AO «AKPUXHH» / JSC « AKRIKHIN» SOP001790
O0OO0OK MJI®d / Operational QA Department, Semi-solids

(CERTIFICATE OF COMPLIANCE)

Azeank® resib 151 HAPY/KHOIO NPHMEHEHH

HAWUMEHOBAHMUE IMPOAYKLIWU: 15 %
NAME OF THE PRODUCT:
272
HOMEP CEPHH: 70220
BATCH No:
KOI MPOOYKTA: AZ1.C-0300-000

PRODUCT CODE:

[ex mo npou3BOACTBY MATKHX M KUJIKUX

LHEX ITO MPOU3BOJACTBY: TOTOBBIX JIEKAPCTBEHHBIX (HOpPM
DEPARTMENT FOR THE PRODUCTION:

PETMCTPALIMOHHOE YIOCTOBEPEHHUE: Per. yn. JITI-001416 ot 29.08.2018 r.
MARKETING AUTHORIZATION No:

I'OJEH J1O: 0222

EXPIRY DATE:

OBBEM MOJIYYEHHOM [IPOYKLUHA
(YNMMAKOBKH): 28 750 ym. mo 15 1
FINAL QUANTITY (UNITS):

MPOLECC ITIPOU3IBOACTBA COOTBETCTBYET
PROCESS OF MANUFACTURING CONFORMS

Jaunas cepusi ObL1a NPOU3BEEHA, BK/1I0YAs YIIAKOBKY H KOHTPOJIb KA4€CTBA, HA BhillieyKa3aHHOM NPOU3BOACTBEHHOH
IUIOLIAKE B NOJHOM COOTBETCTBHH ¢ TpeGoBanuamu ¢ GMP ueneBoro poiHKa H PETHCTPANHOHHOH JOKYMeHTAIHEH.
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.

TMpon3BoACTBO cepHM, YNIAKOBKA M aHANH3EI GLUIH NPOBEpPEHbI H NPU3HAHLI COOTBETCTBYIOMMMH ¢ GMP. B
The batch processing, packaging and analysis records have been reviewed and found to be in compliance with ¢c GMP.

KauecTBO NPOAYKTA COOTBETCTBYeT TpeGoBanusam JIT-001416-130217, Mam. Ne 1.2.3 E’
The quality of the product conforms to the Specification

OTK/I0HEHHA BO BpeMs NPOM3BOACTRA MPOAYKTA — BKIIOYAHA YNAKOBKY H KOHTPO/IbL KAYeCTBA:
Deviations during manufacturing — including packaging and quality control — of the product:

D Het Ja, nononanTenbHan uHGoOpMALIHA NPHIIOKEHA
No Yes, additional information is enclosed

Ne mpoTokona oTKI0HEHHs, €CJTH MTPHMEHHMO //(P # ﬁ J? 3,?

Protoco! investigation deviations number if applicable

H3meneHHs B TEXHOJIOTHYECKOM MPOLECCE HIH KOHTPOJIE KAYecTBa:

Changes in the production process and quality control:

Hert D Ja, H3MeHeHHS 3aN1AHHPOBAHLI U YTREPK/AEHEI THIAMH, HMEIOIIAMH HeoGXO0AHMbIE NOJIHOMOYHAS
No Yes, changes in planned and approved by persons with the necessary powers

Ne IpOTOKOJIa KOHTPOJISE H3MEHEHHS, eCJIH NPUMEHNUMO
Protocol Change Request number if applicable

HacTosmmum NOATBEPAKAAK, YUTO BhlllleyKa3aHHANA CEPHA pajpelleHa K peajin3auuH B/He pa3peileHa K peaau3lauun D
I hereby certity that the above mentioned batch is released to the market / not released to the market

YnonHoOMO4YeHHOE JTHIIO E.M. I'payeBa Hara: 06. 03, 2020
QP 5 name, surname Date

IMpumeyanns: M

Remarks:

Jver 1 u3 1



) AKPUXUH

Fhogm ssbaTsTea o FIANK Jata BbIiNyCKa: 2020-03-03
[ata pacnevaTku: 2020-03-03
LUEHTP KOHTPONA KAYECTBA CrpaHuua: 1/5

AO «AKPUXUH»

Ceptudukar aHanusa Al Ne: 510 11002

MpoaykKT: A3EJNVK® I'Eflb AN1A HAPY>XKHOIO MPUMEHEHNA 15 % TYBA 15T
NHaeKc: AZLC-0300-000 CpOK rogHoCTu: 2022-02-01

Ne cepuu: 70220

Obbem cepuu: 28.75 TbIC YMNAK [ata npoussoactea:  2020-02-17

[arta aHanusa:

2020-02-27

Pe3ynbTaTbl UCNbITaHWUIA

HaumeHoBaHue nokasarens

TpeboBaHUs HOPMATUBHOM LOKYMEHTALUM

Pe3ynbTaThl UCMbITAHUI

OnucaHue "enb 6enoro unu noyTtn 6enoro userta, [enb noytn 6enoro uBeTa.
AonyckaeTca Hanuyune cnaboro Hanuuue cnaboro
cneumnduyeckoro 3anaxa cneuundonyeckoro 3anaxa

MopnMHHOCTBL BpeMeHa yaepxvBaHUA OCHOBHbIX NMUKOB Ha | BpeMeHa yaepxumBaHua

XpoMaTorpaMMe UCNbITYyeMoro pacteopa,
nosy4YeHHON Npy KonuyecTBEHHOM
onpeaeneHun, 4OSMKHbI COOTBETCTBOBATb
BpeMeHaM yAepXMBaHUA OCHOBHbIX MUKOB
Ha XxpoMaTorpamMme pactesopa cmecu CO
asenanHoBow U 6eH30MHOM KUCNoT

OCHOBHbIX MUKOB Ha
XpoMaTtorpamme
MCNbITyeMoro pacTeopa,
nony4eHHown npu
KONMYeCTBEHHOM
onpeaeneHuu,
COOTBETCTBYIOT BpeMeHaM
YAEPKUBAHUSA OCHOBHBbIX
NUKOB Ha XpoMaTorpamMme
pacTteopa cMecu CO
a3enanHoBoW 1 6eH30MHOK
Kucnor

Macca cogepxunmoro He MmeHee 90 % oT yka3aHHoro Ha 3Tuketke | 100 %
ynakoBku [%]

CpenHaa Macca He meHee 15T 15r
coaepXumoro Ty6sil [r]

pH Ot4,5p005,0 4.8
OpHopopHocTb 1 Mpenapat fomkeH 6biTb 0AHOPOAHLIM CootBeTtcTBYyeT

TpeboBaHNAM




 aKPUXUH

Flioam 366atsTeh 0 THognx [ata Bbinycka: 2020-03-03

[ata pacnevatku: 2020-03-03

LLEHTP KOHTPONA KAYECTBA CrpaHuua: 2/5
AO «AKPUXUH»

Ceptudukar aHanusa Al Ne: 510 11002

NpoayKT: A3EJNIVK® r'ENb ANA HAPY>XXHOIO NMPUMEHEHWA 15 % TYBA 15T
UHaeKc: AZLC-0300-000 CpoK rogHocTu: 2022-02-01
Ne cepuu: 70220
Pe3ynbTaTbl ucnbiTaHWi
HaumeHoBaHue nokasarens Tpe6osann HOpMaTMBHOﬁ AOKYyMeHTauuu Peaynbram UCTbITaHUMU
Pa3smep vactuy [MkM] B kaxaom u3 10 noneii 3peHua Mukpockona | OTcyTcTeue
LOMKHO 6bITb He HBonee 5 yacTuy pasmepomM
6onee 80 MKkM
O6uee 4ncno aspobHbIx He 6onee 10"2KOEB 1T CooTBeTCcTBYET
6ak.,npox.,nnec.rpubos TpeboBaHUsAM
Pseudomonas aeruginosa | OtcytctBue B 11 CooTBeTcTBYET
B1r TpebosaHMAM
Staphylococcus aureus B 1 | OtcytctBue B 11 CooTBeTCTBYET
r TpeboBaHnAM
KonuyectseHHoe CopepxaHue a3enanHoBOW KACMNOTbI B 1 1 0.149r
onpenenexue 1 [r] npenapata - ot 0,140 r go 0,161 r
KonuyecteBeHHoe CopepxaHue 6eH30MHON KUCNOTbI B 1 T 0.0010r
onpenenexHue 2 npenaparta - ot 0,0009 r 5o 0,0011 r
YnakoBka Mo 5,15 unu 30 r B Ty6y antoMUHUEBY!O. Mo 15 B Ty6e
Kaxayro Tyby BMecTe C MHCTpyKumen rno anioMuHneBon. Kaxaan
NPVMEHEHMNIO NOMELLIAIOT B NaYKy 13 Ty6a BmecTe C
KapToHa WHCTpyKUWern no
NpYMEeHeH1Io NoOMeLLieHa B
nayky U3 KapToHa




£€) aKpuxuH

Foas wsb0rRTeR O FIOMANXK

LUEHTP KOHTPO/IA KAYECTBA

AO «AKPUXUH»

[Jata Bbinycka: 2020-03-03
[arta pacnevatku: 2020-03-03
CrpaHuua: 3/5

Ceptudukar aHanusa Al Ne: 510 11002

MpoayKT:
UHAaekc:

Ne cepuu: 70220

Cpok rogHocTu:

A3ENVK® I'Enb ANA HAPYXXHOIO NMPUMEHEHWA 15 % TYBA 15T

AZLC-0300-000 2022-02-01

Pe3ynbTaTbl UCMbITAHMIA

HanmeHoBaHue nokasartens

TpeboBaHus HOPMaTUBHOMN AOKYMEHTALUU

Pe3ynbTaThbl UCMbITaHWUMA

Mapkupoeka 1

MepenyHana ynakoska (Ty6a). Ha Tybe
yKasblBaloT npeAnpuATUe-NnponsBoauTensb,
ero aapec, TenedoH u cakc, Toprosoe
HauMeHoBaHue npenapaTa
npeaynpeauTenbHON MapkupoBkol ®,
nekapcTBeHHy opMy, KOHLEHTpauuto,
HasBaHWe 1 coaepXaHue AeCTBYOLLEro
BellecTsa B 1 rpamMMe npenapara B
MUNUrpaMMax, Maccy npenapaTta B
rpamMmax, yCrnoBua XpaHeHus, yCnoBus
0Tnycka, «XpaHuTb B HEAOCTYNHOM AN
LeTeli MecTe», NoKasaHUA K NPUMEHeHUHo,
HOMep cepuu, CPOK rOAHOCTU

MepBuyHana ynakoska
(Ty6a). Ha Tybe ykasaHbl
npeanpuaTUe-NPon3BoAUT
enb, ero agpec, tenedoH
n cbakc, Toprosoe
HauMeHoOBaHWe npenapara
C npenynpeauTenbHon
MapkupoBkon ®,
nekapcTBeHHas dopma,
KOHLeHTpauusa, HasBaHue
N copepxaHue
OeicTBytoLLero BeLecTsa
B 1 rpamMme npenapaTta B
MUnnurpaMMax, Macca
npenapaTa B rpaMmax,
YCNOBUA XpaHeHUs,
yCInoBumA oTnycka,
«XpaHUTb B HeA,0CTYMHOM
ONA neTen MecTe»,
nokKasaHus K NpUMEeHeHIto,
HOMep cepuu, CPoK
rofHOCTN




£€) aKpuxuH

Fiogu ssbotres o Mg [ata Bbinycka: 2020-03-03
[ata pacneyaTtku: 2020-03-03
LLEHTP KOHTPONA KAYECTBA CrpaHuua: 4/5
AO «AKPUXUH»
Ceptudukar aHanusa Al Ne: 510 11002

MpoaykKT: A3EJNVK® r'Eflb 451 HAPY>XHOIO MPUMEHEHWNA 15 % TYBA 15T
WHaeKc: AZLC-0300-000 CpoK rogHocTw: 2022-02-01
Ne cepuu: 70220

Pe3yabTaTbl UCNbITAHWUIA

HavmeHoBaHwue noKaszarens

TpebosaHua HOPMATUBHOM AOKYMEHTALMM

PesynbTarthl UcnbiITaHui

Mapkuposka 2

BTopuyHas ynakoBka (kapToHHas nauka). Ha
nayke ykasbiBaloT
npeanpuaTue-npon3BoAuUTENb, ero aapec,
TenedoH u dhakc, TOproBoe HauMeHoBaHue
npenaparta ¢ npeaynpenuTensHo
MapkupoBko ®, MexayHapoaHoe
HenaTteHToBaHHOE HauMEeHOBaHMe,
nekapcTBeHHYH hopMy, KOHLEHTPALUIO,
Ha3BaHWe 1 cofepxaHue AeNCTBYHOLLErO
BelecTsa B 1 rpaMme npenaparta B
MUnnurpaMMax, nepeyeHb
BCromoraTesibHbIX BELWEeCTB, Maccy
npenapaTa B rpaMmax, yCroBus XpaHeHus,
YCIoBUA 0TNycKa, «XpaHUTb B HEAOCTYMHOM
ONA neTen MecTe», Noka3aHusa K
npumMeHeHuo, «epen NpUMeHeHneM
03HaKOMUTbLCA C UHCTPYKUMen», «'enb ans
neyeHus akHe 1 posauea», «Hopmanusyet
HapyLUeHHble NpoLecchl KepaTuHM3auum B
donnukynax canbHbIX Xenes»,
«YMeHbLLaeT cogepxaHue cBob6oaHbIX
XUPHBIX KUCOT B NUNUAAX KOXU»,
«[lpoaABnAeT NPOTUBOMUKPOBHYO
aKTUBHOCTb B OTHOLLeHWK Propionibacterium
acnes u Staphylococcus epidermidis»

BTopuyHas ynakoBka
(kapToHHaA nayka). Ha
nayke ykasaHbl
npeanpuaTue-Nnpou3BoaUT
enb, ero agpec, tenedoH
1 dakc, Toprosoe
HavMeHoBaHWe npenapara
C npeaynpeauTenbHOn
Mapkuposkon ®,
MeXAyHapoaHoe
HenaTeHToBaHHOEe
HauMeHoBaHue,
nekapcreseHHas cdopma,
KOHLIEHTpauua, Ha3BaHue
1 copepxaHue
LencTByioLLero BelecTsa
B 1 rpaMmMme npenapaTta B
MUnnMrpaMMax, nepeveHb
BCroMoraresibHbIX
BeLLeCcTB, Macca
npenapaTa B rpammax,
YCIOBUA XpaHeHus,
ycnoBsus oTnycka,
«XpaHWUTb B HEAOCTYMHOM
Ana peten MecTte»,
rnokasaHus K NpUMeHeHuto,
«[lepep, npumeHeHuem
03HaKOMUTBLCA C
WHCTpyKUuen», «enb ana
neyeHUs akHe U posauea»,
«Hopmanusyet
HapyLLeHHble npoLuecchl
KepaTuHu3aumm B
donnukynax canbHbIX
xenes», «YMeHbLuaeT




£€) aKpuxuH

Flioaw 3a6oTATCR 0 N0gAX [ara Bbinycka: 2020-03-03
[ata pacnevaTku: 2020-03-03
LEHTP KOHTPONA KAYECTBA CrpaHuua: 5/5
AO «AKPUXWH»
Ceptudumkar ananamsa Al Ne: 510 11002
NpoaykT: A3ENVK® r'Enb Ansd HAPY>XXHOIO NMPUMEHEHWA 15 % TYBA 15T
NHApeKc: AZLC-0300-000 CpoK rogHocTu: 2022-02-01
Ne cepuu: 70220
Pe3ynbTaTtbl UCNbITAHWI
HaumeHoBaHue noKasaTens TpeboBaHua HOPMaTUBHOM JOKYMEHTALUK PesynbTathl UcnbiTaHui
coaepxaHue cBOboAHbIX
XUPHBIX KUCOT B NUnNuaax
KOXu», «[posBnaet
NPOTUBOMUKPOBHYHO
aKTUBHOCTb B OTHOLLEHUN
Propionibacterium acnes u
Staphylococcus
epidermidis»
Mapkuposka 3 PeructpaunoHHbIi HoMep, HoMep cepuu, PeructpaunoHHbIi Homep,
CPOK FOAHOCTHU, LUTPUXOBOW KOA. HOMep cepuu, CPoK
[JononHutenbHo MoryT 6biTb HaHECEHbI rOAHOCTHU, LUTPUXOBOW KO,
cpeAcTBa naeHTUUKaLMm

Ucnbitanma sbinonHersl no: J1M-001416-130217, M. Ne 1, 2, 3
Homep PY (Per. ya.): JIM-001416

Per. ya. ot: 29.08.2018
3akntoueHune: cootsetcTsyeT TpebosaHuam /1M-001416-130217, Usm. Ne 1, 2, 3

esepe? Yteepaun
HavanbHuk JIKKIT YepHbix 1.1 PWOBOMT%% |
LleHTpa KOHTPONA KayecTsa
(OUNMMOHOBA n.B.




