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| Ceeodenun o pecucmpayuu opzanuzayuu: Mescpaiionnas uncnexyun Dedeparvnoii nanozosodi cayorctivi Ne 46 no
| | 2 Mocxee 28.08.20] J, OI'PH 1157746794810, dama npuceoenus OI'PH 28.08.2015.
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i | Adpec: 107564, > Mockea, yu. Kpacnobozameipexas, o, 6, cmp.6, komuama 26,5maxc | Teneghon: F

|
| } (499)1433371.

| B auye.! [ enepanbmuii oupexmop benrasuy Anexcanoap
' Hoeepennoe auyo: Ceuzay C A., dosepennocmy No 292/17 om25.09.2017

| AeKapcingenHoe cpedemeo. Axnexyman®, xancyavl 8 me 10 wm., ynakoexu AYEUKOBbIE KOHMYpPHbLE (3), nauxy
xapmonnsie, PY Ne JICP-004782/09 om 6. 06.2009 (dama samens: 12 09.2017) ewioano AQPAH-T AJTEHCKH
JIABOFATOFFHI a0, cepust 50417, napmusi 702 | YNaKoeok, eooen 00 U1.U3.2020, npouseoocmea CMb
TEXHO/IOIDKH C.A., benveus, SMB TECHNOLOGY S.A., Rue du Parc Industriel 39-6900 Marche-en-
Famenne, Belgium, koo OKIIZ2 21.20.10.1 61, koo TH B3] 29362] 0000, Kormparxm Ne HQO001/2017 om
03.04.2017, uneotic No 90000225 om 30.11.2018
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COOTBETCTBYET TPEE OBAHUSIM

JICP-004782/09-160609 uzm. No 1.2

AEKJIAPALIMS IPUHSTA HA OCHOBAHMH

npomokon ucnsimanuii Ne 18-009385 om 10.12.2018 000 "HIJJIC "Buomexnonozus ", ammecmam
axxpedumayuu RA.RU.2 ] ®MO4, Cepmughuxam POCC BE. ®M08. C29508 om 10.12.2018
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CHCTEMA CEPTHOURALLMH TOCT P
PEAEPABHOE ATEHTCTBO 110 TEXHUYECKOMY PETY.IHPOBAHIIO U METPOIOTHH

gy CEPTUOUKAT COOTBETCTBUS

L3 No POCC BE.©M08.C29508

Ca. ad
e Cpok aeiicTBus ¢ 10.12.2018 o -

OPTAH ITO CEPTHOHUKALIMN >
RA.RU.11PMO8 OPTAH ITO CEPT HOHUKALIHH ITPOIVKLIH OBIIECTBO C OFPAHH YEHHOUH

OTBETCTBEHHOCTbIO "OKPVIXHOH [IEHTP KOHTPO1S KAYECTBA" adpec ppromusmpm: 115280 5 Mocwws
ya. Macmeprosa, 0. 4, sm. 5, nom. I, kom. 1, adpec opzana no cepmudpurayuu: 115280, POCCHS, 2opod Mockea, ya,
Macmeprosa, 0. 4, sm. 5., men.: (495) 788-02-88, haxc: (495)675-47-89

TIPOAYKLHA

Jlexapcmeennoe cpedcmeo: Axnexyman®, rancyrst 8 mz 10 wm,, YRAKOBKY AYCHKOBEIE KOHMYPHBIC

(3). naurku kapmonwwvie,

PV Ne JICP-004782/09 om 16.06.2009 (Qama samenvt 12.09.2017) ewioano AAPAH-TATEHCKH
JIABOPATOPHH a0,

cepun 50417, napmun 7021 ynaxosox, coder 0o ()1 .03.2020,

Koumparm Ne HO001/2017 om 03.04.2017, unsoiic Ne 90000225 om30.71.2018

COOTBETCTBYET TPEBOBAHUSIM HOPMATHBHBIX AOKYMEHTOB
JCP-004782/09-160609 120 Ao 127 5 won T BJA G

2936210000

(KTTEC 2008)
(OKTII2):
21.20.10.161

N3TOTOBUTEAB
CMEB TEXHOJIOQIDKH C.A., SMB TECHNOLOGYS.A., Rue du Parc Industriel 39-6900 Marche-en-Famenne, Belgium,

benveusn

CEPTU®UKAT BBIA
000 "SIPAH", HHH: 77 271899, adpec: 107564, » Mockna R .r(:f_m."u(35{19.;::11&;;;{;;5"9* As emp. S vosniamo I8 nmpse 1

Teneqhon:(499)1433371.
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ENNOVATOR IN GALENICS

S.M.B. TECHNOLOGY S.A.

saervacoweuance  DEVELOPMENT & PRODUCTION
Product name: Acnecutan, capsule 8 mg
Hazrauue npananara: Axyexyran, xancvmu 8 ur
Series: 50417
Cepus: 50417
Manufacturing date: 03.2018
Hara npousroncrea: 03.2018
Best before: 03.2020
Tomcs 5o 03.2020
CERTIFICATE Ne 23277-490
CEPTH®HUKAT Ne 23277-490
| HAPAMETPBI | TPEBOBAHMS | PE3VIBTATRI |
| APPEARANCE | Hard gelatin capsules No. 3, brown. Capsules content is COMPLIES
a wax-like paste of yellow-orange color.
BHELUHHIA BH]T Tsepasie kenatunosbie Kancynsl Ne 3 kopuureroro COOTBETCTBVET
useta. ComepkHMOe Kancy — BockooBpasnas nacra
JKENTO-OPAHIKEBOrO LBETA.
IDENTIFICATION OF i
ISOTRETINOIN
LHPLC Retention time of a principal peak in the chromatogram | COMPLIES
of test solution should be simultaneous with the
retention time of a main peak in the chromatogram of
[sotretinoin and Tretinol standard solution.
UV absorption spectra of test salution {within the range | COMPT 1B
2.UV-SPECTROSCOPY from 300 to 400 nm) should correspond to the UV
spectrum of the main peak in the chromatogram of
Isotretinoin and Tretinol standard solution.
t IONNMUHHOCTE ’
H30TPETUHOUHA Bpems ynepxusanus ocHorHOro nuka Ha COOTBETCTBYET
1. B3XX XpOMATOrpaMMe HCTILITYEMOTO PacTBOpa A0/KHO
COOTBETCTBOBATE BPEMEHH YAEPIKHBAHHS OCHOBHOIO
fTHKa Ha XpOMaTOrpaMme pacTBOpa CTAHAAPTHEIX
00pa3siioB H3OTPETHHOWHA H TPETHHOMHA.
|
Y®-cnextp nornowenus HCMBITYEMOro pacTsopa (B COOTBETCTBVET
2.YO-CIIEKTPOCKOIHUS | muanasowe ot 300 no 400 HM) KOMmKEH COOTBETCTBOBATE
Y®-cnexrpy 0CHOBHOro nmuka Ha Xpomarorpamme
) PacTBOpa CTaAHAapTHBIX 00Pa3LOB H3OTPETHHOMHA U
| TPETHHOMHA. - =
. AVERAGE NET MASS - Average weight of & mg capsule content is 164 mg +

10 % (148-180 wmr).
Deviation from the average weight should be in

Rue du Parc Industriel, 39
B-6900 MARCHE EN FAMENNE
BELGIUM

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

TVA - BTW BE 0431 842 812
RPM - RPR MARCHE

IBAN BE30 1940 1164 1111
BiC CREGBEBB
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ENNOVATOR IN GALENICS

S.M.B. TECHNOLOGY S.A.

shrervacowriance  DEVELOPMENT & PRODUCTION
MAPAMETPbBI TPEFOBAHUS e PE3YJIbTATBI
accordance with the requirements of National
pharmacopoeia XI.
CPETHII MACCA | Cpeauan macea conepmanore xancyn 8 s cocramnsct | 165 wir
COAEPXXUMOIO 164 Mr £10 %, (148-180 mr).
KAIICYJIbI H OtkiioHenne ot cpenteii Maccsl JOJDKHO
OJIHOPOJHOCTSD 10 COOTBETCTBOBATL Tpebosanuam I'® X1
MACCE
DISINTEGRATION | Not more than 45 minutes. COMPLIES ]
| PACIIAIAEMOCTb Kancysmr nomkb pacnaarscs B redense 45 MuH. COOTBETCTBYET
DISSOLUTION Not less than 85 % after 60 minutes. 96 %
PACTBOPEHMUE He Menee 85 % uepes 60 mun or KOJIHYECTEA, 96 %
B et L i YKa3aHHOTO Ha 3THKETKE., cpetia ¥
RELATED SUBSTANCES | Tretinoin - no more than 4.0 %, n.d.
(HPLC) Any specific unidentified impurity - no more than 1.0%, | n.d.
Total unspecified impurities - no more than 1.5% n.d.
Tpetunonna - ne Gonee 4.0 %, | He 06HapyxkeHo
JGi0Sa nnanbsaywibhan HUHACH L HHUNPOBAHHAS '
ggg;%g%HHHE npuMecsk - He Bonee 1,0 %, % obsapyaeD
(BOXKX) Cymmaproe COACPIKAHNE HEHACHTHDULMPOBAHHBIX He 0OHapyKeHo

} npuMeceti - ve Gonee 1,5 %

DOSAGE UNIFORMITY From85t0 115 % COMPLIES
OHOPOJIHOCTD Or85m0115% COOTBETCTBVET
HAO3HPOBAHMA

MICROBIOLOGICAL 3A category COMPLIES
CONTAMINATION , ,
MHKPOBUOJIOTUYECKAS Kareropus 3A COOTBETCTBVYET
YUCTOTA

ASSAY OF From 95.0 % to 105 % in relation to the declared 101 %
ISOTRETINOIN content. | (8.1 mg)

(HPLC) (From 7.6 to 8.4 mg/capsule)

( | 101 %
KOJIMYECTBEHHOE 01 95,0 % 10 105 % or HOMHHAJIBHOI'O 3HAYCHHS (8.1 mr)
OINPEAENEHUE (ot 7,6 10 8,4 Mr ua Karcymy)

H30TPETHHOHHA
(BIXKX) | i
STORAGE CONDITIONS | At temperature not more than 25 °C in dry dark place. | COMPLIES
YCJIOBHSl XPAHEHU S B cyxom, sammmennom or crera mecte npH COOTBETCTBYET
L Temneparype He Bbiwe 25 °C s
Rue du Parc Industriel, 38 5 T 36
B-6900 MARCHE EN FAMENNE Ruédu Commerce 44 N
BELGIUM B-’%SQMARCHE-EN-FAMEWE
Tel. +32(0)84 32 04 50 TVA - BTW BE 0431 842 812 IBAN-BE30 1940 1164 wis/s
mailcontact@smbtech he 3 LS

RPM - RPR MARCHE BiC
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ENNOVATOR IN GALENICS

SAFETY & COMPLIANCE DEVELOPMENT & PRODUCTION

ITAPAMETPBI TPEBOBAHMS PE3YJBTATHI
SHEIL LITE 2 years COMPLIES
CPOK TOJJHOCTHU 2 roga COOTBETCTBVYET

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

Hannas cepun 6vina nposepena no écem noxasamensm, npedyemompenrviv Hopmamusnoi Joxymenmayuei
U ROTHOCHILIO COOMBEMCMEYEM NPEObABIAEMBIM MPEOOBAHUAM,

Qualified Person gg/gr’/ 2o/3
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Qualified Person
SMB TECHNOLOGY
39, rue du Parc Industriel
#-6900 marche-en-Famenne

Rue du Parc Industriel, 39

B-6900 MARCHE EN FAMENNE
BELGIUM

Tel. +32 (0)84 32 04 50 TVA - BTW BE 0431 842 812
mailcontact@smbtech.be RPM - RPR MARCHE




