
3ASBJIEHUE: npoiykia Ge300acHa NP ee Henom L COrNAcHO Y ry criocofy np B COOTBETCTBHM C LIG/ICBbIM HA3HaHEHUEM. 3asBHTRNIEM PHHSTHI MePHI No ofecneveHuo
COOTBETCTBHA NPOAYKITHH Tpel ye 'I‘;afﬂmecxum pernameHToM (TeXHUueCKuMU pernamenTamu) Poceniickoit Denepaunn.

|9



POCCHICKAS ®EAEPAIHS
TTPUJIOXEHMUE Nel Jlucr 1 :
K IEKJIAPAITMA O COOTBETCTBHH Ne POCC RU JI-CH.PA01.B.16210/25 (=]
Wndopmanms o npeAnpuaTHIX-H3rOTOBATIX HA NpOOYKIHIO KOTOPBIX PacpOCTPaHAETCS AeHCTBYE
I[elmapaupm O COOTBETCTBHH

{ IlonHoe HanMeHOBaHHe NpeaNpHsATHS- Anpec (MecTo HAXOKAEHHS) ‘
M3TOTOBHTEJIS
"Systagenix Wound Management COEJIMHEHHOE KOPOJIEBCTBO, Gargrave, North Yorkshire, ‘
Manufacturing Limited" BD 23 3RX, UK, xox GLN 5051978000009
1
I'enepanbHebIit g
ZHPEKTOp / |

7 Amupxanoe Pycnan TamupnanoBag
niosiich " k (pamrwms, uMs, 0TIECTBO (IOCIEAHES IIPH HaJTHYIHK)
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