ol @
CMK-COr-037--001-03

MOJATBEPXIEHWE COOTBETCTBUS CEPUH
No 51-00385/21 ot 22.09.2021

HacTOSIHM TIOLTBEPKAAEM COOTBETCTBHE BBOIMMOTO neKapcTBEHHOrO rpenapara TpeGoBaHHAM,
YCTaHOBJIEHHBIM IPH €70 rocyaapcTBEHHOH PEerHCTPAlUK ©

Toprosoe HaMMEHOBAHKE | Aknexyras _ #\

MesKTyHapOIHOE HENATCHTOBAHHOE nauMenosanue | MI3OTpETHHOMH

JlekapcTeHHas Gopma KancyJisl AJ

Jlo3HpOBKa 16 Mr

dopma BBIITYCKa Bauctep 10 kameyn X 3 (navn(j
KapTOHHAsA)

Homep cepust 21D27 __]

O6beM napTiH 7 126 ynax. E

JlaTa BBIOYCKa 25.08.2021 ‘_l

Tones 10 | 04.2023

CMB TEXHOJIODKH C.A.. 30HHHT
Yunyctpuens-Pio ay [lapk Hunyverpueis
39, Mapiue-aH-PaMett, B-6900, Benbrug
HJIPAH-FAHEHCKH TTABOPATOPHH
2.0., Cauuio 20, 51000, Pueka, Nopsatus_|
TICP-004782/09  ov 16.06.2009  (aara
samenbt 09.12.2020)

Homep HOpMaTHBHOH JOKyMeHTaluu | TICP-004782/09-220419 Pam, Ne 1-2
HanMmeHoBaHUe ¥ ajipec epAaTes ﬂl.ll’/\l-l-l“l\ﬂl‘*'.HL‘Kl-l Jl.ﬂ\ROP‘-’\’l‘OP’Gm
| perucTpausoHioro y10CTOBEPEHNA 0.0., Cuptiio 20, 31000, Pueka, Nopaarus

HauMeHOBaHKe ¥ aAPEC NPOU3BOHTENA
(NpOM3BOLCTBO, TIEPBHYHAs YNIaKOBKa,

BBITY CKAOLIMA KOHTPOJIB KauecTBa)
HayMeHOBaHHE ¥ a/J[pec yNaKkoBLIHKa (BTOpHUHAA
yNaKoBKa)

Homep # aata perucTpauonioro y/I0CTOBEPCHNS

OTBeTCTBEHHOE JIMI0: MEHEAKEp No ofecnenenmio kaveeria 000 « SUIPAHD FHloceura 10A. o
noBepeHHocTH No 2828-2021 or 28.06.2021.

Moames: 40 Jlarn: 22,09.2021

000 <AAPAHY
" Appec mecta wanowaenmna: 107564, r. Mockow, V. HpacnnBOraTHcRan, b 6, a6




S.M.B. TECHNOLOGY S.A.

NNOVATOR IN GALENICS

O soomstmnce. DEVELOPMENT & PRODUCTION

Product name / Hazpanue npenapara:

ACNECUTAN® capsules 16 mg, (blister) 10 x 3 (carton

box)
Axnexyran® xancymst 16 mr, (Gucrep) 10 x 3 (na4xa
KAPTOHHAN)
Batch / Cepus: 21D27
Manufacturing date / Jlara npoH3BOACTEA! 04.2021
Expiry date / T'opes a0: 04.2023
Date of analysis / laTa npoBeeHHa aHanu3a: 23.06.2021

Name of the API / Hammenosanue
dapmalesTHHIeCcKol CyBCTAHIMH:

Isotretinoin / M3oTpeTHHOMH

API batch No. / Homep cepun dhapmariesTudeckoii | M2100072

cybCTaHIM:

API Manufacturer / TIponssoasrens
dapmManeBTHYeCKOH CyOCTaHIIH:

OJIOH C.n.A. (Jiusuzuone Conmar), Hramus
OLON S.p.A. (Divisione Solmag), ltaly

CERTIFICATE Ne 28312-840
CEPTH®HKAT Ne 28312-840

APPEARANCE Hard gelatin capsules No. 1, w1th white COMPLIES
body and green cap. Capsules content is
a wax-like paste of orange color.
OITMCAHHE COOTBETCTBYET
Topepasie jxenatvHoBble Kancyiasl Ne 1
kopnyc Oenoro UBeTa, Kpblledka
seneHoro userta. CofepKuMoe Karcyn —
 pockoobpasHas ~ 7acT&  OPAHMKEBOro
uBeTa.
IDENTIFICATION OF
ISOTRETINOIN
1.HPLC Retention time of a principal peak in the | COMPLIES

2. HPLC/U.V. spectrum with
diode array detector

chromatogram of test solution, prepared
for assay, correspond to the retention
time of the main peak of isotretincin on

the chromatogram of a standard solution.

The UV spectrum recorded at the top of |

the isotretinoin peak on  the
chromatogram of the test solution
prepared for quantification should
correspond to the UV spectrum taken at
the top of the isotretinoin peak on the
chromatogram of the standard solution

COMPLIES
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S.M.B. TECHNOLOGY S.A.

ENNOVATOR IN GALENICS

SAFETY & COMPLIANCE

T

The UV spectrum recorded in the
wavelength range from 190 to 500 nm
OTHHHOCTD
_ W30TPETUHOWHA
' 1. BREX Bpemsi yAEpPKHBAHUA OCHOBHOTO muxa | COOTBETCTBYET
HA  XpOMAaTOrpaMMe = HCIBITYeMOTO | {
pacTEOpa, ~ DNPMIOTOBACHHOrO AT |
KOJIMUECTREHHOIO orpeneseHus, |
NODKHO ~ COOTBETCTBOBATH  BPEMEHH
yAepKHBAHIA OCHOBHOTO THKa
| M30TPETHHOMHA Ha  XPOMATOrpaMMe
| CTAHEAPTHOrO PacTBOPA.
2. BOXX/Y®- | V@-criekTp, CHATHIA B BEPIIMHEC [MHAXA COOTBETCTBVET
CTIEKTPO®OTOMETPHA | H30TPeTHHOMHA HA  XPOMATOrpamme
c JIHOAHO-MATPHIHBIM | HCNBITYEMOTO pacTBOpa,
IETEKTOPOM TIPUTOTORIIGHHOTO JUIA KONMYCCTBEHHOTO
oTpeseNeH s, JODKeH COOTBETCTEOBATS
Vd-crieKTpy, CHITOMY B BeplIMHe ITHKa
M3OTETHHOWHA HA  XPOMATOrPaMMe
CTAHAAPTHOrO PacTBOpa _
V@-CIIeKTp PerncTpupyioT B MHTICpBAIC |
e oy ot 190 j10 500 EM |
DISINTEGRATION Not more than 45 minutes (with discs). i COMPLIES
| GPhor EU Ph
PACITAJAEMOCTD He Goree 45 MuH (¢ MCKAMH) COOTBETCTBYET
| I' unu Esp.@. |
{ DISSOLUTION Not less than 80 % (Q) isotretinoin after 60
UV- spectrophotometry minutes. 102 %
PACTBOPEHHE He venee 80 % (Q) M30TpeTHHOMHA |
VO-crekrpohoTOMETPHA | gepes 60 MuH 102 % B
RELATED SUBSTANCES Tretinoin - no more than 1.5 %, 0.3%
(HPLC) | Single identified impurity - no more than
1.0%, 0.3%
Single unspecified impurity - no more
than 0.2% 0.2%
Total unspecified impurities - no more
than 0.5% 1 0.2%
Total impurities - no more than 2.5% - 1.0%
POJICTBEHHBLIE TpetnHOUH - He Gonee 1,5 %, 1 0,3%
[IPUMECH ;
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S.M.B. TECHNOLOGY S.A.

NNOVATOR IN BALEN[OQ
SAFE‘W & CGWLSANCE

DEVELOPMENT & PRODUCTION -

‘ Enunuanas PLC[BIITHCbHU.HpOBaHHM 0,3%
npumeck - e Gonee 1,0 %,
Enuuuypas  HeHAEHTH(QHUIMPOBAHHAA
npumecs - ve Gonee 0,2 % 0,2%
Cymma HEUICHTH(PHUUMPOBAHHBIX
npumMecei — se Gonee 0,5 % 0,2%
Cymma npumeceit — He Gonee 2,5 % 1,0%
DOSAGE UNIFORMITY | Phrsuant to the requirements COMPLIES
GPh RF
| GPhCh.1.4.2.0008.18 or
| EU Ph, 2.9.40
OJTHOPOJHOCTDb B COOTBETCTBHH ¢ TPEOOBAHUAMH ' COOTBETCTBVET
JTO3UPOBAHWA
r'®d PO OOC.1.4.2.0008.18
wim Esp.@., 2.9.40 | I R
MICROBIOLOGICAL ‘ Category 3A
CONTAMINATION 'The ftotal number of aerobic
microorganisms is not more than 10° CFU
in 1 g (ml) Less than 10 CFU
The total number of fungi-no more than
10?CFUin 1 g (ml) Less than 10 CFU
Absence of Escherichiacoliin1 g(ml) | Apgent
MUKPOBMOJIOMUECKA f1| Kareropus 3A
YHUCTOTA Obmee YHCIIO aspoBHBIX
mukpoopranuamos ne Gomee 10° KOE B |
1 r (w) - Menree 10 KOE
Obwmee uncio rpubos — He Gomee 107
KOE 8 I r (M) Metee 10 KOE
Orcyrereue Escherichia coli® 1 r () Oreyremyer
ASSAY OF From 152 mg to 16.8 mg per 1 capsule 15.8 mg
| ISOTRETINOIN (from 95% to 105% of the labeled | (99 %)
| (HPLC) strength)
| KOMAYECTBEHHOE Or 15,2 mr no 16,8 vr B 1 xancyne (oT 15,8 Mr
- OIIPEJIEJIEHHE 95% no 105% or sasmresnoro | (99 %)
' HF30TPETHHOHHA CONEPIKAHHNS)
_(BIXX) |
{ STORAGE CONDITIONS At the temperature not above 25 °C, in the COMPLIES
original package.
YCIOBHS XPAHEHHA Tlpu Temneparype He BbmIE 25 °C, 8 | COOTBETICT BYET
OPUrHHAJILHOM YIAKOBKE o
Page 3 of 6.
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SMB

NOVATOR IN GALENICS

S.M.B. TECHNOLOGY S.A.

SAFETY & COMPLIANCE

PARA

| VIIAKOBKA

10 or 14 capsules in the PVC/Al blister.
2,3, 5, 6,9 or 10 blisters with 10
capsulesor 1,2,40r7 blisters with 14
capsules with the instruction for use are
placed in a collapsible carton box.

Mo 10 wim 14 xancyn 8 [IBX 6aucrep,
MOKPHITBINA AMIOMUHHEBO#H (POTBTOH. Ilo
2,3,5,6,9 wm 10 6nucTepos no 10
kancyn wm o 1, 2, 4 wm 7 B1ucTEpPOB
o 14 Kancyn MOMEeIAKT B KapTOHHYIO
[AYKY BMECTE C MHCTPYKIMCH 110
IIPAMEHERHEO.

710 capsules in the PVC/AI blister. 3

blisters with the instruction for use are
placed in a coliapsible carton box.

10 kancyn B IIBX Gmctepe,
OKPBITOM &ITIOMHHHEBOH omproi. 3
GavcTepa MOMENICHB! B KAPTOHHYIO

| TTAYKY BMECTE C HMHCTpYKUIHEH Mo
| TIPHMEHEHMIO.

MARKING

MAPKHPOBKA

| HAUMEHOBaHHE

MAPKUPOBKA

Ha 1epBHYHON  YIIAKOBKE

Ha

PYCCKOM A3BIKE YKa3kIBAOT! TOprosoe

npenapara

C

npeaynpeaUTENEHON mapkiposkol ®,

MEXKAYHAPONHOE

HENATEHTOBAHHOS

HAMMEHOBAHNE, JIEKAPCTBEHHYIO (hopMY,

JMO3HPOBKY,  KOJIM4ECTBO
YIAKOBKE,

HaIIHCh:

KancyJ1

«BruManne!

B

MpeIyNpeUTENbHYIO
AfconTHO

NPOTHBONOKa3aH NpH  GEPEMEHHOCTH
(BBICORHI PHCK BPOXKIEHHBIX NOPOKOB

passuTHs)»,  HOMEp  CEpHH,

naty

H3ArOTORNEHMS, JATy HCTeYeHHs Cpoxa

TONHOCTH.

JIOTIOMHMTENIHO ~ Ha  AH[JIHHCKOM

PErHCTPALMOHHOTO YAOCTOBEPEHHA.

| A3BIKE YKA3BIBAIOT JIOTOTHIT BIANEIBLA

Ha sropuaHOl (NOTpPEOHTEIBCKON)

YTAKOBKe Ha PYCCKOM S3bIKE YKA3BIBAIOT: |

TOpropoe HAHMEHOBAHWE [penapara

Cc

[pe/lyNpesUTENbHOI MapKHPOBKOH ®,

MEXTyHapoIHOe

HenaTeHTOBAHHOS

HANMEHOBAHME, JIEKAPCTBEHHYIO (BopMy,

NMO3HPOBKY,  KOIMYECTBO
YTIAKOBKE,

(uauMeHOBAHWE

Kancysn

"

B

uHGOpMAIMIO O COCTaBe
COMEpKaHHE

neffcrsyiomero Bemectsa B 1 Kancyne,
nepedeHs HAMMEHOBAHHH HEKOTOPBIX
BCIIOMOTaTENEHEIX BEUIECTB B PEAKIHH!

- dopma,

 (noTpebuTensoKoH)
| PyCCKOM A3bIKe YKA3aHO: TOProBOS

MAPKHPOBKA

Ha
PyccKOM S3bIKE YKA3aHO! TOProBoe
HAMMEHOBAHHE npenapara ¢
NpenynpeauTensHOMA MapKHpoRKOH ®,
MEKAYHAPOAHOE  HCTIATEHTOBAHHOE
HaMMeHOBAHHE, NIeKapcTBeHHAS
AO3HPOBKR,  KOIWAYECTBO
Karncyn B YIIAKOBKE,
npeyTipeHTeTbHAS HA/ITTHCE:
«BHuManue!

(BBICOKHI PHCK BPOXAEHHBIX NOPOKOR
pa3BUTHA)», HOMEp CepwH, nard
M3TOTORICHMA, JIATa HCTEHEHMA CPOKa
I'OJIHOCTH,

JIONONHMTEILHO HA AHIJIHHCKOM
s3BIKE  yKajaH JIOFOTHMII Blajenbua
PErMCTPaLiHOHHOTO YAOCTOBEPCHHIA.

Ha BTOPHYHOH
yIaKoBke Ha

HBAHMEHOBAHHEC rrpenapa'ra C
npe/IynpeLuTe bHOM MAPKUPOBKOH ®,
MEX/YHAPONHOE  HEMAaTeHTORAHHOS
HAWMEHOBAHHUE, NIeKAPCTBEHHAN
¢opma,  [O3MPOBKA,  KONHHYECTBO
KaNcyn B YNAKOBKe, MHAOpMaUHa O
cocTaBe (HaHMeHOBaHHE "
coepiKaHHe IEHCTBYIOWEro BEIISCTEA

nepeMdHON  YNAKOBKE Ha |

ABCOmoTHO |
MPOTHBOIIOKA3EH NPH fepeMEHHOCTH |

«BcrnoMoraTenbHbe pemectsa: | B 1 Kancyse, nepedeHb HAMMEHOBAHHH
CTEAPOMIMAKPOrO/IIIMUEPHA,  COEBBIX | HEKOTOPRIX BCTIOMOT&TE/bHbIX
606oB Macs10, copOHTaHa oJeaT H APYTHE, | BOINCCTE B . peAEKIpH:
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T [ sy

NNOVATOR IN GALERICS

S.M.B. TECHNOLOGY S.A.

SAFETY & GDMP&H\NCE

DEVELOPMENT & PRODUCTION

YKa3aHHEIE B HHCTPYKUmH»), «[lis
neqeHMa: TOKENbIX (OpM AKHE; aKHe
YCTOMUHBEIX K APYTHM BHIAM TEPaIi,
«/Ina  nmpuema BHyrpe», «Cnocod
NPHMEHEHHA: CM. HHCTPYKIHIO IO

- mpuMenenuio»,  «llpenmapat  cTporo
| IPOTHBONIOKA3aH MpH OepeMEeHHOCTI,

«[lpenapar IPOTHBOIOKA3AH K
TIPHMEHEHHIO JeTaM fo 12 1eT», YCIoBHA
XpaHeHus, NpeaynpefuTeTbHAN HaITHCh
«XpanuTe B HENOCTYNHOM ns JeTel
MECTe», YCIOBHE OTIYCKA, [ITPHX-KOM,
2-D xonm («GTIN» - rnoGanbHbIH
MACHTHQHKALMOHHEI HOMEp TOProBOH

«Bcnoworarenmme BemecTBa: 1
CTeapomIMAKPOr OJINIALIEPH]T, COEBBIX |
6obos Macio, copbuTama onear H

JpYrHe, YKA3aHHbIE B MHCTPYKLHMY), |
«Jlns neveHms: THKEIbIX (GopM akHe,

4AKHE YCTOMYMBHIX K JAPYyréM

BHIaM

Tepamu», «[1A OpHeMa BHYTPb),

«Cnoco6 [IPHMEHEeHHU:

CM.

HHCTPYKLHIO 110 MPUMCHCHHION,
«[lpenapaT CTpOre TPOTHBONIOKA3ZH
npu Gepemennocty, «lIpenapar
MPOTHBOMNOKA3aH K NPUMEHEHHIO
neTsM A0 12 net», ycaoBus XpaHeHus,
NpeIyTIpeARTeIEHAS HA/ITIHCE

enuuMib, «SN» - MHAMBMAYAIbHBIH | «XpaHUTE B HELOCTYHHOM LA nerei
cepulfHBIH HOMEp TOProBOH GIMHHMIEI), | MECTE), YCIIOBHA OTIYCKA, WTPUX-KOT,
PErHCTPALMOHHBIA Homep, | 2-D xoa («GTIN» - raoBambibii

HAMMEHOBAHME M 4/1peC TIPOM3BOHTEN,
HAMMEHOBAHME W  ajpec BJIANENbLa
PErHCTPALIHOHHOTO YAOCTOBEPCHMA,
Homep cepuu, «Ne cepumi», party
paroToenenus, <Jflara war.w,  pgary
WeTedeHHs cpoka rojHocts, «loaeu
b ()

JIOTIONHUTENLHO HA  BHIVIHICKOM
A3BIKe YKA3RIBAIOT JIOTOTHN BJIANENBIA
PErHCTPAlHOHHOIO YAOCTOBEPEHHA.

HAIEHTHQHKAIHOAH B

HOMEp

ToproBoii  emmHMib;  «SN» -

WHIMBHYa6HBI  CepHiHbIA HOMEp
TOProBoi eMHHIIBL), |
peruCTpanHOHHBIH HOMEp, |
HAMMEHOBAHUE " anpec

MpPOM3BOJMTENA, HAUMEHOBAHHE H
anpec Blajesblla PErHCTPALHOHHOLO |
yIOCTOBEPEHMA, HoMep cepun, «No

CEpHH:», JATA K3[OTOBJIEHHI,

H3r.», Jara  HCTCUCHMA
ToAHOCTH, «[ ofleH Io».

«Ilara
CPOKd

JlononHMUTENEHO Ha AHMAMHCKOM
A3BIKE YKA3aH JIOTOTHII BIaJeNbla
PErHCTPALHOHHOIO YAOCTOBEPEHH.

"SHEIL LIFE
_CPOK F'OJIHOCTHA

2 years
2 rona

COMPLIES
COOTBETCTBYET

Importing country / Ctpana umnoprep:

Russian Federation / Poccutickan Denepauus

Registration  Certificate No. / Howmep
PerucrpaliHOHHOrO YAOCTOBEPEHHA:

JICP-004782/09 dated 16.06.2009 (re-issued 09.12.2019) /
JICP-004782/09 ot 16.06.2009 (zata 3amens! 09.12.2019)

Manufacturing  site  (production, primary
packaging, quality release) / ITpoussoacTBeHHAs
TU10IanKa {IIpOU3BOACTBO, nepBHYHasd
YIIAKOBKA, BHIYCKAMOMIHHA KOHTPOTb KA4ECTBA):

SMB TECHNOLOGY S.A., Zoning Industriel-Rue du Parc
Industriel 39, Marche-en-Famenne, B-6900, Belgium / CMb
TEXHOJIOIDKU C.A., 3onunr Hupycrpuens-Plo ny [lapk
Wunycrpuens 39, Mapme-3a-Pameny, B-6900, bensras

Packaging site (secondary packaging) /
Vnaxopmuk  (BTOpHUHaA  ToTpebHTETbCKAd
YIIAKOBKA):

JADRAN-GALENSKI LABORATORI) d.d., Croatia, Svilno
20, 51000, Rijeka / AAPAH-TAJJIEHCKH ILAbOPATOPHPI
a.0., Xopearus, CriHo 20, 51000, Puexa :

; P#ge Eof6
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S.M.B. TECHNOLOGY S.A.

NNOVATOR IN GALENICS

SAFETY & COMPLIANGE DEVELOPMENT & PRODUCTION

I hereby confirm that the information above is authentic and accurate, This batch of the product was manufactured
in full compliance with the GMP requirements, requirements of the registration dossier and normative
documentation approved in the importing country.

HactoAmuM YHOCTOBEPSIO, WTO NpPHBERCHHAA BEILIE mudopManus nojimMeHa W TovHa. [laneas copus
JNeKApCTYBEHHOrO Iperiapara Gblia MPOM3BEACHA B TIOHOM COOTBETCTBAM C rpeGosanusmu GMP, TpeGoBaHHAMH
PErHMCTPAHOHHOTO A0CHS H HOPMATHBHOM JIOKYMEHTALAH, VTBEPHIEHHOH B CTPaHE-UMIOPTEPE.

Kauectso mpopykTa coorsetcrayet JICP-004782/09-220419 Mam. Ne 1-2
Quality of the product complies to Normative Document JICP-004782/09-220419 Variation Ne 1-2

I hereby confirm that the batch is approved for release
HacTofuMM NOATBEPKAAIO, YTO BHINEYKAIAHHAS CEPUS PA3pEeLIeHa K BRUTYCKY

Date
ara

i 2s\otl2n,

Qualified Person

[Moanuce VIIOMAOMOYSHHOTO JTHLA

ALINE SAINVITU

Qualified Person Deputy
SMB TECHNOLOGY

29, rue du Parc Indutriel

2

/

-

&Y
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