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».



AEKJIAPALIUAA O COOTBETCTBUHA
N POCC RU JI-CH.PA01.B.19072/22

3aseutens OBLIECTBO C OTPAHMYEHHOM OTBETCTBEHHOCTBIO "ACII Pyc"

3aperucrpupoBan MexpaiionHas uacniekins denepaibHOH HaloroBoil ciryk6s1 Ne 46 o r. Mockse

15.10.2018

MecTo HaxoXAeHHA M afpec MecTa OCYIIECTBICHHUS AeATeNbHocTH: 119027, POCCHS, T'. MOCKBA,

BH.TEPI. MYHULIUITAJILHBIV OKPYT BHYKOBO, BHYKOBO I1., ITEHTPAJIbHAS VIL., . 8B,

OTAX 2, IIOMEILL. 215

OI'PH 1187746873049, UHH 7743278288

Tenedon: +7 (495) 145 31 86, Anpec snekTporHo# nouthl: ASPRUS@asp.com

Jlorosop ynosiHoMoueHHoro auna Ne10/21-02 ot 13.10.2021

B Hlte HavanbHuka oTaena peructpaimy, Pocers u CHI' AuxuMoroii Hatansu CepreeBHbl, eACTBYIONIEro

Ha OCHOBaHMH AoBepeHHOCTH Ne4 ot 30.05.2022

3asBasier, uto npoayxunsa Cpenctso Aesunduumpyomee "CAUJIEKC OITA" (CIDEX OPA)

Hsrorosurens "ASP International GmbH Zweigniederlassung Zug"

MecTo HaxoxzaeHNs H ajipec MECTa OCYIIECTBICHHUA JEATEHOCTH 110 H3TOTOBIEHUIO TIPOAYKLIHMH:

Hlpekinapus, Gubelstrasse 34, 6300 Zug, Switzerland, xox GLN 7601001391970

COIYIACHO NpHuoxkeHHIo Nel Ha 1 nmHcTe

IpoxyKums H3rOTOBIEHA B COOTBETCTBHM C TEXHHUECKOH TOKyMEHTALHEH Ha IIPOAYKIIHIO,

CepHiiHbIH BEITYCK

kox OKIIZ 2: 20.20.14.000

kxox TH B3] EASC: 3808948000

COOTBETCTBYET TPeDOBAHHAM

I'OCT 12.1.007-76 n.n. 1.2, 1.3, HIT Ne 01-12/75-97 ;. 1.2, 2.2, 5.1

CxeMa ReKIapHpOBaHHA COOTBETCTBHSA 211

JlexJlapaLus 0 COOTBETCTBHH NPHHATA HA OCHOBAHKH

TIporokosna nensiranuii Ne 3650 ot 06.12.2021 rona, BeiianHoro McnbitatensHstit naGopatopubiii Llentp

PenepaibHOro BIOIKETHOTO YIpEKICHHE HAYKH IOCYAapCTBEHHbIH HayYHbIH LeHTp NPHKIaHOM

MHKpobHonorun u 6uotexHosnorun Pocnorpe6Hanzopa PD (perucTpauiiOHHEIH HOMep aTTecTaTa

akkpenutauuy RA.RU.21EBO3 ).

TexHuueckoe 0Cbe, COCTOSMIES H3 TOKYMEHTOB, COIEPIKALKX A0KA3aTENLCTBA COOTBETCTBHS IIPOIYKLHH

NPOXYKLHH TPeGOBaHNIM HAlMOHATILHOTO CTaHAapTa., CBUETENLCTBO O TOCYAaPCTBEHHOM perucTpaiuy Ne

RU.77.99.88.002.E.001667.05.22 or 23.05.2022 r., defeparnpHas ciyxba 10 Hanzopy B chepe 3aluThl OpaB

norpebHTeneit 1 baarononyyia yenopeka, P,

JONOTHATEIbHBbIE CBEXEHHSA

CpencTBo XpaHAT B 3aKPHITHIX OPHTHHAIBHBIX EMKOCTSIX IIPOM3BOIUTENS B CYXHMX CKIaJCKHX IIOMEIIEHUIX,

BJIaJI OT HCTOYHHKOB TEIUIA IIPH TeMIieparype oT wikoc 15°C o mmoc 30°C. oTAENBHO OT JeKapCTBEHHBIX

MIPEMNapaToB, B MECTAX HEAOCTYIHBIX AETAM.

YcnoBus XpaHeHuUsl, C1I0CO0 IPHMEHEHNS B COOTBETCTBHHM C HHCTPYKUHEH 10 IPUMEHEHHIO CPEICTBA OT

28.05.2021 r. Ne 03/2021.

Biamen CBWHLCTB&! 0 rocynapcTBeHHoi perncrpanun Ne RU.77.99.88.002.E.004546.12.21 ot 06.12.2021
&

" o/ 1gsTc’r75,;<§é

C R ztenc'rnnﬂ nek\fmhalmn 0 cooTreT¢TBHH ¢ 31.05.2022 mo 30.05.2025

Q, T{ MC]‘[ Pm,’,'a% ?g,‘,;, [{ /7£- AnxumoBa Haranes Cepreepna

3 iy L 1 no.lIlucs \ / (damiLies, e, 0TIeCTBO {MoCTeHCE TP HAAIIHINT)

st Ql oo g

lj}ﬂ: TPOYRINIA DE30nac T colacHo cnocoGy np B COOTBETCTBI € {12/IEBHM HasRaucHIex. aABiTeneM NPIHATH Meph o obecnevenItic
T PETAIAMEHTOM (TexHIuecKinI perstavenTami) Poconiickoii Geaepanis,




POCCHICKAS ®EJEPALIUS
[IPMJIOXXEHHUE Nel Jlucr 1
k JIEKJTAPALIIF O COOTBETCTBHUM N POCC RU JI-CH.PA01.B.19072/22
Hudopmanys o NpeANpHATHAX-HITOTOBUTENSNX Ha NIPOAYKLUHIO KOTOPEIX PaclpoCTPaHsETCs JeiCTBHE
I[exnapaunn O COOTBETCTBHH

Toanoe RaUMeHOBAKHE Anpec (MeCTO HAXOKICHHN)
NpeAIpPHATAS-HITOTOBHTES
"Systagenix Wound Management Coenmurennoe Koponeserso, Gargrave, North Yorkshire, BD 23 3RX, UK,
Manufacturing Limited" xox GLN 5051978000009

Anxumosa Haranbs CepreeBHa

(haMunus, MM, OTIECTRO




