JEPABHA CJIVXBA 3 JIKAPCHLKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hauii Ceitnnunot, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koj €CAPTIOY 37079055

BUCHOBOK
11po SIKICTH BBE3eHOro B YKpainy JikapcebKoro 3acody

13.03.2024 Ne 12579/24/26

AKHETPEKC 10
(nadiMeny saiis aikapenkoro sacofy srisma 1 pecerpatiinum TIOCBIAMCHHNM )
kaneyJsu M'ski no 10 mry no 10 kaneys y Gaicrepi, no 3 Guicrepu B KaprouHii kopodiu
((hopra BUILYCKY, HO3YBAHIIS, BIJL HAKY RATHS JIKAPCLKOTO 3aC0GY)

Howmep pecerpaniiinoro nocsinuenns UA/16557/01/01 crpox aii peectpauiiinoro nocninienns 08.06.2028
Cepis nikapcbroro sacoby Ne 23129A1 KinbkicTh BBE3eHOIO NiKapeskoro 3acoby 2776

BupoGHux Mera Jlaiicaitencis [Tabnix Komnani JlimiTen, Tainan
{(naiiMenysatus sapoliuKa AiKapeLKore 3ac00y, Kpailia NOXO/KEHIN)

Bueseno n ¥kpaiiy Topapuerso 3 06MeKenomo Binnosixanbuicrio "Mera Jlaiigcaiiencis™,
inenr. kon: 39405050
(nativenynaitis T2 koat 32 CIPTIOY 1opuanunof ocobu abo npisnnute, iM'st, 1o Garbkoni dhiznunol
0co6H - nianpresmit, T Micue npoexaBalig Ta peccrpauifnuii nosep oOaiKoBOT KapTKH NNTIIEKA
noparkis afo cepis Ta HOMEP nacnopTa)

IlpoToxo: Bisyassioro konrpomo sin 22.01.2024 N 15372,
JlaGopaTopHuil anastis AKOCTI JIKapeLKOro saco0y 3aikcienunil:

Jlepasna Hay KOBO-AOCII/IHA 11aGOPATOPis 3 KOHTPOJIIO AKOCTI JHKAPCHKHX 3aco6is Jepxasnol
ycranoBd "IHCTHTYT FPOMAICLKOro 3j10pop's im. O.M. Mapseesa HAMIH Yxpaina" (M.Kuis,
sy Ilonynpenka 50)

(HaiisetyBanis T4 Micuesnaxourenis Jadoparopii, Wo nponea SaGOpATOPHAIT a3 SKOCT)

[HCHOBOK 11010 sikoCTi Aikapeskoro 3acoBy, Buaaniii raGoparopicio Bia 11.03.2024 N 355

PesysbraTd 1abOPaTOPHOro aHanisy aKocTi ikapcsKoro 3acofy 3a nepepipeHHMH NOKAIHHKAMH BINOBILAIOTE
BHMOFaM MCTOJUR KOUTPOJIO AKOCTI (AHATITHYHO-HOPMATHBHOT AOKYMeHTauit).

3a  pesyibTataMi  ACpHaBHOrO  KOHTPONIO BCTAHORJICHO, [0 JNiKapchbkuil  3acid ppeieHo B Vxpainy 3
JOTPHMAHHIILY KOHOHABCTRA 111010 3abe3neucHus SKOCTI NKAPCLKHX 3aco0in.
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Mera Jlaidhcanencis Mabnik Komnawi flimiten

appeca: 3asog Net 384, Moo 4, Coi 8, Benrny Ingactpuan Icteitr, NaTrana 3 Paya, Spaskea,
Myinr,CamyTnpakaps 10280, Tainasg

CEPTUDIKAT AKOCTI CERTIFICATE OF QUALITY

AKHETPEKC 10, kancynu m'siki no 10 mr, no 10 kancyn y Bnictepl, no 3 6nictepu 8 kKapToHHin
Kopobul 3 MapkyearHHAM yxpainceior Mosoro / ACNETREX 10, soft capsules 10 mg, 10 capsules
ina blister. 3 blisters in a cardboard box with labeling in Ukrainian

Koxua kancyna mictute: 10 Mr isotpetunoiny / each capsule contains: 10 mg of isotretinein

Ne cepii / Batch No: 23125A1

Hara surorosnenun [ Mfg: 29/09/2023
KouTponeHuni vomep / Control No. 23-1667

Poawmip ceplii (ynakosxu) / Batch size (packs): 2776

Peecrpauiiie nocainvendn { RC of drug: Ne UA/16557/01/01
Ne GMP-PIC/S ceptudikata [ GMP-PIC/S certificate No: MI-2015-CE-07830-1

Tepmin npupartHocTi / Exp: 28/09/2025
Ne niyensii/ License No: J 1/2528

i3oTpeTHnoiHy / Assay of

Isotretinoin

9.50 - 10.50 mgicapsule

Ne FIOKA3HUKW AKOCT!/ BUMOTH CNEUMGUKALIT/ PE3YNbTAT/
QUALITY ITEMS SPECIFICATION REQUIREMENT RESULT
1. | Onuc ! Description OBaneHi, nypnyposi, Henpoaopl, wM'Aki Blanosigae /
HKenaTuHOBI kKancynu / Complies
Oval, purple, opaque soft shell gelatin
capsules
2, | Cepegxn maca smiery xaneynu/ | 152.00 - 168.00 mri kancyna 157.80 Mrikancyna
Average filled weight per capsule 152.00 ~ 168,00 mg/capsule { mg/capsule
3 . Po3naganun / Disintegration time He Ginswe 30 xBunuu / 4 xBununu /
NMT 30 minutes minutes
4. laeHtadikaula BEPX/ Yacu yTpUMYBaHHS NiKy 30TPETHHOTHY Ha Biancsiaae /
ldentification HPLC XpoMaTorpamax AOCNIAKYBAROTO Ta Complies
CTEHAAPTHOrO poauuile NoBHHRI
cnignanar/
the retention time of the isolretinoin peak on
the chromatograms of lhe test and standard
; solutions must malch
: YO-cnexrpodioromerpin / MAKCHMYM NCIMUHaKHA nosuHeH Oyta 8 356 M i/ nm
| UV Spectrophotometar Mewax 354 ~ 358 Hm/
i the absorption maximum should be within 354-
358 nm
5 KinbKicHe BU3HAMEHHS 9.50 ~ 10.50 mrikancyna 9.65 mrikancynal

mg/capsule

MEGA LIFESCIENCES Puline Company Limited




5. | CropoHni goMiwku /
Related substance
~tperuHolH / tratinoin $£4.0% 1 NMT 4.00% 0.43%
-iHauBinyanesa gomiuka / €1.0 % i NMT 1.00% 0.03 %
individuat of other impurity
-CyMa gomiwok / £1.5 %/ NMT 1.50% 0.10 %
sum of other impurities

7. 1 OnHopiaHIcTE AGIOBAHKX AVS 15 3
oaviuub f Unformity of dosage
unit

8 | Poauusenun / Dissolution 2 85 % sin 3assneHol KinbkocTi / 97.88 %

NLT 85.00% Labeled Amount

9 | NporopKaHHA 3anNoOBHEHOT Macu £10,00/ 0.44
{nepokcugHe yucno} { Rancidity NMT 10.00
of filt mass {as peroxide valug;} |

10. | KInbKicHe BU3HANEHRS 11.97 = 14.63 mxr/xancyna T U820 mkrixancyna
SyTunriapokcuanizony / 11.97 - 14.63 mcg/capsule I megleapsule
Assay of butylated hydroxyaniscle
(BHA)

11 | lpenTudbikauin Yacu YTPHMYBaHHA niky Bignoslnae [
Byrunrigpokcuanizony / ByTunrigpokeuanizony Ha xpomartorpamax Complies
Identification of butylated AOCHIMKYBAHOIO Ta CTAHAAPTHOrO
hydroxyanisole po3ununie noeuHnl cnisnanaru /

! ' The retention time of the peak of butylated
hydroxyanisole on the chromatogram of the
tested and standard solutions must maich ;

12, | KinbiicHe BUIHAMEHHA 1.440 - 1.760 mxr/xancyna / 1.531 mxr/kancyna
Aukatpie enerary / 1.440 - 1.760 meg/capsule { megleapsuls
Assay of disodium EDTA

13, | lpenTudbikauis Yacu yTpuMysanns niky guratpiio egeraty Bignoslpae /
AWHaTRio eneraty / Ha xpomaTtorpamax Agocnigpkysadoro Ta Complies
Identification of disedium EDTA CYaHAdapTHOrO posuusis nosuHHi

crignagary /

The retention time of the peak of disodium
E0TA on the chromatogram of the tested and
standard sclutions must match

14, | lneHTHMdIKaLin aiokeray THTany! | NoABa opaHKeBO-UepPBOHOro 3abapanenHal Bianosigae /
identification of titanium dioxide An grange-red color is produced Compliss

15, | lnenTuddikauis  Igentification of
- plaMaHToBul BNakuTHUA / KoathitieHT yrpuMysarna R nnamu Ha Blpnosigae/
- brilliant blue xpomatorpaml  pocnimKkyBaHoro  gpaska Complies

NOBUHEH slanosinartu kosdiuleHTy

yrpumysanna Rf nnamu va xpomarorpami
crampapriHoro  spaska [ the  retention
coefficient of the Rf spot on the chromatogram
of the sample under study must correspond o
the retention cosfficient of the RF spot on the
ehromatogram of the standard sample
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- KapMOTauH / - yacw YTPUMYBAKHA iKYy KapMOI3WHY Ha Bianosigae [
. carmoising xpomarorpami AocniaxkysaHoro Ta Complies
CTAHARPTHOTO posyuHia NOBWHHI
cnisnagarty /retention times of the carmoisin
peak on the chromatogram of the tested and
standard solutions must match

. 4acw YTPUMYBAHHR niky roHco 4 R Ha Bianosinae /
-noHco 4 R{ XpomMaTorpami [OCNIAKYBAHOTO Ta Complies
- ponceau 4 R CTaHAAPTHOrO posuunie noBuHH

cnignagatv /

- the retantion times ¢f the Ponceau 4 R peak
on the chromatogram of the tested and
standard solutions must match

16, | lpenTudbikauia okcuay aaniza/ NosBa CHMHBLOrO 0Ccady 3 PO3YKHOM Bianoslaae !
tdentification of lron Oxide Gepoulaniny  Kanlo, HeposuuHHOro Yy Comphes
conaHii kuenoti npy sigcTooBaHti/
The appearance of a blue precipitate with a
solution of potassium ferrocyanide, insoluble in
hydrochloric acid during setlling
17. | BmicT Boau 8 gGononyl/ 1€11.00%/ 8.30 %
Water conten! in shell NMT 11.00%
15| MikpoBionoriuxa unerora /
Microbial limit tests
- 3aranbHa KinbkloTh acpoBHux | §10° KYO/r | < 10 KYQIr / cfulg
mikpoopranismia (TAMC)/ < 1000 cfulg
- Total aerobic microbial count
.Escherichia coli / Escherichia colf | Blacymwa B 1r/Absentin 1g Bigcytha g 1rlg
~3aransHa KinbricTh APINAKOBKX
| 1z nnickasux rpubie (TYMC) / <10° KYOIr/ | <10 KYOIr  cfulg
! _ Total yeast and molds count < 100 cfulg o :

Nata supayi cepTrdpuxara / Certificate is issued on: 09/11/2023

Uum 5 nigTBepaMylo, WO HapBefeHa sulle indopmauin € gocrosipHow i Tounow. Uw cepio
npoaykuii Byno BupobreHo (BKNKYAKYY ynakosky | MapKyBaHHs) | NPOBEHEHO KOHTPOML 1T AKoCTi
Ha BUlesranakoMy 3anoal signosiano Ao cnedudikauil, wo micTuTees B peccTpayiiiomMy gOChE Ha
npenapar Ans  QocnigxysaHoronikapeekkoro 3acoby. [lpoTokornu EMpPOBHULTEE, YNakoBKW Ta
ananisis Gynu posrnAKyTi | BCTanoBNEHo BignosianicTe GMP/

By this | certify, that the mentioned above information is reliable and correct. This bateh of product has
been manufactured (including packaging and labeling) and quality control of it is done on
mentioned site in accordance with the specification from the registration dossier of the invgs
Protocols é)f manulacture, packaging and analyzes were reviewed and the GMP compia
astablished, F

[upextop 3 xoHTposuo axkocTti / QC Director




