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TIOATBEPXXJEHVE COOTBETCTBUA CEPUM | ;
Ne 51-0211/22 ot 28.09.2022 i} 5 B

CMK-COI1-037-0-001-04

HacTosmuMm moarBepikaeM COOTBETCTBHE BBO3HMOIO JIEKapCTBEHHOIO npenapaTa Tpeﬁosarmsm

YCTaHOBJEHHEIM IIPH €r'0 ToCyIapCTBCHHON PETHCTpalvA ;

Toproeoe HauMeHOBaHHE AKHEKyTaH : i
MexayHapoaHOe HENaTeHTOBaHHOe HanMeHoBarHe | M3oTpeTHHOHE 1 !
JlexapcTBeHHas hopma Kancys

Jlo3supoBka 16 mMr

®dopma BEIyCKa Brrcrep 10 kamcyn x 3 (naqlca KapTomaax)
Howmep cepun 22D25 § 3 L
O6zrem naprum 7075 ynax, - i1 i
JlaTta BBIIYCKA 14.09.2022 :
Topmen no 04.2024

HaummvernoBaHue ¥ anpec IpOH3BOAUTENS
(mpon3BOACTBO, MEpPBUYHAS YIIAKOBKA,
BEITYCKAIONIMI KOHTPONb Ka9eCTBA)

CMb  TEXHOJIOJDKHM, C.A., 3osuMHr
Aupycrpuems-Pro ay Ilapk HMaxycrpaens
39, Mapme-3a-Mamers, B-6900, bensrus

HamMenoBanue ¥ anpec yIaxoBIIHKa (BTOpHYHASL
YIIaKOBKA)

SIIPAH-TAJIEHCKY JIABOPATOPHI |
a.0., Ceuao 20, 51000, Prexa, XoppaTus

HOMep H JaTa pCrHCTPAlHOHHOIO YAOCTOBEDEHHA

JICP-004782/09 or 16.06.2009 (mata
samens! 09.12.2019) '

Homep HOpMaTHBHOH JTOKYMEHTAHH

JICP-004782/09-220419 M3m. Ne 1-3 -

HaunmMenoBanne 1 anpec nepxarens
PErHCTPAHOHHOTO YAOCTOBEPEHUS

SIMPAH-TAJIEHCKMA J‘IABOPATOPI/[ﬁ_

a.0., Ceumao 20, 51000, PHeRa, Xopaama

OtsercTBennOE MHIO: 3aBexyromuit cknanoM 000 «SAJPAH» BepGennena O.A. 1o JOBEpeHHOCTH

Ne 3017/2022 ot 01.03.2022.

4

IToxamuce:

000 «RAPAHN

Agpec mecTa naxompaenva: 107564, r. Mockea, yn. KpachoBoratsipekas, b, €, crp.6 { f '_| :
Appec pas HanpaBNRHUA NOYTOBON KoppecnoxaeHymn: 119330, Mockaa, lomosocosckuit npocnext 38, oduc VI 1

Ten./danc: +7(499)143-33-71
e-mail: Jadran@igl.ru

Hara:28.09.2022

FEE



S.M.B. TECHNOLOGY S.A.

sarervscowelance DEVELOPMENT & PRODUCTION

Product name / Hazsaxwe npenapara:

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

ApPMANEBTHIECKOH CYOCTaRIHM;

box)
AxueryTaH® kancynst 16 mr, (6mucrep) 10 x 3 (mauxa
KapTOHHAS)

Batch / Cepua: 22D25

Manufacturing date / [lata nponssonctea: 04.2022

Expiry date / Togen zo: 04.2024

Date of analysis / lata nposenenis ananmsa: 08.08.2022

Name of the API / HaumeroBaHue Isotretinoin / Msorperuronn

[ API batch No. / Homep cepun
cyOcTarIME:

¢apmanesTHyeckoi | M2200044

B gelatin capsules

API Manufacturer / [Tponseourens OJIOH C.n.A. (Taeusuone Conmar), Hramis
pManeBTHIeckol cyGeTanmmu: OLON S.p.A. (Divisione Solmag). Italy
CERTIFICATE Ne 30053-950
CEPTHOHKAT Ne 30053-950

Fw

No. 1, with white | COMPLIES
body and green cap. Capsules content is
a wax-like paste of orange color.

Teepnpie xemaTHHOBBIE Kancymsi Ne 1
kopryc feioro uBera, Kphieyxa
3eneHoro ugera. CoXepKHMOe KANCyn —
BoCKOOOpassas  nmacta  OpamKeBOro
BeTa.

COOTBETCTBVYET

IDENTIFICATION OF
ISOTRETINOIN
L.LHPLC

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

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.

The UV spectrum recorded at the top of | COMPLIES
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
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B S.M.B. TECHNOLOGY S.A.

ENNOVATOR IN GALENICS
SAFETY & COMPLIANCE

DEVELOPMENT & PRODUCTION

e A o Sl Nl il b il

sc recorded in the |

The

uv
| wavelength range from 190 to S00nm =~ |
| IOUIMHHOCTE
- U30TPETHHOHHA .
{ 1. BOXX Bpems ynepwusamua ocmossoro mmka | COOTBETCTBYET
‘ Ha  XpOMarorpamMme  HCHOBITYEMOT'O
! PacTBOpa,  OPHTOTOBIEHHOTO AT |
; KOJIHYECTBERHOrO onpeenerms, |
g HOIDKHO ~ COOTBETCTBOBATE  BpEMEHU |
; YIOEPKHBAHAL OCHOBHOT'O IHKa
‘ H30TPETHHOHH2 Ha XPOMaTorpamme
i CT2HIapTHOrO PacTBOpa.
i 2.BOXX/ Y- Y®-cuextp, crATHI B Bepunme muxa | COOTBETCTRBYET
[ CIIEKTPO®OTOMETPHUSA | wsoTpernHowsa ma XpOMaTOrpamMme
| e OHOIHO-MATPHYHEIM | HCIEITYEMOrO pacTBopa,
| meTexTOpOM MPHTOTOBAEHHOrO I KOMUYECTBEHHOTO
OIPENEeNeHH, JO/DKSH COOTBETCTBOBATE
f Y®-cniexTpy, CHATOMY B BEpIUMHE LHKA _
H30TPETHHOWH2 Ha XpOMATOrpamme f
CTaHIapPTHOIC pacTBOpa ]
Y®-ciieKTp perHCTPHPYIOT B HHTepBane
' utiE BomH oT 190 no 500 aM
| DISINTEGRATION Not more than 45 minutes (with discs). COMPLIES
' GPhor EU Ph
. PACIAJAEMOCTB He Gonee 45 Mux (¢ auckavu) COOTBETCTBYET
| I'® rnm Esp.@.
| DISSOLUTION Not less than 80 % (Q) isotretinoin after 60
{ UV- spectrophotometry minutes. 97 %
|
!
PACTBOPEHHE He mecnee 80 % (Q) wusorpersmomnna
Y@-cnexTpodoToMeTpHs gepes 60 mum 97 %
RELATED SUBSTANCES | Tretinoin - no more than 1.5 %, Not detected
(HPLC) Single identified impurity - no more than
1.0%, 10.3%
Single unspecified impurity - no more |
than 0.2% 10.0% '
Total unspecified impurities - no more |
than 0.5% 1 0.0%
Total impurities - no more than 2.5% | 0.3%
POJCTBEHHBIE Tpersronn - we Gonee 1,5 %, He 0DHapyXeHO
| IPUMECH
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S.M.B. TECHNOLOGY S.A.

OVATOR IN GALEN

s=rvacowimcs DEVELOPMENT & PRODUCTION

s

Enurvveas waeRTabumposansas | i
pEMecE - He Sonee 1,0 %, 10,3% i
Emumwanas  mempenmuuupposannax | ;
| mpuMecs - e Goaee 0,2 % 10,0% :
| Cymma HEeHIeHTHOHITPOBAHAKIX f _ |
npumecei — He Gonee 0,5 % 0,0 %
S Cymma opumeceii — ne Gomee 2,5 % 0,3% ‘
DOSAGE UNIFORMITY Pursuant to the requirements | COMPLIES
GPh RF |
GPhCh.1.4.2.0008.18 or | ﬁ
EU Ph, 2.9.40 i |
OJHOPOTHOCTh B cootsetcraEE ¢ TpeGopanusnm COOTBETCTBYET
HO3HPOBAHUA
I'® PO ODC.1.4.2.0008.18
e Esp.®., 2.9.40
MICROBIOLOGICAL Category 3A
CONTAMINATION The total number of aerobic
microorganisms is not more than 10° CFU
|in1 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 Escherichia coliin 1 g (ml) Absent
MHKPOBHOJIOFHQECKA}IE‘ Kateropus 3A
9HCTOTA | O6mee qmCno a5pOBHEIX
' MHMKPOOpraEMsMos He Gonee 10° KOE B
:‘ 1r (mn) Menree 10 KOE
' O6mee arcno rpubos — He Gomee 102 i
KOEslr(wp Meree 10 KOE
| Orcyrersue Escherichia colis 1 r (nom) Oteyterayer
| ASSAY OF From 15.2 mg to 16.8 mg per 1 capsule | 15.7 mg
| ISOTRETINOIN (from 95% to 105% of the labeled | (98 %)
(HPLC) strength) ,
KOJIMYECTBEHHOE Ot 152 mr n0 16,8 ar B 1 xancyne (ot | 15,7 mr [
OIIPEOEJIEHUE 95% po 105% or 3agenemmoro (98 %) : |
W3O0TPETHHOMHA COAEpKAHHA) |
%O ;
STORAGE CONDITIONS | Atthe temperature not above 25 °C, in the | COMPLIES B
original package. g
!
YCIIOBUA XPAHEHUS | Mlps Temmeparype me pame 25°C, 8| COOTBETCTBYET f
L OPHTHHAILHON YOAKOBKE |
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T DEVELOPMENT & PRODUCTION

10 or 14 capsules in the PVC/A] blister.
2,3, 5, 6,9 or 10 blisters with 10

| capsules or 1, 2, 4 or 7 blisters with 14

capsules with the instruction for use are
placed in a collapsible carton box.

' 10 capsules in the PVC/AI
' blisters with the instruction for use are

&

blister. 3

placed in a collapsible carton box.

| VIIAKOBKA Tlo 10 wmm 14 kancyn s [IBX Gmacrep, 10 kancyn 8 [IBX Gaucrepe,
J TOKPBITHIA amoMuHMeBol Goasroi, [To TIOKPBRITOM &MFOMAHKEBOH (obroi. 3
! 2,3,56,9wm 10 6mucTepos no 10 6micTepa noMemens: B KADTOHHYIO
; Kancym wm no 1, 2, 4 wia 7 6aucrepos [IAYKy BMECTe C HHCTPYKuuel no
! 1o 14 xancyn nomemaroT B KAPTOHHYIO | MpHMeHeHw:o,
| [IAYKY BMECTE ¢ HHCTPYKIUMEIH 110
? IPHMEHEHHIO.
| MARKING MAPKHPOBKA MAPKHPOBKA
Ha nepsuwynodi  ymakoeke ma Ha nepsuamolt ymaxoske ma
PYCCKOM f3KIKE YKA3EIBAIOT: TOPrOBOE | PYCCKOM S3MIKE YKa3aHO: TOProsoe

HaHMEHOBAHHE Iipenaparta c
NPERYTPEAMTENEHOR MapkupoBkol ®,
MEXIYHAPONHOE HENaTeHTORAHHOE
HaUMEHOBAHHe, JIeKapCTBEHHYIO BopMy,
AO3HPOBKY, KONHYECTBO Kancya B
YIAaKoBKe, NIpeRyNpeANTEBHYIO
Hammuce:  «BuuMmarue!  AGcomorHo
NpOTHBOTIOKa3aH Ipu  GepeMeHHOCTH
(BBICOKMIH DHCK BDOMIEHHEIX MOPOKOB
PasBUTHL)», HOMEp  cepuH, aary
H3TOTOBNEHMS, JATy HCTeHEHMS Cpoka
TOJHOCTH.

JomonHuTensHO Ha  aHrAmMiickom
A3bIKE YKA3BIBAIOT JIOTOTHII BiafeibLa
PETHCTPAHHOHHOIO YOCTOBEPEHHS.

Ha sropuunoif (notpeburensckoit)
YT2KOBKE Ha PYCCKOM A3KIKE YKA3LIBAIOT:
TOProBO€ HaMMEHOBaHHe Mpenapara C
[pCYNpEAUTENILHON MapKHpoBKOH ®,
MEXIYHApOHOe HETIATeHTOBAHHOE
HAHMCHOBAHHE, JIEKAPCTBEHHYIO GopMy,
AO3MPOBKY, KONMYECTBO KanCyl B
YI2KOBKe, MHPOpMalIo o0 cocrase
(HamMeHORaHWE H conepxKanMe
IeHCTBYIOMWeEro BemecTea B 1 Kancyne,
[I€PeieHs HAWMEHOBAHHI HEKOTOPBIX
BCIOMOTATETEHBIX BELIECTE B PEAAKITHA;
«Bcriomorarenmsuele BEINEecTRa:

HaHMEHOBAHUE npenapata c
NpeaynpeauTebHOR MapKuposkoit ®,
MEHNYHADOMHOE  HEMaTeHTOBAHHOE

HaHMEHOBaHMeE, 7eKapeTBeHHas |
dopma,  nosmpomka, kommuecTso |
Kancys B ynaxosxe, |
OpeaynpenyTensHas HAIKCH: |
«Bunrmarnue! ABCOMOTHO |

[IPOTHBONOKA3aH Mpu OepeMeHHOCTH
(BRICOKHI pUCK BPOKICHHBIX TIOPOKOB
PA3BHTUA)», HOMED Cepum, jarta
U3TOTOB/IEHHS, JaTa MCTEYEHHA CpOKa
TOAHOCTH.

Honossurensro Ha anrnmiickoM
A3bIKE YKasaH [OrOTHII BAaensHa |
PETHCTPALHOHHOTO YAOCTOBEPEHHS,

Ha BTOPHYHOH
(motpeburensckoii)  ymakoske Ha
PYCCKOM sA3bIKE€ YKa3aHO: TOProBOE
HAHMMEHOBaHHE npenaparta c
TIpEeXYNpeUTENsHOM MapKUpOBKOH ®,
MEXAYHAPOAHOE  HENMATEHTOBAHHOE
HaMMEHOBaHHE, NeKAPCTBeHHAA
dopma,  J03MpOBRA,  KOMMMECTREO
Kancyn B ynakoeke, MH(pOpMaLMa o
COCTaBe (HarMeHOBaHKe 4
CONEPKAHHME JCHCTRYIOMErO BEIECTBA
B 1 Kancyne, nepeuens HaUMEROBAHHI

cmapcmmaxporom‘mepm COCBBIX HEKOTOPBIX BCITOMOraTe/IbHbIX
Go6on Maclo, copbuTana onear u IOPYTHE, | BEIIECTR B PeOaKIiy:
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S.M.B. TECHNOLOGY S.A.

| YKa3aHHBIE B HMHCTPYKOHM»), «[na
| IEYECHHA: TSOKEBIX dopm akme; axme
YCTOHYHBBIX K IPYTHM BHAAM TEParmAH»,

«Tns  npuema BHyTps», «Coocob
| MPHMEHEHHMS: CM. HHCTPYKOMIO TIO
| opEMenermion,  «IIpemapar  crporo

| IPOTHBOMOKA3AH TIPH GepeMeHHOCTHY,
«IIpenapar MIPOTHBOMNOKA3aH K
OpPUMEHEHHIO AeTaMm fo 12 net», yenosua
XPaHCHHA, [peIyTIpeMTeNbEas HAOIHCh
«XpaHWT: B HEAOCTYIIHOM Wi geTeil
MCCTEY, YCIOBHA OTIYCKA, IITPHX-KOZ,
2-D won («GTIN» - rnoBarensml
HICHTHQHKALIMOHHEIH HOMEP TOProBOW
COHHHMLEL; «SN» - HHIMBHAYaNEHBI
CEpHIfHEIA HOMEP TOProBOH EAMHMIET),
PErHCTPAIMORHEIA HoMep,
HAHMCHOBaHHE M azpec MPOH3BOMMTENS,
HAHMEHOBaHHE H afipec RiIameasna
PErHCTPAHOHAOrO YOOCTOBEPEHMS,
HOMEp cepHH, «No cepui:», gmary
wsrorosneHns, «lara mr.», jary
HCTEYeHHA CpOKa TOmHOCTH, «[omeH
OO,

JOnOnHATENEHO Ha  aHIIHMcKOM
A3BIKe YKa3BIBAIOT JIOFOTHI BIAJENbIA

Sak f R
«BcnoMoraresHse BEIIECTBa: |
CTCapOHNMMAKPOTOIITHIIEDH], COSBBIX |
GoGo Macno, copburaHa omear H
ApYTHE, yKa3aHHble B AHCTPYKIHM?), |
«lia neqeHns: ToxenbIX dopm akHe;
aKHe YCTOHYMBEIX K JADYTHM BHOAM
Tepamam», «Jn9 npuema BHYTPEY,
«Cnocob NIPAMEHEHHS: CM.
HHCTDYKUMIO [0  [PHMEHEHHION,
«IIpenapar crporo nporHBomOKa3zaH
npH  Gepemensoctw»,  «Ilpenapar
NpDOTHBONOKA3aH K  (PHMEHEHHIO
AeraM 0o 12 ner», yenosus xparenwms,
[PEeAYTIPS ANTEIbHAS HaNIHCh
«XpaHUTs B HENOCTYITHOM i Aereii
MeCTey, YCNOBHS OTIYCKA, IITPHX-KOZ,
2-D xox («GTIN» - raoGamsHbii

HAEHTHOUKALHOHHEIH HOMeEp
TOProBOH  egMAMULL  «SN» -
HHIHBHIYANLHBIA CepHAHBIH HOMEp
TOProBoi €JIHHALE), |
PerHCTPAMOHHEIH HoMep, g
HAHMEHOBAHHE H agpec |

OPOH3BOOUTENIA, HAHUMEHOBAHHE W

ampec BIaNeNbIA PErMCTPALMOHHOND |
YROCTOBEPEHMA, HOMep cepuH, «\Ne |

PETHCTPAIHOHHOrO YIOCTOBEPEHHS. CepHH:», JaTa W3roToBieHus, «Iara
W3T.»,  [ard  MCTEYeHMA  CpOKa |
roguocTd, «l"ogex no:y».
LJONONHUTELHO HA AHTTHHCKOM
; A3bIKEe yKa3aH JIOTOTHII BIAJebUA |
| PErHCTPAIMOHHOIO YOCTOBEPEHHS. |
SHEIL LIFE | 2 years COMPLIES
CPOK I'OTHOCTH | 2roma COOTBETCTBYET
Importing country / Cipana umnoprep: Russian Federation / Poccuiickas ®enepanas
Registration  Certificate No. / Homep | JICP-004782/09 dated 16.06.2009 (re-issued 09.12.2019) /

PervcTpanHoOHHOro YIOCTOBEPEHNS:

JICP-004782/09 ot 16.06.2009 (aara samens: 09.12.2019)

Manufacturing

ICIOmagKa

site  (production, primary
packaging, quality release) / IIpouzsoacTeennas
(npoussozcTBO,
OBKA, BEIMYCKAIONIHIA KOHTPO/Ib Ka4eCTRa):

nepBHYHAs

SMB TECHNOLOGY S.A., Zoning Industriel-Rue du Parc
Industriel 39, Marche-en-Famenne, B-6900, Belgium / CMB
TEXHOJIOJDKM C.A., Bomunr Mapycrpuens-Pio my Iapx
Hrayctpuens 39, Mapme-su-®avens, B-6900, Bebrus

Packaging site (secondary packaging) /| JADRAN-GALENSKI LABORATORIL] d.d., Croatia, Svilno
VYnakoemmx  (sTOpudHAa® — HOTpeGHTENBCKAS 20, 51000, Rijeka / AOPAH-TATTEHCKH JIABOPATOPHIA
¥nakoBkal: 2.0., Xopeatas, CBuwiHo 20, 51000, Puexa
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S.M.B. TECHNOLOGY S.A.

NNOVATOR IN GALENICS

sarETvscoweuance  DEVELOPMENT & PRODUCTION

['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.

Hactosuumym ymocroBepsio, uTo npeBenennas Bems WHOOPMALMA MOMIMHHA M TouHa. J[laHmag cepus
JIEKAPCTBEHHOrO MNpernapaTa SbUla NPOH3BEIeHa B MOMHOM COOTBETCTRHM C TpeGoBanusMu GMP, TpeGoBannsamu
THCTPAaNMOHHOTO JOCHE M HO HOH JoKyMe CHHO¥ B e-HMIIOpTEpe.

Kavectso npoaykra cootserctsyer JICP-004782/09-220419 Haw, Ne 1-3
ity of the product complies to Normative Document JICP-004782/09-220419 Variation Ne 1-3

| T hereby confirm that the batch is approved for release
Hacmnumm NOATESPAKIAND, ITO BHIICYKA3aHHAL CEepHA pa3pellieHa K BBEITYCKY

Date
Ta A "‘(}0 LY RIS
Qualified Person
Toarmacs Voomiomouensoro mija ALINE SAINVITU
Qualified Person Deputy
SMB TECHNOLOGY

39, rue du Parc Indutriel
B-6900 Marche-en-Famenne

/
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