AO «AKPUXHH» / JSC «AKRIKHIN» SOP001790

OOOK MJI® / Operational QA Department, Semi-solids

PA3BPEIIIEHUE HA PEAJIM3ALIMIO Ne 512-20M
(CERTIFICATE OF COMPLIANCE)

Azenuk® resib /I HAPY/KHOTO IPUMEHeHHSsT
HAMMEHOBAHUE MPOXYKLIUH: 15 %
NAME OF THE PRODUCT:
HOMEP CEPUM: 130520
BATCH No:
KOJI TPOYKTA: AZ1.C-0200-000

PRODUCT CODE:

I_Iex 110 IIPOU3BOJICTBY MATKHUX U XKUJIKHUX

LEX IO ITPOU3BOACTBY: TOTOBBIX JIEKAPCTBEHHBIX (opM
DEPARTMENT FOR THE PRODUCTION:

PETMCTPAHIMOHHOE Y JOCTOBEPEHUE: Per. ya. JIII-001416 ot 29.08.2018 1.
MARKETING AUTHORIZATION No:

T'OJEH J0: 052022

EXPIRY DATE:

OBBEM MOJIYYEHHOH MPOAYKLIUHA

(YIIAKOBKM): 14672 yn.mo30r

FINAL QUANTITY (UNITS):

IMPOLIECC TPOM3BOACTBA COOTBETCTBYET

PROCESS OF MANUFACTURING CONFORMS

Januasi cepusi Obl1a NPOU3BEEeHA, BKJIIOYAsl YIAKOBKY H KOHTPO.Ib Ka4eCcTBa, HA BbIIIeyKA3aHHOI NPOH3BOICTBEHHOM
IUI0LIAKe B MOJIHOM COOTBETCTBHH ¢ TpeGoBanusiMu ¢ GMP 1iesieBOro pbiHKa H perucTpPaliMOHHON JOKYMEHTALHEH.
This batch was manufactured - including packaging and quality control at the above-mentioned site(s) in full compliance with
the GMP requirements of the intended market and with the Marketing Authorisation.

IIpou3BoacTBO cepHH, YIAKOBKA H aHAIU3bI ObLIHM NPOBepPeHb]l M MPU3HAHBI COOTBETCTBYOIUMH ¢ GMP. IZ'
The batch processing, packaging and analysis records have been reviewed and found to be in compliance with ¢ GMP.

KauecTBO npoaykTa cooTBeTcTBYeT TpeGoBanusim JITT 001416-130217, M3m. Ne 1,2, 3 I'E[
The quality of the product conforms to the Specification

OTKJ/I0HEHNs1 BO BpeMsi MPOH3BOACTBA NPOAYKTA — BKIII04asi yIAaKOBKY H KOHTPO/Ib KadyecTBa:
Deviations during manufacturing — including packaging and quality control — of the product:

Her Ja, fonosHuTebHasi MHGOPMALHs NIPHIIOKEHA
No Yes, additional information is enclosed

Ne npoToK0/1a OTKJIOHEHHS, €CJTH IPUMEHHMO
Protocol investigation deviations number if applicable

H3meHeHHs B TeXHOJIOTHY€CKOM MpoLecce HIIH KOHTPOJIe KayecTBa:
Changes in the production process and quality control:

Her Ja, u3MeHeHHus 3anJIaHUPOBAHBI H YTBEPXKIEHbI JHIAMH, HMEIOIHUMH He00X0AMMbIe MOJTHOMOYHS
No Yes, changes in planned and approved by persons with the necessary powers
—~——

Ne IpoTOKOJ1a KOHTPOJISI HK3MEHEeHHsl, €CJIH IPHMEHHMO
Protocol Change Request number if applicable

HacTosiiuM noATBEpkAal0, YTO BhILIEYKA3AHHAS CEPHsI pa3pellieHa K peaJu3aluu Mne pa3speilieHa K peajn3aluu I___l
I hereby certify that the above mentioned batch is released to the market / not released to the market

-

YnonnomoyeHHOE JIUII0 /‘%——' E.M. I'paueBa Hara: 05 06. 2020
QP i name, surname Date

Ilpumeuanus: .

Remarks: ety

Jmct 1 u3 1




£€) akpuxuH

Tl almsin o P

LIEHTP KOHTPO/1A KAYECTBA
AO «AKPUXNH»

Lara seinycKa: 2020-06-01
Oata pacneyaTku: 2020-06-01
CrpaHuua: 1/5

Ceptudukar aHanusa Al Ne: 510 12103

MpogyKT: AZENVK® MEflb ANA HAPY>XXHOTO NPUMEHEHWA 15 % TYBA 30T
UHaeKe: AZLC-0200-000 Cpox rofiHoCTH: 2022-05-01

Ne cepun: 130520

Ob6bem cepun: 14.672 TbIC YNAK [Lata npomssoperea:  2020-05-20

[aTa aHanusa:

2020-05-27

PeaynbTaThl UCMbITaHW

HanmenoBanwe NoxKasaTens

TpeboBanua HOPMATUBHOW ROKYMEHTALUA

PesynbTaTol UChibiTaHui

Onucanve

Menb 6enoro unu nouTu Henoro UseTa,
AONYCKaeTcs Hanuyue CJ1360|'0
cneundn4eckoro 3anaxa

["ent nodTH Benoro usera.
Hanuuue cnaboro
cneundryeckoro 3anaxa

MopnuHHHOCTE BXKX

BpeMeHa yaepXMB8aHUA OCHOBHbBIX MUKOB Ha
XpomaTorpaMme UCnbiTyemoro pacTeopa,
Nnony4eHHO’ NPU KONU4eCcTBEHHOM
onpegeneHnn, SOMKHbI COOTBETCTBOBATb
BpemMeHaM YAepHKUBAHUA OCHOBHBIX MAKOB
Ha xpomaTorpamme pacreopa cmecn CO
asenanHoBol 1 6eH30NHOW KMCnoT

BpeMeHa yaepxusaHus
OCHOBHbIX MUKOB Ha
XpoMmaTtorpamMme
WCnbiTyeMoro pacTsopa,
nony4eHHon npu
KONUYeCTBEHHOM
onpeaenernu
COOTBETCTBYET BpEMEHaM
YOESPKVBAHUA OCHOBHbLIX
NUKOB Ha XpoMartorpamme
pacTteopa cmecu CO
asenavHosolt 1 6eH3sorHoN
KUCnoT

Macca coaepxumoro He MeHee 80 % oT yka3aHHOro Ha 3TUKETKE 100 %

yrakosku [%]

CpenHsA macca He menee 301 30r

coaepxnmMoro Tybbl [ 1]

pH OTt45p05,0 48
OaHOpOAHOCTb MpenapaTt gonxeH 6biTb 0AHOPO4HDIM CootBeTcTByeT

TpeboBaHnam




€) aKkpuxuH

o ssbomyen o Mhogm

LIEHTP KOHTPO/IA KAYECTBA
AO «AKPUXWH»

LaTa sbinycxa: 2020-06-01
[arta pacnevatku: 2020-06-01
Crpanuua: 24 5

Ceptudumkar ananusa Al Ne: 510 12103

MpoayKT:
MHaekc:

Ne cepuu: 130520

CpoK rogHocCTH:

ASENWMK® MESTb ANA HAPYXXHOIO NPUMEHEHWA 15 % TYBA 30T

AZ| C-0200-000 2022-05-01

Pe3ynbTaTbl MCNbITaHWUIA

HaumerosaHue noKasartens

TpeboBaHWA HOPMaTUBHOW JOKYMEHTaLMUK

PeBbeTETbI WCTbITaHMM

Pa3mep vactvy [Mkm] B kaxnaoM 13 10 nonei 3peHns mukpockona | OtcyTtcTeue
[omkHO BbITh He Bonee 5 YacTuy, pasMepoM
6onee 80 MKm
Obuwee 4Yncno aapobHblx He 6ornee 102 KOEB 1T CooTBETCTBYET
6ax.. apox.,nnec.rpubos TpeboBaHuaM
Pseudomonas aeruginosa | OtcytcTBue s 1r CooteBeTcTBYET
Blr TpeboBaHuAM
Staphylococcus aureus B8 1 | OtcyTctBue B 11 CoorBeTcTByeT
r TpeboBaHuaM
KonuyecTBeHHoe CopepkaHue azenanHoBOW KNCNNOTol B 1T 0.151r
onpenenexve 1 [r] npenapata-or 0,140 r o 0,161 r
KonwunyecTtBeHHoe CogepxaHe 6eH30MHON KUCAIOTHI B 1T 0.0010r
onpepnenerve 2 [r] npenaparta - ot 0,0009 r oo 0,0011 r
Ynakoska Mo 5,15 unn 30 r B Tyby anioMuKKesyo. Mo 30r e Tybe

Kaxayro TyGy BMECTE C MHCTPYKUMEn No
NPUMEHEHWUIO MOMELLIAIOT B Madky 13
KapToHa

anomMuH1eBol. Kaxaas
Tyba BMeCTe C
WHCTPYKLKER rno
npuMeHeHWio NometLieHa B
navky U3 KapToHa




£) aKpuxuH

e peborin o Mg Jara sbinycka: 2020-06-01
[aTa pacnedartuu: 2020-06-01
LEHTP KOHTPOAA KAYECTBA CrpaHuua: 3/5

AO «AKPUXWUH»

Ceptudumrar aHanusa Al Ne: 510 12103

MpogyKT: AIENVK® M'enb ANA HAPYXHOTO MPUMEHEHWA 15 % TYBA 30T
MHaekc: AZLC-0200-000 Cpok rogHocTw: 2022-05-01
Ne cepuu: 130520

PesynbTaTbl MCNbITAHU 7|

HaumeHoBaHWe NoKasaTens Tpe6oBaHMA HOPMATUBHOW OOKYMEHTaLMK PesynbTaTel MCNBbITAHUMA

Mapruposka 1 MepBuyHas ynakoska (Ty6a). Ha Tybe [NepBM4Han ynakoBxa
yKa3blBaKT NpeanpuaATUe-NPoU3BCANTENb, (Ty6a). Ha Tybe yKasaHsl
ero agpec, TenedoH 1 akc, Toprosoe npeanpuUaTUe-Npou3BoanT
HavMeHoBaHWe npenapaTta ¢ ernb, ero agpec, TenedoH
npeaynpeauTensHon Mapkvposkon ®, ¥ dhaxc, Toprosoe
nexapcTBeHHYo dhopMy, KoHLEeHTpauuio, HauMeHoBaHue npenaparta
Ha3BaHWe U cofepxXaHue GercTBYIOLEero C npegynpenuTenbHoR
BellecTsa B 1 rpaMme npenapaTta B MapKupoBkon ®,
MunaurpaMMax, Maccy fipenapara B nekapcTeeHHasn dopma,
rpamMmMax, YCroBuna XpaHeHusa, ycnoBus KOHLUEHTpauus, Ha3BaHue
oTnycKa, «XpaHuTe B HE4OCTYNHOM AN U cogepxaHune
[eTet MecTe», NOKa3aHWA K NPUMEHEHWKIO, AeNCTBYIOWEro BellecTsa
HOMEP Cepuii, CPOK NOAHOCTK B 1 rpaMme npenapata B

MURnMrpamMmmax, macca
npenapara B rpaMmax,
YCNoBUsA XpaHernn,
YCNOBUsA OTNYCKA,
((XpaHHTb B He4OCTYNHOM
ANA geTen mecTe»,
NoKalaHnA K npuMeHeHnko,
HOMEpP CEepun, CPOK
rOOHOCTH




£) akpuxuH

P seborres o hoam [Lata Bbinycka: 2020-06-01
[aTa pacnevyartku: 2020-06-01
LEEHTP KOHTPO/1A KAYECTBA CTpaHunua: 4/5

AO «AKPUXUH»

Ceptudukar ananusa Al Ne: 510 12103

MpogyKT:
MHoekc:

Ne cepuu:

CpoK rogHoOCTH:

A3SENWK® MEJib ANA HAPYXHOT O NMPUMEHEHWA 15 % TYBA 30T
A7 C-0200-000
130520

2022-05-01

Pe3ynbTaTbl UCNbITaHUA

HaumeHoBaHue nokasaTtenn

TpebosaHua HOpMATUBHOMN AOKYMeHTaLMUM

PesynbTaTbl MCNBITAHWIA

Mapkupogka 2

BTopuuHas ynakoska (kapToHHasa nadka). Ha
nayke yKasbiBawT
npeanpuaTAe-NnpoU3BoaAnTENb, ero agpec,
TenedoH v dakc, TOProBoe HaumeHoBaHue
npenapaTta ¢ npenynpeauTensHon
Mapkuposko ®, MexayHapogHoe
HenaTeHTo8aHHOE HauMeHORBaHue,
TNeKapcTBeHHY0 hOpMYy, KOHUEHTpaLuWio,
Ha3BaHWe W codepXaHne AelcTBYIOLEro
BewlecTea B 1 rpaMme npenapara B
MUNaurpammax, nepeveHs
BCNOMoraTenbHbiX BELWEeCTB, Maccy
npenapaTa B rpaMMax, YCNoBKA XpaHeHus,
YCNoBUA oTMycka, «XpaHWTb B HEAOCTYNHOM
Ans neterl MecTe», NokasaHus K
npumMmeHeHuio, «llepen NnpuMeHerneM
O3HaKOMUTBCA C UHCTPYKLUMER», «[enb ang
nevyeHus akHe W posauea», «<Hopmanuayet
HapyLUeHHble Npouecch! KepaTUHU3aUmmu B
honNUKynax canbHbiX Xenes»,
«¥YMeHbluaeT cofepXaHue coboaHbix
KUPHKIX KACAIOT B NWNWUAAX KOXK»,
«[posBnaeT NPOTUBOMUKPOBHYHO
aKTUBHOCTL B OTHOLWeHWW Propionibacterium
acnes ¥ Staphylococcus epidermidis»

Bropuynas ynakoeka
(kapToHHan nayxa). Ha
nayke ykasaHbi
npeanpuaTne-Nnpon3BoanT
enb, ero agpec, TenedoH
1 cbakc, Toproeoe
HanMeHoBaHWe npenapara
C npeaynpeauTensHoli
MapkupoBkor ®,
MeXayHapogHoe
HenaTeHToBaHHoe
HanMmeHoBaHue,
neKkapcTBeHHanA copma,
KOHUeHTpauws, Ha3saHue
U cogepxaHne
AeWCTBYIOLEro BEeLlecTBa
B 1 rpamme npenaparta B
MUNNUrpaMmMax, nepedveHs
BCriOMoOraTenbHbix
BeljecTs, Macca
npenaparta B rpamMmmax,
YCIoBUA XpaHeHus,
YCNoBUA OTMYCKA,
«XPaHUTb B HEAOCTYNHOM
OnNA getel mecre»,
flokasaHusa K NpuMeHeHuo,
«[Nepen npumMeHeHUem
03HaKOMUTLCA C
UHCTRpYKUMei», «[enb Ans
neyeHuWs akHe U posalear,
«Hopmanuayet
HapyLUeHHbIE NPOLEcchl
KepaTuHW3aUumu B
cdhonnukynax canbHbiX
Kenes», «YMeHblaeT




AaKPUXUH

Fro astoTercs o Mo [aTa BbinycKa: 2020-06-01
[Oata pacneyarxu: 2020-06-01
LEHTP KOHTPO/1A KAHECTBA CrpaHuua: 575

AO «AKPUXUH»

Ceprudumkar ananmsa Al Ne: 510 12103

MpogyKT: A3ENWK® MENb ANA HAPYXXHOIO NPUMEHEHIMA 15 % TYBA 30T
MHpexc: AZLC-0200-000 CpOK rofHOCTU: 2022-05-01
Ne cepuu: 130520

Pe3ynbTaThbl UCTbITAHUA

HaumeHoBaHWe nokasatena TpeBosaHna HOPMaTMBHOM AOKYMeHTaUWM PesynsTaTbl MCMBITAHNA

cofiepxaHue cBoBoaHbIX
XWUPHBIX KMCIOT B NUNMAax
Kkoxm», «lposenaeT
NPOTUBOMUKPOBHY10
aKTMBHOCTb B OTHOLLUEHUN
Propionibacterium acnes u
Staphylococcus
epidermidis»

Mapkuposka 3

PervcTpalMoHHbIR HOMep, HOMep Cepun,

CPOK rogHOCTH, LITPUXCBOW KOA.
LdononHutensHe mMoryT BbiTh HAHECEeHbI
cpeacTtea naeHTudMKaLmum

PervcrpaumnoHHbI HoMmep,
HOMEp cepuut, CPOK
FOAHOCTW, LUTPUXOBOW KOA

WcnbiTaHua BeinosHeHs! no: M 001416-130217, Mam. Ne 1, 2, 3
Homep PY (Per. ya.): NM-001416

Per. ya. ot: 29.08.2018

3aknwoueHue: cooTBeTcTByeT Tpebosanuam M 001416-130217, Mam. Ne 1, 2, 3

Mposepun

HavanbHux JIKKIT1 YepHbix I.01.

KOHTpONA
kayecTtea

LoMBMHar >

YTeepaun

Pyxosogutens
HTPA KOHTPONS Ka4ecTea

Punumonosa U.B,




