CMK-COM-037-®-001-03

NNOATBEPXKIEHWE COOTBETCTBW S CEPUM
Ne A-004/22 ot 17.01.2022

Hacmnmum NOATBEPKAAEM COOTBETCTBHE BBO3ZMMOro JIEKAPCTBEHHOrO npenapara Tpe605&HHﬂM.
YCTAaHOBNEHHBLIM MNPH €ro FOCYJJ,apCTBCHHOﬁ pervcTpaumH

Toproeoe HaumeHoBaHKE AKHekyTaH

MeKayHapoaHOe HENATEHTOBAHHOE HAMMEHOBAHHE HMaoTpetuHonn

JlexapcTsentas dopma : Kancynw

Jo3uposka 16 Mr

Dopma BeinycKa Bavcrep 10 kancyn x 3 (nadka
KapToHHaR)

Homep cepuu 21F16

O6bem maptun 7 032 ynak.

Hata Binycka 22.11.2021

Togex no 06.2023

Haumenosanue u agpec npoussoautens CMB TEXHONOIKK C.A.. 3omunr

(MpOM3BOACTBO, NEPBUYHAS YNaKOBKa, Hunycrprens-Pro ay Mapk Muayctpuens

BoINYCKAIOWMA KOHTPONb KayYecTsa) 39, Mapuwe-3n-Qamenn, B-6900. Benasrua

Hanmenosanue u anpec ynakosuyixa (BTOpMUHas AOPAH-TATEHCKH JIABOPATOPHH

YNaKoBKa) a.0., Ceunno 20, $1000, Pueka, Xopsarus

Homep u nata peructpaunostoro YAOCTOREPEHUS JICP-004782/09 ot 16.06.2009 (aama

- samenst 09.12.2020)
Homep HopmaTusnoi nokymenTaumu JICP-004782/09-2204 19 Ham. Ne 1-2
Hanmenosanue n aapec nepxarens ANPAH-TAJIEHCKW JTABOPATOPHH
ErUCTPALMOHHOTO YAOCTOBEPEHMS a.0., Counuo 20, 51000, Prexa, Nopsatia

OrsercreenHoe nuuo: meHepnep no obecneuennio kauvectsa 000 SIAPAH» Hocenko 10.A. no
Aosepenxocty Ne 2828-2021 ot 28.06.2021,

Hara: 17.01.2022

000 «R4PAH»
Appec mecra Haxompeumn: 107564, r, Macuna,

Agpec ANA HanpacneHun nourosol Ko OHACH E
PRECNOHGeHLMK! 119330, Mockua Ao
e’ -/¢ENC_ +7 (499}14} 3-33-71 r MOHOCONCKUA npacnaey 33, o Vil

e-mail: Jadran@igl.ry

Y. KpacuoGorarsiperan, o, 6, ¢rp.6




S.M.B. TECHNOLOGY S.A.

NNOVATOR IN GALENIC
SAFETY & COMPLIANCE

DEVELOPMENT & PRODUCTION

Product name / Hassanue npenapara:

ACNECUTANR® capsules 16 mg, (blister) 10 x 3 (carton
box)
AxnexyTan® kancyast 16 mr, (6nuctep) 10 x 3 (navka

KapTOHHAs)
Batch / Cepus: 21F16
Manufacturing date / Jlata npon3BoaCTRa: 06.2021
Expiry date / Tonex ao: 06.2023
Date of analysis / laTa npoBeieHHs aHaIM3a: 01.10.2021

Name of the APl / Haumenosanue
dapManeBTHYEeCKOH CyOCTaHLIMHU:

Isotretinoin / M2o0TpeTuHOMH

API batch No. / Homep cepuu hapMaueBTHYECKOH
cyGCTAHLMH!

M2100203

API Manufacturer / Ilpoussonurens
dhapMaleBTHYeCKOH cyBcTaHLHu:

OJIOH C.n.A. ({ususuone Conmar), Hramis
OLON S.p.A. (Divisione Solmag), Italy

CERTIFICATE Ne 28690-1218
CEPTHO®HUKAT Ne 28690-1218

~ PARAMETERS REQUIREMENT e RESULTS _
. TAPAMETPBI j _TPEBOBABMSA =~ PESYJIBTA.TI:I i
APPFARANCE Hard Uelatm capsules No. 1, with whlte COMPLIES
body and green cap. Capsules content is |
| a wax-like paste of orange color. ‘
| ONTMCAHHME  COOTBETCTBYET
; Teepable >KEeMTaTHHOBbIE Karcylbl Ne 1|
\ kopryc ©enoro  1BeTa,  KpblUEuKa
E: 3eseHoro useta. ConepIKMMOe Kancyn —
l BoCcKOODpasHas — rnacTa  OpaHKeBOro |
L LBeTa. :
| IDENTIFICATION OF
| ISOTRETINOIN ~
l 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 | o
' correspond to the UV spectrum taken at |
' the top of the isotretinoin peak on the
chromatogram of the standard solution | _
:"nga- 10f6
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S.M.B. TECHNOLOGY S.A.

S
SAFETY & COMPLIANCE

DEVELOPMENT & PRODUCTI_ON

B-6900 MARCHE EN FAMENNE
BELGIUM

Tél. +32(0)84 32 04 50
mailcontact@smbtech.be

TVA - BTW BE 0431 842 812
RPM - RPR MARCHE

~ PARAMETERS - REQUIREMENT RESELTS . =
TAPAMETPBI Spi TPEBOBAHUWA PE3VJIBTATHI
| The UV spectrum recorded in the |
; wavelength range from 190 to 500 nm
[NOAJTMHHOCTD
H30TPETMHOMHA
1. BOXX Bpems ynepskuBauusa ocHoenoro nmka | COOTBETCTBVET
Ha  XpOMaTorpamMme  HCIIbITYEMOro
pacTBOpa,  MPHrOTOBIEHHOrO s
| KOHYECTBEHHOIO onpeneneHus,
; | MOKHO  COOTBETCTBOBATD BPEMEHH
YACPIKUBAHHA OCHOBHOTrO nMKa
M30TPETHHOMHA Ha  XpOMATOrpamme
CTaHIapTHOIO PacTBOpA. {
| 2.BOXKX/VO- Y®-cnexrp, cHateiii B Bepwune nuka  COOTBETCTBVYET
CIHEKTPOPOTOMETPHA | msoTpetmHOMHa Ha  Xpomartorpamme
c JHOIHO-MATPHUYHBIM | MCIIBITYEMOTO pacTBopa,
JETEKTOPOM TNPUrOTOBJIEHHOrO /15 KOJMHMECTBEHHOrO |
OMpeneneHus, NOMKEH COOTBETCTROBATh |
Y®-cnexrpy, CHATOMY B BEpLUMHE THMKA
M30TPETHHOMHA Ha  XPOMATOrpaMmme |
i CTaHJapTHOro pactsopa
! V®-cnekTp perHCTpUpYKOT B HHTEpBaje
anud Bosid ot 190 1o 500 um
DISINTEGRATION Not more than 45 minutes (with discs). COMPLIES
. GPh or EU Ph |
PACITAJAEMOCTD ! He 6onee 45 muH (¢ auckamvu) COOTBETCTBYET
'® unu Erp.d. i
DISSOLUTION Not less than 80 % (Q) isotretinoin after 60 |
| UV- spectrophotometry minutes. 101 %
PACTBOPEHHE | He menee 80 % (Q) wusorperuHOuHa |
VO-cnektpodoTomMerpust | uepes 60 MHH 101 %
RELATED SUBSTANCES | Tretinoin - no more than 1.5 %, 0.0%
(HPLC) Single identified impurity - no more than |
1.0%, 0.3 %
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% | 0.3%
{ POJCTBEHHBIE | TpetunouH - He 6onee 1,5 %, | 0,0%
| IPUMECH | |
e ‘Page 206
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S.M.B. TECHNOLOGY S.A.
NNOVATOR IN GALENICS
| !s,qpms.compumce DEVELOPMENT & PRODUCTION
e PARA&IETERS_“] - REQUIREMENT Sh Al ERESUETS
. TAPAMETPBI : ~ TPEGOBAHHUSA eSS PESYJIBTATH
i (BB}I{X) Enmmrmaa HAEHTH(OHUMPOBAHHAS ‘ 0,3%
| npuMecs - He Bonee 1,0 %, !
g Enuunynas HEHICHTHPUUMPOBAHHAS |
npuMecs - He Gonee 0,2 % | He oGHapyxeHo
| Cymma HEMACHTH(HLHPOBAHHBIX |
npumeceit — He Gonee 0,5 % | He OBHapyKeHO

L Cymma npumeceii — ne 6onee 2,5 % 0,3%
| DOSAGE UNIFORMITY | Pursuant to the requirements ' COMPLIES

GPh RF | |

GPhCh.1.4.2.0008.18 or ‘
| EU Ph, 2.9.40 i
‘ |

OAHOPOAHOCTH B cooretcteuu ¢ tpeGoanusmu | COOTBETCTBYVET

JIO3UPOBAHMSI |

I'd PO ODC.1.4.2.0008.18 |

wan Esp.®., 2.9.40

i MICROBIOLOGICAL

| Category 3A
| CONTAMINATION The total number of  aerobic |
| microorganisms is not more than 10° CFU |
| lin 1 g (ml) | Less than 10 CFU
( | The total number of fungi-no more than |
| 10°CFU in 1 g (ml) \ Less than 10 CFU
Absence of Escherichia coli in 1 g (ml) : ABscad
\ .
- MMKPOBHOJIOTUYECKASI| Kareropus 3A f
YHUCTOTA Obuee 4HCTIO adpoOHBIX |
5 MHKpoopraHu3mMos He Gonee 10° KOE g |
| 1 r(mn) | Menee 10 KOE
O6wee uucno rpubos — we Gomee 10° ’\
KOE 8 1 r (mn) ' Menee 10 KOE
l Ortcyrereue Escherichia coli B 1 1 (M) | Oreyrereyer
ASSAY OF From 15.2 mg to 16.8 mg per 1 capsule | | 15.6 mg
ISOTRETINOIN ' (from 95% to 105 % of the labeled (98%
(HPLC) [ strength)
KOJIMYECTBEHHOE Ot 152™mr 0o 16,8 Mr B | kancyne (ot | 15,6 mr
OINPEIOENEHUE 195% mo 105% or zasenennoro | (98 %)
HM30TPETMHOWHA conepIKaHus)
(B2XX) ;
' STORAGE CONDITIONS | At the temperature not above 25 °C,inthe | COMPLIES
original package. ‘
- YCJIOBHA XPAHEHU S Ilpu Temnepatype He sbime 25 °C, B | COOTBETCTByET

OPUrMHAILHON YNAKOBKE

i Pag'egfof's
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INNOVATOR IN GALENICS
SAFETY & COMPLIANCE

S.M.B. TECHNOLOGY S.A.

DEVELOPMENT & PRODUCTION

(BBICOKMIA pUCK BPOKAEHHBIX MOPOKOR
pasBHUTHA)»,  HOMED  CEpMM,  JaTy
W3rOTOBNEHUSA, 1ATy HWCTEYEHWA CpOKa
FOIHOCTH.

JIOTIONHMTENBHO Ha  aHIJIMICKOM

| A3bIKE YKa3biBAIOT JJOTOTHIl BIAAEbLA

PETHCTPALMOHHOTO Y10CTOBEPEHHA.

Ha sTopHuHO# (noTpe0UTeNbCKO)
YIAKOBKE Ha PYCCKOM f3bIKE YKa3blBAOT:
TOProBO€ HAMMEHOBAHHWE Ipenapara ¢
MpeayTpeiMTeNbHON  MapKkHpoBkod ®,
MEMXIYHApOLHOE HETIaTCHTOBAHHOE
HAUMEHOBAHUE, JIEKapPCTREHHYO dopmy,
JO3HPOBKY, KOJ/IMY4ECTBO Karncyll B
yraKorke, MHOPMALMIO O COCTaee
(HanMeHOBaHHE u coleprKaHne
JeHcTBYIOMero BellecTea B | Kancyne,
nepevyeHb HAMMEHOBaHHH HEKOTOPBIX
BCNOMOTraTENbHbIX BEIUECTE B PCAAKLMK!
«BcrnomoraTenbHbie BELLECTBA!
CTEAPOWIMAKPOTONIIHLEPH)L,  COEBBIX
G000 Maciio, copOUTaHa oneaT u ApYrHe

| MEXKIYHapOAHOE

| hopma,

: PARAMETERS REQUIREMENT - RESHLTS. &7 -
. ‘TIAPAMETPBI | __ TPEBOBAHMS Lhe - PE3YJBTATHI -

PACKING 10 or 14 capsules in the PVC/Al blister. | 10 capsutes in the PVC/AL bhster
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. 5
capsules with the instruction for use are

\ placed in a collapsible carton box.

VITAKOBKA | Tlo 10 unwm 14 kancyn B TIBX 6sucrep, 10 kancyn B [IBX Gnucrepe,
MOKPBITHIH amoMuHueBol Goabroit. [1o | NOKpHITOM amoMUHUEBOH QOIBrOH. 3
2,3,5,6,9 umn 10 Gnucrepos no 10 GnucTepa NoMelLeHbl B KapTOHHYIO
kancysn uan no 1, 2, 4 uau 7 6amMcTepoB | MauKy BMECTE C UHCTPYKLIMEH 1o |

| o 14 xancys NoMewaroT B KApTOHHYIKO | [IPUMEHEHHIO. |
‘( nayKy BMecTe ¢ HHCTPYKLIHeH no :
| IPHMEHEHHIO. | - |

MARKING MAPKHPOBKA | MAPKMPOBKA 1

Ha nepeuuHOli  ymakoeke Ha | Ha nepsu4HON ynakoBke Ha
MAPKHMPOBKA DYCCKOM fi3blK€ YKA3BIBAIOT: TOProBOE = PYCCKOM f3blKe YKA3aHO: TOProBOE |
HAUMEHOBaHHE npenapara ¢ | HAMMEHOBaHHe npenapara c |
3 NpeaynpeIMTeNbHOH MapkMpoBKOH ®, nNpeaynpeanTeNbHON MapKHpPOBKOH ®,
MEKIYHapOOHOE HEMATEHTOBAHHOE | MEKIYHAPOIHOE  HEMATEHTOBAHHOE |
HaUMEHOBAHME, JIEKAPCTBEHHYIO (OpPMY, | HAHMEHOBaHHE, JIEKapCTBEHHAA |
AO3HPOBKY, KONH4YECTBO Kancyn B (bOpMEE, J03UPOBKa, KOJIUYECTBO
YIIAKOBKE, NpenynpeanTeIbHYIO | Kancys B VIaKOBKE, |
Hannucek:  «Buumanue!  AOCOMIOTHO | mpeaynpenuTensHas HATMHC: |
NpPOTHBONOKa3aH Tpu  OepemenHocTH | «Bunmanue! ABCOMOTHO |

NPOTHUBOMNOKA3aH TIpH OepeMEHHOCTH
(BBICOKMH PHCK BPOXKAEHHLIX MOPOKOB |
pasBUTHA)», ~HOMEp CepuM, Jnara
M3rOTOBJIEHM, QATa MCTEUEHHS CPOKa
TOIHOCTH. ‘
JlornonHUTenbHO HA AHTIHHCKOM \
A3bIKE€ YKaszaH JIOrOTMN Bjajenbua |
PErMCTPALIMOHHOTO YAOCTOBEPEHHA.
Ha BTOPUYHOM
(noTpefuTenbCKOH)  YNAKOBKE  Ha
PYCCKOM si3bIKE YKa3aHO: TOProBoe
HAaWMEHOBAHHE Mpenapara &
NpenyTpeAUTeNBHON Mapkuposkod ®,
HEMaTeHTOBAHHOE
JIEKapPCTBEHHAS |
KOJIHYECTBO

HaHWMEHOBAHHE,
JO3HPOBKA,

| Kamcyn B ynakoBke, MHGpOpMaLuMs O |

cocTaBe (HaMMeHOBaHHE H
codepikanue AEHCTBYIONIEro BELIECTBA |
B 1 kancyne, nepedeHs HAMMEHOBAHHH

Rue du Parc Industriel, 38
B-6900 MARCHE EN FAMENNE
BELGIUM

Tél. +32(0)84 32 04 50
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S.M.B. TECHNOLOGY S.A.

LNNOVATOR IN GALENICS

SAFETY & COMPLIANCE DEVELOPN[ENT & PRODUCTION

REQUIREMENT - s e ARESUETS e
. ; . TPEBOBAHUS .~ PE3VJbTATHI
YKa3aHHble B MHCTPYKUMM»), «[Ina | «Benomoratenshbie BEILECTRA:

NEUSHUA: TOKENbIX (OPM aKHe, akHe ! CTEAPOUIMAKPOrONTANIEPHI, COEBLIX
I YCTOHYHMBBIX K ADYTHM BHAAM Tepamuuy, | 60608 macno, copbutama ogear u
«[lns mpuema  BHyYTpb», «Crioco$ | Opyre, yKasaHHBIC B MHCTPYKLIMH®),
[PUMEHEHHA: CM. HWHCTPYKUMIO 10 | «/Ins nedeHus: Tskembx (GopMm akHe;
npumeHenuio»,  «[lpenapaT  cTporo = akHe yCTOH4YMEBIX K JApPYrMM BHIAM
NPOTHBOMNOKA3aH MK OEpPeMEHHOCTHY, | Tepamuu», «[1s npuemMa BHYTpbY,
«[Ipenapar NPOTHBOIMOKA3aH K | «Cnocob NPUMEHEHHS: cM. |
MPHMEHEHHIO IETAM 110 12 1eT», YCIIOBHA | MHCTPYKLMIO [0 [PUMEHEHHION,

‘ XPaHCHHA, NpenynpeanTensHas Haanuee | «[Ipenapar crporo mpoTueonokasan ‘
‘I «XpaHuTb B HENOCTYMHOM [Ns JeTel | MpH  GepeMEeHHOCTHY, «[Ipenapar |
{ MeCTe», YCNOBMA OTMYCKa, WITPHX-KOH, | TMPOTHBOMOKA3AH K ﬂpnmeHeHmo|
| 2-D kon («GTIN» - rnobansubiit | metsm go 12 ner», YCJIOBHS XPaHEHHS,
MICHTU(HKALMOHHBIH HOMEP TOProBOH | I[IpeynpeanTensHas HAZIMHCh |
CAMHHMIBL, «SN» - MHAMBMAYaNbHBIN | «XPaHHTL B HELOCTYIIHOM IUIA AETeH |
CepUHHBIH HOMEP TOPrOBOH eAMHMILLI), = MecTe», yCIAOBHSA OTMYCKA, INTPHX-KOL,
PErHCTpaUMOHHBIH Homep, | 2-D kox («GTIN» - rnoGanbHbiii |
HaMMEHOBAHWE U a1peC NPOM3BOANTENS, | WISHTHOUKALMOHHBIH HOMED |
HauMEHOBAHHE W aJpec BAajensla | TOProBOH  eIMHMLbL «SN» - |
PErUCTPALMOHHOIO YAOCTOBEPEHHs, | HHIHBHIYATbHBIH CepHHHbIH HOMep |
HOMep cepuH, «Ne cepuu:», nary l TOProBoH €HHHLIbL),
M3roToBaeHMa, «Jlata  M3r.», Jary | perMcTpauMOHHEBIN HOoMep, |
HCTEYEHUS Cpoka rofaHocTH, «['OfeH | HauMEeHORaHHe H anpec |
0. MPOU3BOAMTENS, HAWMEHOBAHHE W |
JIONONHUTENLHO  HA  AHMMMIACKOM | apec BAafeNbld PeruCTPALMOHHOIO |
f A3bIKE YKa3bIBAIOT JIOTOTWN BJALE/IbUA | YAOCTOBEPEHUS, HOMEp CEepHH, «Nc_wi
PETrMCTPaLMOHHOrO YIOCTOBEPEHHS. cepMM:», Jara M3roToBneHus, «/lara |
|

M3r..»,  JaTa  WCTEYEeHMs cpoxai
roaHoctH, «I'oneH ao:».

‘ JIONONHUTENBEHO HA AHTMACKOM |
A3bIKE YKazaH JIoroTHIN Bnanenhua’
‘ PETHCTPALHMOHHOIO YIOCTOBEPCHMUA. |

SHEIL LIFE 2 years - COMPLIES

CPOKT'OOHOCTH 2 roaa ‘ COOTBETCTBYET

Importing country / Ctpaxa ummnoprep: Russian Federation / Poccuiickas Qenepatms

Registration ~ Certificate  No. /  Homep | JICP-004782/09 dated 16.06.2009 (re-issued 09.12.2019) /
PerucTpalMOHHOrO Y0CTOBEPEHHUS: JICP-004782/09 ot 16.06.2009 (nata samens 09.12.2019)

Manufacturing  site  (production, primary | SMB TECHNOLOGY S.A., Zoning Industriel-Rue du Parc
packaging, quality release) / ITpoussoacteennas | Industriel 39, Marche-en-Famenne, B-6900, Belgium / CMb
naomanKa (npou3BOACTBO, nepeuunas | TEXHOJIOIDKKU C.A., 3onunr Muayctpuens-Pio ay IMapk
YNaKOBKa, BBINYCKAOLMI KOHTPOIb KauecTa): | Muaycrpuens 39, Mapie-au-MPamenn, B-6900, bensrus

Packaging site (secondary packaging) /| JADRAN-GALENSK] LABORATORIJ d.d.; Croatia, Svilno
YnakoBwMK  (BTopuuHas  morpeburensckas | 20, 51000, Rijeka / AJPAH-TAJIEHCKHA HAEOPATOPI/IH

YIaKOBKa): a.0., Xopsarus, Ceuino 20, 51000, ?meﬁa

| Page5ofs
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S.M.B. TECHNOLOGY S.A.

INNOVATOR IN GALENICS

sareTy scompuiance  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.
HacrosumiM  ynocrosepsio, 9To npuencHHas sbiue WHQOpMaLUMA NomNMHHA M TouHa. JlaHHas cepus
7IeKapCTBEHHOrO npenapara Gbina NPOU3BENEHA B NOIHOM COOTBETCTBHM ¢ TpeGoBanmavu GMP, TpeOOBaHUAMHK

CrUCTPALIHOHHOrO 10Che W HOPMATUBHOM JOKYMEHTALMH, YTBePKAEHHOI B CTpaHe-UMIopTepe.

Kayecteo nponykra coorserceyer 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
HacToawmm noaTsepkiaro, uTo BhilleyKasaHHas cepus paspelueHa K BBITYCKY

Date {
aTta ‘

2 22\1\ 25 % [

Qualified Person

[Moanuce YnonHoMoueHHOTO HLa ALINE SAINVITU

Qualified Perscn Deputy
SMB TECHNOLOGY
39, rue du Parc Indutriel

8-6900 Marche-en-Famenne
'(/——-“"—:hm—%—m”—.-—?—b‘-——_—“)
& m‘ﬂ;\ .
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