BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUGIKAT SKOCTI CEPIL JIIKAPCBKOTO 3ACOBY

Name of product/Hasea npoAyKTY

(strength, dosage form, package size and type /
dopma, PO3MIP i Tun

[O3yBaHHS, JIKapCbKa
YHaKOBKM)

OPIPRAM, film-coated tablets, 50 mg, 10
tablets in a blister, 3 blisters in a carton pack
with the labelling made in Ukrainian. /

OIITIPAM, Tabnerky, BKpUTI  TUIIBKOBOIO
ofononkoro, no 50 wmr, 0O 10 tabneTox Y
aictepi; no 3 GmicTepu B nauni 3 KapToHy 3
MapKyBaHHAM YKPATHCBKOIO MOBOIO.

Active substance / Airo4a peqoBUHa

each film-coated tablet contains 50 mg of
opipramol dihydrochloride / 1 TabneTKa, BKpUTa

[BKOBOIO  ODONIOHKOIO, mictute S0 MT
ominpamoIty AMriapOXIIOpHILy.
manufacturing country / Kpaina-BUpOOHUK Germany / Himeuuuna
MA number / Homep PIT NoUA/18965/01/01
Batch number / Homep cepii | 429465
Batch size / Poamip cepii | 32 000 packs / yIiaKkoBOK
Date of manufacture / Jlara BHpOOHALTBA | 27.06.2024

Expiry Date / CTpox NPUAATHOCTI

1 06.2029

Name, address and license number
manufacturing site / Hassa, anpeca
ninensil BupobHuyol AinbHALI

of | Dragenopharm Apotheker Pueschl GmbH

1 HOMED Goellstrasse 1, Tittmoning, Bavaria, 8452:,\

Germany /

IipereHodapM ATIOTCKEP Tyt I'M6X

pys. [omurpacce, 1, M. TiTrMoHiHT, BaBapif,
84529, Himeuuusa

Manufacturing license / Tliuewn3is Ha
BUPOOHULITBO DE_BY_04 _MIA 2023 0118

Wdicator /Toxasaux | Specification / Cneungixanis Result / PesyapTat
Appearance / Onne Round tablets coated with yellow-brown film Corresponds /
coating / Tabnerxu Kpyriol QOpMH, BKPHUTI Bignosigae
rniBkoBo0  OBONOHKOXO JKOBTO-KOPHYHEBOTO
KONBOPY
Uniformity of dosage Has to meet requirernents of EP 2.9.40 Corresponds /
units* / AV <15/ Bianosigae
QOpuopipHicTh Mae BiATIOBIIATH BUMOTEM €D 2.9.40 2.2
JO30BAHHX AV <15
ONMHHIL ™ Estimated weight 127 mg/* Corresponds /
PoszpaxyHKOBa Maca 127 mr Bignosigac
Disintegration / Not more than 30 min. / He Ginsie 30 xB8. Min 9 min/
PoznafapHg Min. 9 xByIUH
\ Max 10 min/
Maxe. 10 xBuun

/'
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Dissolution /
Pozunpennsg

Not less than 85 % (Q) within 30 min /
He merme 85 % (Q)3a30xs

Identification* /
Inenrudiranis*
titanium dioxide /
mumany dioxcud

iron oxide / sanizq OKCUO

opipramol
dihydrochioride /
oninpamony
c)uzi()pox/zopudy

Orange-red color hag o appear / Mae
3’ SBIATHCS OPaHKEBO-4ePBOHe 3a6apsenys.

Dark biue precipitate has to appear / Mae
3'SBAATHCS 0CaZ CHHBOTO KOnbopy. !
Retention time and the principal peak size in 3 |
chromatogram obtajned with the test solution at
270 nm must coincide with retention time and
the principal peak size in a chromatogram
obtained with the reference solution (@). / Ha
XpOMatorpami BHIpoGosysanoro PO3YMHY yac
YTPUMYBAaHHS i posmip ocHoBHoro miKy nipu
270 um mae crisnanaty 3 HaCoOM YTpHMyBaHHs
T2 PO3MIPOM OCHOBHOTO miKy Ha XpoMaTorpami
PO34HHY NOpiBHARHA (a).

UV absorption Spectrum of the principal peak in

Corresponds /
Binnozigae

Corresponds /
Bianoeigae
Corresponds /
Binnosinae

Corresponds /

- iMiHOCTI N6 N

a chromatogram obtained with the test solution Biznosinae

must coincide with UV absorption spectrum of |

the principal peak in a chromatogram obtained i

with the reference solution (a). / VCD—cnepri I‘

NIOMNIMHAHHA OCHOBHOIO Nika Ha Xpomarorpami | ‘

BUIPOGOBYBAHOrO PO3uMHYy Mae cnisnapjarty 3 | 3

Y®-criexrpom NOT/IMHAHHA OCHOBHOTO mika Ha ’

XpOMATOTpaMi posyuHy HOpiBHAHHES (a).
Assay 47.5 mg to 52.5 mg or 95 % to 105.0 % from 49,0 mg/mr (98 %) |
opipramol the one mentioned in “Composition” section / !
dihydrochloride / Bin 47,5 mr 1o 52,5 mr a6o BiX 95 % no 105,0 |
Kinbkicue % Bin 3a3Havenoro Yy pozaini «Cxnan» J
BH3IHAYEHHH |
oninpamony |
duzz‘apoxfzow ] 1
Related impurities / |
Cynposiani J /
BoMimkgn
- iminostilbene / Not more than 0.2 % / He 6insime 0,2 % ! 0,01 % '

- any individual

unspecified impurity /

- Oyns-sixa
IHOMBIAyansHa

Not more than 0.2 % / He 6inpiue 0,2 %

0.05/0,01/0,04/
0,03/0,01 %
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- total impurities / Not more than 0.5 % / He 6insue 0,5% ‘l 0,15%
- cyma JIOMILIOK i
Residual organic Ethano! — not more than 5000 ppm / { 283 ppm
solvents® / 3anmmxosi | ETanomy —He Hinpue 5000 ppm ‘
KiIbKOCTI OpraHivHuX
POZUHMHHHKIB® |
Microbiological Total aerobic microbial count (TAMC) — not| Not performed / He
purity** / more than 1000 CFU/g./ 6yB IpOBENCHUH
MiKpOﬁiO;ﬂOl"i‘{Ha 3aranpHe Y¥CNO  aepoOHMX MiKpOOpTraHi3MiB

| upcToTa (TAMC) — e Ginpiue 1000 KYO/r.

Total yeast and mould count (TYMC) — not| Not performed / He
more than 100 CFU/g. / 6yB npoge)leﬁﬂﬁ
SaranbHe YUCIO APDKIKIB T2 TUICHABUX rpubis

(TYMC) — ne binbrue 100 KYO/r.

Absence of E. coliin 1 g./ Not performed / He
Bincyruicts E. colis 1T 6yB TIpOBEHEHMH

*The testing is performed at release only/

#% I accordance with GMP requirements, the testing is carried out for each tenth batch or at least
once a year. During stability studies, the lesting is performed in 36 months and at the end of the test
period. |

* gunpoByBanns NPoBOIATE TiNBKM HA MOMEHT BHIYCKY

*% arigno 10 Bamor GMP surpoByBasHs NpOBOAITE i KoKHOT aecsitof cepil abo npuHaiMHi oAKH
pas Ha pik. Ilpu pochimkenHi cTaGimpHOCTI BANpObYBaHHS NPOBOAATE HEPE3 36 wmicauie i B KiHU
BUNpOOYBAHb.

Batch meets requirements of QCM for MA Ne UA/18969/01/01./ Cepis sianosifae sUMOram MKA no
PIT Ne UA/18969/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM. / VYnaxopka,
MapKyBaHHS T2 TEPMiH NPUAATHOCT] BIANOBIAAKOTE BUMOTAM MKSL.

Medicinal product does not require special storage conditions. Keep out of the reach of children. /
Jlikapcekuit 3aci6 He BAMArac cremiansHuX yMos 36epiraHus. 3GepiraTy y HEAOCTYTIHOMY AL niteH
micui.

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packing/ labeling and quality control at the mentioned site in full compliance
with the EU GMP requirements assigned by the local regulatory authority and also in accordance with
specification of registration documentation in Ukraine. Batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP requirements and were signed by
responsible persons of the mentioned manufacturer. / Uum s miTBEpIKYO, WO papeneHa BULIC
inbopmauis € JOCTOBIPHOIO T& TOUHOO. Ils cepis npomyxuii SyNa BMIOTOBIEHA, BIJIOHAIONH
flaKyBaHHs, MapKyBaHHi Ta IpOBEACHHS KOHTPOMO 4KOCTi Ha 3a3HAuCHIW BupoGHUiH AinpHUL Y
[OBHIM BIZNOBIAHOCTI 3 BHUMOTAMM GMP, BCTAHOBACHMMH MIiCLUEBAM pEryNSTOPHUM OpraHoM, a
TAKOXK BIAMOBIAHO A0 crenpdixalin, Wwo MICTATHCS B PEECTpaLiifHOMY AOCHE, 3aTBEPAKEHOMY B
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Ykpaini. Tporoxony BHPOGHUUTERA, NaKyBaHHS Ta nposegenus aHanizie Bynp nepesipeni,
BCTaHOBNEHO BinnosiguicTs Brumoram GMP ra mignucano BIANOBInANbHIMYU ocobamu BupoBuuka,

Issued by / Bupano:
Qualified Person / YnosHoBaxkena ocofar
E. Goncharov / €. 1 OHYapoB

Date / Tara: 23.08.20%4
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