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JIEPIKABHA CJIYIKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCHKIA OBJIACTI

tpos. Ceitnuurol Haxii, 3, mKuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls. gov.ua, Kog €JIPTIOY 37078774

- BHCHOBOK
NPO AKICTH BEE3eHOr0 B YKpainy JiKapChKoro 3acody

23.04.2024 : No19163/24/10

_AKHETIH®
(Haumenyaanmz mxapcm(oro 35006}' 3[‘1,I1H0 3 peecrpaumnum HOCB[I[‘ISHHHM)
xancyau o 16 mr; mo 10 kancya y daicrepi; no 3 6aicrepu y kapToHHlH KopoOui
{dopma BrIrycky, AO3YBAHHA, BHA MAKYBAHLS HikapeLKore sacody)

Howmep pecctpaniitnoro nocsiguennn UA/10316/01/02 crpox mii pecerpaniiinoro nocsinuens-05.12.2024

Cepis mikapcekoro 3acofy Ne 24A18 Kinskicts BBe3eHOrO Nikaperkoro sacoby 4600
Bupobuux C.M.B. Texnono,uxq CA, bensris _
(HaHMeHyBaHHH BHPOOHHKA AiKAPCEKOTD 3uc06y, KpaiHa I‘[OXO,EL}KEHHH)
Baeseio's Yxpainy Criisne yl_{pamm.xco-ec:'roncmce NiATPHEMETBO Y dopmi TOBAPHCTBA
3 00Meken oo BigmosigansuicTio " OnTiMa-Papm, JTH", igenr. xon:
21642228 -

{HaiiMenyBauHa Ta xoa 3z €APTIOY opnan4sol ocobi abo npizsue, iM'a, no Gaterori disuynol
ocobu - miampHeMLLL, 11 Micle npoXkuBaHHA Ta peecTpauifuuii HoMep oGNIKOROT KAPTKH MIATHRKA
nopatkia abo cepis Ta HomMep nacmopTa)

Oporokon BI3yAABEOr0 KONTPGII0 Bin'22:;_04.202'4 Ne 1044/2,

3a. pesymbTaTaMM AEPKABHOTO KOHTPOJK BCTAHOBIEHO, LIO MiKapchkuil 3aci6 psesewo v Vipaluy 3
JOTPHMAaHHAM sumor 3AKOHONABCTEA 10K0 3afeaneneHHs IKROCTI niKapchKiX 3acob6is,

Bixrop CTE®KIBCBKYH

(iminianyg T2 npissrine)
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S.MLB. TECHNOLOGY S.A.

Product name:

HasBa nikapcbKoro 3acoby:

Registration certificate in Ukraine:
PeectpaLjiiHe ntocsBigMeHHs B
YKpaiHi:

Strength/Activity:

Cuna At/akTUBHICTE: .

The size and type of packaging:
Po3mip | BMA NaKyBaHHA:

‘The dosage form:

Jixapcbka dopma:

Country - producer:

KpaiHa - BUpo6HMK:

.Applicant:

3aABHMK:

Manufacturer & Quality control:

BupoBHWK Ta ROHTPOAE AKGCTI:
Confirmation of GMP certificate:

BucHoBOK BiAnoBiAHOCTI
supobHKruTea BUMOram GMP:

DEVELOPMENT & PRODUCTION

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

Kancynu no 16 mr; no 10 kancys y Gaictepi; no 3 BhicTepu vy KapTOHHINA

Kopobui
Ne UA/10316/01/02 valid until 05.12.2024.
Ne UA/S10316/01/02 Tepmid gil a0 05.12.2024

1 capsule contains 16 mg of isatretingin

1 Kancyna micTiTh 16 MrizoTpeTHoIny

10 capsules-in a klister; 3 blisters in a carton box:

no 10 kancya y Gaicrepi; no 3-Gnicrépy y kapToHHii Kopobui

capsules
Kancynu
Belgium Country of destination: Ukraine
Benbria Kpaina npusHaveHHn: YRpaita

Jadran-Galenski Laboratori] d.d., Svilno 20, 51000 RijeKa, Croatia
Aapan-TaneHcoknit flabopaTtopiit g.a., CeincHo 20, 51000 Piexa, XopsaTia

S.M.B. Technology.SA, Zoning Industriel-Rue du Parc Industriel 39, Marche-en-Faimenne,

6900, Belgium

C.M.E. TexHanogyi CA, JowiHr Engactpiens - Pio. Ay -Napk Enaactpiear 39, Mapl-ex-

®ameH, 6900, benbrina
Ne 134/2022/C-255dtd. 17.02.2022

Ne 134/2022/C-255 8ig 17.02.2022

lnenmdikauin:

- 130TpeTHHOIHY {BEPX)
(nopisHaHyA Y& cnexTpa Ta vacy.
YTPUMYB2HHA)

Manufacturing license: N465 H
JliugHzia Ha BMpoGHULTRO: N465 H
Batch: 24A18 Batch size: 10 751 hoxes
Cepia:- 24A18 Poamip cepii:.  10.751 yoakoBox
Date of manufacture: 01.2024 Exp. date: 01.2026
Jara supobuuursa: 01.2024 MNpugatiui go: 01.2026
CERTIFICATE N2 32459-167
CEPTHDIKAT Ne 32459-167
. PARAMETERS ) REQUIREMENTS T RESULTS
_ TNAPAMETPU o ~ BUMOIH _ - PEBYAILTATA |
: Appearance of the capsule and Size 1 caps. With a2 white body and a green cap, containing an § Complies
© content (Visual) orange waxy paste, ;
¢ OnMC Kancynu Ta smicry WanatuHosi Kancynu Mol 3 Binwm HOpRYCOMm i 38A8H0I0 i Bignosiga€
rancyau (Bizyananuuii) KpULieUKko0. BMICT Karicyn — sockonoaiBHa nacra
.TOMAPAHUEBOTO KOALOPY- w
identification: The retention time for isotretingin is identical for both test and Complies
- Isotretinoin {HPLC) standard solutions (2C,5 %).
RT and U.V. spectrum i The U.V. spectrum recorded at the retention times of the peak of © Compiies

isotretinoin {apex of the peak} in the test and standard solutions
. correspond to each other,

T YEC YTPUMYBSHHA NiKY I30TPETVHOTHY € IACHTUNHIM AR g iy G

- BUNpoOYBAHOTO Ta CTaHAAPTHArO Po3unHis (10,5%).
Yo cneprM aanucasi npu vaci y-rpumysaHHﬂ MiKy |3o~s

Average netk .;'héss
4 {Ph. Eur. 2.8.5))

I
1
|

PO34MHY BIANOBIAIOTL OAUH OAHOMY.
328.mg + 7,5 % (303 - 353 mg)




S.M.B. TECHNOLOGY S.A.

 CepeaHs maca BMICTY Kancyn
{€ep. Papm.2.9.5.)
Uniformity of mass
(Ph. Eur. 2.9.5.)

- OAHOpIAHICTE MacH'
(€Esp. drapm.2.9.5.)

DEVELOPMENT & PRODUCTION

‘Disintegration
{Ph. Eur. 2.9.1.}
PoanaganHa

(€sp. ®apm.29.1.)
Dissolution
{U.V. spectrum)
PosunHeHHA
{Y®-cnexTpegotomerpia)

Dissolved fraction test
{in-House-monograph}

: BHBHaHEHHQ-pOBHMHeHOl'O
Iao‘rperuuc}'w {MeTop Komnagii)

E

Particle size determination
{Hot Stage Microscopy)

. BUaHaueHHA posmipy yacTok
(Mirpockonia na rapaviid cTagji).

Assay of the active ingredient
(HPLC)
- Isotretinoin
" Kinbsrichuil gmict
{BEPX)

- 130TPETUHOIHY

T02%

* The test is carried out once per year

_Related substances Tretinoin: NMT 1.5 %

{HPLC)) Single identified impurity: NMT 1.0 % 1 0.2%
Single unspecified impurity: NMT 0.2 % 0.0%

Total unspecified impurities: NMT 0.5 % C0.0%

Total impurities: NMT 2.5 % 0.4 %

CynyTii gomiunies TpeTtHoiH — He Binbwe 1,5% 2 0.2%
{BEPX) iHaMBIayanbHz ifenTndikosara AoMIlLKa — He Binblue 1,0% 0.2 %
{HAMBIAYaNbHA He |aeHTdIKOBAHA DOoMILIKa — He Binbrue 0,2% 0.0%

. 3arantHi Hecneundivni AOMKY — He Ginswe 0,5% 0.0%

. _ e .| Barankhi AOMILIKK ~ He Binbise 2,5% 04%
ldentification of colouring Conforms Complies
matters*

(in-hause monograph)
laeuTHdinauin Gaperurin® Bignogigae Bignosingde
{MeToau komnaHif)
Microbial limit test* { Total number of microorganisms in 1.g:
(Ph. Eur. 5.1.4, 2.6.12, 2.6.13) TAMC; maximurm 10°CFU/g Complies
- TYMC: maximum 10*CFU/g Complies
- Escherichiu colf: absence/g # ‘Complies
Mikpo6ioioriuHa Yyucrora™ 3aranbHa KiAbKICTL MIKpOY
i (Esp. ¢apm.5.1.4;_2.6.12,_2.6.13)' - TAMC: He Ginbwe 10% KV  ‘Bignosigae
- TYMC: He BinbLue 10% KV . Bignosigae
- Escherichia coli: sigcymA | Bignosipae

328 sar £7,5 % {303 - 353 mr) 328 mr
I"Not more than 2 from 20 of the individual mass deviate frori the. th;pl'ie's T
. average mass by more than+ 7,5% and none deviates from the
‘|- average mass by more than.+ 15%. ;
‘| He Binbie Hix 2 3 20 Kancyn BigxuiaoTeCA Big cepeaMboi macn  — Bianosigae
- Hinbwe HiXK Ha £ 7,5%, Ta HOAHA 3 KANCYN HE NMOBUHHA
i migxunatica Bin cepeaHboi macy Binsie Hidk Ha + 15%. _ _
i NMT 45 minutes Complies
1 He Binswe 45 xBUAMH Bianosigae
i NLT 85 % {Q) after 60 min 105 %
" HemerHwe 85 % (Q) 3260 x8 105%
50-70% 62% T
50-70% 62 %
D (v, 0.1) < 25 pm 15 pm
Dr{v, 0:5) < 60 um 36 um
D {v, 0.9) < 150 um L 75 um
D v, 0:1) <25 maKkm F 15 MK
D {v; 0:5) < 60 mrm © 36 MKM
D {v,0.9) < 150 mrm e L5 MKM
| 95-105 % of the nominal value . 100 %
(15,2 mg — 16,8 ing) S 16.0mg
95 - 105% iA 3aABAEH0T KIALKOCTI. 106 %
{15,2 mr—16,8 mr} ©16.0 mr

Page (cTopinka) 2 of (3] 3




S.M.B. TECENOLOGY S.A.

fenpmncenes  DEVELOPMENT & PRODUCTION
BREEIY A DM
* BunpoByeaHHs NPOROSMTLCR CAMH Pas Ha pik

Certification statement. | hereby certify that information-above is correct and precise: This batch was manufactured (3l produc-
tion stages including packing and marking) and quality controlied 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 reviséd and GMP compliance is identified.

3ansa npo ceprudirauin. Llum A 3acs8iayuyio, WO HaseneHa BYLLe iHQOpMaLLia € HOCTOBIPHOIO Ta TOUHOW. LK cepilo nRoayKUIl
6yno BupOBALHO: {BRAIOYAIOUM TTAKYBAHHA/MBPKYBAHHA) T8 NPOBEOEHO KOHTPONL Tl AKCCTI HA BUILLE3A3HaYeHIA BinbH®L v NOBHIR
BianosiaHocT 3 Bumoramu GMP, BCTaHOBNEHUMM MICUEBUM PETYIATOPHMM OpraHom, a TAKOM BignosigHo Ao cneuudirauii, wo
MICTATLCA ¥ PEECTPALEMHOMY Aoche. [TPOTOXKONAM BUPOGHULTES, NakyBaHHA Ta aHanilie By/I0 NEPEernAHYTO TA BCTAHOBISHO
BignosiaHicts GMP,

~ Stamp Qualified Person
Meyatia o YNOBHOBaMEHa 0c06a
Date-of signature: Aquww fradéric WOUTERS "

ara ni :
fara nignucy B

38, rue
B en Pl R Eaminne
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JIEPIKABHA CJIYIKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCHKIA OBJIACTI
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S.MLB. TECHNOLOGY S.A.

Product name:

HasBa nikapcbKoro 3acoby:

Registration certificate in Ukraine:
PeectpaLjiiHe ntocsBigMeHHs B
YKpaiHi:

Strength/Activity:

Cuna At/akTUBHICTE: .

The size and type of packaging:
Po3mip | BMA NaKyBaHHA:

‘The dosage form:

Jixapcbka dopma:

Country - producer:

KpaiHa - BUpo6HMK:

.Applicant:

3aABHMK:

Manufacturer & Quality control:

BupoBHWK Ta ROHTPOAE AKGCTI:
Confirmation of GMP certificate:

BucHoBOK BiAnoBiAHOCTI
supobHKruTea BUMOram GMP:

DEVELOPMENT & PRODUCTION

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

Kancynu no 16 mr; no 10 kancys y Gaictepi; no 3 BhicTepu vy KapTOHHINA

Kopobui
Ne UA/10316/01/02 valid until 05.12.2024.
Ne UA/S10316/01/02 Tepmid gil a0 05.12.2024

1 capsule contains 16 mg of isatretingin

1 Kancyna micTiTh 16 MrizoTpeTHoIny

10 capsules-in a klister; 3 blisters in a carton box:

no 10 kancya y Gaicrepi; no 3-Gnicrépy y kapToHHii Kopobui

capsules
Kancynu
Belgium Country of destination: Ukraine
Benbria Kpaina npusHaveHHn: YRpaita

Jadran-Galenski Laboratori] d.d., Svilno 20, 51000 RijeKa, Croatia
Aapan-TaneHcoknit flabopaTtopiit g.a., CeincHo 20, 51000 Piexa, XopsaTia
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Ne 134/2022/C-255dtd. 17.02.2022

Ne 134/2022/C-255 8ig 17.02.2022

lnenmdikauin:

- 130TpeTHHOIHY {BEPX)
(nopisHaHyA Y& cnexTpa Ta vacy.
YTPUMYB2HHA)

Manufacturing license: N465 H
JliugHzia Ha BMpoGHULTRO: N465 H
Batch: 24A18 Batch size: 10 751 hoxes
Cepia:- 24A18 Poamip cepii:.  10.751 yoakoBox
Date of manufacture: 01.2024 Exp. date: 01.2026
Jara supobuuursa: 01.2024 MNpugatiui go: 01.2026
CERTIFICATE N2 32459-167
CEPTHDIKAT Ne 32459-167
. PARAMETERS ) REQUIREMENTS T RESULTS
_ TNAPAMETPU o ~ BUMOIH _ - PEBYAILTATA |
: Appearance of the capsule and Size 1 caps. With a2 white body and a green cap, containing an § Complies
© content (Visual) orange waxy paste, ;
¢ OnMC Kancynu Ta smicry WanatuHosi Kancynu Mol 3 Binwm HOpRYCOMm i 38A8H0I0 i Bignosiga€
rancyau (Bizyananuuii) KpULieUKko0. BMICT Karicyn — sockonoaiBHa nacra
.TOMAPAHUEBOTO KOALOPY- w
identification: The retention time for isotretingin is identical for both test and Complies
- Isotretinoin {HPLC) standard solutions (2C,5 %).
RT and U.V. spectrum i The U.V. spectrum recorded at the retention times of the peak of © Compiies

isotretinoin {apex of the peak} in the test and standard solutions
. correspond to each other,

T YEC YTPUMYBSHHA NiKY I30TPETVHOTHY € IACHTUNHIM AR g iy G

- BUNpoOYBAHOTO Ta CTaHAAPTHArO Po3unHis (10,5%).
Yo cneprM aanucasi npu vaci y-rpumysaHHﬂ MiKy |3o~s

Average netk .;'héss
4 {Ph. Eur. 2.8.5))

I
1
|

PO34MHY BIANOBIAIOTL OAUH OAHOMY.
328.mg + 7,5 % (303 - 353 mg)




S.M.B. TECHNOLOGY S.A.

 CepeaHs maca BMICTY Kancyn
{€ep. Papm.2.9.5.)
Uniformity of mass
(Ph. Eur. 2.9.5.)

- OAHOpIAHICTE MacH'
(€Esp. drapm.2.9.5.)

DEVELOPMENT & PRODUCTION

‘Disintegration
{Ph. Eur. 2.9.1.}
PoanaganHa

(€sp. ®apm.29.1.)
Dissolution
{U.V. spectrum)
PosunHeHHA
{Y®-cnexTpegotomerpia)

Dissolved fraction test
{in-House-monograph}

: BHBHaHEHHQ-pOBHMHeHOl'O
Iao‘rperuuc}'w {MeTop Komnagii)

E

Particle size determination
{Hot Stage Microscopy)

. BUaHaueHHA posmipy yacTok
(Mirpockonia na rapaviid cTagji).

Assay of the active ingredient
(HPLC)
- Isotretinoin
" Kinbsrichuil gmict
{BEPX)

- 130TPETUHOIHY

T02%

* The test is carried out once per year

_Related substances Tretinoin: NMT 1.5 %

{HPLC)) Single identified impurity: NMT 1.0 % 1 0.2%
Single unspecified impurity: NMT 0.2 % 0.0%

Total unspecified impurities: NMT 0.5 % C0.0%

Total impurities: NMT 2.5 % 0.4 %

CynyTii gomiunies TpeTtHoiH — He Binbwe 1,5% 2 0.2%
{BEPX) iHaMBIayanbHz ifenTndikosara AoMIlLKa — He Binblue 1,0% 0.2 %
{HAMBIAYaNbHA He |aeHTdIKOBAHA DOoMILIKa — He Binbrue 0,2% 0.0%

. 3arantHi Hecneundivni AOMKY — He Ginswe 0,5% 0.0%

. _ e .| Barankhi AOMILIKK ~ He Binbise 2,5% 04%
ldentification of colouring Conforms Complies
matters*

(in-hause monograph)
laeuTHdinauin Gaperurin® Bignogigae Bignosingde
{MeToau komnaHif)
Microbial limit test* { Total number of microorganisms in 1.g:
(Ph. Eur. 5.1.4, 2.6.12, 2.6.13) TAMC; maximurm 10°CFU/g Complies
- TYMC: maximum 10*CFU/g Complies
- Escherichiu colf: absence/g # ‘Complies
Mikpo6ioioriuHa Yyucrora™ 3aranbHa KiAbKICTL MIKpOY
i (Esp. ¢apm.5.1.4;_2.6.12,_2.6.13)' - TAMC: He Ginbwe 10% KV  ‘Bignosigae
- TYMC: He BinbLue 10% KV . Bignosigae
- Escherichia coli: sigcymA | Bignosipae

328 sar £7,5 % {303 - 353 mr) 328 mr
I"Not more than 2 from 20 of the individual mass deviate frori the. th;pl'ie's T
. average mass by more than+ 7,5% and none deviates from the
‘|- average mass by more than.+ 15%. ;
‘| He Binbie Hix 2 3 20 Kancyn BigxuiaoTeCA Big cepeaMboi macn  — Bianosigae
- Hinbwe HiXK Ha £ 7,5%, Ta HOAHA 3 KANCYN HE NMOBUHHA
i migxunatica Bin cepeaHboi macy Binsie Hidk Ha + 15%. _ _
i NMT 45 minutes Complies
1 He Binswe 45 xBUAMH Bianosigae
i NLT 85 % {Q) after 60 min 105 %
" HemerHwe 85 % (Q) 3260 x8 105%
50-70% 62% T
50-70% 62 %
D (v, 0.1) < 25 pm 15 pm
Dr{v, 0:5) < 60 um 36 um
D {v, 0.9) < 150 um L 75 um
D v, 0:1) <25 maKkm F 15 MK
D {v; 0:5) < 60 mrm © 36 MKM
D {v,0.9) < 150 mrm e L5 MKM
| 95-105 % of the nominal value . 100 %
(15,2 mg — 16,8 ing) S 16.0mg
95 - 105% iA 3aABAEH0T KIALKOCTI. 106 %
{15,2 mr—16,8 mr} ©16.0 mr
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S.M.B. TECENOLOGY S.A.

fenpmncenes  DEVELOPMENT & PRODUCTION
BREEIY A DM
* BunpoByeaHHs NPOROSMTLCR CAMH Pas Ha pik

Certification statement. | hereby certify that information-above is correct and precise: This batch was manufactured (3l produc-
tion stages including packing and marking) and quality controlied 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 reviséd and GMP compliance is identified.

3ansa npo ceprudirauin. Llum A 3acs8iayuyio, WO HaseneHa BYLLe iHQOpMaLLia € HOCTOBIPHOIO Ta TOUHOW. LK cepilo nRoayKUIl
6yno BupOBALHO: {BRAIOYAIOUM TTAKYBAHHA/MBPKYBAHHA) T8 NPOBEOEHO KOHTPONL Tl AKCCTI HA BUILLE3A3HaYeHIA BinbH®L v NOBHIR
BianosiaHocT 3 Bumoramu GMP, BCTaHOBNEHUMM MICUEBUM PETYIATOPHMM OpraHom, a TAKOM BignosigHo Ao cneuudirauii, wo
MICTATLCA ¥ PEECTPALEMHOMY Aoche. [TPOTOXKONAM BUPOGHULTES, NakyBaHHA Ta aHanilie By/I0 NEPEernAHYTO TA BCTAHOBISHO
BignosiaHicts GMP,

~ Stamp Qualified Person
Meyatia o YNOBHOBaMEHa 0c06a
Date-of signature: Aquww fradéric WOUTERS "

ara ni :
fara nignucy B

38, rue
B en Pl R Eaminne
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AC

AEPHKABHA CIVIKBA 3 JIIKAPCbKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMM Y KHIBCBEKIA OBJIACTI

apoe. Ceitmuuol Hanii, 3, m.Kuis, 02099, ten/thaxe: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €PIIOY 37078774

BHCHOBOK
Npo SIKicTH BBE3eHOI0 B YKpPaiHy JiKapchKoro 3acody

16.12.2024 Ne 65155/24/10

AKHETIH®

{uajiMenyBAHHA AIKAPCHKOTO 3ac00y 3rifHo 3 peecTparliiHiuM NOCBIAUeHRAM)
rancysu o 16 mr; mo 10 xancys y 6aicrepi; no 3 daicrepu y kaprouuiii xopobui

((popata BHIYCKY, A03YBaHHS, BUX MAKYBAHHA NiKapcekoro 3acoby)

Homep peectpaniiinoro nmocsinuenna UA/10316/01/02 crpoxk aii peecrpauifinoro nocsiadenna 05.12.2025

Cepis nikapeskoro 3acofy Ne 24 EG7 KinbkicTs BBE3eHOTO Nikapcskoro sacofy 10783
Bupobuiix C.M.5. Texnonomxki CA, Bennris
(naitvenyBating BipofHIKa Aikapcskoro 3acoby, kpaiHa NOXOMKEHE)
Baeseno B Ypainy CrisibHe yKpaiHCbKO-eCTOHCHKE IHANPHEMCTBO Y opMi ToBapHCcTBa
3 o0MexkeHo10 BinnoBinansHicTio " Ontima-@apm, JTHO", izent. kox:
21642228

(uaiiMenysannn Ta koi 3a €APTIOVY jopumrunol ocoby abo npisenine, iM'a, no Garexosi disiuno]
ocobi - nignpuesu, 7 Micle MPOKXHBAHHA Ta peccTpauiiinuit HoMep obnikoBol xapTRE MAATHHKA
nozaTkip 400 cepia Ta HOMEp NacIopra)

Mporokon sisyansnore kourpoate sig 09.12.2024 N2 3901/2.

3a pesyneTaTaMH  EpKABHOIO KOHTPOIO BCTAHOBIEHO, O  Jikapesxuii 3aci® BeeseHo B Yxpaiuy 3

JAOTPUMAHHSAM BHMOr 3aKOHOAIBCTEA OO 3aBesneueHHs AxoCTi miKapehKuX 3acobis.

Omera EPELOMEHKO

(iuinfamy tanpisanie)




g i H S.M.B. TECHNCLOGY S.A.
NNV
lsﬁ%@g&g&w GEEGS DEVELOPMENT & PRODUCTION
Product name: ACNETIN®

Hasea nikapcbKoro 3acoby:

Registration certificate in Ukraine:
Peecrpaujiiie nocsigyeHna e
YKpaii:

Strength/Activity:

Cuna giifakTmeHicrs:

The size and type of packaging:
Po3mip | BA nakyBaHHA:

The dosage form:

Nikapcbka gopma:

Country - producer:

KpaiHa - BMpoGHUK:

Applicant:

3anBHUK:

Manufacturer & Quality control:

BupoBHuK Ta KOHTPOAL AKOCTH:

Confirmation of GMP certificate:
BucHoBoK signoeigHocTi
BupobHLMLTEa BMMOram GMP:
Manufacturing license:

Niuen3ia Ha BUpoBHUUTBO!

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

Kancynu no 16 mr; no 10 xancyn y 6nicrepi; no 3 Gnictepu y KapTorHIiN
Kopobui

Ne UA/10316/01/02 valid till 05.12,2024

Ne UA/10316/01/02 Tepmin aii go 05.12.2024

1 capsule cantains 16 mg of isotretinain

1 kancyna micTTh 16 Mr i3oTpeTHHOTHY

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

no 10 kancyn y baictepi; no 3 Gnicrepy y KapTOHHIN Kopobui

capsules
Kancynu
Belgium Country of destination: Ukraine
benbrin KpaiHa npysHayeHHs: YipaiHa

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

AnpaH-TaneHcbiuii laboparopiid a.4., CeinsHo 20, 51000 Picka, Xopsaris

S.MLB. Technology SA, Zoning Industriel-Rue du Parc Industriel 39, Marche-en-Famenne,
6900, Belgium

C.M.E. Texdonogi CA, 3oHiur EnpacTpiens - Pio ay Mapk EHgacrpiess 39, Mapw-eH-
DameH, 6900, Genbria

Ne 275/2024/C-572 dtd. 19.04.2024

Ne 275/2024/C-572 Bip, 19.04.2024

N465 H dtd. 20.02.2024
N465 H sig, 20.02.2024

Batch: 24E07 Batch size: 10 783 boxes
Cepin: 24E07 Posmip cepiit 10 783 ynakoBok
Date of manufacture: 05.2024 Exp. date: 05.2026
[Jata supobuuurea: 05.2024 Npupathnit go: 05.2026
CERTIFICATE Ne 33201-909
CEPTU®IKAT Ne 33201-909
PARAMETERS REQUIREMENTS RESULTS
NAPAMETPU BYMOTH PE3Y/IbTATA

Appearance of the capsule and Size 1 caps. With a white body and a green cap, containing an Compligs
content (Visual) orange waxy paste.
Onuc Kancyaun Ta smicry HenarHosi Kancyau Ne 1 3 Ginum Kopnycom | 3eAgH0I0 Bianosigae
Karicyn (BizyansHuif) KpuiesKow. Bmict kancyn — sockonogifHa nacra

ROMapPaHUYEBOro KORLOPY.
Identification: The retention time for isotratinoin is ldentical for both test and Complies
- Isatretinoin (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.
IaeHTudirauin: Yac yTpHmyBaHHA niky i30TPETUHOIHY € IfeHTHYHUM ann Bignosigas
- lzoTpeTuHbiHY (BEPX) BEUNPoGyBaHONo Ta CraHAapTHOro poadnHis (+0,5%).
{nopisHaHHEA Y cnekTpa Ta yacy Y cnextpy, sanncati npy vaci YTRYMYBAHHA MIKY i3oTpeTuHoiHy | Blanoslaae
YTPUMYBAHHA) (Bepxisxa niky) 4na sMNpobysaHOro POsYUHY Ta CTAHABPTHOTO

PO3UMHY BiANOBIAAIOTL 0ANK OAHOMY.
Average net mass 328 mg £7,5 % {303 - 353 mg) 328 mg
{Ph. Eur. 2.9.5.)
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g R A S.M.B. TECHNOLOGY $.A.
WY E RS
Howosasies  DEVELOPMENT & PRODUCTION

Cepepua maca BMICTY Kancyn 328 mrt 7,5 % (303 - 353 mr) 328 mr
(Eep. 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 move than + 15%,
OpaHopigHicTe Macu He Binbwe Hix 2 3 20 Kancyn BiAXMARIOTLEA Bif cepegHbol Macy Bignosigae
{Esp. dapm.2.9.5.) Binbwe Hi Ha + 7,5%, Ta MOAHE 3 HANCYA HE NOBUHHA
BIAXWIATUCA BIA, cepenHbol macH Binbtlte Hil Ha £ 15%.
Disintegration NMT 45 minutes Complies
(Ph. Eur. 2.9.1.)
Po3anaaaHHA He binbite 45 xeuanH Bignosinae
{EBp. Papm.2.9.1.)
Dissolution NLT 85 % (Q) after 60 min 101%
{U.V. spectrum)
Po3uMHEHHA He meHwe 85 % (Q) 3a 60 xe 101 %
{V@-cnektpodoTomerpia)
Dissolved fraction test 50-70% 59 %
{In-House managraph)
BuaHaueHHA po3yHHeHoro 50-70% 59 %
izoTpeTuHoiHY (MeTog, Komnasii)
Particle size determination D (v, 0.1) <25 um 17 pm
{Hot Stage Microscopy) D (v, 0.5) < 60 pm 41 pm
D {v, 0.9) < 150 um 83 pm
BusHaveHHA posmipy YacToK D {v, 0.1) < 25 mKm 17 mEm
(Mikpocxonia Ha rapaditi cragii) D {v, 0.5) < 60 mum 41 mKm
D {v, D.9) < 150 pum 83 MKM
Assay of the active ingredient 95 - 105 % of the nominal value 102 %
{HPLC) {15,2 mg — 16,8 mg) 16.2mg
- Isotretinoin
KinbxicHwmid smicr 95 - 105% sig 3anpneHoT KiabKkoCT 102 %
{BEPX} (15,2 mr—16,8 mr) 16.2 mr
- I30TPETUHOTHY
Related substances Tretinoin: NMT 1.5 % 0.1%
{HPLC) Single identified impurity: NMT 1.0 % 0.2%
Single unspecified impurity: NMT 0.2 % 0.2%
Total unspecifled impurities: NMT 0.5 % 0.2%
Total impurities: NMT 2.5 % 0.6 %
CynyTHi aomituki TpeTtkHoiH — He 6iabwe 1,5% 0.1%
{BEPX) InavsigyanbHa ineHTUdiKoBaHa AomiluKa — He Giablue 1,0% 0.2%
IHauBlayankHa He igeHTHdiKosaHa aomiwKa —He Ginbwe 0,2% 0.2%
3araneHl Hecneumdiusi gomitiky — He Binbwe 0,5% 0.2%
3aranbHi AOMILIKK — He inble 2,5% 0.6 %
Identification of colouring Conforms Complies
matters*
(in-house monograph)
laesTndikanla Gapsurkia*® Bignosinae Bignosigae
{Metogu KomnaHii)
Microbial limit test** Total number of microorganisms in 1 g: Not performed
{Ph, Eur. 5.1.4, 2.6.12, 2.6,13) TAMC: maximum 10% CFU/g Not performed
: TYMC: maximum 102CFU/g Not performed
Escherichia coll; absence/g Not performed
MirpobionoriyHa ymcrora** 3aranbHa RisbKicTb Mikpoopradizmie B 1 r: He suKOHYETECA
(EBp. Papm.5.1.4, 2.6.12, 2.6,13) - TAMC: He Ginsiue 10° KYO/r He BuroHyeTsCA
= TYMC: He Ginbwe 102 KYO/r He BukoHyeTbCR
- Escherichia coli: sincytias 1r He BUKOHYEThCA

* The test Is carried out once per year
* BunpobyeaHHA NPOBOAMTECA OGMH pas Ha pik

** The test Is carrled out every tenth batches or at least once a year
** BrnpoGybaHHA NROBOAAT KOWHY AecATY naptho ao He plawe 0AHOrG pasy Ha pik
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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 reglstration dossler.

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

3ansa npa ceptudikauito. LM A 3aceiguyio, Wo HaseaeHa BUIE indopmania € AocTosIpHOIO Ta TOYHOID. Lito cepito npoaykyji Byno
BHPOGAEHE (BHIONAIOYM NAKYBAHHA/MAPKYBaHHA) Ta NPOBEAESHD KOHTPoAb T AKOCT] Ha BuilesazHaueHl AinbHMUl ¥ noBHIA
BiANOBIRHOCTI 3 BUMOramu GMP, BETRHOBAEHUMK MiCLeBUM PETYNATOPHUM OpraHom, a TaKoM BiANOBIAHO A0 crieuudikauii, wo
MicTATLCR Y peecTpauiiiHomy gocke. [TpoTokonn BUpoBHULTEE, NakyBaHHA Ta aHanisie 6y/i0 nepernsaHyTo Ta BCTAHOBAESHO
signosigHicTe GMP.

Stamp Qualified Person \WOUTERS Frédéri
Mevatka YnoBHOBameHas ocoba Fraell
Date of release: Signature
Jata Bunycry cepii: 01,08:2024 gni,qnnc
Date of CoA signature: —
Oata nianucy ceptudinara; e -
Frédéric
Qualified Person
$MB TECHNOLOGY

39, rue du Pacc industriel
1.6900 Marche-en-Famenne
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AEPXABHA CJIVXKBA 3 IKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHiBCBHKIN OBJNACTI

npos, Ceimmrauoi Hanii, 3, s Kutis, 02099, en/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €/[PTIOY 37078774

BHCHOBOK
PO NKICTh BBE3€HOT0 B YKPailly JIiKapchKoro 3acody

18.11.2024 Ne 58658/24/10

AKHETIH®

(araiimentyaatns nikapesKora 3acofy 3riano 3 peccTpaitiiitimn HOCEITIGHHAM)
xancyim e 16 mr; no 10 xaneyn y 6aicrepi; no 3 6aicrepn y kaprousiit xopoGui

{dropma BHNYCKY, RO3YBEHHA, BIEA MAKYBEHAR AiKapeckKoro 3acoby)

Homep pecerpaniitroro nocsiggensn UA/10316/01/02 crpox aii peccrpaniiinoro moceizvenns 05.12.2024

Cepis nixapesxore 3acoby Ne 24E(06B Kinbkicrs BrezeHoTO Hikapeskore sacoBy 4240
BrpoOHHE C.M.E. Texuonomxi CA, Benpris
(nafiMenypanng BupoGHIKA nikaperkoro sacafy, kpaina MoXomKeHHS)
Baeseno B Yipainy CuisibHe yKpainchKo-eCTORCHKe NIANPHEMCTBO Y (opMi TOBapHCTBA
3 ofsesxenoro pignopizaasnictio "OnTiMa-@apm, AT, inenr. wox:
21642228

(HafiMeHyBauns Ta xon 3a CAPTIOY wophmdsei ocobn abo mpizsHiwte, iv's, mo Garskoni HismaHol
ocofut - mianpnesug, 1 aicie Mpoxkusanus ta peeetpauiingi noMep obaikopof kapTH maarHiKa
nosaTxis aGo cepin Ta nomep rtacnopTta)

TIpoTokoa Bisyansiore kenrpomo eig 12,11.2024 x 3506/1.

3a  pesyarTaTaMm  AEPXRABHOrO KOHTPOMO BCTAHOBNEHD, MO  NiKApehikil 3aciB  meeseHo B Yipdiny 3
AOTPHMAMNHAM BUMOT 3aKOHOLABCTBA 11040 330e3NeyeHHs AKOCTi MiKapeakHX 3ac06iB.

Onsra EPEOMEHKQ,




S.M.B. TECHNOLOGY S.A.

Product name:

Hassa nikapcbKoro sacoby:

Registration certificate in Ukraine:

PeecTpauiiine nNOCBiaYeHHA B
Yrpalti:

Strength/Activity:

Cuna ail/akTuBHICTL:

The size and type of packaging:
Posmip i BUAO NaKyBaHHA:

The dosage form:

JNlikapcbka popma:

Country - producer:

KpaiHa - supobHuk:

Applicant:

3AABHMK:

Manufacturer & Quality control;

BupobHuK Ta KOHTPOb AKOCT:

Confirmation of GMP certificate:
BMCHOBOK BiaN08IiAHOCTI
BUpoBHULTBA BUMOram GMP:
Manufacturing license:

NiveHsis Ha BUPOOHMUTBO:

DEVELOPMENT & PRODUCTION

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

AKHETIH®,

kancysnm no 16 mr; rno 10 kancyn y 6Gnicrepi; no 3 Gnictepu y KapToHHil

Kopobui
Ne UA/10316/01/02 valid till 05.12.2024
Ne UA/10316/01/02 repmin aii po 05.12.2024

1 capsule contains 16 mg of isotretinoin

1 Kancyaa mictuts 16 mr isoTpeTrHoiHy

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

no 10 kancyn y Gaicrepi; no 3 6aicrepu y KapToHHIN Kopobui

capsules
Kancyau
Belgium Country of destination: Ukraine
Benwris Kpaida npuaHayeHHn; Yrpaina

Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka, Croatia
Anpan-TFanedcbkuit Naboparopiit a.4., CeinsHo 20, 51000 Piexa, Xopsartia

S.M.B. Technology SA, Zoning Industriel-Rue du Parc Industriel 39, Marche-en-Famenne,

6300, Belgium

C.MLB. TexHonopxd CA, 3ouinr Engactpiens - Pro ay Mapr Exgacrpiens 39, Maplu-eH-

damen, 6900, benbris
Ne 275/2024/C-572 dtd. 19.04.2024

Ne 275/2024/C-572 sig 19.04.2024

N465 H dtd. 20.02.2024
N465 H 8ig 20.02.2024

Batch: 24E06B Batch size: 10 739 boxes
Cepia: 24EO06B Po3mip cepii: 10 789 ynaxosok
Date of manufacture: 05.2024 Exp. date: 05.2026
Hara supobunyrea:  05.2024 Mpuparanit go:  05.2026
CERTIFICATE Neo 33200-908
CEPTUDIKAT Ne 33200-908
PARAMETERS REQUIREMENTS RESULTS
NAPAMETPU BUMOI'N PE3YNIbTATH
Appearance of the capsule and Size 1 caps. With a white body and a green cap, containing an Complies
content {Visual) orange waxy paste.
Onuic Rancym ra smicry Wenamrosi kancynu No 13 Bisinm KOPNYCOM i 38/18H010 Bianosipae

Kancynu (BizyanbHui}

Kpuluedkoto. BmicT kancya — Bockonogibna nacra
NOMAapaH4eBoro KOMbLOPY.

(Ph. Eur. 2.9.5.)

Identification: The retention time for isotretinoin is identical for both test and Complies
- {sotretinoin {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.
inenTudinauia: Yac yTPUMYBAHHA iKY I30TRETUHOTHY € [AeHTUUHUM 119 Bianosigae
- i30TPETUHOTHY (BEPX) BUNPOBYBAHOID Ta CTAHAAPTHOrO po3umnkis (+0,5%).
{nopisHAHHA Y cnexTpa 1a Yacy Y cnexTpu, 3anucaHi npu Yaci yTPUMYBaHHA Niky i30TpeTuHoiHy | Bignosinae
YTPUMYBBHHA) {epxiska niky) gyis sunpobysBaHoro posYnHy Ta CTAHABPTHOTO
PO3YUHY BIANOBIAIOTL O4WUH OQHOMY. o
Average net mass 328 mg 7,5 % (303 - 353 mg) 327 mg
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S.M.B. TECHNOLOGY S.A.

DEVELOPMENT & PRODUCTION
CepenHa maca BMmicTy Kancyn 328 mrt 7,5 % (303 - 353 mr) 327 mar
(E€sp, 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%.
OpHopigHicT maty He 6inblie HxXX 2 3 20 Kancyn BLOXMAAIOTLCS Bif, CEpeaHsbol macu Bignosigae
(EBp. Dapm.2.9.5.) Binblue HiX Ha £ 7,5%, Ta OAHA 3 KANCy HEe fIOBUHHA
BIAXMAATMCR Bif cepearboi macy Binblue Hixk Ha * 15%.
Disintegration NMT 45 minutes Complies
(Ph. Eur. 2.9.1.)
Poanapaxnn He Ginbwe 45 xsuany Bignosinae
(€sp, Papm.2.9.1.)
Dissolution NLT 85 % (Q) after 60 min 100 %
{U.V. spectrum)
Po3uuHeHHA He meruwe 85 % (Q) 3a 60 x8 100 %
{(Y®-criexrpodoromeTpin) ;
Dissolved fraction test 50-70% 60 %
{In-House monograph)
BU3HAMEHHA POSUUHEHOIO 50-70% 60 %
i3oTpeTrHoiHy (MeTog KomnaHii)
“particle size determination D {v, 0.1} < 25 um 21 um
{Hot Stage Microscopy) D {v, 0.5) < 60 um 41 um
D {v, 0.9) < 150 um 81 um
BuaHaveHHA po3MIipy YacToK D (v, 0.1) < 25 mkm 21 MKM
(Mikpockonis Ha rapsuii ctagii) D {v, 0.5) < 60 mKm 41 MKM
. |D{v,08) <150 mm 81 Mkt
. Assay of the active ingredient 95 - 105 % of the nominal value 103 %
C{HPLC) (15,2 mg — 16,8 mg) 16.4 mg
. - Isotretinoin
- Kinbwickuit micr 95 - 105% 8if, 3aABAEHOT KINLKOCTI 103 %
(BEPX) {15,2 mr — 16,8 mr) 16.4 mr
- 30TPETHHOTHY
Related substances Tretinoin: NMT 1.5 % 0.1%
{HPLC) Single identified impurity: NMT 1.0 % 0.2%
Single unspecified impurity: NMT 0.2 % 0.2%
Total unspecified impurities: NMT 0.5 % 0.2%
Total impurities: NMT 2.5 % 0.6 %
CynyTHi SoMmiliKy TpetuHoin — He Binvwe 1,5% 0.1%
{BEPX) [HavBiayanpbHa ineHTHgikoBara Aomiwka — He Hinbwe 1,0% 0.2%
[HAMBiAYaNbHa He ineHTudikoBaHa aomilKa — He Binvbwe 0,2% 0.2%
3aranshi Hecneundiuni gomitwxm — He Binvbwe 0,5% 0.2%
3aransHi JoMiwkK = He Binbuie 2,5% 0.6 %
tdentification of colouring Conforms Complies
matters®
{in-house monograph)
tnenTudikauin 6apsHukis™® Bignosigae Bignosiga¢

- (MeTouu kKomnawii)

Micrabial limit test**
(Ph. Fur. 5.1.4, 2.6.12, 2.6.13)

MikpoBionoriuna uncrora**
(€8p. dapm.5.1.4, 2.6.12, 2.6.13)

Total number of microorganisms in 1 g:
TAMC: maximum 10° CFU/g

TYMC: maximum 102 CFU/g

Escherichia coli: absence/g

3aranbHa KiNbLKICTL mikpoopranismis B 11
- TAMC: He Binswe 10° KYO/r

- TYMC: He Binbwe 10 KYO/r

- Escherichia coli: BIACYTHA B 1ir

Not performed
Not performed
Not performed
He BUKOHYETHCH
He BUKOHYETLCH
He BUKOHYETLCA
He BUKOHYETLCA

* The test is carried out once per year

« BANPOBYBAHHA NPOBOANTLCA OAUH Pas Ha PIK

#* Tha test is carried out every tenth batches or at least once a year
** BynpobyBaHHA NPOBOAATL KOKHY ACCATY NapTito abo He piglue ORHOTO pasy Ha pik
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S.M.B. TECHNOLOGY S.A.

DEVELOPMENT & PRODUCTION

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.

3anBa npo ceprudirauiin. Lum a 3acBiAUYI0, WO HaBeAeHa Bulle IHhopmauin € SOCTOBIPHOIO T2 TOUHOI. L0 Ceplio npoayKuil Byno
BUPOG/IEHO (BKNIOHAIOUM NBKYBAHHA/MapPKYBaHHA) Ta NPOBEAEHO KOHTPO/b i AKOCTI Ha BMLIE3A3HAYEHIH AiNbHWLT Y NOBHIN
BiANOBIAHOCTI 3 BUMOramu GMP, BCTAHOBASHUMY MICLEBUM PETrYAATOPHAM OPraHoM, 8 TaKoX BIANOBIAHO 40 cneundirauiit, wo

MICTATBER Y peecTpauiiivomy A0Cbe. TIPOTOKOAM BUPODBHMUTBA, NaKyBaHHA Ta aKanisip Byno nepernaHyTo Ta BCTAHOBAECHO
signosigHicte GMP.

Stamp Qualified Person Lo
WOUTERS Fréderic
fedaTtka YriosHoBaxeHa ocoba
Date of release: Signature
.. 01.08.2024 } ;
Aara sunycky cepil: Mignue -~
Date of CoA signature:;
. . 01.08.2024 .
Jara nignucy ceptudikara: oo
Frodenc W

Quali(ieci person
4MB TECHNOLOGY »
39, rue du Parc industriel
gfmmu anhemmfem?é'ﬁm.‘,
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NEPKABHA CIYXEBA 3 JIKAPCBKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIA OBJIACTI

npos. Ceitawanol Hauil, 3, M. Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kox €APIIOY 37078774

BHCHOBOK
NpPo AKICTHL BBE3€HOT0 B YKpaiHy JiKapcLKoro 3acoby
31.12.2024 Ne 65156/24/10
AKHETIH®

(naitvMenypania aikapcskoro 3acoGy 3riHO 3 peecTpaniiHEM NOCBIAICHEAM)
Kancyan 1o 16 mr; mo 10 kancya y 6aictepi; no 3 Gaicrepu y kaprouniii kKopoGii
(dopma pirycky, A03YBARHSA; B/ [AKYBARHS NiKAPCEROrO 32c00Y)

Homep peecrpaniiisoro nocsiguenns UA/10316/01/02 crpox aii peectpauiiisoro mocsizuenns 05.12.2025

Cepis nikapeskoro 3acofy Ne 24 EQ7B Kinsxicts BBesenoro mikapcsxoro sacoby 10769
Bupobunx C.M.B. Texnonomxi CA, bBensria
{HaiiMedynayng sipofHuKa AiKAPCEKOro 3acoby, kpaida MoXomKeRH”)
Bseseno B Yrpainy Crinbne ykpaidchbKo-ecTOHChKE MATPHEMCTEO Y (hopMi TOBAPUCTBA
3 ofMeskeHo0 BignmorigaaenicTio "Onrima-Oapm, JTA", isenr. xon:
21642228

(Haiimenypansa Ta kof 3a €APTIOY wopuzmanoi ocobit aGo npiseiie, M, o GaTEKoRE pizrmol
0CcOBH - mignpuemus, i MicUe MPOKHBAHHA Ta PeecTPaUiitHNI HoMep ofmikoBOT KaPTKIL ILNATHRK]
nozarkis afio cepis Ta HoMep nacKopTa)

IMpoTokon eisyansnoro kontpoino sin 19.12.2024 Ne 3901/3.

3a  pesyNsTaTaMM JIEKABHOTO, KOHTPOJIO BCTAHOBNEHO, WO Aikapeskait 3aci6 BBeseno B VYxpainy 3
JOTPHMAHHSIM buMOT 3aKOHOAABCTEA OO 3a6e3NeCHHA stiocTi gikapebrux zacebis.

% - @J/ Bixtop CTE®KIBCHKHUI

7 mmmtc% (initiany Ta-npiasHIe)




% B AFR  S.MB. TECHNOLOGY S.A.
’%ﬁ&gﬁﬁé&s DEVELOPMENT & PRODUCTION
Product name: ACNETIN®

HasBsa nikapcbKoro 3acoby:

Registration certiflcate in Ukraine:
PeectpalliiiHe nocsigueHHn 8
Yipaiui:

Strength/Activity:

Cuna AjifakTHadicTb:

The size and type of packaging:
Posmip | 8Ma naKkyBaHHA;

The dosage form:

Nixapcbra dopma;

Country - producer:

KpaiHa - BMpobHKK:

Applicant:

3anBHUK;

Manufacturer & Quality control:

BupoBHKK Ta KOHTPODAB AKOCTI:

Confirmation of GMP certificate:
BucHosoHK eignosigtocti
BUpOSHUUTEa BMoram GMP:
Manufacturing license:

Niunenaia Ha BupoGHUUTEC:

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

Kancynk no 16 mr; no 10 Kancyn y Gnictepi; no 3 Gaictepy y KapTOHHIN
KopoOuj

Ne UA/10316/01/02 valid till 05.12.2024

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

1 capsuie contains 16 mg of isotretinoin

1 Kancyna MicTUTb 16 Mr I30TPRTUHOTHY

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

o 10 kancya y 6nicrepl; no 3 Baictepy y KapToHHIR Kopobul

capsules
HancyAu
Belgium Country of destination: Ukralne
Benbria Kpaina npustadeHHn: YKpalha

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

Appan-Tanexcsrui flabopatopii g.4., CainbHo 20, 51000 Picxa, XopearTia

5.M.B. Technolegy SA, Zoning Industriel-Rue du Parc Industriel 39, Marche-en-Famenne,
6900, Belgium

C.M.B, Texnonoawl CA, 3osiur EHgactplens - Pio gy Napk Exgacrpient 39, Mapu-eH-
tamen, 6900, Benbria

Ne 275/2024/C-572 dtd, 19.04.2024

Ne 275/2024/C-572 sig 19.04.2024

N465 H dtd, 20.02.2024
N465 H sig 20.02.2024

Batch: 24E07B Batch size: 10 769 boxes
Cepin: 24E07B Posmip cepii: 10 769 ynakosok
Date of manufacture: 05.2024 Exp. date: 05.2026
Darta supobuuyrea: 05.2024 MpuaatHuii go: 05,2026
CERTIFICATE Ne 33213-921
CEPTU®DIKAT Ne 33213-921
PARAMETERS REQUIREMENTS RESULTS
NAPAMETPH BHAMOIU PE3VJ/IbTATH

Appearance of the capsule and Size 1 caps. With a white body and a green cap, containing an Complies
content (Visual) _arange waxy paste.
Onuc Kancyny 1a emicry HenaTlHosi kancyan Ne 1 2 6lavm Kophiycom 1 seneHolo Binnosigae
Kancynk (BlayanbHuii) KpuiiedKoto. Bmicr Kancya ~ sockonogibHa nacra

NoMapaHYeBoro KonLopy.
Identification: The retention time for isotretinoin is identical for both test and Complies
- Isotretinoin {HPLC) standard solutions {£0,5 %), :
RTand 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.
IpeHTHIKanin: Yac yTpumysatiHa niry i30TpeTHHOTHY € ideHTHYHUM B1A Binnosinae
- i3oTpeTHHOIRY (BEPX) BUAPOGYBEHOrO Ta CTAHAAPTHOrO po3uuHie (10,5%).
(nopieHAHKA Y& cnexrpa Ta yacy Yd cnextpwy, 3anKcadi DPK Yaci yTpumysaHHA niky isoTpetuHoiHy | Bignoaigae
YTPUMYBRHHA) {Bepxinka niky} aAnA BunpoByBaHoOro pOsuMKY Ta CTaHAAPTHOFO

PO3YMRY BiANOBIAATE GOWH 0gHOMY,
Average net mass 328 mg 7,5 % (303 - 353 mg) 327 mg
{Ph. Eur. 2.9,5,)
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S8.M.B. TECHNOLOGY S.A.

Cynytul gominkm
{BEPX)

Single unspecified Impurity: NMT 0.2 %

Total unspecified impurities: NMT 0.5 %

Total impurities: NMT 2.5 %

TpeTnHOIH — He Binswe 1,5%

IHauBiayanbHa ineHTdikosata gomillKa — He Binbwe 1,0%
IngusigyanbHa He lpeHmmdivoeaHa gomiwka — He Bintwe 0,2%
3aranuHi Hecneywdiukl pomilukM — He Binblee 0,5%

JaransHl SOMILWKK — He Binblue 2,5%

DEVELOPMENT & PRODUCTION

CepegHs maca smicry kancyn 328 mrx 7,5 % (303 - 353 mr) 327 mr
{Emp. Papm.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%.
OgHopigHicTs MacK He Binbilie Hix 2 3 20 Kancyn sigxuNAIOTLCR Big cepeaHboi macy Bignosipgae
(Esp. Papm.2.9.5,) finbwe Him Ha £ 7,5%, Ta OAHA 2 KANCYN HE NOBKHHA

BiAXWAATMCA BifA CepefiHbOl Mack Binblue i Ha + 15%,
Disintegration NMT 45 minutes Complies
{(Ph. Eur.2.9.1.}
PoznapauHA He Ginblue 45 XBuAMH Bignosinae
(Esp. dapm.2.9.1.)
Dissolution NLT 85 % (Q) after 60 min 101 %
(U.V, spectrum)
PoaynHeHHsR He menwe 85 % {Q) 2a 50 xB 101 %
{Yd-enerrpodotomerpia)
Dissolved fraction test 50-70% 60 %
{In-House monograph)
BH3HayeHHA po3uHHeHoro 50-70% 60 %
TsoTpetunoiny (MeTtoa Komnanii)
Particle size determination D{v, 0.1)<25um 16 um
{Hot Stage Microscopy) D {v, 0.5) < 60 pum 39 um

D (v, 0.9) <150 um 103 pm
BuaHaueHHn poamipy wacTo D (v, 0.1} <25 mKm 16 mrm
{Mikpockonin Ha rapaviit cragli) D (v, 0.5) < 60 mxm 39 MKM

D {v, 0.9) < 150 MKMm 103 MKm
Assay of the active Ingredient 95 - 105 % of the nominal value 100 %
{HPLC) {15,2 mg — 16,8 mg) 15.9 mg
- Isotretinoin :
KinericHuit emicr 95 - 105% Big 38ABAEHOT KINLROCTI 100 %
(BEPX) {15,2 tar — 16,8 mr) 15.9mr
- {30TpaTUHOTHY
Related substances Tretinoin: NMT 1.5 % 0.1%
(HPLC) Single identified impurity; NMT 1.0 % 02%

He 0DHApYKEeHo
He obHapyxeHo
0.4%
0.1%
0.2%
He o0HapymeHo
He 0DHapyxKeHo
0.4 %

Identification of colouring Conforms Complies

matters*

{in-house monograph)

IgenTndikania 6apennkia* Bignoeigae Bianorigae

{MeToam 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 102 CFU/g Complies
Escherichia coli: absence/g Complies

Miupobionoriuna uncrora* 3aranbHa KinbRricTs mikpoopranizmie 8 1 r: | Bignosinae

{Evp. dapm.5.1.4, 2.6.12, 2,6,13) - TAMC: He Ginbwe 10* KYO/r Binnosigae
- TYMC: He Binbtue 102 KYO/r Bianosinae

. - Escherichia coli; BincytHRB 1T Bianosinae

* The test Is carrled out once per year

* BynpoByBaHHA NPOBCAMTECA DAMH Pas Ha pik
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S.M.B. TECHNOLOGY S.A.

»

EE;“’"". &Ogg&gﬂﬁ? DEVELOPMENT & PRODUCTION

Certification statement. [ hereby certify that information aboveis 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,

3ansa npo ceprudikavito, Lim A 3acaigyyio, wo Haseaeda auine IHpopmauia € gocTosiproto Ta TouHO. Lo cepito npogyxuli Gyno
aupobieno {BrnloyalouM nakyBaHHA/MapRYBaHHA)} Ta NpoBeseHO KORTPOAL T Axoct Ha BUWe3asHaueHiit AlnbHUL y noskil
sianoeigHocTl 3 Bumoramu GMP, BCTaHOBNEHMMM MICLEBMM PETYAATOPHUM OpPraHom, a TaKOK BignoslaHo Ao creumdikalil, wo
MICTATLCA Y PeecTpauiiiHomy Aocke, [poToHoAM BMPOBHWLITES, NaKkyBaHHA Ta aHanizis GYA0 NEpPernAHyTO Ta BCTEHOBAEHO
gignosinHicts GMP.

Stamp Qualified Person R
Nevatka YnosuosameHa ocofa VWoutersikradene
Date of release: Signatu
= 02.08.2024 'BNARrE
Hata sunycry cepff; Nianu
Date of CoA signature:
02.08.2024

Hara nignucy cepmdirara: T TERS

Qualified Person
SMB TECHNOLOGY

39, rue du Parc Industriel

B-6900 Marche-en-Famenne
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JAEPIKABHA CJIVIKBA 3 JUKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBHKIH OBJACTI

npos, Ceitmuanol Hanif, 3, m.Kuis, 02099, ren/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JIPIIOY 37078774

BHUCHOBOK
HPO AKICTh BBE3EHOT0 B YKPAiHy JIKAPCHKOro 3acody

31.12.2024 Ne 65157/24/10

AKHETIH®
{nafiMerrypamin AlkapcLkoro 3acoby 3riaHo 3 peecTpalifiiimM nocE TYeHIIM)
Kancysu 1o 16 mr; no 10 xancyn y 6aicrepi; mo 3 6aicrepn y kaprouniit kopo6ui
(thopma srMycKy, 03YBaHHA, B AKYBAHES TiKAPCEKOTO 33C06Y)

Howmep peectpaniitroro noceizuenns UA/10316/01/02 crpox aii peecrpaniiinoro mocinuenns 05.12.2025

Cepist nixapeexroro 3acoby Ne 24E13 Kinbkicts BBezenoro mixapcskoro sacoby 8755
BupoGHik C.M.E. Texuomomxi CA, Benbris
(maitvenysatius BUpOGHHRA MIKAPCRKOTO 3acofly, KpaiHa MoXoRmenHs)
Beeseno B Yrpaiy CrinbHe yrpaiHChKRO-€CTOHNCHKE MANPHEMCTBO Y (opmi ToBapucTRa
3 oOaexenoro BianosizanapuicTo " OnriMma-Dapm, JITI", inent. kox:
21642228

(Ha:meuynam T2 ko 32 €/IPTIOY 1opuarunol ocofir abo npiseime, iM's, o Gatsxosi dizmynol
ocabi - minpuemitd, 1 Micue npoxupaHHg Ta pecmpauumm: HoMep 00ikeBOT KAPTKH IIATHHKG
noaatkis afio cepif Ta Homep nacnopra)

MpeToxon eizyansuore kewrpeao ein 19.12.2024 N: 3901/4.

3a pesynsTavami  EEPWKABHOIO KOHTPU/IO BCTAHOBAECHO, W10 JKAPCBKMET 3acid  BBe3eHo B VYkpaiay 3
AOTPHMAHHAM puMOr 3aKOHOAABCTEA MO0 2a6e3MeTenH s AKOCT AiKapceKUX 3ac06iR.

//é Biktop CTE®KIBCBKMH

Ullﬂﬂllc}" {iHiiany 1a np::mmm:)




S.M.B. TECHNOLCGY S.A.

AHOVTON I GRLENCS
TR

I SAHENC DEVELOPMENT & PRODUCTION
Product name; ACNETIN®

Hassa nikapcekoro sacoby:

Registration certificate in Ukraine;
PeecrpallitHe nogeigueHHn B
Yrpathi:

Strength/Actlvity:

Cvna gli/akTHBHICTD:

The size and type of packaging:
Poamip i Mg nakyBsaHKA;

The dosage form:

Nivapcbka papma:

Country - producer;

Kpaida - BUpaBHUK:

Applicant:

3aABHMKK:

Manufacturer & Quality control:

BrpoBHUK Ta KOHTPGAB AKCCT:

Confirmation of GMP certificate:
BucHosoK BignoelaHocTi
aMpoBHULTEE BUMOram GMP:
Manufacturing license:

Niuensia Ha BUPOBHUUTED:

capsules 16 mg; 30 capsules in a blister; 3 blisters in a cardboard box
AKHETIH®,

Kancynu no 16 mr; no 10 kancyn y Gaicrepi; no 3 6aictepW ¥ KapToHHIH
KopobL,i

Ne UA/10316/01/02 valid till 05.12.2024

Ne UA/10316/01/02 vepmin ajf no 05.12.2024

1 capsule contains 16 mg of isotretinoin

1 kancyna MicTiTh 16 Mr isoTPETUHOTHY

10 capsules In a blister; 3 blisters in a carton box

no 10 yancya y Gaicrepi; no 3 6aicrepu v KapToKHilM KopoBui

capsules
Hancyam
Belgium Country of destination: Ukraine
Benbria KpafHa npmanauenta: YrpaiHa

Jadran-Galenski Laboratori] d.d., Svilno 20, 51000 Rijeka, Croatia

fAppan-Fanedcokuit labopaTtopii A.0,, CeinkHo 20, 51000 Pieka, Xopearis

5.M.B. Technology SA, Zoning Industriel-Rue du Parc Industriel 39, Marche-en-Famenne,
6900, Belgium

C.M.B. Texuonogwi CA, 3oHinr Expacrpiesns - P gy Napx EHgactpienb 39, Mapi-eH-
thamen, 6900, benbria

Ne 275/2024/(-572 dtd. 19.04.2024

Ne 275/2024/C-572 sin 19.04,2024

N465 H dtd. 20.02.2024
N465 H sig 20.02.2024

Batch: 24E13 Batch size: 8 755 boxes
Cepia: 24E13 Posmip cepii: 8 755 ynakoBoK
Date of manufacture: 05.2024 Exp. datc: 05,2026
DaTta supoGuuuraa:  05.2024 MpraaTHui go:  05.2026
CERTIFICATE Ne 33214-922
CEPTUDIKAT Ne 33214-922
PARAMETERS REQUIREMENTS RESULTS
NAPAMETPH BHMOTU PE3V/IbTATH
Appearance of the capsule and Size 1 caps, With a white body and a green cap, containing an Complles
content (Visual) orange waxy paste.
Onue Kancynu Ta BMicry MenaruHosi xancynu Ne 1 3 6inum Kopnycom | 3eneqoio Blanosinae

Kancyau {BisyanbHuii)

KpHiueykoto. Bmicr kancyn — sockonogl6Ha nacra
NomMapaHyeBoro Kokopy.

{Ph. Eur,2.9.5.)

Identification: -] The retention time for isotretinoin is identical for both test and Complles
- Isotretinaln (HPLC) | standard solutions (+0,5 %).
RT and U.V. spectrum The UV, spectrum recarded at the retention times of the peak of | Complles
Isotretinoin (apex of the peak} in the test and standard solutions
correspond to each other.
lpentndikanin: Yac yTpumyBaHHA niky 30TPETUHGTHY € IBeHTHYHWM 81R Bignosizae
- soTpeTuHoOiHY {BEPX) BUNPobYBAHOrO Ta CTaHAApTHOTO Po3YKHie (+0,5%).
{nopisHAHHA Y® cnexrpa Ta yacy Y® cnekTpy, 3anncaki npy Yaci yrpumyBaHHA niky i3oTpeTMHOTHY | Bignosigae
YTPHUMYBaHHRA) {sepxiexa niky) Ana BuRpoGyBaHOro Po3uMKY Ta CTaHAAPTHOO
PO3YMHY BIONOBIAEI0TL OAWH OAHOMY.
Average net mass 328 mg+ 7,5 % (303 - 353 mg) 328 mg
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CynyTHi AomilLKK
{BEPX)

Total unspecified impurities: NMT 0.5 %

Total impurities: NMT 2,5 %

TpetHHoIH — He Blabwe 1,5%

InaueiayanbrHa inenTudikosana gomiwKa — He Biabwe 1,0%
IHaMBiayanbHa He inenTMdikoBaHa somilika — He Giabiie 0,2%
SaransHi HacneyWdiuHi gomiwkm — He Ginbwe 0,5%

SaranbHi gomilugy — He Ginvlie 2,5%

S AP  SMB. TECHNOLOGY S.A.
lls‘l&!%%&% 6&3&%%‘53 DEVELOPMENT & PRODUCTION
Cepegiia maca smicTy Kancyn 328 mr+7,5 % (303 - 353 mr) 328 mr
{Erp. 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 daviates from the
average mass by more than + 15%.
Opanoplghicts macu He Ginbuwe Hix 2 3 20 kancyn BigxuanAloTbeA Big cepeaHbOl Mack Bignoslnae
{€ep. hapm.2.9.5.) Olinbiue HiK Ha & 7,5%, Ta ogHa 3 Kancyn He NoeKHHa
BIAXWNATMCA Bif cepeAHbol mack Biabiue Hiw Ha + 15%.
Disintegration NMT 45 minutes Complies
(Ph. Eur, 2.9.1.}
PosnapaHus He Ginbwe 45 xeuamH Bipnonigas
(EBp. ®apm,2.9.1.)
Dissolution NLT 85 % (Q) after 60 min 102 %
{L.V. spectrum)
Po3yuHeHHn He meHwe 85 % (Q) 3a 60 xB 102 %
{Yd-cnekrpodotomerpin)
Dissolved fraction test 50-70% 59%
{In-House monograph)
BuaHaueHHA poO3YHHEHOIO 50-70% 59%
lz0TpeTHHoHY (MeTog Romniadii)
Particle size determination D (v, 0.1) <25 pm 15 um
{Hot Stage Microscopy) D {v, 0.5) < 60 um 45 um
D [v, 0.9) <150 pm 80 pm
BuaxayeHHA poamipy Yacro D (v, 0.1} < 25 mrm 15 MKm
{Mikpockonia Ra rapauiii cTaali) D (v, 0.5) < 60 mum 45 MKM
D (v, 0.9) < 150 MKm 80 MKM
Assay of the active ingredient 95 - 105 % of the nominal value 100 %
(HPLC) {15,2 mg — 16,8 mg) 15.9 mg
- Isotretingin
KinbKicHuit emicr 95 - 105% Big 3aaBneHON KinbKocTi 100 %
{BEPX) (15,2 mr—16,8 mr) 15.9 mr
- {30TPETHHOTHY
Related substances Tretinoln: NMT 1.5 % 0.2%
{HPLC) Single identified impurity: NMT 1.0 % 0.2%
Single unspecified impurity: NMT 0.2 % Not detected

Not detected
0.5%

0.2%

02%

He obHapyKeHO
He ofDHapyeHo
0.5 %

Identification of colouring Conforms Complies

matters*

{in-house monograph)

lgenTndinauin GapeHuKis* Bianosipae Binnoslgae

(Metoau KomnaHii)

Microbial limit test* Total number of microorganisms in 1 g Coraplies

:(Ph. Eur, 5.1.4, 2,6.12, 2.6,13} TAMC: maximum 10° CFU/g Complies

TYMC: maximum 10°CFU/g Complies
Escherichia coli: absence/g Complies

MikpoGioaoriuHa uncroTa®* 3aranuHa RiabKicTe MIKpoOpraHismie B 1 Bianosigae

(Esp. ®apm.5.1.4, 2.6.12, 2,6,13) - TAMC: He Binbwe 10% KYO/r Bianosigae
- TYMC: He Ginbwe 10* KYQ/r Bignosiaae
i~ Escherichia coll: slpeytHae 1 r Bianosipae

* The test1s carrled out once per year

* BUNpoGyaaHHAa NPOBOAUTLCA OAWH Pas Ha pik
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S.M.B. TECHNOLOGY S.A.

I's'ﬂ%‘ﬁ%&'ﬁ!g Mlggs DEVELOPMENT & PRODUCTION

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 [ocal
regulatory body as well as specification included into the registration dossier.

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

3anpa npo ceptidikaulio. Uum A 3aceiguyio, Wo HaBeeHa Bue indopmaus € 4ocToBIPHOIO Ta TOYHOK. Lifo cepito npogyxuji 6yno
BupobaeHo (sKNioMaloNN RakyBaHHA/MapKyBaHHA) Ta npoBeAeHo KOHTRoAb T AkocTi Ha BMlLEesasHaueHid AlnbHUU vy nosnii
BignosigHocti 3 Bumoramu GMP, BETAHOBAGHKMK MicLIEBNM PETYNATOPHUM OPraHom, a TAKOM Bignosiaro Ao cneundinauii, wo

MICTATEEA ¥ peecTpauiiiHomy gocbe, MpoTOKOAM BUPOOHMUTBA, NaHyBaHHA Ta aHaniais 6YAO NepernsHyTo Ta BCTAHOBAEHO
BlgnoeigHicTs GMP.

Stamp Qualified Person .
n Wouters Frédéric
eYyaTKa YnoeHosaweHa ocoba PO C HE N&, ot 0
. \
Date of releas_ei. 06.08.2024 Chioé HENROTTIN Signature
Jarta sunycry cepit: Qualified Person Deputy NMianuc
Date of CoA signature: 06.08.2024 SMB TECHNOLGGY AL
flava nigmucy ceptudinara: 39, Rue Du Parc Industriel

B-6900 Marche-en-Famenne
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