CMK-COII-037-0-001-04

[NOATBEPKIEHUE COOTBETCTBMA CEPUU
Ne 5-0103/22 o1 22.06.2022

Hacrosmmy DoxTBepXmaeM COOTBETCTBHE BBO3MMOILO JIEKAPCTEEHHOIO Ipenapara TpeGoBaHMsmM,
YCT2HOBICHHBIM IIPH €T0 TOCYTapCTREHHOM PErHCTPALHH

Topropoe HaMMEHOBAHHE AKHEKYTaH

MexIyHapoIHOe HENaTeHTOBAHHOE HauMenorarue | M3orpeTnnonn

JlexapcTBernas dopma Kancyimer

Jo3upoBKa . 8 mMr

®Dopma BEITYCKA brmctep 10 xancyn x 3 (Dauka KapToHHas

Howmep cepun 22A19

O6beM mapTeu 6 731 ymax.

Jara BeIrycka 25.05.2022

Tlogen no 01.2024

Hapmenosanue 1 aapec TpOR3BOIUTENA CME TEXHOJOIDKA C.A., 3oHEET

(TpOM3RONCTRO, IEPBHYHAS YIIAKOBKA, Wrnyctpuens-Pro xy Ilapk Wunycrpuens

BEITYCKAIOIIHH KOHTPOTE: KAYeCTRA) 39, Mapme-3s-®amern, B-6900, ECJILI“H}E’

HamvernoBanue u afpec ynakoRMUKA (BTOpHYHAs SAOPAH-TAJIEHCKH JIABOPATOPUHM

YIIAKOBKA) a.0., Cemgo 20, 51000, Prexa, Xoppatus

Howmep u nara peracTpaoOHEOTO YIOCTOBEPEHHMS JICP-004782/09 or 16.06.2009 (zata,
samensr 09.12.2019)

Homep HOpMAaTHBHOH TOKYMEHTAIMH JICP-004782/09-220419 Uzm. Ne 1-3

HavmvernoBanwme n anpec nepxarens SIMPAH-TAJIEHCKU JIABOPATOPUI

PETHCTPAUHOHHOTO YIOCTOBEPEHH a.0., Cemmro 20, 51000, Puexa, Xopsatus

OTBeTcTBEHHOE NHIIO: MeHemKep 1o obecrneuenuro kadectsa 000 «IIPAH» Hocerko IO.A. mo

Hara: 22.06.2022

pzoncsni poocnanT I8, oduc Vi
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s M B S.M.B. TECHNOLOGY S.A.

ENNOVATOR IN GALENICS
SAFETY & COMPLIANCE

DEVELOPMENT & PRODUCTION

Product name / HaspaHue npemnapara:

ACNECUTAN® capsules 8 mg, (blister) 10 x 3 (carton
box)
AxHexkyTan® xancyuasi 8 Mr, (Gmuctep) 10 x 3 (mauxa

KapTOHHAA)
Batch / Cepust: 22A19
Manufacturing date / J/laTa IpOH3BOACTBA: 01.2022
Expiry date / I'ozmen no: 01.2024
Date of analysis / JJaTa mpoBeIeH¥s aHATH3A! 14.03.2022

Name of the AP / HaumeHoBanue
dbapmaneBTHIECKOH cyOcTaHIMH:

Isotretinoin / M30TpeTHHOHH

API batch No. / Homep cepus papManeBTHYECKOH
CyOCTaHIHH:

M2100411

API Manufacturer / IIponssoaureis
dbapmanerTHIECKOH CyOCTaHIMH:

OJIOH C.n.A. (Jusuzuone Commar), ranus
OLON S.p.A. (Divisione Solmag), Italy

CERTIFICATE Ne 29423-320
CEPTH®UKAT Ne 29423-320

i [
-

APPEARANCE

OIIMCAHHME

Hard gelatin capsules No. 3, reddish-
brown. Capsules content is a wax-like
paste of orange color.

Teepnbie KenaTHHOBbIE Kamcymel Ne3
KPaCHOBATO-KOPHIHEBOTO [(BETA.
ConiepXMMO€e KaICyl — BOCKOOOpasHas
acTa OpaHkeBOro LIBETA.

COMPLIE

COOTBETCTBYET

IDENTIFICATION
ISOTRETINOIN
1.HPLC

OF

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

Retention time of a principal peak in the
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
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

COMPLIES

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

INNOVATOR IN GALENICS

SAFETY & COMPLIANCE

DEVELOPMENT & PRODUCTION

TIOUTUHHOCTH

U30TPETUHOMHA
1. BOXKX Bpems ymepxusapus ocHossoro muka | COOTBETCTBYET
Ha  XpOMaTrorpaMMme  HCIIBITYEMOIO
pacteopa,  NPHMTOTOBIEHHOrO NS
KOJIMYECTBEHHOTO Olpe/IeNIeHN,
JOIKHO  COOTBETCTBOBaTh  BPEMEHH
yAepKUBaHHA OCHOBHOTO K2
W30TPETHMHOMHA Ha  XPOMATOrpamme
CTaHIapTHOIO PacTBopa.
2.BOXX/YD- V®-cnextp, cuathii B Bepmmne muka | COOTBETCTBYET
CIIEKTPO®OTOMETPHS | u3oTpeTHHOMHAa Ha  XpOMaTorpaMme
c IMOMHO-MATPHYHBIM | HCIBITYEMOTO pacTBopa,
JIETEKTOPOM MPUTOTORIEHHOTO AT KOJHYECTBEHHOTO
onpeneneHus, AODKEH COOTBETCTBOBATH
V®-crieKTpy, CHATOMY B BEPIIHHE IHKA
M30TPETHHOMHA Ha  XpOMAaTOrpamMe
CTaHIapPTHOTO pacTBopa
V®-criekTp perucTpUpyoT B HHTEPBAJIE
el BoaH oT 190 mo 500 aM
DISINTEGRATION Not more than 45 minutes (with discs). COMPLIES
GPh or EU Ph
PACITAJAEMOCTD He 6oiee 45 MuH (C THCKaMH) COOTBETCTBVYET
I'® wm Epp.D.
DISSOLUTION
UV- spectrophotometry Not less than 80 % (Q) isotretinoin after 60 | 97 %
minutes.
PACTBOPEHIHE
V@-criexTpodhOTOMETPHA He memee 80 % (Q) wumsorpermuomHa | 97 %
gepes 60 MHH
RELATED SUBSTANCES Tretinoin - no more than 1.5 %, 0.1%
(HPLC) Single identified impurity - no more than
1.0%, 0.2%
Single unspecified impurity - no more
than 0.2% 0.1%
Total unspecified impurities - no more
than 0.5% 0.1%
Total impurities - no more than 2.5% 0.5%
POJCTBEHHEIE Tpetunous - He bomnee 1,5 %, 0,1%
IMPUMECH EQVHHEYHAS HASHTHQUIIIPOBAHHASL
(BOXX) uprMeck - He 6onee 1,0 %, 0,2%
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INNOVATOR IN GALENICS
SAFETY & COMPLIANCE

DEVELOPMENT & PRODUCTION

; ETPEL _ TPEBOBAHHS
EnuHMyHas  HeWACHTH(QHIMPOBAHHAS
npumech - He 6oxee 0,2 % 0,1%
Cymma HEHIEHTHGDUIHPOBAHHEIX
npumeceii — He 6onee 0,5 % 0,1%
Cymma npumeceii — He Gonee 2,5 % 0,5%
DOSAGE UNIFORMITY Pursuant to the requirements
GPh RF COMPLIES
GPhCh.1.4.2.0008.18 or
EU Ph, 2.9.40
OJIHOPOJHOCTD B coOTBeTCTBHM ¢ TPeOOBAHMAMU COOTBETCTBVYET
JO3UPOBAHIA
I'd PO ODC.1.4.2.0008.18
w Eep.®@., 2.9.40
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
10°CFUinlg(ml) Less than 10 CFU
Absence of Escherichia coliin 1 g (ml) | Apsent
MUKPOBUOJIOTUYECKASL Kareropus 3A
YUCTOTA OG6mee 9HCI0 a3po0HBIX
mukpoopragmzmos He Gonee 10° KOE B
1 r (vm) Memee 10 KOE
O6mee uncio rpubos — He Gomee 107
KOEsIr(wm ) Mesnee 10 KOE
Otcyrereue Escherichia coli B 1 T (M) Orcyretyer
ASSAY OF From 7.6 mg to 8.4 mg per 1 capsule | 8.0 mg
ISOTRETINOIN (from 95% to 105% of the labeled | (100 %)
(HPLC) strength)
KOJIMYECTBEHHOE Ot 7,6 Mr 10 8,4 mr B 1 xancyne (o1 95 % | 8,0 mr
OIIPEJEJIEHUE no 105 % ot 3asenernoro copepxkanus) | (100 %)
HU30TPETUHOMHA
(BDXKX)
STORAGE CONDITIONS At the temperature not above 25 °C, in the | COMPLIES
original package.
VCIJIOBUS XPAHEHHWA IIpu Temmeparype He Beme 25 °C, B COOTBETCTBVET
OPHMTHHAJIBHOH YIIAaKOBKE
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S.M.B. TECHNOLOGY S.A.

INNOVATOR IN GALENICS
SAFETY & COMPLIANCE

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 blister. 3
blisters with the instruction for use are
placed in a collapsible carton box.

YITAKOBKA Mo 10 mnm 14 xamncyn g I[IBX 6mmctep, 10 xamcyn 8 IIBX 6mucTepe,
TIOKPHITIH AMFOMHHHEBO0H Gonsroi. ITo | MOKPEITOM ATHOMHHHEBOH QONETOH. 3
2,3,5,6,9 umu 10 6muctepos mo 10 OIHcTepa NOMENIEHE! B KAPTOHHYHO
KAICyT WK o 1, 2, 4 unu 7 GIHCTEpOB | ITauKy BMECTE C HHCTPYKLHEH 110
o 14 xancyn noMellaT B KAPTOHHYI0 | IPUMEHEHHIO.

Ma4gKy BMECTE ¢ MHCTPYKIIHEH II0
IPUMEHEHHIO.
MARKING MAPKHNPOBKA MAPKMPOBKA
Ha nmnepBu4HOHl  yHmakoBKe  Ha Ha nepBr9HOM yIIaKOBKE Ha

MAPKHPOBKA PYCCKOM S3BIKE YKa3BIBAaIOT: TOProBOE€ | PYCCKOM A3BIKE YKa3aHO: TOProBoe
HapMEHOBaHHE Ipenapara C | HAMMEHOBAHHE Ipenapara c
IIpeayNpPEIUTENFHON MapKUPOBKOH ®, | mpenynpenuTenbHON MapKHPOBKOH ®,
MeXIyHapOIHOE HENATEHTOBAHHOS | MEXIYHAPOIHOE  HENATCHTOBAHHOS
HAaMMEHOBAHHE, JEKAPCTBEHHYIO GOpMY, | HAHMCHOBaHHE, JIeKapCTBEHHAA
JIO3MPOBKY, KONHYeCTBO Kancyn B | Gopma,  [IO3HPOBKA,  KOIMYIECTBO
VIIaKOBKE, IpeIyIpeIUTENEHYI0 | KancCyll B YIIaKOBKE,
Hammick: «BHuManme!  AOCOMIOTHO | MpeXyNpeauTeIbHAs HAJIHUCE:
IIPOTHBONOKa3aH 0pH GepemeHHOCTH | «BHMManue! ABComoTHO

(BBICOKHH PHCK BPOXKIEHHBIX MOPOKOB
pa3BUTHA)»,  HOMEpP  CEpHH,  [aTy
H3rOTORTEHMs, OAaTy HCTEYEHHS CpOKa
TOTHOCTH.

JIOIONHUTETBHO Ha  AHIIHHACKOM
S3BIKE YKa3bIBAlOT JIOTOTHI BIIAjCIbla
PETrUCTPAITMOHHOTO YI0CTOBEPEHHUA.

Ha BropHuHO# (IOTPeOHTENBCKOMH)
YIIAKOBKE Ha PYCCKOM A3BIKC YKA3BIBAXOT!
TOPrOBOE HAMMEHOBaHHME IIperapara C
IpeaylIpeJUTeTFHON MapKUpOBKOH ®,
MEKIYHAPOIHOE HEMaTeHTOBAHHOE
HaHMEeHOBaHMe, JEKapCTBEHHYI0 QopMYy,
JO3UPOBKY, KONWYECTBO KalCyl B
yIaKkoBKe, HHGOpPMAIMIO O COCTaBe
(HauMeHOBaHUE H coepKaHue
NEHACTBYIOMETO BellecTBa B | Kamcyre,
IepedeHbh HAWMEHOBAHHM HEKOTOPBIX
BCIIOMOTATENbHBIX BEIECTB B PEAAKIMH:
«BcrmoMorarensHbIe BEIECTBA!
CTEapOMIMAKPOTOITTHLEPH,  COEBBIX
60008 Maco, copOHTaHa ONeaT ¥ IPYTHE,

IPOTHBOIOKA3aH IpH OEpeMEHHOCTH
(BBICOKHI PHCK BPOXKIEHHEIX MOPOKOB
PasBHTHA)», HOMED CepHH, JaTa
M3TOTOBIECHHMS, JaTa UCTEYECHHS CPOKa
TOHOCTH.

JIONOHUTEIPHO HA AHITIMACKOM
A3bIKE YKazaH JIOTOTHII Blajelblia
PETHCTPALOHHOrO YOCTOBEPEHIS.

Ha BTOPHIHON
(TIOTpeOHUTEIBCKOM)  YIAaKOBKE  Ha
DYCCKOM SI3BIKE YKAa3aHo: TOproBoe
HaWMEHOBaHHE TIpernapara ¢
TIpeAyTIpE JUTEIEHOM MapKHpOBKOH ®,
MEXIYHAPOJHOE  HENATCHTOBAHHOE
HaMeHOBaHHE, JeKapCTBEHHAS
dopma,  HO3HPOBKA,  KOIHIECTBO
Kalcyn B yIakoBKe, MH(opMamus o
COCTaBe (HauMeHOBaHHE U
coepKaHue ACHCTBYIOMIETO BEIIECTBA
B 1 Kamcyne, nepe4cHEs HaNMEHOBAHMH
HEKOTOPBIX BCIIOMOTATENBHBIX

BEIECTB B pelaKium: |
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yKa3aHHBIE B

HHCIpmerIH») «na
JedeHus: TOKENBIX (OpM aKHe; akHe
YCTOMYHUBEIX K ADYTHM BHIAM TEPAIHL,
«ns mpmemMa BHYTpb», «Crocob
[IPUMEHEHHS: CM. HWHCTPYKOHIO IIO
npuMmeHeHHio»,  «lIpemapatr  crporo
[POTHBOMOKA3aH IIpH OEpPeMEHHOCTH»,
«IIpemapar TIPOTHBOIIOKA3aH K
MPUMEHEHHMIO IeTsM 10 12 ner», yCIoBus
XpaHeHUsA, NpeayNpeIHTeIbHas HAAIHCE
«XpaHuTh B HEJOCTYIIHOM I HOeTeH
MECTE», YCIOBHSA OTHMYCKa, INTPHX-KOI,
2-D xon («GTIN» - roobanbsHBILL
UIEHTH(HKAMOHHEIH HOMEDP TOPrOBOH
emuuANE; «SN» - HHIUBHIyaIbHBIH
CepUitHBIH HOMEp TOPrOBOH EIWHMIIEI),

PeTHCTPAITMOHHEIN HOMED,
HaHMEHOBAHHE H agpec IPOU3BOMHTEN,
HaMMEHOBAHHE M aIpec BIaaelnsla
PETHUCTPAITHOHHOTO YIOCTOBEPEHMS,
HoMep cepud, «Ne cepHH:», OaTy
M3rOTOBIIeHHd, «Jlata H3r..», JaTy
HCTEYCHUs Cpoka TomHocTH, «l'ozeH
IO,

JIOTIONHUTENIFHO Ha aHTTIHHACKOM

SI3BIKE YKA3BIBAXOT JIOTOTHI BIAAETbLA
PETUCTPAILIMOHHOTO YIOCTOBEPEHH.

«BcnoMorarensHEIe BEIECTBA:
CTEapPOHIMAKPOTrONTIHIIEPH, COEBBIX
6000B Macio, copOuTaHa ojear H
INpyTHE, YKa3aHHBIE B HHCTPYKLIUM»),
«Jlia JIedenus: TSKENBIX (OpM akHe;
4aKHEe YCTOMYMBEIX K IPYTHM BHAAM
Tepamuyy, «1d TIpHEMa BHYTPEY,
«Crnocob MPHMEHEHH: CM.
HHCTPYKIHIO 1o NPHUMEHEHHIO,
«[Ipemapar CcTpOro MNPOTHBOIOKA3aH
npu  OepemeHHocTH»,  «lIpemapar
MPOTHBONOKA3aH K  IPHMEHECHHIO
JersM no 12 mery», YCIOBHA XpaHEeHHs,
IpeayIpeauTenbHas HAJIIHCh
«XpaHUTh B HEAOCTYIHOM IUIA NETeH
MECTE», YCIOBHS OTITYCKa, ITPHX-KOJ,
2-D xom («GTIN» - rnobanbHBIN

HIeHTH(OHKAITMOHHBIH HOMEp
TOProBOHM  EIHHHIIEI; «SN» -
MHIUBHAYAILHEIE CepHHHBIN HOMED
TOProBoi eTUHUIEL),
PETHCTPAIMOHHEBII HOMED,
HAaUMEHOBaHHE H azpec
[POM3BOJUTENSI, HAMMEHOBAHHE U

aZipec BIAmeNblla PErHCTPAllHOHHOTO
YIOCTOBEpEHH:, HOMep cephH, «Ne
CepHH:», JlaTa H3TroTOBIEeHHdA, «J/laTa
M3T.0», Jara  HCTEYCHHI  CpoKa
roguocTH, « oeH A0:».
JIOUONHHUTENPHO HA AHTIHHACKOM
S3EIKE YKa3aH JIOTOTHI BIafebla
PETHCTPAIMOHHOIO YIOCTOBEPEHHUA.

SHEIL LIFE
CPOKT'OJHOCTH

2 years
2 roga

COMPLIES
COOTBETCTBVYET

Importing country / CTpaHa HIMIOPTED:

Russian Federation / Poccuiickas Qenepanus

Registration

Certificate No. /

PerncTpatHoOHHOro yA0CTOBEPEHU:

Homep

JICP-004782/09 dated 16.06.2009 (re-issued 09.12.2019) /
JICP-004782/09 ot 16.06.2009 (narta 3amensr 09.12.2019)

Manufacturing  site

1o aaKa

(production,
packaging, quality release) / IIpoussoacTeeHHasA
(IpoH3BOACTBO,
YIIAKOBKA, BEITYCKAIOIINH KOHTPOJIb Ka4ecTRa):

primary

HepBUYHAS

SMB TECHNOLOGY S.A., Zoning Industriel-Rue du Parc
Industriel 39, Marche-en-Famenne, B-6900, Belgium / CMb
TEXHOJIOIKHU C.A., 3omuar Mamyctpuems-Pro my Ilapk
Unnycrpuens 39, Mapme-38-®amens, B-6900, bensrus

Packaging site
YakoBmuK
VYIIAKOBKA):

(secondary packaging) /

(BTOpMYHas  TOTpeOHUTENbCKas

JADRAN-GALENSKI LABORATORU d.d., Croatia, Svilno
20, 51000, Rijeka / SOAPAH-I'AJIEHCKI JIABOPATOPUU
a.0., Xopsartus, Ceunao 20, 51000, Preka
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SAFETY & COMPLIANCE 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.

HacTosmpM yIOCTOBEpSIO, YTO IIPHBEACHHAs BHINE WH(pOpMalua INOLIMHHA W TogyHa. J[laHHas cepus
IEKApCTBEHHOTO IIpenapaTa 6hlIa IpOU3Be/IeHa B IIONHOM COOTBETCTBHM ¢ Tpebosanusamu GMP, TpedoBaHmIME
PETHCTPAIIMOHHOrO T0CHE M HOPMATHBHOM TOKYMEHTAIHH, YTBEPK/IEHHOH B CTPaHe-HMIIOpTepe.

Kauectso mpoaykra coorsercTByer JICP-004782/09-220419 M3m. Ne 1-3
Quality of the product complies to Normative Document JICP-004782/09-220419 Variation Ne 1-3

1 hereby confirm that the batch is approved for release
HacrosmmiM noaTeep:KAa0, YTO BEIIEYKA3aHHAS CEPHA paspellleHa K BBRIIYCKY

Date el
I[B.Ta 2_5 S;Zg é&
Qualified Person
IMogmice YIIOIHOMOUEHHOTO THIa o =
ALINE SAINVITU
cuatfied persan Deputy
SME TECHNOLOGY
35, rue du Parc Indutriel
B-6900 Marche-en-Famenne
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