CEPTUO®UKAT COOTBETCTBUSI

GALDERMA

OIHCAHHUE ITPOJIVKTA: Huddepun® 0.1% reas 30 r

HOMEP CEPHH: 6051277

EST. 1981

[TIPOU3BOJICTBEHHAS ITOIIAJIKA: JlaGopaTopun Iannepma, 3.1, Mowurecup, Aabdu-ciop-1llepan, 74540, Opanuusn

ABTOPH3ALIMOHHBIN HOMEP!: 2024_052_1_2 — 15 denpann 2024
CTPAHA-UMIIOPTEP (CTPAHA HA3HAYEHMS): Poceniickas Deaepauus

HOMEP ®OPMVYJIBI: 0051

KOJ/LITPOJIYKTA: 021678
PETUCTPAIIMOHHBIA HOMEP:
P N012654/01

CHELHOHKAIIMS: FO051.CTD32P51.V00.RU
[POTOKOJI AHAJIM3A: B-20260325-00016
BBITYUIEHHOE KOJIMYECTBO YIIAKOBOK: 43740 .

CPEJIHWM OBBEM/BEC COJIEPKUMOI'O

[>=I{OMMI[H.TH:HOMY 3HAYCHMIO, 3a8BJICHHOMY Ha YVIIAKOBKE

AC.02.S0P.5005): 30,3 r

JATA VBTOTOBJIEHU S (MECSILY YACJIO/TOJ1):
03/20/2026

CPOK I'OJHOCTH: 36 mecsiuen

FOJEH JIO (MECALYTOJ1): 03/2029

THIT AHAJIHU3A: Moausrii

ITOKA3ATEJIb METO/]IbI XAPAKTEPUCTHUKA PE3YJIbTAT
Onucanne g it BusyanbHsiii Onnopoassli ress 6enoro usera COOTBeTCTBycT
(AL.74.ATP.3001)
pH Ph.Eur.2.2.3* Or4.75 1o 5.25 5.2
(mpu 25°C) (AL.74.ATP.3000)
Pazmep wacTuu: Ph.Eur.2.9.37*
(AL.74.ATP.3007)
<20 MKM He menee® 90.0 % 100.0 %
< 50 MkM He menee? 99.0 % 100.0 %
Baskocts (25°C, 5MIN, Ph.Eur.2.2.10% Ot 50 000 1o 100 000 mITa:c 82500 mlTac
BROOKFIELD RVDVII+, (AL.74.ATP.3003)
HELIPATH, SPINDLE F, 12 RPM)
Anananen (KonuuecTeHHOE AC.02.ATP.3528
onpenesieHne 1 ITouHHHOCTD)
(BOXKX)
ITonmmunocTs CootsetcTByer CootsercTryer
DeHOKCHITAHON AC.02.ATP.3529
(KosmyuectBenHoe onpejienenne
1 ITo/UTHHHOCTR)
(BOXX)
[MouminHOCTE CootsetcTnyer CootsercTByer

Merunnaparuapokcubenzoar
(Konnuecrsennoe onpeiesnenue
u ToxnunuocTs)
(BDXKX)

[MopnuunocTh

AC.02.ATP.3529

! Hpum. Iep.: GMP nuuesis NPOH3BOJICTBEHHOH 1JI0IMAIKH

2
“ llpum. lep.: «He menee» - B OpUrHHANLHOM JIOKYMCHTE HCTIOJIB3YETCH CONCTAHME 3HAKOB >=

s/ T4 e
CootretcTByef | ?Ez})déip :’}i] CpotercTayer

JlaBoparopuu I'anepma, 3K Mowntjiecup, 74540 Ansbu-crop-1llepan, ®pannus

Crpanuua 1 u3 3



CEPTUO®UKAT COOTBETCTBUSI

GALDERMA

OIUCAHME TTPOJYKTA: Nuddepun® 0.1% reas 30 r EST. 1981
HOMEP CEPHH: 6051277
ITOKA3ATEJIb METO/IbI XAPAKTEPUCTHUKA PE3VIJIbTAT

Anananen (KojuuecTBeHHOe AC.02.ATP.3528
onpenenenue u [loanuunocts)
(B2XX)

KonuuectrenHoe onpenenenue 0.095 —0.105 % m/m 0.103 % m/m

% OT 3a8BJICHHOTO COJACPKAHUS 95 — 105 % o 3asBieHHoro conepxanus 103 % OT 3asBISHHOIO

COJIEpKaHmus

(deHokcHITaHON
(Konuuecrsentoe onpeenenue
u lomwuHHoCTS)
(B2XKX)
KonuuectBennoe onpejenenue
%o OT 3aABNEHHOIO CONEPIKAHMSA

Metunmaparuipoxcubenzoar
(Konmyecrsennoe onpepenenue
u [ToanusHOCTE)
(B2XX)

KonuuecteHHOE onpeienenue

Mukpobuonorudeckas yucToTa
Ob6mee 4ucio a3pobHLIX
DaxTepuil + IPOXKIKEBBIX U
IUIECHEBBIX rpuboB

Merunnaparuapokcubensoar
(KosmuectreHHOe onpejielicHue
u [ToanuHHOCTS)
(B2XKX)

% OT 3aABNEHHOTO COACPKAHMS

CotepxaHne OT/elILHBIX
MUKPOOPTaHH3MOB:
Pseudomonas aeruginosa
Staphylococcus aureus

AC.02.ATP.3529

0.225 - 0.275 % m/m
90 — 110 % oT 3aABIECHHOIO COMIEPKAHMS

AC.02.ATP.3529

0.090 —0.110 % m/m

Ph.Eur.2.6.12/USP

1111,61/JP G4,4.05* He Gonee 100 KOE na rpamm

AC.02.ATP.3529 90 — 110 % oT 3asBJICHHOTO COIEPKAHUS

Ph.Eur.2.6.13/USP

1111,62/]P G4,4.05*
OtcyrcrBie
Otcyrerue

*Bee CbapMDKOﬂeﬁHblE MCTO/1bI OCYILECTBICHLI COINIACHO TCKYyUIeMY M3JIaHHIO.

[pumeuanusn: Hopmarneras jokymenrtauus HJI JITT-Neo (010910)-(RG-RU) ot 11.07.2025

YciloBrA XpaHeHus: Ip1 TeMIriepaType He Buiure 25 rpagycos C. He 3aMOpaXKHUBATh.

[lpoussoauTens dapmalesTiyeckoil cybcTanimm:

(DuHopra,

497, Pyr ne XKuso - BI1 9,
38670 1llac-crop-Pon

Ceprudukauus:

HacTosiiuum s oATBep#aio, YTO NPHBEICHHA Bbillie HHDOPMAIIUA ABJIACTCS BEDHOH H TOYHOI,

0.250 % m/m
100 % ot 3asgBneHHOrO
COJIepXKaHus

0.100 % m/m

< 100 KOE/r

100 % oT 3asBIE€HHOIO
colepIKaHUA

Otcyrerme
OtcyreTBue

Hacrosimas cepusi nipenapara Gbli1a nponsBejieHa, BKIIOYAs YIIAKOBKY/MapKUPOBKY 1 KOHTPOJIb KA4€CTBA U BRINYIIICHA B
TPOJIAXKY Ha yKa3aHHOH BbIIIE NPOM3BO/CTBEHHOM(BIX) TLTONIA/KE(AX ) [IPH MOITHOM COOTBETCTBHM C

Jlaboparopun I'anepma, 3H Montiaecup, 74540 Annéu-ciop-1llepan, Gpasums
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CEPTU®UKAT COOTBETCTBUS GALDERMA

OITMCAHHUE ITPOAYKTA: Tuddepun® 0.1% rean 30 r EST. 1981
HOMEP CEPHUHU: 6051277

TpeOOBaHMAME Ha/UIeKaLlel IPOU3BO/ACTBEeHHOM npakTHKK (GMP) JIOKa/IbHBIX PEryISTOPHBIX OPraHOB, a TakKe

CrelMPAKALMAMH, YKA3aHHBIMHA B PETUCTPAIMOHHOM YIOCTOBEPEHHU CTPAHBI-NMIIOPTEPa, WK daiiom crepHKaIm
TPOJIYKTa JU1A HCCIIEYEMBIX JIEKapPCTBEHHBIX [PENapaTos.

3anucH 1o NPOM3BO/CTBY, YIIAKOBKE M aHAIIU3Y cepHii GbliIH NPOBEPEHBI; 3aITUCH COOTBETCTBYIOT TpeGoranusm GMP.

JIOKYMEHT NO/INMCaH 2/ICKTPOHHOM NOIHUCHIO YIIOJIHOMOYEHHBIM COTPYIHHKOM/

LESPINASSE Ségoléne / NECINUHAC CeroneH
Jlata/ Date: 11 mas 2026

Ilaboparopuu I'annepma, 31 Montiecup, 74540 Annbu-ciop-1llepan, ®pannps
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