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~Mera Naidpcanercia MNabnik Komnawi fimiten

Plant 2, 515/1 Moo 4, Soi 8, Bangpoo Industrial Estate, Pattana 3 Road, Phraeksa, Musai,
Samutprakarn 10280, Thailand (agpeca: 3asog 2, 515/1 Moo 4, Coi 8, benrny thgacrpinn

lcTenT, NaTTaHa 3 Poyn, ®paekca, MyiHr, 10280 CamyTnpakapH, Tainadg)

CEPTUDIKAT AKOCTI CERTIFICATE OF QUALITY

AKHETPEKC 10, xancynu m'aki no 10 mr, no 10 kancyn y 6nictepi, no 3 6nictepn B KapTomiis
KopoBul 3 MapKyBaHHAM yKpalHCbKo MoBoto / ACNETREX 10, soft capsules 10 mg, 10 capstiles

in a blister, 3 blisters in a cardboard box with labeling in Ukrainian

Kowna karicyna mictute: 10 Mr isoTpeTuHoidy / each capsule contains: 10 mg of isotretinoin

Ne cepii / Batch No: 25D23D1

HNarta suroroenenns [ Mfg: 23/04/2025

KourponbHun Homep / Control No: 25-0739

Poamip cepil (ynakorku) / Batch size (packs): 2840

Peecrpauinine noceipyvennst [ RC of drug: Ne UA/16557/01/01
Ne GMP ceprudbikara / GMP certificate No: 109/2024/GMiP

3o 4

Tepmin npugarHocTi/ Exp: 22/04/2027
Ne niuensii/ License No: J 1/2528

UV Spectrophotometer

mexax 354 - 358 rm /
the absorption maximum should be within 354-
358 nm

Ne NMOKA3HWUKU AKOCTI/ BUMOI CRELIMOUKALIL / PEIVILTAY!
QUALITY ITEMS SPECIFICATION REQUIREMENT RESULT
1. | Onuc / Description OBanbHi, nypnypoBi, Henposopi, MaKi Binnosigac /
XernaTuroBi kancynu / Complies
Oval, purple, opaque soft shell gelatin
. capsules e
2 CepepnHn maca smicTy kancynu/ | 152.00 - 168.00 mr/ kancyna 159.09 wmr/
Average filled weight per capsule 152.00 - 168.00 mg/capsule Kancysna/
B myg/capsule
3 Poanaganua [ Disintegration time He Ginbwe 30 xBunuH / § xsunvivu /
NMT 30 minutes mintites
4. | Ipewtudcpikauia BEPX/ Yacw yTpuUMyBaHHS iKYy 30TPeTUHOTHY Ha Binnosigac /
Identification HPLC Xpomarorpamax DOCAIMKYBAHOIO Ta Complies
CTaHOAAPTHOrO PO3UYMHIB NOBUHHI
cnisnagaTu/
the retention time of the isotretinoin peak on
the chromatograms of the test and standard
solutions must match
Y®-cnekrpodoromeTpis / MaKCUMyM MOINMHAHHA noBuHeH OyTu 8 358 um [ nim

KinbkicHe Bu3HaueHHn
izoTpeTuHOIRY ! Assay of
Isotretinoin

9.50 ~ 10.50 mr/kancyna
9.50 — 10.50 mg/capsule

9.91 mr/xan oy;é al
mag/capsule
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Cropouni gominku /
Related substance

fill mass (as peroxide value)

-TREeTUHOTH / tretinoin £4.0 %/ NMT 4.00% 1.36%
-inguBigyanbHa gomiwka / <1.0 % / NMT 1.00% 0.03%
individual of other impurity
-CyMa gomMimox / < 1.5 %/ NMT 1.50% 0.10%
sum of other impurities
| OAHOPIOHICTE A030BaHUX AVS 15 4
oauHnUL | Uniformity of dosage
Linit
PosuuHenns / Dissolution 2 85 % Bij 3asBneHol KinbKocTi / 104.58%
NLT 85.00% Labeled Amount
TpOropKaKHA 3anoBHEHOT Macu <10,007/ 1.31
{(nepoxcugHe yucno) /Rancidity of | NMT 10.00

KinbkicHe BM3HaYeHHS
SyrTunrigpoxcuanizony / Assay of
butylated hydroxyanisole (BHA)

11.97 - 14.63 mxrikancyna
11.97 — 14.63 mcg/capsule

13.06 mxrikancynal
mcg/capsule

inenTudikauin Yacu YTPUMYBaHHHA niky Bianosinae /
Gyrunrigpokcuanisony / SyTUNrigpoKcUaHizony Ha xpomarorpamax Complies
identification of butylated AoCnimKyBasoro Ta CTaHAAPTHOIO
hydroxyanisole pPO34MHIB NOBUHHI cniBriagaTud /

The retention time of the peak of butylated

hydroxyanisole on the chromatogram of the

tested and standard salutions must match
InenTudpikauin piokcuagy Turany/ | lMosBa opaHXxeBo-4epPBOHOTro 3abapsnedHn Binnosinac /
Identification of titanium dioxide I An orange-red color is produced Complies

Water content in shell

NMT 11.00%

- Total yeast and molds count

Mixpobionoriuna uucrora /
Micrabial limit tests

- 3aranbHa KinobKicTb aepobHunx
mikpoopranizmis (TAMC)/

- Total aerobic microbial count
Fscherichia coli / Escherichia coli
-3aranbHa KinbKiCTe ApIKAKOBUX
Ta ncHABUX rpnbis (TYMC) /

lnerTudpikauis okenay 3anisa/ MosaBa cuHbOro ocagy 3 PO3YMHOM Bipnogipac /
Identification of Iron Oxide depouianiny Kaniw, HEPO3YMHHOIO Yy Complies
CONAHIN KMCROTI NpY BiAcTOBAHHI /
The appearance of a blue precipitate with a
solution of potassium ferrocyanide, insoluble in
hydrochloric acid during settling
Buaict Boau B 060510HUI / $11.00 %/ 9.31%

<10° KYO/r /
< 1000 cfu/g
BincytHa B 1 r/ Absentin 1 g

<102 KYOIr
< 100 cfu/g

<10 KYOIr [ cfuig

Bigcytha s 1 r/y

<10 KYOIr / ciuig




Nara sugayi ceprudikary / Certificate is issued on: 04/07/2025

Lum st nigrsepipxyto, Wo Hagenera suule iHdopmauis € gocTosipHoto | TOuHOO. L0 cepito npoyii
Oyno BUPOBNEHO (BKITIOYAKOYK YITAKOBKY | MAPKYBaHHS) | NpoBeAEHO KORTPOSL i AKOCTI Ha

BHILEIrafaHOMY 3aBoji BIANOBIAHO 00 cneundikauil, WwWo MICTUTLCH B PeECTpauinHoOMy [OCLE 1
npenapart 4ns [oCrigKyBaHoro nikapcbkoro zacofy. MpoTokonu BUPOBHUUTEA, YNIAKOBKY Ta AWt
Bynu posrnsiHyTi | BeTaHoBneHo Bignoriakicte GMP/

By this | certify, that the mentioned above information is reliable and correct. This batch of product has |
manufactured (including packaging and labeling) and quality control of it is done on the above mentioned =it
in accordance with the specification from the registration dossier of the investigated drug. Prologols «f

fupexrop 3 kourpono axocti / QC Director /£

<

Snehal Mehla |
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