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[IOJATBEPXXIEHUE COOTBETCTBHA CEPMH
Ne 51-00328/21 ot 19.07.2021

HacToslMM MOATBEPIKAAEM COOTBECTBHE BBO3MMOrO JIEKApCTBEHHOTO MNpernaparta TpeGOBaHUAM,
YCTAHOBJIEHHBIM TIPH €0 TOCYAapCTBEHHON PErHCTPaLH |

Topropoe HaHMEHOBaHHe AKHEKYyTaH

Mesx1yHapOJHOE HenaTeHTOBaHHOE HauMeHoBanue | M3oTpeTuHoMH

JlexapcTBeHHas dopma Kancynsi

Jlo3upoBka 8 Mr

Qopma BhINTyCKa Baucrep 10 kancyn x 3 (mauka
KapTOHHas)

Homep cepuu ‘ 21C31

O61eM NapTHH 6 891 ymak.

Jlara BeInycKa 22.06.2021

I"opeH 10 31.03.2023

HauMeHOBaHHe U afpec NPOH3BOANTENA CMB TEXHOJIOJDKHU C.A., 30HHHT

(MpOH3BOACTBO, NEPBUYHAS YNAKOBKA, Hunyctpueas-Pro ay IMapx Hugycrtpueae

BBIMYCKAIOLIHH KOHTPOJIb Ka4ecTBa) 39, Mapuue-3u-®amenn, B-6900, benbrus

HaumeHOBaHue W aapec YNAaKOBLUIHKA (BTOPHYHAS ANPAH-TAJIEHCKH JTABOPATOPUH

yIaKkoBKa) a.0., Caunro 20, 51000, Pueka, XopBatus

Homep ¥ 1aTa perucTpalMOHHOTO YAOCTOBEPEHHA JICP-004782/09 ot 16.06.2009 (nata
samensl 09.12.2019)

Homep HopMaTHBHOH JJOKYMEHTaLHH JICP-004782/09-220419 M3m. Ne 1-2

HauMeHOBaHME U AIPEC AepKaTeNs SIPAH-TAJIEHCKA JIABOPATOPHM

PErHCTPaLHOHHOIO YIOCTOREPEHHUS a.0., Ceuano 20, 51000, Puexa, Xopsatus

noBepeHHoOCTH Ne 2247
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S.M.B. TECHNOLOGY S.A.

ENNOVATOR IN GALENICS

Saemecowance  DEVELOPMENT & PRODUCTION

Product name / Hassanne rpenapara: ACNECUTAN® capsules 8 mg, (blister) 10 x 3 (carton
box)
Axmexyran® xancyisi 8 mr, (6ancrep) 10 x 3 (masxa
KAPTOHHAA)

Batch / Cepust: 21C31

Manufacturing date / [lara npoM3BOACTEA! 03.2021

Expiry date / ['ogen no: 03.2023

Date of analysis / JlaTa TpOBEJEHHSA AHATH3A! 19.05.2021

Name of the APl / HaumeroBaHue Isotretinoin / HzoTpeTuHORH

dhapMareBTHIeCKOH cyOcTaHIpIH:

API batch No. / Homep cepuu dapmatesTHReckoii | M2000597

cyOCTAHIMH:

API Manufacturer / [IpoussoauTens OJIOH C.n.A. (Taeusuone Conmar), Mranus

(hapmauesTHYECKOI cyOCTAHIMH: OLON S.p.A. (Divisione Solmag), ltaly

CERTIFICATE Ne 28100-628
CEPTU®HKAT Ne 28100-628

TATBL

Hard gelatin COMPLIES
brown. Capsules content is a wax-like
paste of orange color.

OIMMCAHHKE Taepasle JKenaTHHOBbIe Kancyias: Ne3 COOTBETCTBYET
KPacHOBATO-KOPHHHEBOTO L{BETA.
CopepuMoe Kancyn — sockooGpasHad

acTa OPAKEeBOro HBaTa.

IDENTIFICATION OF
ISOTRETINOIN

1.HPLC Retention time of a principal peak in the | COMPLIES
chromatogram of test solution, prepared
for assay, correspond to the retention
time of the main peak of isotretinoin on
the chromatogram of a standard solution.

2. HPLC/U.V. spectrum with | The UV spectrum recorded at the top of | COMPLIES
diode array detector 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

' The UV spectrum recorded in the

| wavelength range from 190 to 500 nm
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S.M.B. TECHNOLOGY S.A.

NNOVATOR IN GALENICS

SAFETY & COMPLIANCE _ DEVELOPMENT & PRODUCTION

RESULTS
HOJIJTHHHOCTb
W30TPETHHOHHA
1. BOXX Bpems yIepiMBaHHs OCHOBHOTO MNHKE COOTBETCTBYET
Ha  XpOMATOrpaAMMC  HCIBITYEMOTO
pacTsOpa,  IPHIOTOBIEHHOTO LA
KO.TM4ECTBEHHOTO OnpeResIcHH,
| JOTDKHO  COOTBETCTBOBAT:L  BPEMCHH
yIepKHBAHHA OCHOBHOTO IHKA
| M30TPETHHOWH4 HAa  XpOMaTorpamme
CTAHJAPTHOTO PacTBOpA.
2.BOXX/Y - V@-cnekTp, CHATbIH B BEPIIMHE [IMKA COOTBETCTBVET
CIIEKTPOMOTOMETPHS | usoTpeTHHOMHa H8  XpOMETOrpaMMe
& IMOJHO-MATPHYHEIM = HCIIBITYEMOTO pacTBopa,
JIETEKTOPOM | IPUrOTORJIEHHOTO /1 KOJUECTBEHHOTO
| OTIpejieneHNs, JOIDKEeH COOTBETCTBOBATE
Yd-cnexrpy, CHATOMY B BEpILHHE [THKA
M3OTPeTHHOMHA HA  XPOMATOIpaMMe
CTAHZIAPTHOTO PACTBOpA
VY®-cnexTp perHcTPHPYIOT B WHTEPBAIE
e BonH ot 190 1o 500 aM % L
DISINTEGRATION Not more than 45 minutes (with discs). COMPLIES
GPh or EU Ph
PACTIAJAEMOCTb He Gonee 45 MuH (C AHCKaMM) COOTBETCTBYET
['® wm Esp.© -
DISSOLUTION
UV- spectrophotometry Not less than 80 % (Q) isotretinoin after 60 | 99 %
minutes.
PACTBOPEHHE
V@-criekTpodhoTOMETPHA He menee 80 % (Q) usorperunomsa | 99 %
SR RO e e d—
RELATED SUBSTANCES | Tretinoin - no more than 1.5 %, n.d.
(HPLC) - Single identified impurity - no more than
| | 1.0%, 0.2%
' Single unspecified impurity - no more
 than 0.2% n.d.
. Total unspecified impurities - no more
than 0.5% n.d.
Total impurities - no more than 2.5% 0.2%
| IOCTOPOHHHUE Tpetuxoun - He Gonee 1,5 %, | He oBHApPYKEHO
| IPUMECH EanHAuHas MACHTUWIHPOBAHHAS
i (B2XX) npumecs - ne 6onee 1,0 %, 0,2%
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S.M.B. TECHNOLOGY S.A.

ENNOVATOR IN GALENICS
S&FE‘I’Y & CDMPLlANCE

DEVELOPMENT & PRODUCTION

- WRES‘[]'LTS o i
: PE3YJBTATM
Ennnmnaﬂ ﬂeme}rmc}muuponaaﬁaﬂ
npumeck - He Gonee 0,2 % He 00HapyXeHO
Cymma aeu,uexrru@nunpmsaﬂmx
npumeceit — ne Gonee 0,5 % He 0OHApYAKeHO
Cymma npameceit — He Gonee 2,5% 0,2%
DOSAGE UNIFORMITY Pursuant to the requirements
GPh RF COMPLIES
GPhCh.1.4.2.0008.18 or ‘
EU Ph, 2.9.40
OJHOPOJHOCTD B COOTBETCTRMM ¢ TPeOOBAHHAMH COOTBETCTBYET
JO3UPOBAHHA
I'® PO ODC.1.4.2.0008.18
ww Eppo.,2940 | 000000004 A
MICROBIOLOGICAL Category 3A
CONTAMINATION The total 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
10CFU in 1 g (ml) Less than 10 CFU
Absence of Escherichiacoliin 1 g(ml) ' apgent
MUKPOEHOJIOTUYECKAS1| Kareropus 3A ;
YUCTOTA Ofmee HHCIIO a3poGHBIX |
Mikpoopranusmos He Gonee 10° KOE B
1r (M) Menee 10 KOE
Obmee wucino rpubos — He Gonee 10°
KOEslr(mm - Menee 10 KOE
Orcyrersue Escherichia colis LT (M1} Orcyrersyer
ASSAY OF From 7.6 mg to 8.4mg per 1 capsule 8.1mg
ISOTRETINOIN (from 95% to 105% of the labeled (101 %)
(HPLC) strength)
KOJMYECTBEHHOE Or 7,6 mr no 8,4 mr & | xancyste (oT95 % | 8,1 mr 1
OIIPE H | A0 105 % o 3ajBIECHHOTO comepxanua) | (101 %) .
W3OTPETHHOWHA 1 |
(BOXKX)
STORAGE CONDITIONS | At the temperature not above 25 °C, in the COMPLIES
original package.
VCJIOBHS XPAHEHHUA Tlpu Temneparype se Bhime 25°C, B COOTBETCTBYET
OPHIHHAJIBHOW YTIAKOBKE
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ENNOVATOR IN GALENICS

S.M.B. TECHNOLOGY S.A.

SAFETY & COMPLIANCE

DEVELOPMENT & PR DUCTION _

HAHMMEHOBAHHE npenapara &
IpeAYNPeAMTEILHOH mapkuposkol ®,
MEXIYHAPOIHOS HEMATEHTOBAHHOE

HAMMEHOBAHME, NeKkapeTRernyio Gopmy,
[O3MPOBKY, KOAHYECTBO  KAnCy’® B
YTIAKOBKE, npeynpeyuTeabHYI0
pammuch:  «Brumanwe]l  ABcomoTHO
IPOTHMEOTIOKA3aH TNpH  GepemMeHHOCTH
(BBICOKMH PUCK BPOXIEHHBIX TOPOKOB
pasBWTHA)», HOMEp  CEpHH,  AaTy
W3rOTOBACHMS, LUATY HCTEYCHMA CPOKA
FOJOHOCTH,

JONOAHMTENbHO HA  AHIMIHHCKOM
A3BIKE YKA3BIBAIOT JIOTOTHI BIajeNblia
PErdcTPaMOHHONO YAOCTOBEPEHUL.

TOPTOBOE HaAMEHOBAHWE nipenapara C

HAHMEHOBAHHE, JIeKapCTBeHHY 0 (opmy,
| ynakoske, HHQOPMAIHIO O COCTaBS

| mefiCTBYIOIIETO BELIECTBA B I xancyne,
' mepedeHb HAMMEHOBAHWE HEKOTOPBIX
BCIIOMOTATENbHEIX BEILECTE B PEAKLMH,
«BernoMoraTe/TbHbIe REIECTRA:

PARAMETERS | QUIREMENT ~ORESTLIS - |
HAPAMETPHI = __ TPEBOBAHMHA .  PE3VIDLTATRI =
PACKING 10 or 14 capsules in the PVC/Al blister. | 10 capsules in the PVC/Al blister. 3
2,3,5,6,9o0r 10 blisters with 10 blisters with the instruction for use are
capsules or 1,2, 4 or 7 blisters with 14 | placed in a collapsible carton box.
capsules with the instruction for use are
placed in a collapsible carton box.
YITAKOBKA Tlo 10 mau 14 kancya b [IBX Gmucrep, | 10 xarncym B [1BX Gnuctepe,
OKPHITBIN ATIOMEHHEROH QONBIOH. [lo | nOKpBITOM aNOMAHAEBOH donerod, 3
2,3,5, 6,9 wm 10 Gaucrepos no 10 GancTepa MOMEINeHb! B KAPTOHHYIO
aricy 1 wm no 1, 2, 4 v 7 Gnuctepos | MadgKy BMECT® C MHCTpYyXnHeH mo
110 14 KAINCYJ MOMELAIOT B KAPTOHHYKO | IPHMCHCHHIO.
[auKy BMECTE ¢ HHCTPYKIHEH No
NPHMEHEHHIO.
MARKING MAPKHUPOBKA MAPKWPOBKA
Ha nepewyHOd  yNakoBke HA Ha nepsu4HOH yI4KOBKE Ha
MAPKHAPOBKA PYCCKOM S3BIKE YKa3BIBAIOT: TOProBOE | PYCCKOM 43bIKE YKa3aHO: TOProBoe

HAUMEHOBAHHE npenapara c
TIpe Ly NpeTTENBHOH MapkipoBkoi @,
MEXIYHAPOZHOE  HENATeHTOBAHHOE

HARMEHOBAHHE, TEKAPCTREHHAA
(opMa,  J03MPOBKA, KOTHYECTRO
KAarcyn B YIIAKOBKE,
TIpefype nTe/IbHAA HaIIHCE:
«Buumanne! ABCONOTHO

MpOTHEOMOKA3aH NpH GepeMEeHHOCTH
(BBICOKUIT PHCK BPOJKICHHBLX TIOPOKOB
pasBHTHA)», HOMEp CCpHH, JaTd
M3rOTOBACHHMA, [(@Ta HCTEUSHHS CpoKa
TOJHOCTH.

JTononHMTebHO HA AHITHHCKOM

| a3bIKe yKa3aH JIOTOTHI BINCTbLA

Ha sropuunoii (oTpeOUTENBCKOI)
YIIAKOBKE HA PYCCKOM A3BIKC YKA3BIBAKOT:
' (moTpefuTensckod)  YNakoBke  HA
[IPEAYIPEANTENEHOH MAPKHPOBKOA B, |
MERIYRapOHOS HETIATEHTOBAHHOE |

PErHCTPALMOHHOIO YAOCTOBSPCHHA,
Ha BTOPHHHOH

PYCCKOM S3BIKE YKA3aHO! TOPTOBOS
HAMMEHOBAHHAE npenapara e

npenynpe,um‘enhaoﬁ MapKUPOBKOH ®,
| IO3MPOBKY, ~ KONHYECTBO Karcyn B

MEXAYHApOAHOC HEMATEHTOBAHHOC

| HAWMEHOBAHHE, AeKapcTBeHHAd
~ (nanMeHOBaHHE u COOePIKAHUE |

dopma,  JOSHPOBKE,  KONMMECTBO
Kancyn B yNaKoBke, MH(OpMALHA O
cOCTaBE (HAMEHOBaHHE U
colepKaHre ISHCTBYIOMErO BELeCTBa
8 | Kancyne, nepeyerh HAMMEHOBAHMH

CTEeApOWIMAKPOTONFNIMLIEPHI, COEBBIX | HEKOTOPBIX BCIIOMOTATEIBHBIX
6060B MacIo, copiMTaHa OfIeaT M APYTHe, | BeecTs B PEIAKIAN;
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S.M.B. TECHNOLOGY S.A.

NOVATOR N GALENICE

SAFETY & COMPLIANCE

0

YKA3aHHBIE B

«Jlng  mpHema

TIPHMEHEHMION,
HPOTH.BOHOKEB&H

«IIpenapar

HHCTPYKIMMW»),  «Jlng «BoroMorare/ibHbIC BEIECTBA!

eqeHus: THKEAbIX GOPM AKHE, AKHE | CTEAPOMIMAKPOrOATIAUCPHI, COEBBIX
yCTOHYMBBIX K JIPYTHM BHIAM Tepaniiy, Gobor macno, copburaHa onear H

payTph», «Crocob | pyrue, ykasaHHsle B HHCTPYKIEHY),

npuMeHeHus: CM. HMHCTPYKIMIO IO «Jlns meveHus: TAKENSIX (hopM aKHe;

«TIperntapaT  CTPOTO ! @KHe YCTOHWHBBIX K APYTHM  BHJI2M
npu GepeMeHHOCTHY, | TEPAIHEN, «Jlnn npWeMa BHYTPBY,

[POTHRONOKA3aH x  «Cnocob NpPHMEHEHUA: CM.
[IPHMEHEHHIO ASTAM A0 12 1eT», YCIIOBHI | HHCTPYKIUMIO 1O TIPHMEHCHHION,
KpaHeHMs, NPeAYTPSANTENEHAS HANTHCD . «[lpenapaT C<TPOro [IPOTHBOTIOKA3AMH
«XpaHKUTh B HEJOCTYNHOM A nereif npn  GepeMEHHOCTI, «[Tpemnapar
MECTE», YCIOBHS OTMYCKA, MITPUX-KOZ, | POTHBOTIOKA3aH K NPHMOHEHMO
2D kopx («GTIN» - rnobamueil | AeTsM 10 12 ner», VCIOBUA XpaHeHHH,
MACHTHWKALHOHHEIH HOMEP TOProEOH = TpeynpeHTe bHas HAATIHCE
enuuMub;  «SN» -  MHIMBHTYQTHHBIA - «XpaHWTh B HEAOCTYMHOM JUIA pereit
cepniiHBTi HOMEp TOProBoit EUHWLIBI), MecTe, YCIOBUA OTITYCKA, INTPHX-KOJ,

PerHCTPALMOHHELH Homep, 2-D xom («GTIN» - rnobareHsH
HAaUMEHOBaHHE W a/(peC MPOU3BOIUTENA, AEHTHDURAITHOHHBIH HOMEP
HAMMEHOBAHME M @/peC BIAAENBIA | TOProBOW  eIMHHILL «SN» -
perHcTpalHOHHOTO YIOCTOBEPEHUA, WHIMBHYATBHBIH  COPUHHLIA HOMEP
Homep cepmu, «Ne cepuui», JaTy TOProBOH €/IHHHIbT),
maroropnenus, «Jflara m3r.»y,  AATY PeruCTPALOHHBIN HOMED,
WcTeueHUs Cpoka roaHocTd, «l'ofeH | HAMMEHOBAHUE " ampec
ao:». NpOM3BOIUTENA, HAMMEHOBAHWE W

JIOMONHKTENBHO HA AHTIIMHCKOM | aiipec Bialeibla PErUCTPALIMOHHOTO
A3BIKE YKA3RIBAIOT JIOTOTHI BIAJEIbUa | YAOCTOBCPCHNS, HOMEP CCPHH, «Ne
PETHCTPAIHOHHOTO YAOCTOBEPEHIA. | cepumi», JaTa M3rOTORICHH, «lata

| w3r..», [aTE  MCTeweHHs  CpOKa
| roauocTy, «ToaeH 1ot
JIONONHATENEHO HA AHITIHHCKOM
 s3BIKE YKa3aH JIOroTMIl  Brajenbla
| PETMCTPAILMOHHOTO YAOCTOBEPEHAS. |

SHEIL LIFE 2 years
_ CPOK F'OJTHOCTH | 2roma

- COMPLIES
 COOTBETCTBYET

Importing country / Ctpana uMIopTep:

Russian Federation / Poccufickas Qefepariis

Registration  Certificate No, / Homep
PerncTpalMOHHOIO YIOCTOREPEHUS,

TICP-004782/09 dated 16.06.2009 (re-issued 09.12.2019) /
JICP-004782/09 ot 16.06,2009 (1ara 3amexsi 09.12.2019)

Manufacturing  site  (production,  primary
packaging, quality release) / TIpoussoacTsentias
II0MaKa (TIpOM3BOACTEO, NEPBHYHASA
VIIAKOBKA, BBUTYCKAIOIIMA KOHTPO/IL Ka4ecTsa):

SMB TECHNOLOGY S.A., Zoning Industriel-Rue du Parc
Industricl 39, Marche-en-Famenne, B-6900, Belgium !/ CMB
TEXHOJIODKU C.A., 3onunr Hunycrpueas-Pio 1y [Mapx
Wnnyctpuens 39, Mapme-su-Pavent, B-6900, benbrud

Packaging site (secondary packaging) /
Vnakopmwyk  (BropHuHas  norpeburensckas
YIAKOBKAY:

JADRAN-GALENSKI LABORATORI d.d., Croatia, Svilno
20, 51000, Rijeka / AJPAH-I’ AJIEHCKH JIABOPATOPHUH
a.0., Xopsarus, Cextso 20, 51000, Puexa
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$ M B S.M.B. TECHNOLOGY S.A.
NNOVATOR IN GALENICS

sy acomeuance DEVELOPMENT & PRODUCTION

1 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.

HacTosimuM YAOCTOBEPAI0, HWTO TIPHBEJCHHAS BbIMEC uH(pOpMAIMS TOJUTWHHA W TOYHA. JlaHHas cepud
JeKAPCTREHHOIO NpenapaTa Obiia NPOH3BEAEHA B IOIIHOM cooTrercTEyM ¢ Tpebosanuamu GMP, TpeGoBarmiMH

-

PErHCTPALMOHHOrO JOCHE U HOPMATHBHOH NOKYMEHTALIH, YTBEPIKIEHHOH B CTPAHe-HMIOPTEDE.

KauecTrO NPOIYKTA COOTBETCTBYET JICP-004782/09-220419 Ham. 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
HacTosLAM MOATBEPIKIAI0, YTO BhIIIEYKA3AaHHAs CepUs PaspellcHa K BBILYCKY

Dat ,
T 22)06l 2024

Qualified Person
[Moamucs YIOTHOMOYEHHOrO TUla

ALINE SAINVITU
Qualified Person Deputy
SMB TECHNOLOGY
39, rue du Parc Indutriet
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