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[TOATBEPXXIEHHUE COOTBETCTBHS CEPUH
Ne 51-00325/21 ot 19.07.2021

HacTosLMM NOATBEPHKAGEM COOTBECTBHE BBO3HMOrO JICKapCTBEHHOrO mpenapara TpeGOBaHHAM,
YCTAHOBJIEHHBIM [IPH €0 rocyAapCTBEHHOH PErHCTPalHH !

Topropoe HAUMEHOBaHHE AKHEKyTaH

MeskayHapoHOE HEMaTeHTOBAHHOe HauMeHoBanKe | M30TpeTHHOMH

JlexapcTBeHHas popMa Kancysel

Joauposka 16 Mr

@opMa BeIMYCKa Baucrep 10 kamcyn x 3 (mauka
KapTOHHAas)

Homep cepun ; 21C08

O6bem nNapTHHU 7093 ynak.

Jlata BeIMyCKa 24.06.2021

T'opnen no 31.03.2023

HawuMeHOBaHHe H azpec POU3BOANTENS CMB TEXHOJIOIDKH C.A,, 30HHHT

(Mpou3BOJICTBO, MEPBHYHAS YTTAKOBKA, Hunycrpuens-Pro ay [lapk HHAycTpHENL

BBINYCKAIOLIMH KOHTPO/b KAY€CTBa) 39, Mapue-au-®amen, B-6900, benbrus

HawmeHOBaHHe U aJipec YMaKkoBILIKWKa (BTOpUYHAas SAPAH-TAJIEHCKH JIABOPATOPUU

YNaKoBKa) a.0., Ceunno 20, 51000, Puexa, XopBaThs

HoMep ¥ faTa perucTpallMOHHOTO Y0CTOBEPEHHA JICP-004782/09 ot 16.06.2009 (nata
samensl 09.12.2020)

Homep HOpMaTHBHOH JOKYMEHTALHH JICP-004782/09-220419 Mam. Ne 1-2

HaumeHoBaHHe 1 agpec fepxarens AIOPAH-TAJIEHCKH JIABOPATOPUH

perucTPalHoOHHOIO YI0CTOBEPEHHA a.0., Caunno 20, 51000, Puexa, XopsaTtus

OTBeTCTBEHHOe JHIO: cTapiui Menemkep no noructike 000 «SJIPAH» Ceuray CA. no

[Toanuce: Hara: 19.07.2021
Q00 e RUPA»
AJPEL MECTa MaxtiRgenrar 17562, r Macuna, yi. Kpacsolararepoxas, 4. 8, £1p.b

ADPEC DA HANDIBALHHA NONTOHON KOPRUCNOHARHIIHMA: L1930, Mackea, FoMmonOCOBLKHE npocnenTt 38, odud Vil
Te ger +7{ABG1 143337
g-mail Jadrand@jplou
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S.M.B. TECHNOLOGY S.A.

NNOVATOR IN GALENICS

SAFETY & COMPLIANCE DEVELOPMENT & PRODUCTION

Product name / Hassaaue npenapara: ACNECUTAN® capsules 16 mg, (blister) 10 x 3 (carton
box)
AxEexyTan® xamncyasl 16 mr, (6nvctep) 10 x 3 (mawka
KapPTOHHAA)

Batch / Cepus: 21C08

Manufacturing date / Jlata npow3BoLCTBa: 03.2021

Expiry date / ['ozen no: 03.2023

Date of analysis / JlaTa mpoBeJeHHA aHaIza; 19.05.2021]

Name of the APl / Haumenosanue Isotretinoin / VsotpetrHoNH

dapmanerTHUECKOH cybeTanm:

API batch No. / Homep cepuu dhapmanepTaueckoii | M2000597

cyDCTaHITMH:

API Manufacturer / ITpouseoiurens OJIOH C.n.A. (Jusuzuone Conwmar), Hranus

dhapmanesTHIecKol cyOeTa I, OLON S.p.A. (Divisione Solmag), Italy

CERTIFICATE N 28092-620
CEPTHOHKAT N 28092-620

HAPAMETPH  PEIVIBTATEL

APPEARANCB Hard gelatm capsules No. I, wrth whtte COMPLIES
body and green cap. Capmnies content is
a wax-like paste of orange color.
OIMMCAHUE COOTBETCTBYET
Teepasie XeNaTHHOBBIE Karcyisl Ne 1
xopryc Oemoro upBeTa, KpbIIeuKa
3eneHoro nsera. CoaepuMoe Kancyn —
BockooOpa3Has  MACTA  OPAHXKEBOIO

LBETA.
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
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S.M.B. TECHNOLOGY S.A.

NNOVATOR IN GALENICS
SAFETY & COMPLIANCE

DEVELOPMENT & PRODUCTION

HAPAMETPEI : TPEBBBAW i PE3YJIbTATBI

The UV  spectrum recordcd in the

wavelength range from 190 to 500 nm
IO JIMHHOCTD
HW30TPETHHOMHA
1. BBXKX Bpems yaepxusauus ocrorHoro muka | COOTBETCTBYET

Ha  XPOMATOrPAMME  HCIBITYEMOro

pacTeopa, [PHTOTORJICHHOT'O L

KOJIMMECTBEHHOTO onpeaeneHu,

HO/DKHO  COOTBETCTBOBATH  BPEMEHH

YAEPIKUBAHUA OCHOBHOTO IHKA

W30TPETHHOMHA Ha  XpOMarorpamme

| CTAH[APTHOTO PACTBOpA.

2.BOXX/Y - Vd-cnektp, charetii B sepmune muka | COOTBETCTBYET
CIIEKTPO@OTOMETPHMS | usoTpeTMHOMHa Ha  XPOMATOIpamMe .
C JIHOTHO-MATPWYHBIM | HCTIBITYEMOIO pacTBOpAa,
JIETEKTOPOM MPUTOTORIEHHOTO UM KOJTMMECTBEHHOTO

OTIPCHE/ICHNS, JIOJBKCH COOTBETCTBOBATD |

V-criekTpy, CHATOMY B BepIUMHE [THKA |

M30TPETHHOMHA HA  XpOMaTorpaMme

CTAHZAPTHOTO PacTBOpa

VO-crniekTp perucTpHpyIOT B HATEpBale

e o ot 190 no 500 am .
DISINTEGRATION Not more than 45 minutes (with discs). COMPLIES
GPh or EU Ph
PACITIAZJAEMOCTD He Gonee 45 muw (¢ auckam) COOTBETCTBYET
I'® wnu Epp.O.
DISSOLUTION Not less than 80 % (Q) isotretinoin after 60
UV- spectrophotometry minutes. 97 %
PACTBOPEHHE He wmenee 80 % (Q) msoTperHHOHHA
YO-cnektpodoTomeTpus yepes 60 MuH 97 %
RELATED SUBSTANCES | Tretinoin - no more than 1.5 %, 0.2 %
(HPLC) Single identified impurity - no more than

1.0%, 0.2%

Single unspecified impurity - no more

than 0.2% 0.2%

Total unspecified impurities - no more

than 0.5% 02%

Total impurities - no more than 2.5% 0.9 %
[TOCTOPOHHHE TpetunouH - ae Goree 1,5 %, 0,2 %
IMTPUMECH
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S.M.B. TECHNOLOGY S.A.

ENNOVATOR IN GALENICS

SAFETY & COMPLIANCE DEVELOPMENT & PRODUCTION oz |
PE3YVJILTATH
Enmmqaas mlcmmbnmmosanﬂax
npumMeck - He Sonee 1,0 %, 0,2%
Enunuinag Hew:(emmpnuupoaaauax
npuMecsh - He Gonee 0,2 % 0,2%
Cymma HEMACHTHPHLMPOBAHHRIX
npumeceii — ge Gonee 0,5 % 0,2 %
Cymma mpumeceit — ne Honee 2,5 % 0,9 %
DOSAGE UNIFORMITY Pursuant to the requirements COMPLIES
GPh RF
GPhCh.1.4.2.0008.18 or
EU Ph, 2.9.40
OOHOPOQIHOCTS B cooreeTeTBAN ¢ TpeOOBAHMAME COOTBETCTBYET
JO3SHPOBAHUA
I'o PO ODC.1.4.2.0008.18
wiu Esp.D., 2.0.40
MICROBIOLOGICAL Category 3A
CONTAMINATION The total number of aerobic
microorganisms is not more than 10° CFU
inl g (ml) Less than 10 CFU
The total number of fungi-no more than
1°CFUInlg(mlh Less than 10 CFU
Absence of Escherichia coliin 1 g (ml) Ahsant
MUKPOBMOJIOTHYECKASA Kareropus 3A
YUCTOTA { OBmee HUCIO a’pobHBIX
| Mukpooprammamos He Gonee 10° KOE B
1 r(mn) Menee 10 KOE
Ofmee uncio rpubos — ne Gonee 107
KOEslr(mm) ) Menee 10 KOE
| Orcyrersue Escherichia coli s 1 r (mn) Orcyrereyer
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)
. KOIIMYECTBEHHOE Ot 15,2 mr no 16,8 mr B | kancyne (ot | 15,8 mr
. ONIPE/ICJIEHUE 95% no 105% or sassnensoro | (99 %)
| H3OTPETHHOHHA COEPIKAHNA)
(BOXX)
STORAGE CONDITIONS | Atthe temperature not above 25 °C, in the | COMPLIES
| original package.
YCIIOBHUA XPAHEHH A Ilpu rtemnepatype we Bemue 25°C, B COOTBETCTBVET
l OPHIHHANBHOH YIIaKOBKE
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EHNOVATOR IN GALENICS

SAFETY & CQMPLIANCE

S.M.B. TECHNOLOGY S.A.

_DEVELOPMENT & PRODUCTION

PESYJI&TA’I‘H

| PACKING* |

10 or 14 capsules in the PVUA? bhster

10 capsules in the PVC/AI blister. 3

HAUMEHOBAHHE npenapara &
NpCAYNPEIMTETBHOH MAPKHUPOBKOH ®,
MEMAYHAPOIHOe HENATEHTOBaHHOS

HaUMEHOBAHHE, JIEKAPCTREHHYIO (opmy,

AO3HPOBKY, KOJHYECTBO Kancysi B
YIAKOBKE, NpenynpeanTeNsHYIO |

Haamace:  «Brumanue!  AGcomoTHO
NPOTHBOMIOKA3aH TIpu  OepeMCHHOCTH
(BEICOKMH PHCK BPONIEHHBIX TOPOKOR
pazeMTHR)»,  HOMEp  Cepum, ATy
H3[OTOBNCHMA, ATy HCTEMEHWs CpOKa
TOIHOCTH.

HononuurensHo Ha  aHrwiickoM
A3BIKE YKA3BIBAIOT JIOOTUIl RIAJETBIA
PETHCTPALIMOHHONO YAOCTOREPEHHS.

Ha sropuunolt (norpefurensckoil)
YIAKOBKE HA PYCCKOM H3BIKE YKA3BIBAIOT,
TOProBOe HAHMEHOBAHWE Mperapara ¢
npeyNpeInTe/lbHoH Mapkupopkol ®,
MEKIYHAPOHOS HOIMATEHTOBAHHOE
HANMEHOBAHHE, TIEKAPCTBEHHYIO POpMY,
JO3HPOBKY, KOJNMHMECTBO KANCYl B
YHAKOBKE, HHQOPMALMIO © COCTABE

- (HaumeHOBaHVE H CONEPIKAHHE
- AedCTBYIOLIETO BelecTsa B | Kancyne,
| IepeveHb HAMMEHOBAHMN HEKOTOPBIX

BCIIOMOraTe IhHbIX BEIICCTB B PEOAKIH,
«BcroMorarensHele BEIIECTRA:

2,3,5,6,9or 10 blisters with 10 blisters with the instruction for use are
capsules or 1, 2, 4 or 7 blisters with 14 | placed in a coilapsible carton box.
capsules with the instruction for use are
placed in a collapsible carton box.
YITAKOBKA ITo 10 wmu 14 xancyn B IIBX 6nucrep, 10 xancyn B [IBX Snuctepe,
NOKPaITEIA AmoMHHHeBOH donerof. [lo | moxperrom amomunnesoi Gonerol. 3
12,3,5,6,9 unu 10 6nucrepos no 10 GIHCTepa NOMEILEHb! B KAPTOHHYIO
- Kancyn uid no 1, 2, 4 win 7 GauMcTepoB  NAavKy BMECTE ¢ MHCTPYKIHCH 1o
| 1o 14 Kancyn NOMEIIAIOT B KAPTOINIYIO | TIPMMEHEHHIO.
NIA9KY BMECTE ¢ MHCTPYKLHEH 110
TIPEMEHEHHIO, B
MARKING MAPKHPOBKA MAPKHUPOBKA
Ha nepsuuHol  ymakopke Ha Ha mepBHuHON ymakoske Ha
- MAPKHMPOBKA PYCCKOM f3BIKE YKA3LIBAKOT. TOPIOBOE | PYCCKOM H3bIKE YKA3aHO: TOProBoe

HAAMCHOBAHHKG nperapara c
HpeayNpeUTeIEHON MapRAPOBKOH ®,
MEKIYHAPOJHOE  HETATEHTOBAHHOE

HAHMEHOBAHHE, JIEKapCTBEHHAS
tdopMa,  [O3MPOBKA,  KOMHYECTBO
Kanecyn B YIAKOBKe,
npenyrpenuTensHas HAJIITHCB!
«Buumanue! A6conorHo

[IPOTHBOTIOKA3AK Npu DepeMeHHOCTH
(BHICOKHI PHCK BPOXKIEHHBIX TIOPOKOB |
pasBUTHSA)», HOMep Cepu, [Iara
H3TOTOBIIEHHA, AaTa HCTEUSHHS CpoKa
TOIHOCTH.

HoroTHuTebHO Ha AHTTTMHCKOM
A3bIKE YKA3aH JIOrOTHO BIajensla
PErHCTPALMOHHOID YIOCTORGPEHHS.

Ha BTOPHYIHOMH
(noTpeburennckol)  ynakoBKe  Ha

| PYCCKOM #3BIKE VKA38HO: TOProBoOe

HAMMEHOBAHHE npenapara c
NpPeIYIPeIHTENLHON MapKHPOBKOH ®,
MEXIYHAPOIHOS HEIIATEHTOBAHHOS
HaWMEHOBAHUE, TIeKAPCTBEHHAS
hopMa,  HOZMPOBKA,  KOJMYECTBO
Kacyl B YNAKOBKE, HHOOpMauus o
cocrase (HAaUMEHOBAHHE "
cofiepKanue ne;‘icmymmem BCIIIECTBA
B | xancyne, nepeueHs HAMMEHOBAHHH

CTCAPOWIMAKPOrOJIINIMIePH),  COEBBIX | HEKOTOPBIX BCIIOMOPATE/IEHEIX
_50503 Mach0, copbuTaHa onear u Apyrue, | BELEecTs B PeAAKLMH:
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S.M.B. TECHNOLOGY S.A.

NNGVATOR IN GALENICS

SAFETY & COMPLIANGE _ DEVELOPN[ENT & PRODUCTION

PEI}YJIBTATH

ykasaﬁ}me B HHCTPYKLHMY), «,If,nﬂ
NICYEHHA: THOKEIBIX (OPM &KHE, akHe
YCTOHHMBBIX K APYTUM BHAAM TEPAMMUY,
«/lns  mpuema  BHYTPE», «Crnocod
NPUMEHEHHS: CM. HHCTPYKUMIO IO
npuMeHenuto»,  «lIpemapar  crporo
| POTHBOTIOKA3aH IIpH OepeMeHHOCTHY,
- «ITpenapar [IPOTHUBONIOKAZAH K
TIPHMEHEHKIO HeTaM A0 12 ey, yenosug
| XpaHeHH#, NpeynpenuTeibHaT HAAMHCE
«XpaHMTh B HENOCTYMHOM A AETeH
MECTe», YCIOBHA OTHYCKd, LITPHX-KOJL,
2-D xon («GTIN» - rnobanbHbli
UICHTHOMKAIMOHHBIH HOMEP TOProBOii
SMMHMIEBL, «SN» -  HHIWMBHITYaNbHbIH
CepPUHHBIH HOMEP TOPrOBOH €auMMLULI),
PeTHCTPALIMOHHETH HOMED,
HAMMEHOBAHNE U AIPEC MPOHIBOAUTENA,
HAHMCGHOBAHWE H alpec BIagelbla
PETHCTPALHOHHOrC YIAOCTOBEPEHUS,
HOMEp cepuH, «MNe cepHH:», jary
M3roToBNeHus, «Jlara w3r.», pary
ucreuenna cpoka rogumocty, «[omen
A0:».
JIONONAUTENEHO Ha  aHMIHHCKOM
A3BIKE YKA3RIBAIOT JIOTOTHN BJIAJETRIA
PETUCTPALMOHHOIC V/IOCTOBEPEHHS,

«Bcnomoraq‘enbﬂme BCIICCTBA:
CTEaPOHIMAKPOTOJITIIMLIEDHA, COEBEIX
G6oboB Macno, copbBerana onear u
APYTHE, YKa3aHHRIE B MHCTPYKLHHY),
«Jl1s eveHns: TaKenbIX (OpPM aKHe;
aKHe YCTOMYMBBIX K JPYTHM BHIaM
TepanmH», «/lns mnpHeMa BHYTpbY,
«Crnocob NPHMEHEHH: CM.
WHCTPYKUMIO  TI0  NPHMEHEHHIO», |
«IIpenapat cTpOro npPOTHROMOKA3AH

npu BepemenroctHy,  «[lpemapar
| IPOTHBOTIOKA3aH K NPHMEHEHMKO |

AeTaM A0 12 nery», YCIOBHS XpaHEHH!,

| IpenynpeaNTenLHAS HAIHCE

«XpaHUTE R HENOCTYITHOM Ul feTelt
MECTEY, YCIOBUA OTIIYCKA, IITPUX-KOJI,
2-D koa («GTIN» - rnobammrsiii
HACHTHOHKAIMONHBIH HOMep
TOProBoi CIHHMLIEL; «SN» -
HHIAUBUAYAIIBHBIA  CepuiHbIE  HOMeD

TOProBoi SIHHHLIBI),
PerHCTPaMOHHEIH HOMED,
HAKMEHOBAHHE i1 afpec

TIPCH3BOJIHTENNS, HAHMEHOBAHWE W
aipec BIafSIbLA PerHCTPALHONHOIO
YROCTOBEpEHHA, HOMep cepru, «Ne
cepuu:y, nara msroroeiaenms, «/lara
M3r.»,  [aTa  HMCTEYEHHs  CpOKa
roguocty, «l'opex mo:».
JOTIOTHUTENEHO HA BHITIHHCKOM
A3bIKE YKA3AH JIOTOTHII BJIGNENsIA
PEFHCTPALMOHHOrO YAOCTOBEPEHHA.

SHEIL LIFE 2 years COMPLIES
CPOK T'OHOCTH 2 rona o _ | COOTBETCTBVET
Importing country / Ctpana umnoprep: Russian Federation / Poccuiickas degepanys
Registration  Certificate No. / Homep | JICP-004782/09 dated 16.06.2009 (re-issued 09.12.2019) /
PerucTpanHoHHOrO YIOCTOBEPEHHS: JICP-004782/09 ot 16.06.2009 (zara 3amersr (9.12.201 9)

Manufacturing  site  (production, primary | SMB TECHNOLOGY S.A., Zoning Industriel-Rue du Parc

packaging, quality release) / [Ipoussoncrsennas | Industriel 39, Marche—en~Famenne B-6500, Belgium / CMb

IIONaAKA (npouzBoacTBO, nepsugnad | TEXHOJIOIDKH C.A., 3ouunr Hupyctpuens-Pio ay Iapk
AKOBKA, BLUNYCKAIOMMM KOHTPOIb kavecrsa): | Mumycrpuens 39, Mapme->u-®amenn, B-6900, Beabrus

Packaging site (secondary packaging) /| JADRAN-GALENSKI LABORATORIJ d.d., Croatia, Svilno
Vnakosumk  (Broprumas  norpeGuTernbckas 20, 51000, Rijeka / AOPAH-IAJIEHCKH JIABOPATOPHﬁ
AKOBKA): a.0., Xopearus, Ceunno 20, 51000, Puexa
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S.M.B. TECHNOLOGY S.A.

ENNOVATOR IN GALENICS

sareTvacomeuance  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.

Hacrosmmm  ynocrosepsio, uro NpUBEACHHA BBINE HHQOPMALMA NOUIMHHA M TouHa. JlaHmas cepus
JIEKapCTBEHHOrO Npenapara ObUla NPOU3Be/IEHa B NONHEOM COOTRETCTEHM © Tpebopanuamu GMP, TpeSopaHuIMH
PEFHCTPALIMOHHOTO OCKE ¥ HOPMATHEHON IOKYMEHTALMH, YTBEPKCHROMN B CTpaHe-HMIIOpTEDE.

Kauectso npoaykra cootserctayer JICP-004782/09-220419 Ham, No 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
Hacrosmmm NOATBepHKAAIO, Y10 BLILEYKAIAHIIAK CEPUs PASPEIIEHa K BHILYCKY

E:_t[: 2kl
Qualified Person
IMoamick Vnonnomouensoro nuua
ALINE SAINVITU
Qualifled Persan Deputy
SMB TECHNOLOGY

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