AEKJIAPAIIMA O COOTBETCTBHHA

JIEKJIAPAHT, ITIPUHHAMAIOIWH JEKJIAPAIIHIO O COOTBETCTBUM

000 "AOPAH"

Ceedenus 0 pezucmpayuu opzanusayuu. Mexcpationnas uncnexyus PedepansHoli HAN020601U cayxcbvl Ne 46 no
2. Mockee 28.08.2015, OI'PH 1157746794810, oama npuceoenua OI'PH 28.08.2015.

Aopec: 107564, &. Mocksa, yn. Kpacrhobozamuipckaa, 0.6, cmp.6, komnama 26,5maxc 1. Teneghon:
(499)1433371.

B nuye: I'enepansnuiii Oupexmop benasuy Anexcandap

Ljvsepennoe auyo: Ceuzau C.A., oveepennocms No 292/17 om 25.09.2017

3ASBJSIET, UTO

aexapcmeennoe cpedcmeo: Axnexyman, kancynvt 16 mz 10 wm., ynakoexu auetikogvie konmypnwie (3), nauxu
xapmownnsie, PY Ne JICP-004782/09 om 16.06.2009 (dama samener 12.09.2017) eotdano A{PAH-TAJIEHCKH
JIABOPATOPHH a.o., cepwt 04318, napmus 7081  ynaxaeor, 200en oo 01.05.2020, npoussoocmea CME

TEXTIOTIGIKH CA., beaveun, SMB TECHNCLOGY 5.4., Rue du Parc Indusiriel 39-6900 Marche-en-

Famenne, Belgium, koo OKIT[2 21.20.10.161, koo TH B3] 2936210000, xonmpaxm Ne HQ001/2017 om
03.04.2017, uneoiic Ne 2754-VP-10 om 18.10.2018

COOTBETCTBYET TPEEOBAHHAM
JICP-004782/09-160609 uzm. Ne 1-2

AEKJIAPAIIHSA ITPUHATA HA OCHOBAHHHA

| npomoxon ucnoimanui Ne 18-007890 om 25.10.2018 OO0 "HLJIC "buomexrnonrozus", ammecmam
| axxpeoumayuu RA.RU.21 OM04, Cepmugpuxam POCC BE.®@M08.C25994 om 25.10.2018

JIATA 3 I ARKJIAPALIMM 25.10.2018
STAF EMETBUTEILHA 10 01.05.2020

L
% Csurau C.A.

no;{rﬁalcs D.H.0

CBEJEHUS O PETUCTPALIMHA

| OPTAH ITIO CEPTHOWKAIINAU, 3APETUCTPUPOBABIIUN TEKTAPAIIVIO
{ RA.RU.11®M08 OPIAH ITO CEPTHOHKAILIHH ITPONYVKIJHH OFI[ECTBO C O PAHHYEHHOH

OTBETCTBEHHOCTEK) "OKPVIXXHOH ITEHTP KOHTPO IS KAUECTRA"

aopec opzanuzayuu: 115280, 2. Mockea, yr. Macmeprosa, 0. 4, sm. 5, nom. I, kom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caiim: oyxx.pe.

AEKJIAPAITHA O COOTBETCTBHU 3APETMCTPHPOBAHA N POCC RU JI-BE.®M08.A.05267/18

| mATA PE%TPAIMH 25.10.2018
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CUCTEMA CEPTUOURAIIMHK TOCT P
®E/IEPATIBHOE ATEHTCTBO 110 TEXHHYECKOMY PEIYIMPOBAHUIO U METPOIIOTHH

e CEPTUOUKAT COOTBETCTBUS
3 ,

Ne POCC BE.®M08.C25994

L™ ]
“PTudukan” Cpok penicTBust ¢ 25.10.2018 no ----

| Ne 0374150
OPTAH ITO CEPTHOHUKAIINH

RA.RU.11®MO8 OPIAH ITO CEPTHOHUKALIHH ITPOJYKLHH OFU[ECTBO C O PAHHYEHHOH
OTRETCTREHHOCTRIO "OKPYICHOU IIEHTP KOHTPOTT KAUECTRA" adpec opzamuzayun: 115280, o Mocxoe,
yn. Macmepxosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no cepmugpuxayuu. 115280, POCCHS, 20pod Mockaa, y1.
Macmeprosa, 0. 4, sm. 5., men.: (495)788-02-88, ¢paxc: (495)675-47-89

ITPOAYKLIMSA
Jexapcmeennoe cpedcmeo: Axnexyman, kancynut 16 mz 10 wm., ynaxoeru sueitkoasie konmypnsie (3),
nawui KapmoHHuie.

| koA OK 034-2014

PY Ne JICP-004782/09 om 16.06.2009 (dama samenw 12.09.2017) swoano AJIPAH-TATEHCKH % (KITEC 2008}
JIABOPATOPHI a.0., ‘ (OKII2):
cepta 04318, napmus 7081 ynaxoeok, zodew do 01.05.2020, j : 21.20.10.161

koumpaxm Ne HQ001/2017 om 03.04.2017, ungoiic Ne 2754-VP-10 om 18.10.2018
COOTBETCTBYET TPEBOBAHUAM HOPMATHBHBIX AOKYMEHTOB

JICPNO4TRIMNO_TENADC yops No 1.2

{ kop TH BOA,

{
I
2036210000

H3IrOTOBHUTEAD

CMb TEXHOJIOIDKH C.A., SMB TECHNOLOGYS.A., Rue du Parc Industriel 39-6900 Marche-en-Famenne, Belgium,
Fenveus

CEPTH®HKAT BBIAAH
Q0O "AOPAR". HFHH: 7718271899, adpec: 107564, 2. Mocxea, ya. Knacuofiozame:

Teneghon:(499)1433371.

HA OCHOBAHHUH
cepmugpuxam ananusa npoussodumenn Ne23718-931 om 21.08.2018, npomoxon ucneimanuii Ne |8-007890 om 25.10.2018
000 "HLUIC "buomexuonozun”, ammecmam axkpedumayuu RA RU.2 1 OMO4

aORPYRHAR
| ueiip xowipons
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g M S.M.B. TECHNOLOGY S.A.

Y A v
INNOVATOR IN GALENICS

SAFETY & COMPLIANCE DEVELOPMENT & PRODUCTION

Product name: Acnecutan, capsule 16 mg
Haspouue npenapara:  Awmewryray, wancynu 16 Mr
Series: 04318

Cepus: 04318

Manufacturing date: 05.2018
JlaTa npoH3BOACTBA: 05.2018

Best before: 05.2020
i'04cH Ao 05.2020

CERTIFICATE Ne 23718-931

CEPTHO®HKAT Ne 23718-931
| MIAPAMETPBI TPEBOBAHHS [ PE3YJIBTATBI
| APPEARANCE Hard gelatin capsules No. 1, with white body and green | COMPLIES

cap. Capsules content is a wax-like paste of yellow-
OINIHCAHHE orange color.

Teepapie xenaTuHoBbIe Kancynbl Ne 1 kopryc Genoro COOTBETCTBYET
11BeTa, KphllleyKa 3eNieHoro uBera. Cofepkumoe Kancy
_| —BockooOpasHas nacTa }eATo-OPaHKEBOro 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 Tretino! 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.

I[MOUTMHHOCTD
HU30TPETHHOWHA Bpems yaep)KHBaHHS OCHOBHOTO NMWKA Ha
1. BOXX XpOMaTorpaMMe HCTBITYEMOTO PacTBOpa NOJHKHO COOTBETCTBYET

COOTBETCTBOBAThH BPEMEHH YIepPXKHBaHKA OCHOBHOIO
IMHKa HA XPOMATOTPaMMe PacTBOPA CTAH/IAPTHBIX
05pasiiop HIOTPETHHOMHA M 1PCTMHUNRA.
Y®-cnekTp NorioumeHHs HCIbITYeMOro pacteopa (B
2.YO-CITIEKTPOCKOITHA | auanasone ot 300 go 400 HM) aosmkeH cootBerctoBats | COOTBETCTBYET
Y®-CcrieKTpy OCHOBHOTO ITHKA Ha XPOMATOrpaMMe '
pacTBOpa CTaHJAPTHBIX 00Pa3LOB H3OTPETHHOMHA H
TPETHHOHHA.

AVERAGE NET MASS Average weight of 16 mg capsule content is 328 mg + 329 mg
7.5 % (303-353 mr).
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g M R S.M.B. TECHNOLOGY S.A.
y LA
SaFETv s cowpLunce  DEVELOPMENT & PRODUCTION
INAPAMETPBI TPEFOBAHHA PE3YJIbTATBI
Deviation from the average weight should be in
accordance with the requirements of National
rhammnanmnania VT
Pum Ill.lal\iUlJUUl.ﬂ Fi VA
CPEJIHSSI MACCA Cpennsas macca conepxumoro Kancyna 16 m2 329 mMr
COAEPXUMOT O cocraenser 328 mr 7,5 %, (303-353 mr).
KAIICVJIbl H Orxiionenue ot cpemmel Macchl 10/mKHO
OTHOPOHOCTH 110 COOTBETCTBOBATH TpeboBanuam 'O XI.
MACCE - .
DISINTEGRATION Not more than 45 minutes, COMPLIES
PACITAJAEMOCTb Kancymi norokie1 pacnanaties b revernme 45 MHH. COOTBETCTBYET
DISSOLUTION Not less than 85 % after 60 mimutes. 99 %
PACTBOPEHHE He menee 85 % uepes 60 mun or KOJIMYECTEA, 99 %
YKa3aHHOrO Ha 3THKeTKe.
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% 03%
Tpetunonna - ne Gonee 4.0 %, He ofHapyxeHo
INNOCTOPOHHHUE
TMPUMECH Jhvobas unnueHnyansHas HeMAEHTH(UIHpPOBaHHas 0,3%
(BIXX) npuMecs - He Gonee 1,0 %,
0,
CymMapoe conepkanue HEeHAECHTHOULHPOBAHHEBIX 0.3%
npumMeces - He onee 1,5 %
DOSAGE UNIFORMITY From 85t0 115 % COMPLIES
OHOPOJHOCTH Or85m0115% COOTBETCTBVET
JIO3UPOBAHH A
MICROBIOLOGICAL 3A category - - | COMPLIES
CONTAMINATION
MHKPOBHUOJIOTMUYECK A S Kareropus 3A COOTBETCTRYET
YUCTOTA
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 %
KOJIMYECTBEHHOE Ot 95,0 % a0 105 % or HomMuHANBEHOTO 3HAYCHHA (16,0 mr)
OIIPEJEJIEHHE (ot 15,2 n0 16,8 Mr Ha Karncyny)
H30TPETUHOWHA
(BOXX) ;
STORAGE CONDITIONS | At temperature not more than 25 °C in dry dark place. COMPLIES
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q M R S.M.B. TECHNOLOGY S.A.

i NOVATOR IN GALEN!CS

sareyacompuiance  DEVELOPMENT & PRODUCTION
HAPAMETPbBI TPEBOBAHHUSA PE3YJBTATDI
YCJIOBUA XPAHEHWA B cyxoM, 3alIMIIEHHOM OT CBeTa MecTe NpH COOTBETCTBVET
TCMICPaTYpe He Baiic 25 °C
SHEIL LIFE 2 years COMPLIES
CPOKI'OOHOCTH 2 rona COOTBETCTBVYET

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

Afannas cepust Ovula nPosepena no 6cem NOKA3AMENAM, RPeOyCMompennbiM Hopmamuenon Joxymenmayuei
U NONHOCMBIO COOMBEMCMBYEm NPEOLAGAAEMbIM MPEebOBAHUAM.

Qualified Person

KsalHpHLHpOBaHHOE THLIO
Frédéric

Qualified Person

SMB TECHNOLOGY

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