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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTURIKAT SKOCTI CEPII JHKAPCBKOI'O 3ACOBY

Name of product/Hazga OPOAYKTY
(strength, dosage form, package size and
type / nHosyeaumus, TiKapceka topma,
PO3Mip i Tun ynakosxw)

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

OHHIPAM, TabneTky, BKPHTI  MAIBKOBOIO
obononxoro, no 50 MT, no 10 rabnerox y Bnicrepi;
no 3 6xicrepu B mauwd 3 KapTOHy 3 MapKyBaHHAM
YKPaiHChLKOI MOBOIO,

Active substance / giroua peyoBHa

each film-coated tablet contains 50 mg of
opipramol dihydrochloride / | TabiieTka, BKpHTa

MLEKOBOIO obononKkow,  MicTute 50 Mr
ominpaMony AUTIIDOXIIOPHIY

Manufacturing country / kpaisa-sHpoGHuk Germany / HiMeuunna

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

Batch number and size / HowMep Ta posmip | 404876

cepii 29 860 packs / YIIAKGBOK

Date of manufacture / Jlata BApobHHuTBa | 08.11.2023

Expiry Date / Ctpok NPHIATHOCTI 11.2028

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

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

nineusii Bupobuuot ginemumy

Germany /

Aperenodapy Anorexep Hymn MmeX

Byn. lonmrpacce, 1, . Tittmoniur, Bagapig,
84529, Himeuyuna

Manufacturing license

DE_BY_04_MIA_2023 0118/

Jliuensis Ha BuPOGHUITED

DE B Y_04 MIA_2023 0118

e 2t a6
7602 14
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Indicator / Hoxkazunx

Specification / Coenudixanis

Resuit / Pesyantar

Appearance / Onne

Round tablets coated with vellow-brown film
coating / Tabrerxu kpyroi dopmu, Bxpuri
ITiBKOBOI  0BOMGHKO XOBTO-KOPHYHEBOTO
KONbOpyY

Corresponds / Binnogizae

Uniformity of dosage
units* /
Oanepianiers
N030BAHUX
OXAHHUIEL ¥

Has to meet the requirements of EP 2.9.40
AV=<15/

Mae sinnoeigatu sumoram €@ 2.9.40
AV<Is

Estimated weight 127 mg / Pospaxynkosa
Maca 127 mr

Corresponds / Bianosigae

4.1

Corresponds / Bianosinae

Disintegration /

Not more than 30 min /

Min 9 min/ Mis. 9 xsunuy

Poznapanus He 6inpure 30 xp Max 10 min / Makc.10 xeunun
Dissolution / Not less than 85 % (Q) within 30 min / 103 %
Posunnenns He menme 85 % (Q)3a 30 xa

Identification* /
Inewtudikania*
titanium dioxide /
mumany dioxcud

iron oxide /
anizg oxcud

opipramol
dikydrochioride /
oninpamony
Quzidpoxnopudy

Orange-red color has to appear /
Mae 3'BNATHCS OPaHKEBO-UepBOHE
3abapBnenns

Dark blue precipitate has to appear / Mae
S’EBHHTHCSE 0Can CHHBOIQ KOJIBOPY

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
XpOMATOTpami BUNpoGOBYRAHOrO PO3YKHY yac
YTPHMYBAHHA | PO3MIP OCHOBHOTO miKky npu
270 1M mae cniBriagaTy 3 yacom YTPHUMYBaHHA
Ta  pPO3MiPOM  OCHOBHOTO niky  Ha
XpOMaTOrpami pOsYHUHY NOpiBHAHHSL (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 a
chromatogram obtained with the reference
solution (a), / Y®-cnextp nornunanug
OCHORBHOTO mika Ha XpomaTorpami
BUNPOGOBYBAHOTO PO3UHHY Mae CTiBRAZATH 3
Y®-cnekTpoM nornHanHs OCHOBHOMD nixa

H4 XpoMaTorpaMi po3uuHy NOpiBHAHHS (a).

Corresponds / Bignosinae

Corresponds / Binnosinae

Corresponds / Binnosinae
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Assay

opipramol
dihydrochloride /
Kinbkiche
BHU3HAaYeHHS
oninpamony
duziopoxnopudy

47.5 mg to 52.5 mg or 95 % to 105.0 % from
the one mentioned in “Composition” section /
Big 47.5 mMr o 52,5 mr abo Big 95 % o
105,0 % Big za3nauenoro y poznim «Cxmamy

50.4 mg/mr (101 %)

Related impurities /
Cynpoeiaui
AOMIlLEKH

- iminostilbener /

- iMiHocTINGEH

- any individua

unspecified impurity /

- Oyne-sKa
iHAMBiAYanLHa
HelaeHTH}IKoRaHa
HOMililka

- total impurities /
- CyMa gomimox

Not more than 0.2 % / He Ginsie 0.2 %

Not more than 0.2 % / He 61 me 0,2 %

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

<0.01%

0.04/0.05/0.06 %

Residual organic
solvents* / 3anuimxoni
KinbKocri opraniaaux

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

L

PO3UHHHHKIB*
Microbiological Total aerobic microbial count (TAMC) — not
purity** / more than 1000 CFU/g, /

MikpoGiosorisuaa 3araneHe uymcno aepoOHKX  MiKpoopraniamis
ugeToTa (TAMC) ~ e 6inbmme 1000 KYO/r,

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

3aranbHe wHCNO AphKmKiE Ta TTICHABHX
rpubie (TYMC) — we 6inbme 100
KYO/r.

Absence of E. coli in 1 g/
Bincyrricts E, colig 1 1.

Absent/1 g/
Bincytaicrs/ 1 r

*The testing is performed at release only

** In accordance with GMP re
year. During stability studies, th

quirements, the testing is carried out Jor each tenth batch or at least once o
e testing Is performed in 36 months and at the end of the test period. |
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pik. Ilpu gocaimxenyi crabinprocti BUNPOOYRAHHS MpoBOAITE Hepes 36 Micauis i B kinui BHNpoOyBaHs.

The batch meets the requirements of QCM for MA Ne UA/18969/01/01. / Cepis Binosizac Bumoram MK S 1o
PIT Ne UA/18969/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM. / Ynaxosxa, Mapkyeauns Ta
TEPMIH NpUnaTHOCTI BiNnOB HaI0TY, BHMOTaM .

Storage: The medicinal product does not require special storage conditions. Keep out of the reach of children. /
Jlixaperkuii 3aci6 ue pumarae crenianbux ymoB 36epiramis. 36epiratu y HEROCTYNHOMY ana niteit micui.

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 respansible persons of the above mentioned manufacturer. / Lum 1 nigteepmiyio, wmo

Issued by / Bugano:
Qualified Person / Yrosnosaxena ocoba:
E. Gonchar .'F})anpos

Date / Tata: 26.02.2024
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AEPKABHA CJYXKBA 3 TIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KHIBCHKIH OBJACTI

npos. Ceitirrgnol Hanii, 3, M.Kuis, 02099, ten/takc: (044) 363-06-50
E-mail: dls.ko@dls.gov.va, Kog EIPIIOY 37078774

BUCHOBOK
IpPO AKICTH BBE3€HOI0 B YKPAiHy JikapchKoro 3acofy

28.02.2024 Ne 7531/24/10

OIIIIPAM
(mafivenysanua niKapcLROTO 3ac06Y 3TIANO 3 pecCTPALTiHNM ITOCHI Y CHARM)
Ta0/1eTKH, BKPHTI INIIBK0BOIO 060/10HK010, 0 50 Mr, 1o 10 Tabaerok y Guicrepi, o 3
fJicTepH B ma4Ii 3 KAPTOHY
(tbopma BHITyCKY, MO3YBAHHA, BHA HAKYBAHHA MIKapCEKOTO 3acofy)

Howmep peectpauiiinoro nocsiguenns UA/18969/01/01 crpok nii peectpaniituoro mocsimuenns 15.09.2026

Cepis nixaperxoro sacofy Ne 404876 Kinsxicts BBe3enoro nikapeskoro 3acoby 16000
BupoGruKk Hperesopapm Anotexep Hymm I'm6X, HiMeuunna
(naiivenypanis BHpOOHHKA HKAPCEKOTO 32C06Y, Xpaida NOXO/KeHHA)
Beeaeno B Yipainy CrninsHe yKpalHCBKO-€CTOHCBKE HiANPUEMCTRO Y GopMi TOBAPHCTEA
3 o6mexxeHor0 Bignogixanericrw " Onrima-®apm, JITA", inenr. kon:
21642228

(nafimenysanix Ta xog 32 €APTIOV rwopiauunoi ocoby afo npissmiue, iM'a, o 6atekosi dizHunoi
ocobn - ninnpremus, i Miclie TpoxMBAREA Ta peecTpaiiinugii HoMep 06niKOBOT KAPTKH NNATHHKA
noaarkie afo cepida Ta HOMep racnopTa)

IIpororon Bizyansnore xourpomo six 26.02.2024 N 0230/1.
3a pe3ynpTaTaMH JEPXKABHOTO KOETPOMI BCTAHOBIEHO, WO JHKApCRKMH 3aci® BReseHo B VKpaiHy 3

JOTPHMAHHAM srMOT 3aKOHOXABCTRE 1070 3abestieyerns aKoCti sikapoekux 3acobis,

Bikrop CTEGKIBCHKHI1

(iniitiaum T npisadute)




-aeno a

BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT SIKOCTI CEPIF JHKAPCBKOIO 3ACOBY

Name of product/Hazea HPONYKTY
(strength, dosage form, package size and
type / posymamms, JKapcrka  dopma,
Po3Mip i THI yrakonku)

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

OIIIIPAM, BKPHTI  [ITiBKOROIO
ofonounxkoio, o 50 mr, no 10 rabnetox y Onicrepi;
1o 3 BiicTepy B navmi 3 KapPTOHY 3 MapKyBaHHAM
YKPAiHCHKOIO MOROIO.

TabneTiy,

Active substanice / giroua pevOBUHa

cach film-coated tablet containg 50 mg of
opipramol dihydrochloride / i TabJIeTKa, BKpHTaA

[UTIBKOBOIO 000noHKOIO,  MicTHTL 50 mr
oninpamony IUTIAPOXNOpULY

Manufacturing country / KpaiHa-supobruk Germany / Hiveuunna

MA number / Homep PIT NelUUA/18969/01/01

Batch number and size / Homep ta poamip | 404880

cepil 32 020 packs/ ynakorok

Date of manufacture / Jiata BupobHMITE2 | 08.11.2023

Expiry Date / Ctpok npngaraocti 11.2028

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

manufacturing site / Hasga, angpeca i Homep | Goellstrasse 1, Tittmoning, Bayern, 84529,

ninemsii BupoGHuyoy BinbHEIG

Germany /

Hperenopapm Anorexep Ilymn M'm6X

Byn. 'omutpacce, 1, m. Titt™oninr, baeapis,
84529, HiMeyuuna

Manufacturing license

DE_BY_O4_MIA_2023_O] 18/

Jiuensisn Ha BupoSHuITRO

DE B Y 04 MIA_2023 0118

Ko Sy 603
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Indicator / Mokazuux

Specification / Crrexudixanis

Result / Peayaprar

Appearance / Onuc

Round tablets coated with yellow-brown film
coating / Tabnerku Kpyriioi dopmu, BKputi
ANiBKOBOIO  0600RKOID HOBTO-KOPHUHEBOTO
Kofeopy

Corresponds / Bignosinae

Uniformity of dosage
units* /
Onnopinmicrs
A030BaHuX
OMHHHUL*

Has to meet the requirements of EP 2.9.40

AV <15/

Mae pinnoeinats Bumoram €@ 2.9.40

AV <15

Estimated weight 127 mg / Pospaxyxkopa
Maca 127 mr

Corresponds / Bianosinac
3:3

Corresponds / Bianosinae

Disintegration /

Not more than 30 min /

Min 10 min / Miu. 10 XBHJIHH

Posnapaunsa He 6insure 30 xp Max 13 min / Maxc. 13 xgunug
Dissolution / Not less than 85 % (Q) within 30 min / 100 %
Pozunnenna He meume 85 % {Q)3a 30 xe

Identification* /
InenrTudiranis*
titanium dioxide /
mumany diokcud

iron oxide /
3aniza oxcud

opipramol
dihydrochioride /
oninpamony
ouziopoxaopudy

Orange-red color has to appear /
Mae 3’ ABNATHCH OpaHKeBO-4EPBOHE
sabapraenns

Dark blue precipitate has to appear / Mae
3’ ABJIATHCA OCAL CHHBOIO Koneopy

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 1 chromatogram
obtained with the reference solution (2). / Ha
Xpomatorpami BunpoGoByBanoro PO34MHY Yac
YTPUMYBAHHS 1 posMmip OCHOBHOIG TiKy 1pu
270 Bm Mae cnisnagaty 2 yacom YTPHMYBaHHA
T2  pO3MIPOM  QCHOBHOro mKy  nHa
XPOMATOrpami po3uLHy nopiBHAHHsN (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 a
chromatogram obtained with the reference
solution (a). / Y®-cnextp nornuxanus
OCHOBHOIO fliKa Ha XPOMaTOrpaMi
BUNpoBGoByBaKoro pozunny mae cniBnagarTH 3
Y®-cnexrpom HOIMHAHHA OCHOBHOIO mika
Ha XpOMaTOrpaMi posYHHY NOpisHAHEA {a).

Corresponds / Biznorinae

Corresponds / Binnorinae

Corresponds / Binnogigae

_
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- iIMiHOCTInGeH

- any individual

unspecified impurity /

- Bynb-aKka
IHNHBinyasbHa
HeigeHTHiKORaHa
JoMinrka

- total impurities /
- CYMa JioMituox

Not more than 0.2 % / He Sisme 0,2 %

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

Residual organic
solvents* / 3annmkoei
KidbKocTi oprasiymux

Assay 47.5 mg to 52.5 mg or 95 % to 105.0 % from j
opipramol the one mentioned in “Composition” section /

dihydrochloride / Bin 47,5 mr go 52,5 mr ao Bi% 95 % mo 49.9 mg/mr (100 %)
Kiabxkicue 105,0 % Bin saznauenoro ¥ posjaini «Cknapgy

BH3IHAYEHHS

oninpamony

Quzidpoxnopudy

Related impurities /

Cynposinni

AOMilHKH

- iminostilbener / Not more than 0.2 % / He 6insmre 0,2% <(.01%

0.02/0.03/0.03 %

0,08 %

Ethanol -- not more than 5000 ppm /
Etanony - e 6insme 5000 ppm

248 ppm

PO3YHHANKIB®

Microbiological Total aerobic microbial count (TAMC) — not Corresponds / Bigrosinae
purity** / more than 1000 CFU/g. /

MikpoGionoriuua 3arafeHe UMcno aepobHuX Mikpoopranizmip

uncrora (TAMC) — ne 6inswe 1000 KVO/T-

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

3araneHe  upeno ApUKIKIB  Ta MT{CHARKX
rpu6ie (TYMC) - ke Ginsime 100 KVO/T-

Absence of E. coli in | g/
Bigcyrhicrs £ colis | r.

*The testing is performed at release only
** In accordance with GMP requirements, the testing is carried out Jor each tenth batch or at least once a
year. During stability studies, the testing is performed in 36 months and at the end of the test period. |
* BUNpo6yeanig NIPOBOJATE TIABKM HA MOMEHT BHIIYCKY
** 3rinHo mo BUMor GMP BHTIPOOYBAHHS IIPOBOAATE AUIA KOMHOT RecATol cepii abo npuuaiMui oaHy pas Ha

pik. Ilpu nocnimxenni ctabinsaoct BUNIPOOYBaHHS IPOBOAATE qepes 36 micaniz i B kinyi BUIpOOyBans.
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The batch meets the requirements of QCM for MA Ne UA/18969/01/01. / Cepis einnosinae Bumoram MK a0
PIT Ne UA/18969/01/01.

The packing, labeling and expity date correspond to the requirements of QCM,. / Ynakoeka, MapkyBanus Ta
TEPMIH MPUIATHOCT] BLAMOBiAAI0TE BUMOram ;

Storage: The medicinal product does not require special storage conditions. Keep out of the reach of children, /
Jlikapcrkuit 2aci6 se Bumarae CreuiaNbHuX ymos 36epiranns. 36epiratu y HEZOCTYIIHOMY JUTA miTeil Micwi.

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 locai health authority and also in accordance with specification

Issued by/Bugano:
Qualified Person/ Ynosnosaskena ocoba:
E.Goncha:;ov/@.“‘ﬁfﬂqapos

s

Date/ Nara: 22;02&024
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AEPKABHA CJIYKBA 3 JIIKAPCI)KI@X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMNM Y KHIBCBKIM OBJACTI

npoe. Ceitmiarol Hanil, 3, M. Kuis, 02099, Ten/thakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPIIOY 37078774

BHCHOBOK
npo AKiCTh BBE3CHOT0 B YKpaiHy JiKapchKoro 3acody

28.02.2024 Ne 7534/24/10

OIIIIPAM

(HaiiMeRyBaHiA NiKAPCLKOTO 3acoBy arimio 3 peccTpaniiiHMM MOCBIATCHHM)
TablieTK#, BKPUTI ITIBKOBOIO 060JI0HK010, 10 50 Mr, no 10 Tabaerox y 6xictepi, no 3
faicTepH B naumi 3 KapToHy

(thopma BHITyCKY, Z03YBAHHA, BHA MAKYBAHEA Aikapebroro 3acoby)

Howmep pecerpaniitnoro nocsimenns UA/18969/01/01 crpox aii peecrpaniiinoro nocsimuenna 15.09,2026

Cepia nixapesxoro 3acoby Ne 404880 KinekicTe BBE3€HOrO Hixapeskoro sacoby 16000
BupoGHuk [Jperesodapm Anotekep Iyur I'm6X, HiMeuunna
(HafiMenyBanss Bupobmika nikapeskoro sacoby, Kpaina moXomxenns)
Baeaero B Yipainy Cninsne ykpainchK0-eCTOHCBKE MiANPHEMCTBO Y dopmi ToBapHcTRA
3 00MexeHo10 BiINoBiAaaLHicTIO "OntiMa-®apm, JITA", inent. xoa:
21642228

(natiMeryBanna Ta xox 32 ENPIIOV ropumirusol ocoGu abo npizanme, im'a, no Garskosi dizmuoi
ocolH - nimmprenmis, 1l Micte npoxnBanss Ta peecTpauiifinii Homep 061ikor0T KAPTRE MIATHAKA
noparkis abo cepia Ta nomep nacmnopra)

HIporoxen Bizyansnoro korrpomo six 26.02.2024 N 0230/4.

3a pelymeTaTaMH IEPKABHOTO KOHTPOIIC BCTAHOBNCHO, Wie IMixapeekwil 3acif smeseno B Vipaimy 3
JOTPHMAHHAM sHMOr 3aK0HONABCTREA OA0 3a0e3nedeH s SKOCTI MKAPORKHX 3acobis,

Bikrop CTE® K-I_B_CI_;KI/.II;'T

(-iHi‘iziwﬂ_i-nie npi:inum'e)
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