CMK-COIT-037-®-001-04

IMOATBEPXTEHWE COOTBETCTBUA CEPUU
Ne 51-0115/22 ot 12.07.2022

Hacrosium moATBepiIaeM COOTBETCTBHE BBO3HMOIO neKapcmeHHoro npersapa’ra TpeGoBaHuIM,
YCTaHOBJICHHBIM IIPH €r0 TOCYIapCTBEHHOM PeruCTPalyy :

Toproeoe HaMMEHOBAHHE | ; | AKHBEKYTaH

MexnyHapoqHOe HemaTeHTOBAHHOE HauMeHoBanwe | M3oTpeTHBEONE

JlexapcTeensas hopma Kancymsr

Ho3uposka 16 Mr

Dopma BrITyCKa ‘ bmuctep 10 xancyn x 3 (magxka KapTOHHAs)

Howmep cepuu ‘ 22B07

Obsem maptun ‘ : : 7 063 ynax.

Jlara seiTycka ‘ 25.05.2022

l'omen o | 02.2024 -

Hanmenopanve u ampec IpOR3BOIUTENA ‘ CMB TEXHOJIOIDKM C.A., 3ommnr

(IpOR3BOACTBO, IEPBUYHAS YIIAKOBKA, Wanycrpuens-Pro ny Ilapk MEnycTpHens

BEIITYCKAIOIIAH KOHTPONIb KAYeCTBa) ‘ 39, Mapme-su-Pamenn, B-6900, Bensras

Hammenosanwe u anpec ynaKoBmKKa (BTOpHYHAT SIPAH-TAJIEHCKY JIABOPATOPUU

YIaKOBKA) a.0., Ceunao 20, 51000, Preka, XopraTus

Homep u nara perrcrpaiHoOHHOr0 yIOCTOBEPEHMS JICP-004782/09 ot 16.06.2009 (marta
| samersr 09.12.2020) ‘

Homep HOPMAaTHBHOH JOKYMEHTAIIEH JICP-004782/09-220419 Wam. No 1-3

Hawvienopanye u anpec AepyKaTens | AIPAH-TAJIEHCKUA JIABOPATOPHN

PErHCTPAalMOEHOIO YIOCTOBEPEHMS | | a.0., Cemno 20, 51000, Prexa, XopsaTus

_ | i
OTBeTCTBEHHOE THIO: MeHemkep Mo ofecmedenuro kagectsa 000 «SATPAH» Hocerxo [0.A. 1o
nosepenrocty Ne 2828-2021 ot 28.06.2021. '

IToanwuce: ﬂam: 12.07.2022
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S.M.B. TECHNOLOGY S.A.

ENNOVATOR IN GALENICS
SAFETY & COMPLIANCE

DEVELOPMENT & PRODUCTION

Product name / Hassauue npenapara:

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

box)
AKHexyTaH® xancyasl 16 mr, (Gmicrep) 10 x 3 (magxa
KapTOHHAA)

Batch / Cepm: 22B07

Manufacturing date / Jlata opouseoacTRa: 02.2022

Expiry date / Toaex no: 02.2024

Date of analysis / lata mposefenus agamssa: 04.03.2022

Name of the APl / HamMerosanue Isotretinoin / HMzoTpetiaon:

apMaleBTHIECKOH CYDCTaHIMH:
API batch No. / Homep ceprr dapmanesTiaeckoi | M2100412

cybcranmpn:

API Manufacturer / [lpoussoaurens
tapMaLeBTHIESCKOH CYyDCTaRIMH:

OLON S.p.A. (Divisi

OJIOH C.m.A. (Mususgore Conmar), Mramis

one Solmag), Italy

CERTIFICATE Ne 29387-284
CEPTHOHKAT N 29387-284

PARAMETERS REQUIREMENT f RESULTS
IMAPAMETPEI TPEBOEAHWY PE3YJIbTATHI
APPEARANCE Hard gelatin capsules No. 1, with white | COMPLIES
body and green cap. Capsules content is |
a wax-like paste of orange color. !
OIMUCAHWE COOTBETCTBVYET
Treparre xenaTemoBble Kancymel Ne 1
Kopmyc ©Oemoro pBera, KpHIIEYKa
seneroro 1sera. ComepKuAMOe Kancyl —
BOCKOOOpasHad TMacTa  OpamkeBOrO
IBETa.
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.
‘SSEvisowimce  DEVELOPMENT & PRODUCTION
PARAMETERS REQUIREMENT i RESULTS
HAPAMETPR TPEBOBAHHA [ PE3YJIBTATAHL
The UV spectrum recorded in the
wavelength range from 190 to 500 nm
1IOTTHHHOCTD
HU30TPETHUHOWHA
1. BBXX Bpemsa ynepxmBarmsa ocmosgoro maka | COOTBETCTBYET
Ha  XpOMarorpaMMme  HCIIRITYEMOTO
pacTBOpa,  OPHTOTOBIEHHOIO A
KONMYIECTBEHHOTO ONpeieNeH s,
OOJDKHO  COOTBETCTBOBATk  BpPEMEHH
YAepKHBaHHA OCHOBHOTO KA
H30TPEeTHHOHMHA Ha XpOMAaTOrpaMMe |
CTaHAAPTHOTO PacTBOPA.
2. BOXX/YO- Y®-cnextp, cusTeii B BepmmHEe mwka | COOTBETCTBYET
CHEKTPOOOTOMETPHA | W30TpeTMHOMHA B4  XPOMATOIpaMMe
c JAHOIHQ-MATPAIHEIM | HCITHITYEMOTO pacTBOpa,
IEeTeKTOpOM IPHATOTOBRNSHHOTO [T KOMWIECTBEHHOTO
| oIpedencHHA, JODKEH COOTBETCTBOBATE
| VD-cnexrpy, CEATOMY B BEpIIMEE [HKA
H30TPETHHOAHA Ha  XpOMATorpamMme
CTaHAaPTHOrO pacTBopa
Y O-criexTp perucTpHpPYIOT B HHTEPBANE
JvHE BoaH ot 190 1o 500 M
DISINTEGRATION Not more than 45 minutes (with discs). COMPLIES
GPhor EUPh
PACIIAJAEMOCTD He donee 45 mex (¢ pcKaMi) COOTBETCIBVYET
I'® wm Erp.d.
DISSOLUTION Not less than 80 % (Q) isotretinoin after 60
UV- spectrophotometry minutes. 100 %
PACTBOPEHUE He meree 80 % (Q) msorpermeouHa
| Yd-cnekrpodoToMmeTpHa gepes 60 Mun 100 %
' RELATED SUBSTANCES Tretinoin - no more than 1.5 %, 02%
{(HPLO) Single identified impurity - no more than
1.0%, 0.0%
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% 03 %
POJCTBEHHGBIE ! Tperunoux - me 6onee 1,5 %, 10,2%
TIPUMECH ‘ |
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S.M.B. TECHNOLOGY S.A.
 'UEF56SWE  DEVELOPMENT & PRODUCTION
PARAMETERS : REQUIREMENT 1 RESULTS
MAPAMETPHI TPESOBAHHA f PE3YJIBTATHI
(BOXKX) - Enneorasas apeRTHORUMpOBaHHA 0,0%
| mpaMeck - He Bonee 1,0 %,
Enwangras  HeHAeHTHOMUMPOBAHHAS
TpuMech - He bonee 0,2 % | 0,1%
Cymma HEHJEETAQHIMPOBANHEIX |
npuMeced — He Ooree 0,5 % | 0,1 %
| Cymma opaMeceii — Be Gouee 2,5 % 1 03%
DOSAGE UNIFORMITY | Pursuant to the requirements COMPLIES
GPh RF
GPhCh.1.4.2.0008.18 or
EU Ph, 2940
OJHOPOIHOCTE B cooTBeTCTBEH ¢ TpeOOBAHMAMHA ‘ COOTBETCTBVYET
JO3MPOBAHHA 1
I'® PO COC.1.4.2.0008.18
wi Epp.@., 2.940
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
(1?CFUmlg(ml) Less than 10 CFU
Absence of Escherichia coli in 1 g (ml} Absent
MUMKPOBHUOJIOIMYECKASA| Kareropus 3A
JUCTOTA Qomee QUCIIO a3pObHRIX
MuKpoopragusMos He Gonee 10° KOE s
I r{mn) Megree 10 KOE

O6mee wicao rpubos — me Gomee 107
KOE B 1 r(Mm)
Orcyrersre Escherichia coli B 1 r (M)

Megree 10 KOE

B-6800 MARCHE EN FAMENNE
BELGIUM

Tal. +32 (0)84 32 04 50
mailcontact@smbtech.bs

TVA - BTW BE 0431 842 812
RPM — RPR MARCHE

OtcyrcTBYeT
ASSAY OF From 15.2 mg to 16.8 mg per 1 capsule | 15.9 mg
ISOTRETINOIN (from 95 % to 105% of the labeled | (99 %)
(HPLC) | strength) .
| KOTMYECTBEHHOE Ot 152 mr mo 16,8 Mr B 1 Kancyne {oT | 15,9 Mr
OITPENEIIEHIE 95% mo 105% or 3assucuHore | (99 %)
W30TPETUHOMHA CONEPKaHHA)
{BIXX)
STORAGE CONDITIONS At the temperature not above 25 °C, in the | COMPLIES
original package.
YCJIOBUA XPAHEHHWS | Ilpm remnepatype me Bemme 25 °C, 3 | COOTBETCTBVET
| OpUTHHATLHOH YITAKOBKE
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S M B S.M.B. TECHNOLOGY S.A.

ENNCVATOR IN GALENICS
SAFETY & COMPLIANCE

DEVELOPMENT & PRODUCTION

PARAMETERS i REQUIREMENT ! RESULTS
| INAPAMETPHI : TPEBEOBAHMS PE3VJIBLTATEI
PACKING | 10 or 14 capsules in the PVC/Al blister. | 10 capsules in the PVC/Al blister. 3
2,3,5,86,9 or 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 ITo 10 wm 14 xancyn 8 [IBX 6mactep, 10 xamcyn B [IBX 6micrepe, 5
IIOKPHITEIA aTIOMAEMEB0H Qonproi. Ilo | mOXpsITOM amroMuHEEBOH bomEroi. 3 |
+2,3,5,6,9mwm 10 dnucrepos oo 10 fmMcTepa MOMEMERE! B KAPTOHHY) :
Kancyn winu 0o 1, 2, 4 wiu 7 6MHCTEpOB | DadKy BMECTe C HECTPYKIHEH 110
0o 14 Kancy:1 HOMEIIAIOT B KADTOHHYIO | IPHMEHEHHUIO.
Da49Ky BMECTE ¢ HHCTPYKIeH o
OPEMEHEHHIO.
MARKING MAPKHPOBKA | MAPKHPOBKA
Ha omeppuaHol  ymakoBke Ha | Ha nepeuymo# ymaxoBke Ha
MAPKHPOBKA PYCCKOM S3BIKE YKA3HIBAIOT: TOProBOE DYCCKOM A3BIKE YKA38HO: TOPIOBOE
HAMMESHOBaHHE IpenapaTa | HaMeHOBAHHS Ipenapara c
IpeIyNpeIdTeNbEOM MApKHPOBKOH ®, | mpeaynpenaTensHOH MapKupoBKoi ®,
| MEXIYHapOIHOE HENATEHTOBAHHOE | MEXIYHAPOAHOE  HEATeHTOBAHHOE
| HAMMEHOBaHNE, JIEKapCTBEHHYHO (GopMy, | HauMeHOBaHweE, TICKAPCTREHHAS
| OSUPOBKY, KONHYECTBO  KAICYT topMa,  AO3MPOBKA,  KOIHYECTBO
YII2KOBKE, NpEIyIPEINTSBHEYIO | Kancyl B YTI2KOBKeE,
| Hagmics:  «Buumamwe!  AGCOMOTHO | IpedyIpeanTeIbHAS HaJIIIHCE:
NPOTHBOTIOKa3aH [pH OepeMeHHOCTH | «BHEMaHHS! ABCOmOTHO

(BBICOKMIN DPHCK BPOXKICHHEIX MOOPOKOB

aary
H3roTOBICHHA, HATy HCTCYCHHS Cpoxa

DasBHTHA)», HOMEP  CepuM,

TOTHOCTH.

HJononEMTensEO Ha aEnIHHECKOM
S3BIKE YKasHBAIOT JOTOTHI BiIagelbla

PEruCTpalMOHHOIO YAOCTOBEPEHHA.

Ha propmumo#l (moTpeSETENLCKOR)
YIIAKOBKE HA DYCCKOM S3bIKS YKA3LIBAOT:
TOPrOBOE HAHMEHOBaHHE Ipenapara ¢
IIPenyNpeauTeNbHOH MapKHpOBKOH ®,
HeHaTeHTOBAHHOE
HaAMeHOBaHHE, IEKAPCTBEHHYIO POopMY,
| IO3HUPOBKY,
| YI3aKOBKe,

MESKIYEAPOIHOES

KOIIMYIeCTBO

HHEQOPMALTHIO
(HauMeHOBaHAE H

Kancyn

0 cocrase
COICPXKAHNE
TIeHCTBYIOIMETO BEemecTBa B | KalCyle,
epedeHs HAHMEHOBAHMA HEKOTOPBIX
BCIIOMOraTeILHEIX BEIISCTE B PEIAKITHHE:

OPOTHBONOKA3AH [PH OEPEMEHHOCTH
(BBICOKEI PHCK BPOMISHHBEX IOPOKOB
Pa3sBHIHA)», HOMEpD CepHM, JaTa
H3TOTOBIEHHS, JaTa HCTCUCHHA CPOKa
TOTHOCTH.

JlONONHATEIEHO Ha aHTTHHCKOM
S3BIKE YKa3aH JIOTOTHIl BIIANEIHIE
PETHCTPaIHOHHOT®O YIOCTOBEPEHHS.

Ha BTOPHYHOHR
(moTpebuTeNBCKOH)  ynaxoBke Ha
DYCCKOM A3BIKC YKA3aHO: TOProBoe
HaHMEHOBaHHE Impernapara c
OpenyOpeATeNbHON MapxupoBKod ®,
MEXIVHADOZNHOE  HENATEHTOBAHHOE
HaHMEHOBaHHE, JIEKapCTBSHHAS
dopma,  03WPOBKA,  KOIMYECTBO
KalCyll B yHakoBKe, WHPOpPMamUs O
coCTaBe (mamMeHOBaEmE i
comepxanue NeHCTBYIOMEro BEMIECTEa

«BcooMorarensHse BellecTBa: | B 1 Kamcyne, mepedeHs HARMEHOBAHHIA
CTESapOMIMAKPOrONTIHIIEPH,  COSBBIX | HEKOTOPHIX BCIOMOTATENLHBIX
60608 MacyIo, copOUTaNa oneaT H IpYrue, | BEIECTs B DEIaKITHH:
Page 4cf 6
Rue du Parc [ndustriel, 39 C.B.C. Banque

B-8900 MARCHE EN FAMENNE
BELGIUM

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

TVA -BTW BE 0431 842 812
RPM - RPR MARCHE

Rue du Commerce 44

B-690C MARCHE-EN-FAMENNE
IBAN BE30 1840 1184 1111

BIC CREGBEBB



INNOVATOR IN GALENICS
SAFETY & COMPLIANCE

S.M.B. TECHNOLOGY S.A.

PARAMETERS
IAPAMETPRI

DEVELOPMENT & PRODUCTION

REQUIREMENT
TPEGOBAHHUS

RESULTS
PE3YJIBTATEI

VKa3auHLle B HECIPYKIMH»), «ns
JedeHHA: TOKEIsXX (opM akHe; axme
YCTOHYABBIX K BDYTHM BHIAM TEPAIHIDY,
«na nOpmema BHYIpE», «Cmocod
NPHMCHCHHAA: CM. HECTPYKIBIO IO
nmpeMerermo»,  «llpemapar  cTporo
IMPOTHBOMNOKA32H NpH OepeMeHHOCTH,
«lIpenapar POTABOIOKA3AH K
IPAMCHECHHIO JETAM 10 12 neT», YeIoBHA
XpaHeHHS, IpeIyIpeRUTeIbHAS HaIIHCh
«XpaENTE B HENOCTYHNHOM L OcrciH
MECTe», YCIOBHA OTIYCKa, IITPHX-KOI,
2-D xog («GTIN» - ruobamsHEEmd
HICHTADHKAHOHHEIH HOMED TOPrOBOH
enuEMIE;; «SN» - HEJURHAYANLHELH
CEpHHHBIH HOMED TOPTOBOH &IMHHIMEI),
PETHCTPAITHOHHEIH HOMED,
HAaNMEHOBAHHE M aIpeC IPOH3BOIMTENT,
HaMCHOBAHWE M aJpeC Blajeisna
PErucTpatOHHOTO YIOCTOBEPEHHA,
BOoMep cepHH, <«Ne cepHEy, Jary
H3TOTOBICHHA, «Jlata MH3r.», HJaTty
HCTeYEeHMA CpOKa TomEocTH, «[ ofeH
Ao,

JIOOOIHUTETFHO HA AHMIHHCKOM
S3EIKE YKA3BIBAlOT JIOTOTHI BJIANENENa
PETHCTPAlOHHOTO YAOCTORSPSHHU.

«BcrioMorarensHsIe BEIICCTEA:
CTSapOHIMAKPOTOIITIMIIEPH I, COCBHIX
60008 Macno, copburama omear H

| ApyTHE, VKazaHHEIE B WHCTPYKIHH»),

«/lnsa nedeHHA: TOKBIX QoOpM akHe;
aKHe YCTOHUMBEIX K ApYTHM BuIaM
Tepammn», «JI1 »OpueMa BHEYTPBY,
«Cmocob IPFMCHCHHN: CM.
VHCTPYKOHIO OO  OPHMEHEHHION,
«lIpenapaT CIpOro IPOTHBOIOKA3AH
npua  OepemeHHOCTH», «lIpemapat
MPOTHBOIICKA3aH K  OPUMCHEHHIO
IeTaM 10 12 meT», yCIOBHA XpaHEHHS,
npeaynpeIdTeabHaA HAJIDICH
«XpaHATE B HEJOCTYIHOM KL JETCH
MECTE», YCIOBHA OTIYCKA, ITTPHX-KOI,
2-D xom {(«GTIN» - rnobansusri
HICHTAQHKAHOBEHEIA HOMED
TOProeo#  emumume;; «SN» -
WHIMBHAY2UIEHBIA CepriiHEli HoMep
TODrOBOH ©IHHEIEL),
PETHUCTPAlTHOHHEIH HOMED,
HaFMEHOBAHHE H ampec
OPOHM3BONATENS, HaMMEHOBAHHE H
ajpec BIaJieNblla PErMCTPAllHCOHHOIO
YAOCTOBSPSHHA, HOMEp CcepHH, «Ne
CEpMH:», [JaTa H3TOTOBICHHH, «/lara
H3T.D», JaTa  HCTe9EHH  Cpoka
TOIHOCTH, «['0eH J0:».
JOUnoNHEMTEI-EO Ha AHTIIHHCKOM
S3BIKE YKa3aH JIOTOTHI BIAIEIbIA

| pETHCTPAIMOHHOrO YIO0CTOBEPEHH .

SHEIL LIFE
CPOKT'OIHOCTH

2 years
2 roma

COMPLIES
COQTBETCTBYET

Importing country / CTpara mMmopTep:

Russian Federation / Poccriickag ®enepanps

Registration

Certificate
PerncTpamioHECro YAOCTOBSDEHIS:

No. [/

Howmep

JICP-004782/09 dated 16.06.2009 (re-issued 09.12.2019) /
JICP-004782/09 ot 16.06.2009 (nata 3aMerH 09.12.2019)

Manufacturing  site

IUIOIIaTKa

{production,
packaging, quality release) / IIpon3soncTereRHas
(OpoH3BOECTRO,
YIIAaKOBK4, BRITYCKAIONIHHA KOHTPOIb KAJEeCTBa):

primary

IepBHIHAT

SMB TECHNOLOGY S.A., Zoning Industricl-Rue du Parc
Industriel 39, Marche-en-Famenne, B-6900, Belgium / CMB
TEXHONOKH C.A., Somuer Hamyctpmens-Proo gy Ilapk
Hanyctprens 39, Mapme-sa-damern, B-6900, Bensrua

Packaging site (secondary packaging) /| JADRAN-GALENSKI LABORATORIJ d.d., Croatia, Svilno
Yhakopmuk  (BTopmgmas — moTpebmrensckas | 20, 51000, Rijeka / SSAPAH-TANMTEHCKH JTABOPATOPHM
YIOAKOBKA): 2.0., Xopsatrs, Cermso 20, 51000, Prexa
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s M B S.M.B. TECHNOLOGY S.A.

INNOVATOR IN GALENICS

sacervacovpuance  DEVELOPMENT & PRODUCTION

I bereby 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 importin g country.

HacTosmmM ynocToBepsio, YTO mNpHBENEHHAN BhIIE HEQOpMAIMA NOMTMHHA M TOYHA. JlamHAs cepus
JICKaPCTBEHHOTO IpenapaTa Gkla IPOM3BEaSH B OXHOM COOTBETCTBHHM ¢ TpeGoBammaMu GMP, TpedoBarmIMA
DETHCTPAlORHOr0 JOCkE M HOPMATHBHOH JOKYMEHTAIWMH, YTREDHKICHHOMN B CTpaHe-AMIIOPTEDE.

Kagectso npogyxra coorserctyer JICP-304782/09-220419 Ham. Ne 1-3
Quality of the product complies to Normative Document JICP-004782/09-220419 Variation Ne 1-3

I hereby confirm that the batch is approved for release
HacToAIM IOATEEPKIAL0, STO BEIIEYKA3AHHAS CEPHs PaspelIena X BAIIyCKY

D .
el 25kl

Qualified Person

ALINE 5 VITU
[onmce YOOIHOMOYEHEHOTO wTa Al

Qualified Person Deputy

SME TECHNOLOGY

39, rue du Pare Indutrie;
B-6900 Marche.~en-Famenne

S
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