I TEKJAPAIIMSA O COOTBETCTBHHU
I‘ \ JIEKJIAPAHT, IPUHUMAIOIHIA AEKJAPAIIMIO O COOTBETCTBUH
| | 00O "sIPAH"

Cgedenua 0 peucmpayuu Opeanusayuu. MexcpauorHan UHCNEKYUA DedepanbHol HAN0060T cnyoncbot No 46 no
| 2 Mockse 28.08.2015, OFPH 1157746794810, 0ama npuceoenti OI'PH 28.08.2013.
| Adpec: 107564, 2. Mockea, yn. KpacnoBozamsipckas, 0.6, cmp.6, komnama 26,madxc 1. Tenegon:
| (499)1433371.

| B auye: I enepansHbiti Oupekmop benasuy Anexcanoap
| losepennoe nuyo: Ceuzay C.A., dosepenHocmy Ne 131/18 om 12.12.2018

| BASIBJISIET, YTO
nexapcmeenHoe cpedcmeo: Axnexyman®, kancynol 8 m2 10 wm., ynakoexu [uelikogbie KoHmMypHbie (3), nayxu
kapmonnvie, PY Ne JICP-004782/09 om 16.06.2009 (0ama 3amerv 12.09.2017) swidano AAPAH-I AJIEHCKH
JIABOPATOPHH a.o., cepua 54717, napmus 6822 ynaxogok, 2oden 00 01 .04.2020, npouzeoocmea CMb
TEXHOJOIKH C.A., Benveus, SMB TECHNOLOGY S.A., Rue du Parc Industriel 39-6900 Marche-en-

l Famenne, Belgium, ko0 OKII[2 21.20.10.161, w00 TH B2 2936210000, konmpaxm Ne HQ001/2017 om

03.04.2017, uneotic Ne 90001754 om 19.03.2019

\ COOTBETCTBYET TPEEOBAHHSM
| JICP-004782/09-160609 uzm. Ne 1-2

| DEKJAPALIMS ITPHHSITA HA OCHOBAHHUM

NPOMOKON UCHLIMAHUY Ne 19-002070 om 27.03.2019 OO0 "HIJIC "Buomexnono2us " ammecmam
axkpeoumayuu RA.RU.21 OM04, Cepmugpuxam POCC BE. @MUS. 36984 om 27.03.2019

% Crurau C.A.

'nommct, O.HN.0

| CBEJIEHHSI O PETUCTPALIMA

‘ OPI'AH 110 CEPTHOHKAIIHH, 3APEFTMCTPUPOBABIIIAN JEKJTAPAITHIO

RA.RU.11OM08 OPIAH I10 CEPTHO®HKALIHH [TPOJYKUHH OBIL[ECTBO C OI'PAHH YEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH JEHTP KOHTPOJIA KAYEC TBA",

adpec opeanusayuu: 115280, 2. Mockea, y1. Macmepkoga, 0. 4, sm. 5, nom. I, kom. 1, aopec opeana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mocxkea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caim: OyKK.pe.
JEKJAPAIIA O COOTBETCTBHH 3APETMCTPHPOBAHA & POCC RU [I-BE.®@MU8.A. 19920/19
JIATA PETHCTPAITAM 27.03.2019
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NNOVATOR IN GALENICS
SAFETY & COMPLIANCE

Product name:
HassaHue npenapara:

S.M.B. TECHNOLOGY S.A.

DEVELOPMENT & PRODUCTION

Acnecutan, capsule 8 mg
AKHEKyTaH, KancyJibl 8 Mr

Series: 54717
Cepust: 54717
Manufacturing date: 04.2018
JlaTa MpoM3BOACTRA. 04.2018
Best before: 04.2020
I"'oaeH no: 04.2020
CERTIFICATE Ne 23543-756
CEPTHO®HKAT Ne 23543-756
IMAPAMETPBI TPEBOBAHHSA PE3YJIbTATBI J
APPEARANCE Hard gelatin capsules No. 3, brown. Capsules content is | COMPLIES
a wax-like paste of yellow-orange color.
BHELIIHUI BU] Trepable KeNaTHHOBbIE Kancy bl Ne 3 KOPHYHEBOrO COOTBETCTBYET
usera. ConepxuMoe Karncyn — BockoofpasHas rnacra
i JENTO-OPaHKEBOTO LIBETA,
IDENTIFICATION OF
ISOTRETINOIN
1.HPLC 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
Isotretinoin and Tretinol standard solution.
UV absorption spectra of test solution (within the range | COMPLIES
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.
MNOJJIMHHOCTDb
H30TPETHHOHWHA BpeMs yaepKHUBaHHs OCHOBHOIO MHKa Ha COOTBETCTBYET

1. BOAKX
|

2. YO-CIIEKTPOCKOITHA

XpoMaTorpaMMe HCITBITYEMOrO pacTBOpa J0KHO
COOTBETCTBOBATL BPEMEHH y/1epKHBAHHS OCHOBHOIO
TTHKa Ha XpoMaTorpaMMe pacTBopa CTaHAApPTHBIX
06pa3ioB U30TPETHHOWHA ¥ TPETHHOMHA.

V®-cneKTp NOrnoWeHHS HCMBITYeMOro pacTeopa (B
nuanasone ot 300 no 400 HM) NO/DKEH COOTBETCTBOBATH
V®-cniekTpy OCHOBHOTO ITHKA Ha XpoMaTorpaMmMe
pacTBOpa CTAHAAPTHBIX 00Pa3LOB H30TPETHHOWHA H
TPETHHOMWHA.

COOTBETCTBYET

AVERAGE NET MASS Average weight of 8 mg capsule content is 164 mg + 165 mg
10 % (148-180 mr).
Deviation from the average weight should be in o, ¥ Y
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S.M.B. TECHNOLOGY S.A.

JNNOVATOR IN GALENICS

B-6900 MARCHE EN FAMENNE
BELGIUM

Tél. +32 (0)B4 32 04 50
mailcontact{@smbtach.be

TVA - BTW BE (0431 847 812
RPM - RPR MARCHE

SAFETY & COMPLIANCE DEVELOPMENT & PRODUCTION
NAPAMETPEI TPEBOBAHMUA = - PE3YJIbTATHI
accordance with the requirements of National
; pharmacopoeia XI.
| CPEIIHASA MACCA CpeaHss Macca CONEPKUMOro Karcy 8 mz cocrasnser | 165 mr
COJAEPXXHUMOI'O 164 mr £10 %, (148-180 mr).
KAIICYJIbl OTKJIOHEHHE OT CPEIHEH MACCHI JOJDKHO
- OJTHOPOJIHOCTS MO cooTeeTcTBoBaTh TpeboBanuam P XL
MACCE
DISINTEGRATION Not more than 45 minutes. COMPLIES
PACITAZAEMOCTb Karicy;ibi I0/DKHBI pacTiaiaTbesl B TeHEHHE 45 MHH. COOTBETCTBYET
DISSOLUTION Not less than 85 % after 60 minutes. 95 %
PACTBOPEHHE He menee 85 % uepes 60 MHH OT KOJIHYECTBA, 95 %
YKa3aHHOro Ha 3THKETKE.
RELATED SUBSTANCES | Tretinoin - no more than 4.0 %, n.d.
(HPLC) Any specific unidentified impurity - no more than 1.0%, | 0.4 %.
Total unspecified impurities - no more than 1.5% 0.4 %
Tperutonna - ve Gonee 4,0 %, He 0OHApyKEeHO
MOCTOPOHHHE
IMPHMECH Jlio6as MHAHBHAYANbHAS HEHAEHTHOHIIMPOBAHHAS 0.4 %
(BRXX) npumecs - e Gonee 1,0 %,
CymMMapHOe coaepaHHe HEMIEHTHHLIMPOBAHHBIX 0.4 %
npuMeced - He Honee 1,5 % ‘
DOSAGE UNIFORMITY From 85t0 115 % COMPLIES
OJHOPOOHOCTb Or8510115% COOTBETCTBYET
NO3UPOBAHUS
MICROBIOLOGICAL 3A category COMPLIES
CONTAMINATION
MHKPOEHOJIOTUYECKAS| Kareropus 3A COOTBETCTBYET
YHUCTOTA
ASSAY OI From 95.0 % to 105 % in relation to the declared 99 %
ISOTRETINOIN content. (7.9 mg)
(HPLC) (From 7.6 to 8.4 mg/capsule)
‘ 99 %
KOJIMYECTBEHHOE 071 95,0 % 10 105 % oT HOMMHAJILHOTO 3HAYEHHA (7.9 mr)
ONPEJEJIEHUE (ot 7,6 0o 8,4 Mr Ha Karncyny)
HM30TPETHUHOHWHA
(BOXKX) -
STORAGE CONDITIONS At temperature not more than 25 °C in dry dark place. COMPLIES
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s M B S.M.B. TECHNOLOGY S.A.

INNOVATOR IN GALENICS

SAFETY & COMPLIANCE DEVELOPMENT & PRODUCTION

NAPAMETPBI | TPEBOBAHHSA PE3YJIbTATbI

YCIIOBUA XPAHEHHA B cyXoM, 3aLIHIIEHHOM OT CBETa MECTE IPH COOTBETCTBYET
Temmnepatype He Bbime 25 °C

SHEIL LIFE 2 years COMPLIES

CPOK 'OTHOCTH 2 rona COOTBETCTBYET

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

Hannan cepus bvira npogepena no 6cem NOKA3QMensim, npedycmompennvim Hopmamusnoi Hoxymenmayuet
U NOAHOCMILIO COOMEEMCMEYEm NPEOLABIAEMbIM MPEOOSANUAM.

Qualified Person
Frédéric WOUTERS
Qualified Person
SMB TECHNOLOCGY

39, rue du Parc Industriel
B-6900 Marche.en.Famenne

=

KeanudpuuupopaHHoe JIHLIO

0s/03201 §
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