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B E lupﬂ Pnarmaceuticals and cosmetics Tnc.,

Ulica Danica 5, 48 000 Koprivnica, Croatia
benyno, niku Ta kocmeTHKa, A1,
Byn. Mauiua 5, 48000 Konpueunug, Xopearis

QUALITY CONTROL DEPARTMENT

BIAJLT KOHTPOAKD SIKOCTI

BATCH CERTIFICATE

CEPTU®IKAT SIKOCTI CEPII

Product name: Beloretin, soft capsules, 10 mg Ne30 Manufacturing date:
(15%2) capsules in a blister in cardboard box

HaifiMenyBanns npogyxry; benopetun, kancynu m'sxi, 10 mr Ne30 Hata supobuunrsa:
(15x2) bnicrep kapt. nau.

Batch No: 24689024 Expire date:

Cepis Ne: 24689024 [pupatHui po:

Quantity: 6.600 pcs Cropiuxa 1 33

KinbkicTs: 6.600 1.

Marketing Authorization in Ukraine: UA/20248/01/01 valid till 14.11.2028
Peectpauiiine nocpiguenns B8 Yrpaini: UA/20248/01/01 mie no 14.11.2028
Conclusion of confirmation GMP: Ne 497/2023/C-1001 from 07.09.2073

Bucrosok miareepmxenns ceprudixata GMP; Ne 497/2023/C-1001 B 07.09.2023
Manufacturing authorization: Ne381-10-05/162-17-16

Jiuensis ua BupoGHruTBO:  Ne381-10-05/162-17-16

Manufacturer:

Belupo, pharmaceuticals and cosmetics, Inc., Croatia {primary packaging,
Douglas Manufacturing Ltd, New Zealand (manufacturer of bulk-product);

3

Swiss Caps AG, Switzerland (manufacturer of capsules).

Bupobuuk;

binyno, miku Ta KOCMETHEA, 1.4, X0OpBaTis

(IlepBHHHE Ta BTOPHHNE NMAKYBAHHA, KOHTPOIH AKOCTI T4 BHILYCK Cepii);

Hyrnac Mamydexrypinr JIta, Hona 3enannia {(BHPOOGHALTBO FOTOBOTO MIKAPCLKOTO 3aC0By):
Caice Kane AT, Iseiuapis (BupoSuunTao Karcyin).

Manufacturing site:

Ulica Danica 3, 48 000 Koprivnica, Croatia (Belupo, pharmaceuticais and cosmetics, Inc.);

Corner Central Park Drive & Te Pai Place, Lincoln, Auckland 061 0, New Zealand (Douglas Manufacturing Ltd.):
CH-9333Kirchberg, Switzerland (Swiss Caps AQ).

Axnpeca BupobHunTRa;

Haniua 5, 48000 Konpusuuus, Xopsaris (benyno, niku Ta kocmeTHKa, A.1.)

Koptiep Te TTai [Tneiic eun Cenrtpan Ilapk [paiis

CH-9533 Kipx0epr, Ilseituapis (Cpice Kanc AI.

11.2023

11.2023

10.2026
10.2026

secondary packaging, quality control and batch release);

, Jlinkonsu, Oxnena 0610, Hora 3enannis {Ayrmac Manydexrypinr JIva):

2) Yacn yTpumypaHHs oOcHOBHOro miky Ha XpoMaTorpamMax
BHIPOOOBYRAHOIG TA CTRHAAPTHOTO PO3YHHY MAIOTL CITIIBHAMATH

b} The UV spectra of the principal peak in the chromatograms of
sample solution and reference solution 2 should be identical.
b) VYd-cuextp  ocHOBHOMO MIKY  HA  XPOMATOIpAMax

BHIIPOBYBAOrO PO3UHHY Ta CTEZHAAPTHOrO PO3UHHY 2 Mae 0yTH
ITCHTUYH MM A,

PARAMETERS REQUIREMENTS RESULTS
HAPAMETPH BHUMOI'M PE3VJILTATH
APPEARANCE Light violet, oval, soft-gelatin capsules, containing a yellow- Complies
orange, opaque, viscous liquid.
OIINC Opaneni  M'WKi  kenaTHMHOBI  Kancynu CBITNIO-(hioneToBOrO Bianosinae
KOMbOPY, MO MICTATE KOBTQ-OPAHKEBY HCMPO30PY B'A3KY piluny
a) The retention time of the principal peak in the chromatograms
of sample solution and reference solution should correspond. Complies

Bianosigace

Complies

Bijnosigae

BUTHYLHYDROXYANISOLE
JIEHTU®IK AL
BY THATTAPOKCUAHIZONY

The retention time of the principal peak in the chromatograms of
sample solution and reference solution shouid correspond.

Hacu  yrpumysanus ocmosworo mixy ma XPOMaTOorpaMax
BUNPOOOBYBAHOIO TA CTAAAPTHOTO POIIMHY MAIOTH CIIiBIIANATH.

Complies

Bianoringae

IDENTIFICATION OF - TOCOPHEROL

IAEHTUDIKALTS a-TOKO®EPOTY

The retention time of the principal peak in the chromatograms of
sample solution and reference solution should correspond.

Hack yTpUMYBAHHEZ  OCHORHOIO iKYy Ha  XPOMATOrPaMAN
BHTIPOOOBYBAHOIO T4 CTAHAAPTHOIO POZUMHY MAIOTD CITIBIIATATH.

Complies

Bianosigae

(n)kaH 105°2 6% 26 0] M
L
(Vd \




&) BELUPO

Pharmaceuticals and cosmetics Inc.,
Ulica Danica 5, 48 000 Koprivnica, Croatia
benyno, ntku Ta KocMmeTHKa, I.1.,

Byn. Jauiua 5, 48000 Konpusuuus, Xopearis

QUALITY CONTROL DEPARTMENT

BT KOHTPOJIIO SIKOCTTI

BATCH CERTIFICATE

CEPTUDIKAT SAKOCTI CEPIT

Product name: Beloretin, soft capsules, 10 mg Ne30 Manufacturing date: 11.2023
(15x2) capsules in a blister in cardboard box
HafMenyBanus npoaykry: benopetuH, kancynu m'axi, 10 mr Ne30,  arta BupoGuuuTsa: 11.2023
(15x2) 6nicrep xapt. nau
Batch No: 24689024 Expire date: 10.2026
Cepia Ne; 24689024 [IpunaTuuit no: 10.2026
Cropinxa 2 3 3
PARAMETERS REQUIREMENTS RESULTS
ITAPAMETPH BUMOTI'H PEIVIALTATH

IDENTIFICATION OF EDTA The retention time of the principal peak in the chromatograms of Complies
sample solution and reference solution should correspond.

IIEHTHUOIKALS AUMHATPIIO Hacu yTpuMmyBatins OCHOBHOTO mixy Ha XpoMarorpasax Bianosinae

EAETATY BHNPOGOBYBAHOTO TA CTAHRAPTHOTO PO3YMHY MAKOTh CITIBNANATH,

IDENTIFICATION OF PONCEAU 4R The retention time of the principal peak in the chromatograms of Complies
sample solution and reference solution should correspond.

THEHTU@IKALA [TOHCO 4R Hacu yTpumysawna ocuoBHOro miky wHa XpoMaroerpamMax Binnorigae
BMNPOOOBYBAHOIO Ta CTRHAAPTHOTO POIUMHY MAIOTD CIIiRMANATH.

IDENTIFICATION OF IRON OXIDE Colour reaction Complies

IJEHTH®IKALILS 3ATTI3A OKCUAY KonbopoBa peaxuijs Bixnosigae

IDENTIFICATION OF TITANIUM Colour reaction Complics

DIOXIDE

TIEHTHOUKALIS TUTAHY AIOKCULY Konroposa peaxuis Bianonigae

CONTENT OF ISOTRETINOIN 9.5 - 10,5 mg/caps. 9,74 mg
(95,0 ~ 105,0%) 97,4 %

KIJIbKICHE BU3HAUYEHH S 9,5 - 10,5 mr/xanc. 9.74 mr

I30TPETUHOIHY (95.0 — 105,0%) 97.4 %

CONTENT QF 0,09 - 0,11 mg/caps. 0,091 mg

BUTHYLHYDROXYANISOLE (90,0 — 110,0%) 91.2 %

KUIBKICHE BU3HAUEHHSH 0,09 — 0,11 mr/xarc. 0,091 mr

BYTHITTAPOKCUAHIZONY (30,0 — 110,0%) 91.2 %

CONTENT OF ¢-TOCOPHEROL 2,25 -2,75 mg/caps. 2,378 mg
(90,0 — 110,0%) 95.1 %

KUJIBKICHE BU3HAYEHHSA 2,25 2,75 mg/caps. 2,378 Mr

a-TOKOQEPOQITY (90,0 - 110,0%) 95,1 %

CONTENT OF EDTA 0,40 — 0,49 mg/caps. 0,440 mg
(90.0 — 110,0%) G8.8 %

KUJIBKICHE BU3HAUEHHSA 0,40 — 0,49 mr/kanc. 0,440 mr

AMHATPIIO EJJETATY (90.0 — 110,0%) 98,8 %

UNIFORMITY OF CONTENT AV =< 15,0% (L1)on 10 units 1,7
AY £15,0% (L1} and 0,75 M < Xi < 1,25 M on 30 units

OAHOPIAHICTE JO3YBAHHS Hng 10 opmuune: AV < 15,0 (L1) 1,7
g 30 opuumne: AV < 15,0(LD u 0,75M<xi<],25M

RELATED SUBSTANCES Tretinoin: not more than 0,5 %. 0,384 %
Single unidentificd impurity: not more than 0,2 %. 0,092 %
Total impurities (excluding, tretinoin); not more than 1,0 %. 0.092 %
Tpernuoi; we Oiniue 0,5 %, 0,384 %
OaunuyHa beigeuTH(ikoBana JoMimKa: He Ginpiie 0.2 %. 0,092 %
3aranbHUiA BMICT ZOMIMIOK 34 BUKIIOYSH HAM TPETHHOTHY 0,092 9%

He Dinpie 1,0 %.




B E !.u P 0 Pharmaceuticals and cosmetics Inc.,

Ulica Danica 5, 48 000 Koprivnica, Croatia

benyno, k4 Ta KocMeTHKA, 1.7,

Bys. Haniua 5, 48000 Konpusuuns, Xopeatis

QUALITY CONTROL DEPARTMENT

BIAJILT KOHTPOJIO SAKOCTI

BATCH CERTIFICATE
CEPTHUDIKAT SIKOCTI CEPII
Product name: Beloretin, soft capsules, 10 mg Ne 30 Manufacturing date: 11.2023
(15%2) capsules in a blister in cardboard box
HaiiMenysanus npoaykry: benopetnn, kancynu m'ski, 10 Mr Ne30 Hata BupoSuunrea: 11.2023
(15x2) GnicTep kapt. nay
Batch No: 24689024 Expire date: 10.2026
Cepis Ne: 24689024 [IpuaaTumit no: 10.2026
Cropiuka 3 13
PARAMETERS REQUIREMENTS RESULTS
IMAPAMETPH BHUMOI'H PE3VJILTATH
DISSOLUTION Q=75%
Stage 1: Average amount dissolved in S1: The avarage amount dissolved in 60 minutes is not less than §7%
60 min Q + 10 %.
S2: The avarage amount dissolved (S1 +S2) in 60 minutes is not
less than Q + 5 %,
S3: The avarage amount dissolved (S1 + $2 + 53) in 60 minutes is
not less than Q.
PO3YUHEHHA Q=75%
Cragia 1: Cepemsis kinskicTs, posunrenasa | Sl Cepelns KinbKicTh, Po3uuBeHa 33 60 XBUIKH, CTAHOBHTE He
60 xBHIHH senuie Q + 10 %. 97%
52! cepemns KinbkicTh, pojunmena (S1 + S2) 3a 60 XBUTHH,
nopishioe ado nepepuugye Q + 5 %.
S3: cepeans KinbkicTs, posunnena (S1 + S2 + S3) 3a 60 xpunumn,
AopiBHIOe 200 nepesuulye Q.
MICROBICLOGICAL PURITY TAMC: not more than 10°cfu /g <10
TYMC: not more than 10%cfu /g <10
Lscherichia coli: absence in 1 g Absence
MIKPOBIOJIOITYHA YLUCTOTA TAMC: ue binsure 10° KOE/r <10
TYMC: ne dimpuwe 102 KOE/r <10
Escherichia coli: Bigeyrnitie 1 r Bizcyruin

Conclusion: I hereby certify that the above information is authentic and accurate, This
packaging, labeling and quality control, and released at the above me
with the specifications in the Marketing Authorization of the

compliance with GMP.,

Buchosok: [k 3acBiguyio. wo HaBeneHa suiue indlopMalia € AOCTORIPHOWO i TOUHOIO. Usa cepis npoayxry

BKIIYAOYH MAKYBAHHS, MapKYBAHHA TA KOHT

batch of product has been produced, inchuding
ntioned site in full compliance with the GMP rcquirements and
importing country. The batch record was reviewed and found to be in

Oyma BupofncHa,
POJIb AKOCTL, 1 BUIYLIEHA HA BHINE3A3HAYSHIN NinbHMIG y TOBHIX BIZMOBiAHOCTI 0

Buyor GMP ta cnenmdikanii, 3asnasennx y PEECTpaUIHOMY [IOCBIIYEHH] KpainK-iMTopTepa. 3aruc npo cepilo Bymo nepesipeHo i
BCTAHORIIEHO, IO BOHA BIAMOBixac Bixoram GMP.

Qualified Person:
[. Kaléi¢, M.Sc.Spec.
YnosHoBaxeHa ocoba:

I.Kamuuy, Mp.cu. crel,
Date/TaTa: 05.03.2024
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