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Product name: ACNETIN®

HasBa aikapcbKoro 3acofy:

Registration certificate in Ukraine:
Peectpay|iiie noceiaueHHA B
Yrpaiul:

Strength/Activity:

Cuna ajiifakTuanicTs:

The size and type of packaging:
Posmip | BUA RanyBaHHA:

The dosage form:

Nikapcoka dopma;

Country - producer:

KpaiHa - BMpoBHUK:

Applicant:

SaABHUH:

Manufacturer & Quality control:

BupoBHMK Ta KOHTPOAbL AKOCTI:

Confirmation of GMP certificate:
BucHoBsoK signosigHocti
BupoBHUUTEA BUMOram GMP:
Manufacturing license:

capsules 16 mg; 10 capsules in a blister; 3 blisters in a cardboard box
AKHETIH®,

Kancyau no 16 mr; no 10 Kancyn y Gaictepi; no 3 Baictepy ¥ KapTOHHIM
Kopobui

Ne UA/10316/01/02 valid till 05.12.2024

Ne UA/10316/01/02 Tepmin alf Ao 05.12.2024

1 capsule contains 16 mg of isotretinoin

1 kancyna micTiTs 16 Mr iaoTpemiHoiHY

10 capsules in a blister; 3 bllsters in a carton box

o 10 kancyn y bnlcrepl; no 3 6aicTepy y KApTOHHIN Kopobul

capsules
Kancynu
Belgium Country of destination: Ukralne
Benbria Kpaina npusHaueHHA: YKpalha

Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka, Croatia

Appan-TaneHcerui NabopaToplid A.4., CeinkHo 20, 51000 Pieka, Xopeatia

5M.B. Technology SA, Zoning Industriel-Rue du Parc Industriel 29, Marche-en-Famenne,
6900, Belgium

C.M.B. TexHonoami CA, 2oHiHr Enpactpient - Pro gy Napk Evpacrpient 39, Mapu-ex-
$ameH, 6900, Benbria

Ne 275/2024/C-572 dtd. 19.04.2024

Ne 275/2024/C-572 sig 15.04.2024
N465 H dtd, 20.02.2024

NitleHsia Ha eupoBHULTEO: N465 H elp 20.02.2024
Batch: 24E07B Batch size: 10 769 boxes
Cepin: 24E07B Poamip cepii: 10 769 ynakoeok
Date of manufacture; 05.2024 Exp. date: 05.2026
Jata supobuuurea: 05.2024 MpupatHuii go: 05,2026
CERTIFICATE Ne 33213-921
CEPTM®PIKAT Ne 33213-921
PARAMETERS REQUIREMENTS RESULTS
MAPAMETPH BUMOFU PE3VJ/IbTATH
Appearance of the capsule and Size 1 caps. With a white body and a green cap, containing an Complies
content (Visual) _orange waxy paste,
Onwc Kancynu Ta smicry HenaTHosi kancyau No 1 2 Sinvm Kophiyeom | seneHo Binnosigae

Kancynu (BiayanbHwmit)

KpUIIEYKOH. BMiCT Kancyn ~ BockonopibHa nacra
710M3PaHYEBOoro KoNLOpPY,

(Ph. Eur. 2.9,5.)

Identification: The retention time for isotretinein is identical for both test and Complies
- Isotretinoin {HPLC) standard solutions {£0,5 %). :
RT and U.V. spectrum The U.V. spectrum recorded at the retention times of the peak of | Complies
isotretinoin (apex of the peak) in the test and standard solutions
correspond to each other.
iaeHTHdiKanin: Yac yTprmMysaHHa niry I30TPeTUHOTHY € ideHTUYHUM &R Binnosinae
- [30TpeTUHOIHY (BEPX) BMNpobyesatore Ta cTaHFapTHOro posyunHia {+0,5%).
{rnopieHANHA YO crekrpa Ta Yacy Yd cnexktpi, 3anucani NPy vaci yTpumyBaHHA niky IsoTpetuHoidy | Bianoeigae
YTPHMYBaHHA) (Bepxiska niky} ana BUNpoByBaHoro posumMKHy Ta CTaHAAPTHOrO
PO34KUHY BigNOBIAAIOTE OAWH ogHoMY,
Average net mass 328 mg£7,59% (303 - 353 mg) 327 mg
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Cepepna maca Bmicry Kancya 328 mr+ 7,5 % (303 - 353 mr) 327 mr
{€Bp. Dapm.2.9.5.)
Uniformity of mass Not more than 2 from 20 of the individual mass deviate from the | Complies
(Ph. Eur. 2.9.5.) average mass by more than + 7,5% and none deviates from the
average mass by more than + 15%.
OanopigHicTs macun He Ginbtlie Hixt 2 3 20 Kancyn BIAXMARIOTLCA 814 cepeaHbol Macy Bignoslgae
(EBp. dapm.2.9.5.) Binvite Hix Ha £ 7,5%, T2 }OLHA 3 KANCYA HE NOBMHHA
BiAXMARTMCA BiA cepeaHbol mack Binblue Him Ha + 15%.
Disintegration NMT 45 minutes Complies
(Ph. Eur.2.9,1.}
Poznapauua He Ginblue 45 XBUNuH Bignosinae
{€sp. bapm.2.9.1.}
Dissolution NLT 85 % (Q) after 60 min 101 %
{U.V. spectrum)
Po3ynHeHHH He meHwe 85 % {Q) 3a 60 xB 101 %
{Yo-cnekvpodoTomerpia)
Dissolved fraction test 50-70% 60 %
{In-House monograph} :
BH3HAYEHHA PO3UMHEBHOTO 50-70% 60 %
IsoTperunoiny (Metoa xomnali)
Particle size determination D (v, 0.1} <25 um 16 um
{Hot Stage Microscopy) "D {v, 0.5)< 60 pm 39 pm
D (v, 0.9) < 150 um 103 um
BuaHaueHHA po3mipy wacrok D (v, 0.1} < 25 mKm 16 mtim
{Mikpockania Ha rapaviii cragii) D {v, 0.5) < 60 mxm 39 mKm
D {v, 0.9) < 150 mKm 103 mKm
Assay of the active ingredient 95 - 105 % of the nominal value 100 %
(HPLC) {15,2 mg — 16,8 mg) 15.9mg
- Isotretinoin
KinbricHuit amicr 95 - 105% Big 3aaBNEHOT KinbKOCT] 100 %
{BEPX) {15,2 mr—16,8 mr) 15.9 mr
- 30TPETUHOTHY
Related substances Tretinoin: NMT 1.5 % 0.1%
{HPLC) Single identified impurity: NMT 1.0 % 02%
Single unspecified impurity: NMT 0.2 % He ofHapyXeHo
Total unspecified impurities: NMT 0.5 % He oSHapyKeHo
Total impurities: NMT 2.5 % 0.4%
Cynytul pomimku TpeTnHoiH — He Binbwe 1,5% 0.1%
(BEPX) IHavBlgyanbHa IaeHTudikosaHa pomillKa — He Binbwe 1,0% 0.2%
IHawsigyanbHa He ineHTUdiKoBaHa JoMmilKa — He Binstie 0,2% He o0HapyxeHo
3aransHi Hecneywdiukl aomiluKK — He Biablue 0,5% He 0DHapyXeHo
3aranbHi JOMILlWKK — He Ginbiue 2,5% 0.4%
Identification of colouring Conforms Complies
matters*
{in-house monograph)
IgenTndikanin Gapennyxia* Bignosigae Bianoeipnag
{Mercan komnaHii) ,
Microbial limit test* Total number of microorganisms in 1 g: Complies
{(Ph. Eur, 5.1.4, 2.6.12, 2.6.13) TAMC: maximum 10° CFU/g Complies
TYMC: maximum 102CFU/g Complies
Escherichia coli: absence/g Complies
Mikpobionoriuna uncrora* 3aranbHa KinbRiCTb MikpoOpraHismie s 1 r: | Bignosinae
(€pp. vapm.5.1.4, 2.6.12, 2,6.13) - TAMC: He Ginblre 10° KYO/r Binnosigae
- TYMC: He Binbwe 102 KYO/r : Bianosinae
. - Escherichia coli; BincytHAB 1 1 Bignosinae

* The test is carried out once per year
* BunpoByBaHHA NpoBOAgWTECA DAMH Pas Ha plk
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Certification statement. | hereby certify that information above is correct and precise. This batch was manufactured (all production
stages Including packing and marking} and quality controlled in exact compliance to the GMP guidelines implemented by local
regulatory body as well as specification included into the registration dossier.

Protocols of packing and analysis were revised and GMP compliance Is identified.

3asea npo cepridikayiio. Livm A 3acaladyio, Wo HaseaeHa BulLe Hpopmauia € AocToBIpHO Ta TouHO, L0 ceplio npogykuii 6yno
Bupobnero {BRAIOYAIOYM NaKyBaHHA/MapKYBaHHA} Ta NPOBEAEHO HOHYPOL T AKOCTI Ha BMULESA3HAYEH(l AiNbHMUl ¥ NOBHIH
elanoeigHocTi 3 Bumaramu GMP, BCTAaHOBASHUMM MICLIEBMM DETYATODHUM OPraHoM, a TakoM eignoslano go creumdbikauil, o
MICTATECA ¥ PEECTPALiHOMY Aocbe. [poTaKoNM BMPOBHMLTEA, NaKyBaHHA Ta aHanials Gyno NEPeriAHYTO Ta BCTRHOBAEHO
slgnopigHicTs GMP,

Stamp Qualified Person ,
MNevaria YnosuoBameHa ocoba Wouters Frédéric
Date of release: Signature
= 02.08.2024 'Bnatr
[ara sunycry cepii: Many
Date of CoA signature: 02.08.2024
Data nipnvcy ceprudirara: Taderio TERS

Qualified Person
SMB TECHNOLOGY
39, rue du Parc Industriel
B-6900 Marcha-en-Famenne
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