JEKJIAPAIIUSAL O COOTBETCTBHAHA

JEKJIAPAHT, MPHHHEMAOIHN JEKJIAPAIIAIO O COOTBETCTBHH

00O "TAAEPMA"

3apezucmpuposaro : Mexcpationnan urcnexyua PHC Ne 46 no e. Mockee OI'PH 1107746118700 om
25.02.2010

Adpec:125284, 2. Mockea, Jlenunzpadckui npocnexkm, 8. 31 A, cmp. 1, a3m. 21, nom. I, kam. 1.
Teneghor.8(495)540-50-17.

B nuye:Tenepanvhsiii oupexmop Iampawes /1. B.

Hosepennoe nuyo: Kucenesa C A4, dosepennocme: JC-2 om 15.11.2017

3AABJISET, YTO

nexapcmeerinoe cpedcmeo. Jloyepur®, nax ons Hozmeii 5 % 5 mn , ghnaxonsi (1) 6 kamnaexme ¢ mamnonamu
(30}, ¢ nuakamu (30), xopobru xapmonnwie, pez Ne I1 N0O12558/01 om 28.04.2011 (dama nepeoghopmnenun
17.06.2016) evidano I'andepma CA, cepun 8212329, napmus 32400 ynaxosox, zoden oo 01.07.2021,
npouseodcmsa Jlabopamopuu Iardepma, Ppanyus, Laboratoires Galderma, Zone Industrielle Montdesir,
74540 Alby sur Cheran, France, xod OKII/]2 21.20.10.151, xod TH B3/ 3004900002, xonmpaxm Ne 2/gal om
23.08.2011, uneoiic Ne 018905353 om 27.08.2018

COOTBETCTBYET TPEBOBAHWSM

1T N012558/01-280411 wam. Ne -4

JEKJIAPAITAS OPUHATA HA OCHOBAHHH

npomoxan ucneimanui Ne 2449 p om 05.09.2018 HJT 000 HL "®APMOBQOPQHA", ammecmam
axxpedumayuu POCC RU.0001.21PJ140, Cepmugpuxam POCC FR.MIJ07.C00164 om 05.09.2018

JATA TIPHHATHA JEKJIAPAITMH 10.09.2018

Kucenesa C A
O.H.0

OPTAH 110 CEPTH®HKAIIAH, 3APETACTPHPOBABINHM JEKJIAPAITHIO

POCC RU.0001.11MII07 OPTAH ITO CEPTHOHKALHH TPONYKLHH OBILECTBA C OTPAHHYEHHOH
OTBETCTBEHHOCTBIO "®APXHMTEK", adpec opzanusayuu: 107996,

2 Mocxkea, yn. Moimuwuncxan -8, 0.25, adpec opeana no cepmuguxayuu: 107996,

2. Mocxea, yn. Murmayunckan 1-3, 0.25, mea.:8 (495) 682-60-16, eeb-caiim: www.fht.su




oe GALDERMA

CEPTHO®HKAT KAYECTBA
CERTIFICATE OF COMPLIANCE

Onucanue nponyxra/Product description: Touepun — AMopondus 5% - NEKapCTBEHHRIN Nax Ang Horredi - 5 Mn
Cepus/Batch number; 8212329

AHAJIU3bY METOJIHKA/ XAPAKTEPHCTHKA/ PE3YJIbTATHY/
TESTS METHODS SPECIFICATIONS RESULTS
[IpyMeyaHns: OTCYTCTBYIOT
Cepriduxauna;

HacTosmuM 4 NOATBEPKAAIO, YTO NMPHBEAEHHAN Bbillle HHOOPMALHUS ABAACTCA BEPHOHA U TOUHOI,

Hacroswas cepus npenapara 6uina npouisesexa (BXI04AR YNMAKOBKY M KONTPONb KaYECTBA) M BMMyIIEHA B
MPOAAXY HA YKa3aHHOH HMXKE NPOW3IBOACTBEHHOH IUIOMAJKE NPHM NMOJHOM COOTBETCTBHH C TpeGoBaHWAMM
najnexauiei npoussoncteersod npaktMk  (GMP) MECTHBIX pErynaTODHEIX OpraHoB, a  Taioke
CreUAPUKALHAMH, YKA3aHHEIMH B PEFHCTPALMOHHOM YAOCTOBEPEHHH CTPAHLI-UMIIOpTEpa.

3anucH NO NPOK3BOACTBY, YNAKOBKE M aHANH3Y CepHil GRUTH NPOBEPEHLI; IAMHCH COOTBETCTBYIOT TPeSOBAHKAM
GMP. Bce ocioBsbie npoleccs! (POHIBOACTBEHHbIC M AHANHTHYECKHE) OLINH BATHAMpOBaHE!. Bee oTioHeHus
Wik M3MeHeHHs Obink momkHbiM 06pasoM paccriefoBaHbi, OUEHEHB! W YTBEPAICHSl YIOZHOMOYEHHAIM
NEPCOHANOM.

JOKYMEHT NOANKMCAH I1EKTPOHHO YNOAHOMOUEHHBIM coTpyarukoM/ This document has been electronically
signed by a qualified person:

WEIBEL Marie / Batiben Mapu

Hara/ Date: 14 asrycra 2018
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oe GALDERMA

CEPTHOHKAT KAYECTBA
CERTIFICATE OF COMPLIANCE

Qﬂﬂﬂmwm&mmmm Jlouepun — Amopondun 5% - ICKAPCTBEHHLIA 18K AU1A HOTTeH - § M
Cepua/Batch number: 8212329

mﬂmwmmgﬁ: JlaGoparopus Tannepuma, 3u Mowntzaecup, Ams6u-ciop-Ilepas, 74540, Opasmus

ABTODH3AUMOHHH Homep: MM 18/037- 16 despans 2018
Mmmmﬂmm@mmmmm?mmcm ®encpauna

Homep Gopmysnmt/Formula number: 0212 lata u3roTosacnus (MECH
(MM/DD/YYYY): 07/10/2018
Koa npoaywra/Product code: 023308 Cpox roanoctw/Shelf life: 36 mecaues
Perncrpaumonumii HoMep mpoaykra/Product registration number: Tozen o !M_E_:ga“ﬂgﬂ]iﬁgpiu date (MM/YYYY): 07/2021
P NO12558/01
‘M‘MMMMMMM Tun ananmsa/Analysis tvpe: nomsmii
MT.09.DOC.1296.R01
dovep auamiia/Analysis number: B-20180719-00025
31590 ynaxosox
AHAJTH3BY METOIHKA/ XAPAKTEPUCTHKA/ PE3VIIbTATHY
TESTS ' METHODS SPECIFICATIONS RESULTS
Onacanne/ MACROSCOPIC Busyannuoe Ipospaynas xuakocts / Clear liquid Cootsetcrayer/
APPEARANCE HCCNIeNOoBaHHE Complies
(AL.74. ATP.3001)
Ilset/ Colour Ph.Eur. 2.2.2* Becusernas win nourn Gecuperras/ Colourless to Cootserctayer/
(AL.74.ATP.3006) almost colourless (<BY7 unn B7) Complies
MnotHocTs npu 20°C / Relative Ph.Eur. 2.2.5* 0.859 - 0.885 0.878
density at 20°C AL.74 ATP.3004
KomectsenHoe onpenenense u AL.74 ATP.3625
NOAIMHHOCTE AMOpOndHuH
raapoxnopia (BIXX)
Amorolfine hydrochloride (Assay
and Identification) (LC)
Toanunsocts/ Identification Cootserctayer / positive Coorsercrayer/
positive
[Toanuunocts Dranon (TX)/ AL.74.ATP.3627
Ethanol (Identification) (GC)
loanuunocts/ Identification Cootsercrayer /
positive

Komsyectaennoe onpenenense n AL.74 ATP.3625
NIOANHHHOCTE AMOPOadHH
ruapoxnopua (BIXX)Y/
Amorolfine hydrochloride (Assay
and Identification) (LC)
Konnuectsennoe onpeenenne
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