BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUPIKAT AKOCTI CEPH JHKAPCHKOTO 3ACOBY

Name of product/Hazea MPOAYKTY
(strength, dosage form, package size and
type / nosyeauus, nikapcska popma,
PO3MID i TN ynakorku)

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

OIIMIPAM, rabneriu, BKPUTI  MIIBKOBOIO
obononxkoro, no 50 MT, no 10 tabnetox y Gnicrepi;
no 3 6nicrepu B mayii 3 KapTOHY 3 MapKyBaHHAM
YKpPaiHCBKOK MOBOIO,

Active substance / niloqa peYOBNHa

each film-coated tablet contains 50 mg of
opipramol dihydrochloride / 1 Tabnetka, BKpuTa

MUTIBKOBOYO obonoHkow,  MicTuts 50 Mr
OIITpaMony AUTIIPOXTIOPHAY

Manufacturing country / KpalHa-BHpOGHUK Germany / HimMeuunna

MA number / Homep PII NeUA/18969/01/01

Batch number and size / Homep Ta posmip | 404876

cepil 29 860 packs / YIIAKOBOK

Date of manufacture / ITata BpoOHuuTea | 08.11.2023

Expiry Date / Ctpok NPHIATHOCT] 11.2028

Name, address and license number of | Dragenopharm Apotheker Pueschl GmbH

manufacturing site / Hazpa, azipeca i Homep | Goellstrasse 1, Tittmoning, Bayern, 84529,

nineHsii Bupobuuyoi JIBHULI

Germany /

Aperenothapy Anorexep Hymn I'm6X

Byn. Pommrpacce, 1, m. TiTrmoninr, bagapig,
843529, Himeuyuua

Manufacturing license

DE_BY 04 MIA 2023 0118/

Jliuensia va BupoGuunTEO

DE B Y 04 MIA 2023 0118

<t /56
7602 14
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Indicator / Hoxazaux

Specification / Cnienudikanis

Result / Pesyastar

Appearance / Onne

Round tablets coated with yellow-brown Flm
coating / Tabnerku xpyroi Gopmu, Brpuri
M1IBKOBOIO  060MOHKO0 XKOBTO-KOPUUHEBOTO
KOIbOpY

Corresponds / Biznosinae

Uniformity of dosage
units* /
Oanopianicrs
1030BAHUX
ONHHHIIL*

Has to meet the requirements of EP 2.9 40

AV <15/

Mae Bianoeisatn sumoram €@ 2.9 .40
AV<IS

Estimated weight 127 mg / PospaxyHkona
Maca 127 mr

Corresponds / Bianosigae

4.1

Corresponds / Bianosigae

Disintegration /

Not more than 30 min /

Min 9 min / Mix. 9 xsunuy

Poznagannsg He 6inbime 30 x Max 10 min / Maxkc.10 xpunun
Dissolution / Not less than 85 % (Q) within 30 min / 103 %
Poszunnenns He menmwe 85 % (Q) 32 30 xs

Identification* /
Ineutudiranis*
titanium dioxide /
mumary dioxcud

iron oxide /
3Aniza oxeuo

opipramol
dikydrochloride /
oninpamony
ouziopoxiopudy

Orange-red color has to appear /
Mae 3" SIBASATHCS OPaHXEBO-4EPBOHE
3abaprnenny

Dark blue precipitate has to appear / Mae
3 ABJIATHCS OCAX CHHBOTO KOJILOPY

Retention time and the principal peak size in a
chromatogram obtained 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 (a). / Ha
XPOMAaTOrpaMi BUNIpoBoBYBaHOIO PO3YHHY Yac
YTPUMYBAHHS | PO3MIP OCHOBHOTO Miky npy
270 uM Mae criiBrazaty 3 gacom YTPHUMYBaHHS
Ta  pO3MipOM  OCHOBHOTFO NiKy  Ha
XpOMAaTOrpami pO3YHHy NOpiBHAHHS (a).

UV absorption spectrum of the principal peak
in a chromatogram obtained with the test
solution must coincide with UV absorption
Spectrum  of the principal peak in g
chromatogram obtained with the reference
sclution (a). / Y®-cnextp nmoruHanug
OCHOBHOTO miKa Ha Xpomarorpami
BUIPOOOBYBAHOIO PO3UUHY Mae CTIIBNAATH 3
YD-cnexTpoM noriuHaHHSg OCHOBHOIO mnika
Ha XpoMaTorpaMi posuuHy HOpiBHAHHS (a).

Corresponds / Bianosinae

Corresponds / Binnosinae

Corresponds / Bixnosinae
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Assay

opipramol
ditydrochloride /
Kiibkiche
BH3HAYEHHS
oninpamony
oueiopoxnopudy

47.5 mg to 52.5 mg or 95 % to 105.0 % from
the one mentioned in “Composition” section /
Big 47,5 mr nmo 32,5 Mr abo Big 95 % J10
105,0 % sig 3a3uavenoro y pozmimi «Cxamns

50.4 mg/mr (101 %)

Related impurities /
Cynposigui
DOMILIKH

- iminostilbener /

- IMIHOCTINGEH

- any individua]

unspecified impurity /

- Byne-iKa
IHAMBIAYanbHa
HelgeHTHdiKoRana
AOMILiIKa

- total impurities /
- CyMa JoMIINoK

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

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

Not more than 0.5 % / He 6i1em1e 0,5 %

<0.01 %

0.04/0.05/0.06 %

Residual organic

solvents* / 3anumog]

KIIbKOCTi Opranigagux

Ethanol — not more than 5000 ppm /
Etanony — ue 6insme 5000 ppm

PO3YHHHUKIB*
Microbiological Total aerobic microbial count (TAMC) - not
purity*# / more than 1000 CFU/g. /

Mixpo6ioaoriana 3araneHe 4ucno aepoOHMX MikpoopraHismip
yHCeTOTA (TAMC) — e Ginpme 1000 KYO/r,

Total yeast and mould count (TYMC) — not
more than 100 CFU/g. /

JarajlbHe 9HCIO AphKIKIE Ta TICHABHX
rpubis (TYMC) — ue 6inbme 100
KYO/r.

Absence of E. coliin 1 g./
Bincyrnicts E. colig 1 1.

Absent/1 g /
Bincyraicrs/ [

*The testing is performed at relegse only

** In accordance with GMP requirements,
year. During stability studies, the testing is p

the testing is carried out Jor each tenth batch or at least once a
erformed in 36 months and af the end of the test period. /
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* BUTIPOBYBAHHS NPOBOAKTS TINLKH Ha MOMEHT BUMYyCKY
** zriano mo sumor GMP BUIIPOOYBaHHR NMPOBOASTE AT KOXHOT aecaTol cepii abo NMpUHAUMHI OQMH pa3 Ha

The batch meets the requirements of QCM for MA Ne UA/18969/01/01. / Cepis Bifnosizae Bumoram MKS] 10
PIT Ne UA/18969/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM. / Vnakosxka, MapKypaHHs Ta
TEPMIH NPUAATHOCT BIIIOBIAAIOTL BUMOTaM MK .

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 above mentioned site in full compliance
with the EU GMP requirements assigned by the local health authority and also in accordance with specification
of registration documentation affirmed in Ukraine for investigational medicinal product. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP requirements and
were signed by the responsible persons of the above mentioned manufacturer. / Itum = MATBEPIDKYIO, IO
HaBelieHa Bunie iHdopmauis ¢ ZOCTOBIPHOIO Ta TOYHOIO. Lz cepis nponyxuii Ovna BUT'OTOBJIEHA, BKITIOYAIOUN
1AKYBAHHA, MAPKYBAHHA Ta NpOBeAeHHSN KOHTPOMIO i gKOCTI Ha 3a3HaveHiif BHPOOHMYIH AINAHLi y noswil
BLANOBIZHOCTI 3 BUMOTraMp GMP, BcTaHOBIEHMMH MicLeBHM PETYJATOPHUM OPraHoM, a TAKOXK BiXMOBIZHO 110
cneundikanii, mo MmictaTocs B peecTpaniftHomMy nocke, 3ATBEPIOKEHOMY B YKpaiui g AOCHIKYBAHOTO
THKAPCHKOro 3aco0y. Ilpotoxonu BHPOOHMNTBA, NaKyBanHA Ta HPOBEACHHA aMamiziz Oymu meperipeni,
BCTAHOBJICHO BiANIOBIAHICTS BHMOram GMP Ta NJAHCAHO BiIIORI 1A HUMKE ocobaMu BapobHuKa.

issued by / Bunauo:
Qualified Person / YrioBHoBaxena ocoba;
E. Gonchar .T:}}HtiapDB

M
Date / Mata: 26.02.2024
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JAEPKABHA CAYZKBA 3 IIKAPCBKHUX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTUKAMMU Y KUIBCbHKIHN OBJACTI

npos. Ceitnnunol Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JPIIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKPaIHY JIKAPCHKOI0 3ac0o0y

28.02.2024 Ne 7531/24/10

OHIIIPAM
(HaliMeHyBaHHA JIKAPCHKOTO 3ac00y 3rifHo 3 peecTpalliliHiM IOCBIMYEHLIM)
Tal/1eTKH, BKpHTI ILIIBKOBOIO 000/10HK010, 10 50 Mr, 1o 10 Tadnerok y Gaicrepi, o 3
OsicTepH B MAYILi 3 KAPTOHY
(hopma sHITycKy, NO3YBAHHA, BHA NAKYBAHH: MKapeeKOro 3acofy)

Howmep peectpaniiinoro nocsizuenns UA/18969/01/01 crpok aii peecrpaniitnoro moceiguenns 15.09.2026

Cepin nixapeskoro saco6y Ne 404876 Kinbxicts BBesenoro aikapcskoro 3acoby 16000
Bupobunk HAperenodapm Anorekep Hymmn I'm6X, HiMeuunna
(naiimenyBpaHHs BHPOOHHKA JiKapCEKOro 3acoby, KpaiHa NOXOLKEHHA)
Baesero B Yipainy Crninbae yKpalHCBbKO-€CTOHCHKE MIANMPHEMCTRO Y dopMi TOBApHCTBA
3 00MexeHno10 BignoBixaasHicTio " Onrima-Dapm, JITA"Y, inenr. xon:
21642228

(naiimenypanus Ta xox 32 EJPIIOY wopumusrol ocobu alo npiasuiue, iM'a, o 6arsxosi dizmunol
ocoOH ~ nianpHeMnud, i MiclLie TPOXMBAHHEA Ta peecTpaKifHuil HoMep 0GMIKOBOT KAPTKU IIATHHUKA
noAaTKiB alo cepis Ta HOMeEP aciiopTa)

IIporokos Bisyansuoro kourpo.io Bix 26.02.2024 Ne 0230/1.

3a pesyapTaTaMHM  JACPKABHOTO KOHTPONIO BCTAHOBJIEHO, II0 JIKAPChKMH 3aci® BBe3eHo B VYKpainy 3
AOTPHMAHHSAM BHMOT 3aKOHOJABCTRA 1070 3abe3rneyeHHs AKOCT] JIIKapCEKHX 3aco0iB.

Bikrop CTE®KIBChKHIA

(i ta npissiute)




