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K JAEKJIAPAIIUSL O COOTBETCTBUA

JAEKJIAPAHT, IPHHHUMA IO M1 NEKJIAPAIIHIO O COOTBETCTBHH ‘

000 "A[PAH" ;

Ceedenus o pecucmpayuu opeanusayuu: Medicpationnan uncnexyus @edeparshoii naroz060ii cayoncbivr No 46 no
2. Mockee 28.08.2015, OI'PH 115774679481 0, oama npuceoenus OI'PH 28.08.2015.

Adpec: 107564, 2. Mocksa, ya. Kpacnobozamsipckas, 0.6, cmp.6, xomnama 26,5maxc 1. Teneghon:
(499)1433371,

B nuye: I'enepanvruiii dupexmop Benasuy Anexcandap

. Hosepennoe nuyo: Ceuzau C.A., Oosepennocms No 131/18 om 12.12.2018

3ASABJISIET, YTO \

| AekapcmeenHoe cpedcmeo: Aknexyman®, xancynvt 8 m2 10 wm., Onucmepet (3), nauku Rapmoyua:er PY Ne 3
JICP-004782/09 om 16.06.2009 (dama samens: 12.09.20] 7) svioano APAH-TAJTEHCKH JIABOPATOPHE
a.o., cepun 19G16, napmus 6720 ynarxosox, z0den 0o 01.07. 2021, npouseodcmea CMB TEXHOJIOJKH C.A.,
Benveus, SMB TECHNOLOGY S.A., Rue du Parc Industriel 39-6900 Marche-en-Famenne, Belgium, koo
OKII[2 21.20.10.161, koo TH B3 293621 0000, xonmpaxm Ne HQ001/2017 om 03.04.2017, uneotic Ne
90005449 om 18.11.2019 |

COOTBETCTBYET TPEBOBAHHSIM

JICP-004782/09-160609 uzm. Ne ]-2

AEKJIAPAIIMS IIPHHATA HA OCHOBAHHH

npomoxon ucneimaruu Ne 19-008424 om 26.11.2019 000 "HLJJIC "Buomexnonozus”, ammecmam
akkpedumayuu RA.RU.21OM04, Cepmugpuxam POCC BE. DOMO8.C56288 om 27.11.2019 }

i Caurau C.A,
nf)anum: d.HU.0 !

CBEJIEHMSI O PETUCTPALIUA

' OPTAH 11O CEPTU®HKAUUH, 3APETMCTPHPOBABLIHIA JEKJAPAITHIO |
RA.RU.11®M08 OPTAH 1O CEPTHOHKALIHH ITPOLYVKIHH OBLECTBO C Or. PAHH‘IEHHQ]?
OTBETCTBEHHOCTBIO "OKPYKHOH HEHTP KOHTPOJIA KAYECTBA", |

| adpec opeanuzayuu: 115280, 2. Mockea, yn. Macmepkosa, 0. 4, sm. 5, nom. I xom. 1 , aopec opeana no

cepmugpuxayuu: 115280, POCCHSA, 20pod Mockea, yn. Macmepxosa, 9. 4, sm. 3., men. .'(495)788-02?—88, 8elh-
caim: oyxx.pgh. |

JAEKJAPAIIMS O COOTBETCTBUU 3APETUCTPUPOBAHA N POCC RU A-BE.DM08.4.47073/19

/




S.M.B. TECHNOLOGY S.A.

INNOVATOR IN GALENICS

SAFETY & COMPLIANCE

Product name:
Ha3seanue npenapara:

DEVELOPMENT & PRODUCTION

Acnecutan, capsule 8 mg
AKHEKYTaH, Kancysibl 8 Mr

Series: 19G16
Cepus: 19G16
Manufacturing date: 07.2019 ‘
Jara npoussoacTea: 07.2019 .
Best before; 07.2021 !
logen no: 07.2021
CERTIFICATE Ne 25334-1095 |
CEPTHO®HKAT Ne 25334-1095 i
| IAPAMETPBI | TPEBOBAHHUS | PE3YJILTATBI
" APPEARANCE Hard gelatin capsules No. 3, brown., Capsules content is COMPLIE§
: a wax-like paste of yellow-orange color. i
| BHELIIHWH BU] TBepasie xenatuHoBbIe Kancyis Ne 3 KOPHYHEBOTO COOTBETCTBYET
usera. Colepumoe Karcy 1 — BockooGpasHas nacra |
o KEJITO-0PaHXEeBOro 1BeTa. SR S
'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 f
‘ | Isotretinoin and Tretinol standard solution. ; i
g 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.
- TTOJIJIMHHOCTb | ‘
- UBOTPETHHOMHA ' Bpemst ynepuBanus ocHOBHOrO nuka Ha | COOTBETCTBYET
. i 1. BOXX | XpOMarorpamme HCTBITYEMOr0 pacTBOPA JOJTKHO ? ‘
! | COOTBETCTBOBATL BPEMEHH Y/IEPHKHBAHHUA OCHOBHOIO |
| HKa Ha XpoMaTorpamme pacTBOpa CTaHIAPTHBIX f
" 08pasLOB HIOTPETHHOMHA H TPETHHOHHA. | I
, \
Y®-cniekTp nornomeHus HCTIBITYEMOrO pacTBopa (B COOTBETCTBYET
2.YO-CIMIEKTPOCKOITHU S Auanasone ot 300 1o 400 HM) NOMKEH COOTBETCTROBATE ;
. Y®-criexTpy 0CHOBHOTrO nuka Ha Xpomarorpamme |
{ | PACTBOpA CTaHNAPTHBIX 00PA3LOB H3OTPETHHOWHA 1 |
| B | TPETHHOMHA., B |
| AVERAGE NET MASS } Average weight of 8 mg capsule content is 164 mg + | 165mg |
I 10 % (148-180 mr), '
L | |

Rue du Parc Industriel, 39

B-8900 MARCHE EN FAMENNE

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

TVA - BTW BE 0431 842 812 |
RPM - RPR MARCHE

6D MARCHI ENPANENNE:
AN\ BE30 1940 1164 ‘r-}‘]ti. :




S S.M.B. TECHNOLOGY S.A.
A

INNOVATOR IN GALENICS

saretyacometance  DEVELOPMENT & PRODUCTION f
NAPAMETPBI TPEGOBAHHUA | PE3VJIBTATHI
Deviation from the average weight should be in
i ' accordance with the requirements of National \ 1

|
r
|

CPEJTHSS MACCA pharmacopoeia XI. 165 Mr .
COJAEPXXUMOT O Cpennss Macca cofepuMOro Kancyln 8 me cocTasiser |
i‘ KATICVJIbI U 164 mr £10 %, (148-180 mr). |
| OIHOPOJIHOCTD 1O OTKI0HeHHe OT cpeiHel MacChl JOMKHO
| MACCE COOTBETCTBOBAThL TpeboBanuam [P XI. | | |
' DISINTEGRATION Not more than 45 minutes. COMPLIES ]
| |
|
PACITAJJAEMOCTb Kancyibl 10/DKHBI pacnazaTees B Teyenne 45 MuH. COOTBETCTBYET |
DISSOLUTION Not less than 85 % after 60 minutes. 95 %
|
PACTBOPEHHE He menee 85 % yepes 60 MuH oT konuuecTsa, 95 % !
e yK&QHHOFO Ha 3THKETKE, o | :
. 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 % |
| i Tpetunouua - e Gonee 4,0 %, | He oﬁﬂapyfceno
' [IOCTOPOHHME f]]sit:da:c:r_ri;?ggz:::;Hgs;/ouemxeﬁmtjmunposam{ax 0.4 %
| IPHIMECH P ARy ;
i (BIXX) CymmapHoe coaepixanue HEMAEHTH(MHLHPOBAHHBIX 0,4 % !
L | mpuMeceii - He Gonee 1,5 % |
 DOSAGE UNIFORMITY | From 85 o 115% COMPLIES
I OJHOPOIOHOCTH [ O18510115% i COOTBE'I{CTBYET
JO3WUPOBAHUA
|
| MICROBIOLOGICAL 3A category COMPLIES
‘ CONTAMINATION -
. I
. ' MMKPOBMonormECKAHi Kareropus 3A COOTBETCTBYET
_YHCTOTA | _ |
' ASSAY OF 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 Ot 95,0 % 110 105 % OT HOMHHANBLHOTO 3HAYEHHS (7,9 mr)
OTIPEJEJIEHUE (0T 7,6 10 8,4 Mr Ha Karcyuy) |
HM30TPETHHOMWHA i
(B2XKX) |
| STORAGE CONDITIONS At temperature not more than 25 °C in dry dark place. | COMPLIES '
| YCJIOBUSI XPAHEHHSA | B CYXOM, 32UIHIICHHOM OT CBeTa MECTe NpH | COOTBETCTBVET
L - TeMIepartype He Bblie 25 °C & | '
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s M B S.M.B. TECHNOLOGY S.A.
1)

INNOVATOR IN GALENICS

sarervacowpuance  DEVELOPMENT & PRODUCTION

TAPAMETPBI |
SHEIL LIFE 2 years  COMPLIES e
' CPOK 'OJTHOCTH 2roma COOTBETCTBYET |

1
TPEBOBAHHSA ) | PE3YJILTATHI

This batch was checked for all indexes, that are provided by Normative Documentation and Sfully comforﬂlzs

lo producing requirments.

Hannas cepus 6viia NpOGepena no 6cem noKasamensm, npedycMompennsim Hopumamuenoii Hoxymenmayueii
U ROTHOCMbIO Coomeemcmeayem npedvagisemoim mpebosanusim.

ALINE SAINVITY

Qualified Person Deputy -
SMB TECHNOLOGY |
39, rue du Parc Indutriel

B-6900 Marche-en-Famenne

Qualified Person

Keannduumposannoe nuro
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