JEPKABHA CIYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIN OBJACTI

apos. Ceitanunol Haadl, 3, M.Kuis, 02099, Ten/arc: (044} 363-00-50
E-mail: dls.koldls.gov.ua, Kox €APIIOY 37078774

BUCHOBOK
npo sAKicTh BBE3€HOI0 B YKpaily Jikapcbroro 3acoly

17.09.2024 Ne 45815/24/10

BYHPIHOJI
{(waiiMenysaHng aikapcsrore 2acofy ariaxo 3 peecrpaniiism noceiadenm}
rabaeTry 3 MOAHGIKOBANNM BHBIILHEHHAM, 110 150 Mr; no 30 Tabaerox 3 MogHPiKOBANHM

BEBLILHEHHAM Y IIACTHKOBOMY KoHTeiiHepi, Mo 1 konTeiinepy y Raprouiit opodui
{lopaa BunycKy, ZO3YBANHA, BILE NIKYBAEHA Aikapeskore 3aco6y)

Homep pecetpaniiinoro nocsimsenns UA/19228/01/01 cipox aii peecrpaniiinoro nocsinvenns 17.02.2027
Cepin nixapceroro sacoby N 2312807 KinbricTs BRe3eHOr0 fikapeskoro sacofy 2524

Bupobnuk BAJNTKAHDAPMA~AYITHHLIA AJL, Boarapia

(maftvenysamia snpoBenxa aikapeskoro-3ucoby, KpaiHa ROXoTHe )

Beesero B YRpaiey CrijbHe YKpPaidchbKo-eCTOHChKE HiANpHeMcTBO ¥ dopni
TOBAPHCTBA 3 00MeReHo0 BitnopinaanuicTio "OnriMa-®apm,
JITH", tnenr. vox: 21642228
{raibwenypanns 1a kof 3a CAPTIOY opuanuiet ocobi afo npiamnae, ia'y, 0o fatskosl
Qiznarnoi ocodn - nixnpaesua, T Micue aposusanHd T1 pecerpaniiinmnii Homep obrikoesol
RApTRit naaTHtRs noaaTyiz afo cepir 1 HeMep nacnopTa)

TpoToro: sisyaasHoro konrpomo sin 12.09.2024 N 2717/5.

3a pesyApTaTaMM  OEpPRABHOTO KONTPOMO BCTAHOBIEHO, M0 fikapcekuii 3acid mseseno B Vipainy 3
JOTPHMARHAM prMOr 3aK0H0ABCTRA OO 3a5e30eHCHHS AKOCTE HKAPCHKNX 3ac00ib.

/é : @%ﬁ/ Bixrop CTE®KIBCHKMIA

/7 Z R s
HTPORIIO) (74 mnanicy {iniuiwin Ta npisedine}

T EPATS
\31& KOH{;

SOH M A’%
Hauansyfix g }h




BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

CEPTU®IKAT AKOCTI

CEPI{ TIKAPCBEKOT'O 3ACOBY

Name of product/Ha3sa npoJyxry
(strength, dosage form, package size and
type/nosysanms,  Jikapceka - Qopma,
po3Mip { THII yTIAKOBKHM)

BUPRINOL, modified-release tablets, 156 mg,
30 modified-release tablets in a plastic container,
1 container in a carton pack with the labeling
made in Ukrainian/

BYIIPTHOJ, tabaerku 3 MopHpIKOBaHHAM
pHBLUIbHeHHSM, 1o 150 mr, no 30 TabneTox 3
MOZE(IKOBAHUM BYUBIIEHEHHIM y
JIMACTUKOBOMY KOHTeHHepi, mo 1 KOHTeHHEPY Y
KapToHHil Kopodui 3 MAPKYBaHHAM
yKPalHCLKOKX MOBOIO

Active substance/ fi04a peuOBHHA

150 mg of bupropion hydrochloride /
Gympomiony riapoxmopuny 150 Mr

Manufacturing country/ Kkpaina- | Bulgaria / Bomrapis
BUPOOHHK
MA number/ Homep PII Ne UA/19228/01/01
Batch number and size/ Homep ta posmip | 2312807
cepii ' 32 839 pacs/ymaxoBoK
Date of manufacture / [ara supobuuurea | 12.2023
Expiry Date/ CTpox IIpajiaTHOCTI 12.2026
Name, address and license number of | BALKANPHARMA-DUPNITSA AD
manufacturing site/ Hassa, aznpeca i 13 Samokovsko Shosse Str., Dupnitsa, 2600,
noMep JineHsil BupoGHAol JTBEALLE Bulgaria /
BAJIKAHOAPMA — OYTIHHIA AL
pyn. Camoxoscxo Illoce 3, Hynuwus 2600,

Bonrapis

Manufacturing  license M BG/MIA-03 99/
Jlinensig Ha pupoOHUITBO No BG/MIA-0399

Bx au 004G
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Indicator/Iiokazank

Specification/Crenudixauis

Result/Pesyasrat

Appearance / Onze

Creamy white to pale yellow, round,
hiconvex 8.13 + 0.4 mm diameter,
film-coated tablet

/  Kpyrai asoomykni —TabneTk,
BKpUTI IUTBKOBOIO OBOJIOHKOMW, BiX
KpeMoBo-0ioro o Oifo-KOBTOrO
KoiBOPY Ta miamerpom 8.13 + 0.4 vu

Conforms / Bignosizae

Identification’

By IR
spectrophotometry
/ Inentudiranis’
Merog I4-
cniekTpodoTomerpil

The infrared absorption spectrum of
the sample corresponds to that of the
Bupropion hydrochloride reference
standard

h TuppauepBorni CHEKTIP
NoriMHAHHA ~ 3paska  BiNmOBi/ac
CIIEKTpY PE(EePeHTHOTO CTAHHAPTY
st Bynponiony riapoxIopuRy

Conforms / Binnosinae

Tablet average weight? /

Test Not Required/ Tect se

Cepenas maca 204 mg + 5 % (194 —214) mg / BUMAaracThCq
Tabierkn’ 204 Mr £ 5 % (194 —214) Mr
Uniformity of dosage Complies with Ph. Eur. (2.9.40)
units' (mass Acceptance value (AV) < 15,0
uniformity) / Bizmosimuo mo €8p.®. (2.9.40) 29
/ QpuopianicTs [ToxasHuK IpUAEATHOCTI -
AO30BARKX OXUHHIL! (AV) <150
(32 oxHODPIAHICTIO MACH)
Assay / Kinsicicae 142,5-157,5 mg
SHAYCHHS 95 — 105 % of the label claim
BU3HAYCHHS 5 25 1 507 e ) 149.05 mg/ Mr
95 ~ 105% Bixn 3a3HauCHOL
KIJIBKOCT)
Related substances™
/ Cynyrai gomimxu>
m-Chlorbenzoic acid® | Not more than 0.2% /
| m-xnopbensoiina He 6insme 0.2 %
wuenora’t
Impurity F5 Not more than 0.5% / . _
/Kﬁﬁfiiﬁﬂ({a FS I’lc Sinbm@ 0'5 % Not apphca.ble ! He
3aCTOCOBYETHCH

Each unspecified

Not more than 0.2% /

impurity He 6inpire 0.2 %

[ Kosuol inmol

pepmsaauenol gomMinmxy

Total impurities Not more than 0.9% /

/ 3arajinHa cymMa
EOMITIONK

He Ginpue 0.9 %
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Dissolution

(Rotating basket, 75
rpm)

/ PosumgenHs

(nparay  «KOP3HHKS,
po  obepractues, 75
06/x8)

Complies with Ph. Eur. 2.9.3
/ Bimmosiaso xo €sp.®. 2.9.3

- 8.1 N HCI Acid stage

(1000 ml)

/ - crapin 0,1 H-
KHCIOTH
X/IOPHCTOBOHEBOI
(1000 ma)

Not more than 10 % after 1L h
/ He Ginsmre 10 % uepes 1 rox

Buffer pH 6.8 and 0.05
% SLS (1000 ml)

1/ pH 6,8 Gydepy T4
0,05 % JICH (1000 »mu)

20 —~40 % after 3 h

41 - 61 %after Sh

Not less than 80 % after 18 h
/20 — 40 % uepe3 3 TOx

41 — 61 % uepes 5 ron

He menme 80 % wepes 18 ron

0 % after 1 h/ 0 % uepes 1 ron

33 % after 3 b/ 33 % gepes 3
TOI

49% after 5 h/ 49% uepes 5
roj

85% afier 18 h/ 85% uepes 18
TOJ,

Rthanol!
/ Eranon!

Not more than 5000 ppm
/ He 6inpuze 5000 ppm

463 ppm

Microbiological quality®

Complies with Ph. Eur. 5.1.4

/ . Mikpo6ionoriuna | / Biznosinso 10 €pp.®. 5.1.4
gicieTn’ ,

Total aerobic microbial | Not more than 10° CFU/g /
count  (TAMC) /| He Gursure 10° KYO/r
JaranibHe YUCIO

aepobuux

mikpooprasismis

(TAMC)

Total yeasts/mould | Not more than 10> CFU/g
count (TYMC) / He 6impime 10* KYO/r

/  3aranege
APEXIKIB T4 TUHCHABUX

U0

Test Not Required/ Tecr ue
BUMATaEThCS

rpubis (TYMC)
Escherichia coli Absentinlg /Bigeyrais 1 1 Test Not Required/ Tecr He

BuMaracTLes

T Not tested during stability testing / BunpoGy

TOCTIKEHHES cTabUILHOCTL

2 Not applicable for release / He 3acroconye
3 Only degradation compounds are consid
propanedione) (potential degradation compoun

THCSE TIPH BHILYCKY
ered. Impurity E (1- (3chlorophenyl) -1,2-
d under hydrolytic conditions as

BaHHA HC HpOBOIII/UIOCH. TIPOTATOM
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mentioned in DMF) is monitored as unspecified impurity / Crocy€eThest JTHIe CIONyK,
mo posnagaotses. Jomimka E (1- (3xnopdenin) -1,2-mponanjion) (cmonyka 3
NOTEHIHHAM pPO3KIANAHHSM B TiAPONITHYHMX YMOBAX, fK 3a3HAYCHO B MO®IT)
KOHTPOIIOETHCS K HEBH3HAYEHA JOMIIIKA

4 (2RS)-phenyl[(2RS)-piperidin-2-yl]acetic acid / (2RS)-benin [(2RS)-minepuanH-2-in]
OIITOBA KHCIOTa

5 1-(3-Chlorophenyl)-1-hydroxypropan-2-one / 1-(3-xnopdenin)-1-rinpoxcunponan-2-
OfIMH '

6 Not routinely performed. Tested on the first three production scale batches and then at
least annually and at the end of shelf-life / He BpuxonyeTses perynapHo.
BurpoBOBYETECS Ha TEpIINX TPHOX BUPOGHUINX Cepiix, a MOTiM TpUHAEMHI IHOPITHO
T2 HATPUKIAL TePMIHY IPHIATHOCTI.

The batch meets the requirements of QCM for MA Ne UA/1 9228/01/01 / Cepis pinmopinae
pamoram MIGT no PIT Ne UA/19228/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM/ Vnaxopka,
MapKyBaHHs Ta TepPMIH IPUAATHOCTI BINIOBIIAIOTE BAMOTAM MK

Storage / Vmosu sbepiranms: An unopened medicinal product does not require special
temperature storage conditions. Store in original packaging in order to protect from moisture
and light.

Keep out of the reach of children.

After first opening: store at a temperature not higher than 25 WU

Heposkpuruii Jikapcekuit 3acib He BHMarae CTIEIUANBHUX  TEeMIIEPaTypPHHX YMOB
3Gepiramms. 36epirati B OpUIiHanbHilt YIaKoBLl IS 3aXHCTY BiI BOJIOTH Ta CBITJIA.
36epiraTy y HEAOCTYITHOMY JULT HiTeH Micii.

Tlicist mepmoro BIAKPUTT: 30epiratu Ipy temneparypi He sume 25 °C.

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. / Lum s
HIATBEPIXYIO, IO HABEICHA BHILE indopMaliss € AOCTOBIPHOK Ta TOYHOI. Llst cepig
npoxykiii Gyfa BHIOTOBJEHA, BIMIOUAIOYH TMAKyBAHHA, MApKyBauhi —Ta TIPOBEHEHHS
KOHTPOMO 1 AKOCTI Ha 3a3HAYeHIH BrpoBHUYifl HinsHIl Y NOBHIH pipnosigHOCTl 3
sumoramy GMP, BCTAHOBIECHUMH MICIEBHM PErYJIATOPHUM OPraHOM, a TaKox BIIIORIAHO
0 cnenubixanill, o MICTATECS B PEECTPALIHHOMY [NOCHE, 3ATBEPIUKEHOMY B Vxpaini st
NOCIIIKyBaHOTO  JiKapekkoro 3acoly. IlpoToonu BupoBHULTBE, [AKYBAHHA Ta
npoBejieHEs aganisis Oymaum nepesiperi, BCTAHOBJICHO simosiggicts sumoram GMP rta
minmmcano BlAmoBinaTEHME 0coOaMu BUPOCHHKE.

Issued by / Bunaso:

Qualified Person / YnoeHosajxesa oghba:

M.Brankova / MB})&H?B\&

Date / Jara: 23.01.’20281/
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