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TTOJATBEPXJIEHVE COOTBETCTBUA CEPUN
Ne 51-0048/19 ot 20.12.2019

HacTOAIMM TIOATBEPXAAEM COOTBECTBHE BBO3UMOTO IEKApCTBEHHOrO MpemapaTa TpeGOBaRMAM,
YCTAHOBIEHHBIM NIPH €10 FOCYAAPCTBEHHOH PErHCTPAlHH

Toprosoe HauMEHOBAHKE ' AKHEKyTaH

MexIyHApOIHOE HENATEHTOBAHHOE HauMeHOBaRNe | M30TpeTHHORH

JlexapcTeeHHas fopma Kancynel

J03UpOBKa 16 Mr

dopma BHIYCKa Bancrep 10 xancyn x 3 (mauka KapTOHHAsA)
Howmep cepun 19103

O6beM mapTHH 6909 ynaxk.

Jara BeIMyCKa 09.2019

Topen mo 09.2021

HanMenoBaHue 1 afipec MPOR3IBOJATENS CMB TEXHOJIOIDKM C.A., 30oHUHT

Unnycrpuens-Pro ay IMapx Munycrpuens
39, Mapuwe-su-QamenH, B-6900, benbrus
HoMep u faTa perHcTpallHORHOTO YAOCTOBEPEHH JICP-004782/09 ot 16,06.2009 (nara

samennl 12.09.2017)
Homep HOpMaTHBHO JOKYMEHTAIHH JICP-004782/09-160609 KH3m. Ne 1-2
HanMeHOBaHHE H alIpec IEPXKATeNs SITPAH-TAJIEHCKM JTABOPATOPHHU
PErHCTPALMORHOIO YAOCTOBCPCHUA a.0., Ceuano 20, 51000, Preka, XoppaTus

OrBecTBeHHOE THIO: MeHemKep no ofecmewenuio xadecrsa 000 «IJIPAH» Koporkosa O. mo
mosepennocTH Ne 2247/2019 ot 18.11.2019.

i

o g0 49, 2009

000 uAfPAH»
Appec mecra Haxompaenun: 107564, r. Mockea, yn. Kpacwoborarsipckan, a. 6, cTp.6

AApeC AAR HANP3BNEKUA NONTOBOH KOppecnoHAeHYMK: 119330, Mockea, lomoHocoBervil npacnexr 38, aduc VIl
Ten./daxc: +7(499)143-33-71
e-mall: Jadran@jgl.ru )
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S.M.B. TECHNOLOGY S.A.

NOVATOR IN GALENICS

srEvacowumce  DEVELOPMENT & PRODUCTION

CEPTHOUKAT CEPHH M RUS-007/19 / CERTIFICATE OF COMPLIANCE No. RUS-007/19

HA3BAHHE IPORYIAIUH / MHH ArnckyTan / Hsotpermmony

PRODUCT /INN Acnecutan / Isotrelinoin

JIEKAPCTBEHHASA $OPMA / DOSAGE FORM Kanoynu / Capsules
O3NPOBKA / STRENGH / DOSAGE 6ur/lémg

PAIMET H THIT VTIAKOBKH / PACK SIZE

10 xancyn » Gnnorepe X 3 EmecTepa, IAYKH K&pTOMEbLIC / 10
capsules In blister x 3 blisters, carton boxes

HOMEP CEPHH / BATCH No, 19103
_JATA ITPOMBBOJICTBA / MANUFACTURING DATE 09.2019
{ TOJIEH 11O / EXPIRY DATE 09.2021

CTPAHA FIMIIOPTEP / IMPORTING COUNTRY
HOMEP PEMHCTPAIMOHHOIO YIOCTOBEPEHWA /

POCCHHACKAR OBJIEPALIA { RUSSIAN FEDERATION

JICP-004782/09 ot 16.06.2009 (n2xa samenn: 12,09.2017) /
JICP-004782/09 dated 16.06.2009 (re-issued 12.09.2017)

REGISTRATION CERTIFICATE No.
TNIPOMBROACTBEHHAA TINOWALKA /
MANUFACTURING SITE

CMB TEXHOJIOIDKH C.A., 3omunr Hraycrprem-Pio 1y
Tapr Muayorprems 39, Mapue-an-Oamerub B-6900,
Benerng / SMB TECHNOLOGY S.A., Zoning Industriel-Rue
du Parc Industriel 39, Marche-en-Pamenne, B-6900, Belgium

HOMEP JMLEHSAM HA I[IFOVIBONCTBO 7
MANUFACTURING LICENSE No.

465H

HOMEP CEPTUOHKATA GMP / GMP CERTIFICATE No.

BE/GMPR2018/036

CYBCTAHUMH / MANUFACTURER OF AP _

[IPOLECC TIPOM3BONICTBA / MANUFACTIURING COOTBETCTBYET/ COMPLIES
PROCESS
HAHMEHOBAHWE GAPMALEBTHYECKOH Hsotperuronn / Isotretinoin
CYBECTAHLIAM / NAME OF THE APL i
HOMEP CEPHH OAPMALIEBTHYECKOH | M1900219
CYBCTAHUMW
| BATCH No. OF API
TIPOVBBOJTHTEIL GAPMAITEBTHYECKOH | ONIOH CaA. (Mususnone Comear), Bra Mmnano, 186,

20024 T'apSanssare Munaneze (MH), Hramim
OLON 8.p.A. (Divisione Solmag), Via Milano, 186, 20024

Garbagnate Milanese (MT), Italy

HOpMaTIAHOM Me] HEOH B M

requirements, requirements of the re

Hacrogmum yaocrosepsio, yto TIPABRNCHHAR BNOK MHPOPMAUMH TO/UIWHHA W TOMHS, Hawnas cepua nexapeTReRworo
npenapata  Giuna  mpomssenmens, exmowan YORKODKY/MADKRPOBKY H XORTPONL KAMECTR, KR yxasanmsolf mume
TIPOEROJICTRE KON MNOMANKE B NONHOM COOTRETCTRAM ¢ TpeBoBAMIIMA GMP, TpeGoraHuAMM PErBCTPALHOREOTO A0CHE A

I hereby confirm that the information above is authentic and Bccurate. This batch of the product was manufactured, moluding
labeling/packaging and quality control at the above montioned manufecturing site in full compliance with the GMP
lon dossler and normative documentution spproved in the importing country.

Kawecao nponykra cootserorayer JICP-004782/09-160600 s, Ne 1-2
| Quality of the product complies to Normative Document JICP-004782/09-160609 Variations Mo 1-2

1 hereby confirm that the batch is upproved for release ©
Jara ’

Hacrosmpm noameepaao, 110 BaiueyKaIaHERS CEDI PRIPEITERA K POATHSELIK

Date

09/12/2019

Hoznece YnonsoMoerRON maia
Qualified Person

ALINE SAINVITU
Qualified Parson Daputy
SMB TECHNOLOGY
39, rue du Pare Indutriel
B-6900 Marche-en-Famenne

-
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Rus du Parc Industrlel, 38 C.B.C. Bangque
B-6800 MARCHE EN FAMENNE Rue du Commerce 44
BELGIUM B-8800 MARCHE-EN-FAMENNE
Tél, +32(0)84 3204 50 TVA - BTW BE 0431 842 812 IBAN BE30 1840 1184 1111
mallcontaci@smbtech.be RPM - RPR MARCHE BIC CREGBEBB
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S.M.B. TECHNOLOGY S.A.

NNOVATOR IN GALENICS

sareryscoweussce  DEVELOPMENT & PRODUCTION

Product name: Acnecutan, capsule 16 mg
Haseanue npenaparta: ~ AxkmexyTan, xancyns! 16 Mr
Series: 19103

Cepus: 19103

Manufacturing date: 09.2019
Jlara npon3eoacTea: 09.2019

Best before: 09.2021
Toaer no: 09.2021
CERTIFICATE N: 25632-1393
CEPTHOHKAT N 25632-1393
TMAPAMETPBI TPEBOBAHHY PE3YJBTATHI
APPEARANCE Hard gelatin capsules No. 1, with white body and green | COMPLIES
cap. Capsules content is a wax-like paste of yellow-
OIHACAHHE orange color,
Teepawie menaTHHOBLIE KANCY/L! Ne 1 Xopriyc Genoro COOTBETCTBVET
UBETd, KphlUEYKa 3CAEHOTO 1BeTa, ConepxuMoe Kancyn
= BOCKCOOpasHas MACTA KEJMo-0PAHKEBOro LIBETA.
IDENTIFICATION OF
ISOTRETINOIN
1.HPLC Retention time of & principal peek in the chromatogram | COMPLIES
of test solution should be simultaneous with the
retention time of & main peak in the chromatogram of
Isotretinoin and Tretinol standard solution.
UV absorption spectra of test solution (within the range
2.UV-SPECTROSCOPY from 300 to 400 nm) should correspond to the UV COMPLIES
spectrum of the main peak in the chromatogram of
Isotretinoin and Tretinol standard solution,
TNIOJJIMHHOCTh
HU3OTPETHHONHA Bpema ynepXUEaHHS OCHOBHOTO [THKE HA
1. BOXX XPOMBTOTPAMME HCTBITYOMOTO PACTBOPE HOMIKHO COOTBETCTBYET
COOTBETCTBOBATL BPEMEHH Y IePKHBAHHA OCHOBHOTO
NAKA HA XPOMATOrPAMME PacTBOPA CTAHIAPTHLIX
©00pa3uoB HIOTPETHHOHHE H TPETHHOMHA,
Y®-cnextp NOMIOLICHEA UCILITYeMOro pacTeopa (B
2.YO-CITEKTPOCKOITHA | amanasonre ot 300 a0 400 um) gomxen coorsercTeopats | COOTBETCTBYET
Y®-CrieKTpY OCHOBHOIO IMK2 Ha XpoMaTorpaMme
PACTBOPA CTAHAAPTHRIX 0GPA3IOB H3OTPETHHOKHA 1
TPETHHOHHA.
AVERAGE NET MASS Average weight of 6 mg capsule content is 328 mg + 330 mg
7.5 % (303-353 Mr).
Pege 1013
Rue du Parc industriel, 39 C.B.C. Banque
B-6800 MARCHE EN FAMENNE Rue du Commerce 44
BELGIUM B-8000 MARCHE-EN-FAMENNE
Tél. +32(0)84 3204 50 TVA - BTW BE 0431 B42 B12 IBAN BE30 1840 1184 1111
mallcontaci@smbtech.be RPM ~ RPR MARCHE BIC CREGBEBE
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$ M S.M.B. TECHNOLOGY S.A.
NNGVATOR IN GALENICS

sarervacowelice  DEVELOPMENT & PRODUCTION

HAPAMETPRI TPEROBAHUA T PE3VILTATHI
Deviation from the average weight should be in
accordance with the requirements of National
pharmacopoeia XI,
CPEOHAA MACCA Cpeanss Macca CONepXHMOre Kancyn 16 me 330mr
COIEPXHUMOro cocrapnser 328 Mr +7,5 %, (303-353 mr).
KATICVJIBI H Orrnonerne ot cpenmedt Macch AOUKHO
OIOHOPOIHOCTD IO COOTBETCTBOBATH TpeOoBannam ['® XL
MACCE _ ,
DISINTEGRATION Not more than 45 minutes. COMPLIES
PACITAJAEMOCTDb Kancynw! Zo/bkHE! pACTIANATECA B TCUCHHE 45 MuH. COOTBETCTBYET
DISSOLUTION Not less than 85 % after 60 minutes. 99 %
PACTBOPEHHE He menee 85 % uepes 60 MEH OT KONHYeCTRa, 99 %
YK83AHHOIMO Ha 3THKETKeE.
RELATED SUBSTANCES | Tretinoin - no more than 4.0 %, nd. %
(HPLC) Any specific unidentified impurity - no more than 1.0%, | 0.3 %
Total unspecified Impurities - no more than 1.5% 03%
Tperunonna - He Gonee 4,0 %, He OBHAPYXECHO
[TOCTOPOHHME
IMPHMECH Jlro6as WHIMBHIYaNsKaA REUEHTHGHUUPOBAHHAS 03%
(BIXX) npumecs - He Gonee 1,0 %,
CymMMapHOE CONEpMAHKE HEWACHTHULMPOBARHBIX 0,3 %
Tiprmecefi - He Gonee 1,5 %
DOSAGE UNIFORMITY From85t0115% COMPLIES
OZHOPOOHOCTD Or85n0115% COOTBETCTBVET
JO3VIPOBAHUA
MICROBIOLOGICAL 3A category COMPLIES
CONTAMINATION
't MHKPOBHUOJIOTHYECKAA| Kareropus 3A COOTBETCTBYET
YHUCTOTA :
ASSAY OF From 95.0 % to 105 % in relation to the declared 98 %
ISOTRETINOIN content. (15.7 mg)
(HPLC) (From 15.2 to 16.8 mg/capsule)
5 98 %
KOJMYECTBEHHOE Ot 95,0 % 10 105 % OT HOMHHANEHOIO JHAYCHUA (15,7 Mr)
OTPEIENIEHUE (ot 15,2 no 16,8 mMr Ha xancyry)
H3OTPETMHOUHA
(BIXKX)
STORAGE CONDITIONS | At temperature not more than 25 °C in dry dark place. COMPLIES
Pags 2¢f3
Rue du Parc Industriel, 39 C.B.C. Banque
B-6000 MARCHE EN FAMENNE Rue du Commerce 44
BELGIUM B-8900 MARCHE-EN-FAMENNE
Tl +32 (0)84 32 04 50 TVA - BTW BE 0431 842 812 IBAN BE30 1940 1184 1111
malicontact@smbtech.be RPM ~ RPR MARCHE

BIC CREGBEBB




S.M.B. TECHNOLOGY S.A.

NNOVATOR (N GALENICS

saervacowimce  DEVELOPMENT & PRODUCTION

| TAPAMETPH TPEBOBAHUA PE3YJILTATRI
VYCIIOBHA XPAHEHMA B cyXOM, 38ITHILERHOM OT CBETa MecTe NIpH COOTBETCTBVET
TeMIepaType He Bhime 25 °C
PACKING 10 or 14 capsules in the PVC/Al blister. 2, 3, 5, 6, 9 or complies

10 blisters with 10 capsules or 1, 2, 4 or 7 blisters with
14 capsules with the instruction for use are placed ina
collapsible carton box.

VITAKOBKA TMo 10w 14 kancyn s TIBX 6mectep, noxphtsit COOTBETCTBYET
amoMuanesol gonsrol. Tlo 2, 3, S, 6, 9 wm 10
Gancrepos no 10 kancyn mnmnio 1,2, 4 wnu 7
‘GmucTepos no 14 kancyn NOMEWAIOT B KAPTOHEYIO
NaYKy BMECTE C HHCTPYKIMeH Mo npumMeneHHo,

MARKING In accordance with Normative Documentation complies
MAPKHPOBKA B coorsercTaun ¢ HopMaTupHO# JoxyMenTaune# COOTBETCTBYET
SHEIL LIFE 2 years COMPLIES

| CPOK 'OIHOCTU 2 roga COOTBETCTBYET

This batch was checked for all indexes, that are provided by Normative Documentation and fully comforms

to producing requirments.
Hannas cepun 6vina nposepena no scem noxasamensam, npedycxompennvim Hopuamusnodt Joxymenmayuei
U NOAHOCMEI0 COOMBEMCMEYENm NPedbRETREMBIM MPeGOBARUAM.

Qualified Person
ALINE SAINVITU
Qualified Person Deputy
SMB TECHNOLOGY Ksamuayposarsoe muo
39, rue du Parc Indutriel
B-6900 Marche-en-Famenne
os\2leei 3
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Rue du Parc Industriel, 39 C.B.C. Banque
B-8900 MARCHE EN FAMENNE Rue du Commarca 44
BELGIUM B-8900 MARCHE-EN-FAMENNE
T, +32 (0)8¢ 32 04 50 TVA - BTW BE 0431 842 812 IBAN BE30 1840 1184 1111
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