JIEKJAPALIUA O COOTBETCTBUH

NEKJIAPAHT, IPHHAMAIOI AN JEKJIAPALIMIO O COOTBETCTBHHA

000 "A/PAH"

Ceedenus o pezucmpayuu opeanusayuu. Mexcpaiionnan uncnexyus PedeparvHou Hanozoeou cayichvr Ne 46 no
2. Mockee 28.08.2015, OF'PH 1157746794810, oama npuceoenua OI'PH 28.08.2015.

Adpec: 107564, 2. Mockea, yn. KpachoGocameipekasi, 0.6, cmp.6, Komrama 20,3madic 1. Teneqhor:
(499)1433371.

B nuye: [ enepanbHovii OUupexmop benasuy ANeKCanoup

Josepennoe nuyo.: Ceueay C.A., dosepennocme Ne 292/17 om 25.09.2017

3ASIBJIAET, UTO

nexapemeennoe cpedcmso: Axnexyman®, kancyier 16 me 10 wim., yRaKkosKu R4eikosoie KoHmyprvie (3), nawki

| kapmonuwie, PY Ne JICP-004 782/09 om 16.06.2009 (0ama 3amenwi 12.09.2017) ewioaro AqPAH-TAIEHCKH
- JIABOPATOFPHI a.0., cepua 04418, napmus 7093 ynukosok, coden ou G1.G6.2626, npoussoociea ol

. TEXHOJIOJUKH C.A., Beaveus, SMB TECHNOLOGY S.A., Rue du Parc Industriel 39-6900 Marche-en-

Famenne, Belgium, koo OKII[]2 21.20.10.161, koo TH B3/ 2936210000, xonmpaxm Ne HO001/201 7 om

03.04.2017, uneotic Ne 90000273 om 01.12.2018

COOTBETCTBYET TPEBOBAHHUAM

| JICP-004782/09-160609 usm. N 1-2
- JEKJIAPAIIMSI IPHHSATA HA OCHOBAHHH

npomoxon ucnvimanui N 18-009414 om 11.12.2018 O0Q "HLJIC "Buomexnonozus", anmmecmam

- | axxpeoumayuu RA.RU.21OM04, Cepmugpuam POCC BE.@M08.C29599 om 11.12.2018

Mmﬂ?mn‘hm JEKJIAPALIMH 17.12.2018
- 't TBUTEJBHA J10 01.06.2020

//'}
Iy
Q{J 5 Courag C.A.
HQJII"IHLI: ORZN]

CBEJIEHHUS O PETUCTPAIIMH

OPTAII [0 CEPTHOHUKAIIMH, 3APETMCTPUPOBABIIHI JEKJTAPALIMIO

VINTT A TT TN VAANTAT/ TTT TTDAITUTATIT. A
RA.RU. 11 OMO8 OFTAII IO CEPTHOHRALIHE TPORVKIHH CBLIECTBO C OrPARHYIEHHOH

OTBETCTBEHHOCTEIO "OKPY)KHOH LIEHTP KOHTPOJIA KAYECTBA",

. aopec opeanusayuu: 115280, 2. Mockea, ya. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no
- cepmucpurayuu: 115280, POCCHA, 20poo Mockea, yn. Macmepkoea, 0. 4, sm. 5., men.:(495) 788-02-88, seo-

catim: oYkK.pep.

NEKTTAPA nuq 0 COOTRETCTRUM RAPETHCTPUPORAHA M POCC RU T-BE.@M08.A.09873/18

[ Y5t Iunenxo U.B.

MOANKChH Pyxosogutens OC 7
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NNOVATOR IN GALENICS

S.M.B. TECHNOLOGY S.A.

SAFETY & COMPLIANCE DEVELOPMENT & PRODUCTION
Product name: Acnecutan, capsule 16 mg
Hazgauue npenapara:  AKHEKYTaH, Kancyssl 16 mr
Series: 04418
Cepus: 04418
Manufacturing date: 06.2018
Jara npouzBoacTea: 06.2018
Best before: 06.2020
Fopeu o 06 2020
CERTIFICATE Ne 23719-932
CEPTHUOHKAT Ne 23719-932
 TIAPAMETPBI | T PEBOBAHMSI PE3YJIbTATBI
: P&‘PEM‘!CL i .I.Iard sﬁldll.u \rﬂ]}bu.ll;b A‘U .i., Wll.}-l Whllu bwy ﬂllu S.IGG.II f‘ﬂ}vﬂ'\LIEC‘
F cap. Capsules content is a wax-like paste of yellow-
OIMMCAHHE orange color.
Teepasie xenaruHoBbIe Kancyasl Ne 1 kopnyc 6enoro | COOTBETCTBYET
1BeTa, Kphllleyka 3eneHoro useta. Coaepumoe Kancy. |
— BOCKOOOpa3Has nacTa JeJITO-OpaHKeBOoro uBera.
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
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.
[10JUVIMHHOCTb
H30TPETHHOMHA Bpems yaepixuBaHHS OCHOBHOIO NMKa Ha
1. BOXX XpOMAaTOrpaMMe MCIBITYEMOr0 pacTBOpa A0KHO COOTBETCTBYET
COOTBETCTBOBATL BpECMEHH YACDHKHBAHKMA OCHOBHOIO
MWKa Ha XpOMAaTOorpaMMe pacTeOpa CTaHAapTHBIX
| ofipaRunR MIOTNETHHOWHA W TNETHROMHA.
Y®-cnexTp norOMIEHAs HCITBITYEMOTO pacTBopa (B
2.YO-CIIEKTPOCKOITMA | nmanazone ot 300 no 400 am) nomxen coorsercreoate | COOTBETCTBYET
V®-criekTpy OCHOBHOIO KA HA XpOMATOrpaMme
pacTBopa craHaapTHeIX 06pa3lioR H3OTPETHHOHHA H
LPU lllﬂullﬂa
AVERAGE NET MASS Average weight of /6 mg capsule content is 328 mg + 329 mg

7.5 % (303-353 mr).

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

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

CBC 8anque n..._..J

Rue du Commerce 94+
B-6900 MARCHE-ENSFAMENNE

TVA - BTW BE 0431 842 B12
RPM — RPR MARCHE

IBAN BE30 1940 Hsﬁiﬁ
BIC CREGBEBB
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iNNownon INC GALENICS

S.M.B. TECHNOLOGY S.A.

SAFETY & COMPLIANCE DEVELOPMENT & PRODUCTION
HAPAMETPBI TPEBOBAHHSA PE3YJIBTATHI
Deviation from the average weight should be in
accordance with the requirements of National
' pharmacopoeia X1. ,
CPEOHSAS MACCA Cpennss macca conepxumoro kancys 16 me 329 mr
COJEPXHMOI0O coctaBnser 328 mr +7,5 %, (303-353 mr).
KAIICVYJIbI H OTK/IOHEHHE OT Cpe/iHel MacChl JOIKHO
CAHGPOAHOCTL 110 COOTBeTCTBOBaTH TpeGosannam ['D X1,
MACCE |
DISINTEGRATION | Not more than 45 minutes. | COMPLIES
PACITATAEMOCTD Kancynbi Jo/GKHbI pacnanaTses B TeueHue 45 MuH, COOTBETCTBVYET
DISSOLUTION Not less than 85 % after 60 minutes. 100 %
PACTBOPEHME He menee 85 % uepes 60 mun or konuuectsa, | 100 %
| YKa3aHHOIO HA STHKETKe. |
RELATED SUBSTANCES | Tretinoin - no more than 4.0 %, n.d.
(HPLC) Any specific unidentified impurity - no more than 1.0%, | 0.3 %
Total unspecified impurities - no more than 1.5% 0.3 % |
|
' Tperunouna - e Gonee 4,0 %, | He ofHapyxeHo
NMOCTOPOHHME
[IPUMECH Jhobas uuansumyanbHas HEHAEHTHQHLUHPOBAHHARA 0,3%
(BXKX) npHMech - He Bonee 1,0 %,
CymmapHoe conepikaHHe HeMIeHTHDHIIMPOBAHHbIX 0,3 %
------- ¥ vva RAaman 1 & 07
llPﬂMWMl’l T Ov Ui L,J iy
DOSAGE UNIFORMITY From85t0 115 % COMPLIES
OJJHOPOIHOCTh Or85m0115% COOTBETCTBYET
JAO3HUPOBAHMHA
MICKOBIOLOGICAL ' 3A category "COMPLIES
CONTAMINATION
MUKPOBHOJIOIMYECKAS Kateropus 3A COOTBETCTBVET
UHUCTOTA
ASSAY OF From 95.0 % to 105 % in relation to the declared 100 %
ISOTRETINOIN | content. | (16.0 mg)
(HPLC) (From 15.2 to 16.8 mg/capsule)
100 %
KOJMMYECTBEHHOE Ot 95,0 % 10 105 % OT HOMHHANBHOIO 3HAYCHHUS (16,0 mr)
OINPEJIEJTEHUE (ot 15,2 no 16,8 mr na xancysy)
W30TPETUHOUHA iy
(BIXKX) AP e,
STORAGE CONDITIONS | At temperature not more than 25 °C in dry dark place. COMPLIES N
Page2f3 -
Rue du Parc Industriel, 39 CBC Banqaé‘ FI |
B-6900 MARGHE EN FAMENNE Rue du Commofce 44 o/ i
BELGIUM B-6900 MARCHEEN:- EAMENNE j

T +32(0)B4 32 04 50
mailcontact@smbtach be

TVA - BTW BE 0431 842 812
RPM — RPR MARCHE

IBAN BE30 1540 118G 15— o ‘
BIC CREGRERR
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: MB S.M.B. TECHNOLOGY S.A.

iNNOVATOR IN GALENICS

SAFETY & COMPLIANCE DEVELOPMENT & PRODUCTION

TIAPAMETPBI TPEBOBAHUS ' PE3YJILTATBI
|
YCIIOBHS XPAHEHHUA B cyxom, sammientom ot ceeta MecTe npu COOTBETCTBVET
TeMneparype He Beime 25 °C
SHEIL LIFE 2 years COMPLIES
CPOK I'OAHOCTH 2roaa COOTBETCTBVET

This baich was checked for all indexes, that are provided by Normative Documentation and fully comforms
to producing requirments.
Aaunan copun Suina npesepena ne scen noxazamengs, npedycyompenuviyv Hopramueuoil Hovymenmmpieii

Hopaaam
U NOMHOCMBIO COOMBEMCMEYEN NPEOLAGAEMBIM MPEOOEAHUAM.

2tlo3) 2018

e A 1

Keanupuunposannoe mamo ) WO §TERS
Qualified Person
SMB TECHNOLOGY

39, rue du Parc Industriel
H-RG00  mMarche-an.-Famenne

Qualified Person

Rue du Parc Industriel, 39 TS T CBC Bangque -‘5}:,';_\\1‘,),
B-6800 MARGHE EN FAMENNE Rue du Commersg 44,

BELGIUM B-6900 MARCHE-EN:FAMENNE , * >~
Tel +32 (0)84 32 04 50 TVA - BTW BE 0431 842 812 IBAN BE30 1340 1164 4% saprr 0

mailcontact@smbtech be RPM - RPR MARCHE BIC CREGBEBB




