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AEPHABHA CJIVIKBA 3 .JIIKAPCI;KI{IX 3ACOKBIB TA KOHTPO.TIO 3A
HAPKOTHKAMHA Y KUIBCHKIH OBJIACTI

npos. CeiTnuynoi Hanif, 3, M.Kuig, 02099, Ten/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog EOPIIOY 37078774

BHCHOBOK
PO AKICTE BBE3CHOI0 B Yxpainy Jsikapeskoro 3acoly

11.11.2024 Ne 56978/24/10

HEPYKAJI®

{(uaiimMenypanns nikapeskoro sacoBy ariano peecTpauiifumm nockinucHRAM)
Tabuerkn o 10 mr; 1o 50 Tabaerox Y $aaxoni; no 1 tpaaxony y xopobi

(dbopma srnycy, nosypamms, suy TAKYRAHHS AiKAPCHKOTO 3ac06y)
Homep peectpanifinoro nocsinuenss UA/2297/ 01/01 crpox gii peccrpanitinoro noceiguenns 01.01.2099
Cepina mixapcekoro sacofy Ne 924084 Kinekicrs BBE3€HOFO NiKapchkoro zaco6y 9900

Bupo6aux ITNIBA Xpearcka 11.0.0., Xopsaris
(uaiimenypanns BHPOGHUKa NikapcLkoro 3acofy, kparia HOXORAKEHHN)

Breaeno B Yipainy ToBapucrso 3 o6memxenoro BiAnoBigansHicTio "Tera Yipaina®, ixcar.
xop: 34770471
(uadimerrysanma ta xoy 32 CHPIIOY ropuauutor ocobu abo Npispaine, iM's, no GaTexosi (hiznuno;

ocofiu - nignpuenun, ¥ micue UpOMHUBAHIN T2 peecTpauiiingit Homep oBnikosoi KapTKH AIaTHHKa
nozarkis abo cepix ta HOMEp HacnopTa)

Tporokon sisyassoro xoxrpomio sig 04.11.2024 » 3393/4.

32  pesyasTaramu ACPIKABHOIO  KOHTPOMIO BCTAHOBJIEHO, M0 JiKApPCeKHE 3acif BBE3CHO B VYxpainy 1
AOTPHMAHHIM Bumor 3aKOHOIABCTRA IIOA0 3abesneyeHus sKoeT] nikapcbkux 3acoBin.
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PLIVA Hrvatska d.o.0.
Prilaz baruna Filipovica 25, 10009 Zagreb, Croatia

HIBA Xpsamicra d.a.0.
fpinaz Gapyne Gininasuna 25, 10006 Jazped, Xopaamin

CERTIFICATE OF QUALITY

DRUG PRODUCT
JIKAPCHhKHH 34CIE

Active ingredient

Armueru inzpedicnm

Batch number
Hoxrep cepir

Batch size
Pozwip cepir

Release quantity
Bunyupena cinoxcicins

Date of manufacture
Hama suposnuymen

Expiry date
Hpudamunii dg

Specification
Crentichircanin

Batch Release Site

Ainsme, sidnosioazena 3a sunycek
cepii

Certificate of GMP compliance of g
manufacturer

Cepmupivan: aidnosionocmi GMP
supobiua

Number of manufaciuring license
Hossep supobiuyol Ainensit

Bulk manufacturing site, primary and
secondary packaging, quality contro}
Bupobumypmeo neposhacosanor
HpOOVKyT, nepeunna ma emopusna
YRAKOBKA, KOWMPONL scoemi
Certificate of GMP compliance

Cepmughivam sionogidnocmi GMP

Number of manufactoring license
Homep BUPOGHUY O Aiyensiy

Marketing Authorization License
Peecmpayiiine noceidnenns

Importing Country
Kpdaina-ixnopmep

CEPTH®IRAT AKOCTI
Mol

CERUCALS, tablets 10 mg, Ne50 (1 vial x 50 tabs,)
LEPYKAI®, mabnenmcu no 10 maz, Ne50 (1 paaxon x 50 mabaemox)

Metoclopramide hydrochloride as metoclopramide hydrochloride monchydrate 10
mg

Memoruonparioy 2idpoxaopud y euzandi Menowionpantioy eidpoxnopudy
Monozidpamy 10 mz

924084
924084

9 900 boxes
9 900 ropobox

9 900 boxes
2 900 xopobox:

07.2024
07.2024

07.2029
07.2029

SDRAG05101
SDRACOS5101

FLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zapreb, Croatia

ITAIBA Xpeamexa d,¢.0,

{pinas Gapyna Gitinosuya 25, 10000 3azpes, Xopsamin
530-10/23-07/06; 381-13-08/3 10-24-08

Ne UP/T-530-10/22-03/1 1;381-13-08/243-22-07 {previous)
330-10/23-07/06; 381-13-08/31 0-24-08

Ne UP/I-530-10/22-03/11; 38]-7 3-08/243-22-07 {previous)
Ne UPA-530-01/13-03/08

Ne UP/1-530-01/13-03/08

PLIVA Hrvatska d.o.0,

Prilaz baruna Filipavica 25, 10000 Zagreb, Croatia
IIBA Xpeamera d.0.0,

Hipiras Gapyna Gizinosuua 25, 10000 3azpes, Xopeamis

530-10/23-07/06; 381-13-08/310-24-08

Ne UP/1-530-10/22-03/11; 381- 13-08/243-22-07 (previous)
330-10/23-07/06; 381-13-08/310-24-08

Ab UP/I-530-10/22-03/11: 381-1 3-08/243-22-07 (previous)
Ne UP/1-530-01/13-03/08

Ne UP/1-530-01/13-03/08

Ne UAS2297/01/01
Ne Ud/2297/01/01
Ukraine
Yrpaina
Crap. 133
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TESTS REQUIREMENTS RESULTS
BUHTIPOBYBAHHST BHMOrY PESYJIBTATH
DESCRIPTION White, round, flat tablets with bevelled edges and one | Satisfactory
sided break-mark, intact edges and of uniform
appearance.
BIACTHROCTI Bini, kpyani, niocri mabrenizu 2 chacros, Aiwicro Bidnoaioae

PozroMy Ha 0duili i3 emopin, neyurodacenumu

ROGRAY { OOHAKOBUM I0GHINININ GUANRO 0N

AVERAGE WEIGHT (Ph. Eur, 2.9.5) 123.5 mg - 136.5 mg 129.7 mg i
CEPETHI MACA (1 Egp. . 2.9.5) 123,502~ 136,5 M2 129, 7mz F
DISINTEGRATION® (Ph. Eur. 2.9.0) 6 of 0; not more than 15 min 5 min. 1
POSITAFAHHA® (Esp. . 2.9.1) 62 0; He Binvure 15 xe, 5 x8. !
UNIFORMITY OF MASS® (Ph. Eur, 2.8.5) Deviation from average weight: Satisfactory _:
at least 18 of 20: not more than 7,5% '
not more than 2 of 20: not more than 15%
QAHOPIOHICTH MACH ° {€sp. . 2.9.5) Bidxuzennn aid cepednvoi Maci:: Bianosinae
menatiMenme, 18 5 20: ne Ginbue 7.5 %
te Ginbime 2 3 20 ue Ginsmels % ;
RESISTANCE TO CRUSHING (Ph, Eur, From 30 to 90 N 58N T
2.9.8) (10710 tablets) |
CTIHKICTh O POITABITFOBAHEA (Eap. Bi6 30 00 90 H 38 H i
@D 2948) {103 10 mabyemor) ]
FRIABILITY® (Ph. Enr. 2.5.7) <1.0% 0.5 % )
CTHPARICTE® (Ph. Eur. 2.9. 7) =1,0% 25% :
i
IDENTIFICATION ﬁ
IEHTHDIKALILST |
Metoclopramide bydrochlotde Metoclopramide hydrochioride monohydrate Satisfactory 5
monohydrate :
Memorronpasioy 2idpoxnopudy Memownonpasidy 2idpoxsiopudy Monozidpam Bidwnogidac
Monoeidpan
Chloride © White precipitate Satisfactory ]
Niopug © Binuii ocan Bidnosidae
DISSOLUTION Not less than 70 %({Q)* 104 % o
After 30 min
PO3YHHEHHST He memue 70 % (0) * 104 %
wepes 30 xenunnn
PURITY
YHCTOTA
Identified impurities:
Bidoari doamiraren:

N,N-diethylethylene diamine <0.5 %™ <0.1%

N N-diemuzemunendiarin 205 %* <0,1% :

4-amino-3-chloro-2-methoxybenzoic acid | < (.5 9%* <0.1% '

d-amino-5-xnopo-2-memorcubenzoiina <05 9%* <0,1%

Khcoma ,
Unidentified impurities: i
Hesidoati doriuuc: II

Single, each 0.2 %* <0.1 % I

Oxpeno, kosicna: <02 %% <nl% '

Sum <{0.5 % <0.1%

Cyma: <0,5 %* <0,1%

Sum of all impurities < 1.0 %* <0.1%
Crop.233
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Cyvia acix domior <1,0%* <01%
ASSAY
KUVILKICHE BHIHAYEHHS
Metoclopramide hydrochloride 10.013 mg - 11.067 mg of metoclopramide 10.560 mg
monohydrate hydrochioride monohydrate / tablet, cale. on the 100 %
average weight: equivalent 95 % - 105 % of the
declared content
Memorronpanioy 2idpoxropudy Bid 10,013 vz 00 11,067 a2 MEMOKAORPaAMIQy 10,560 aee
Atono2idpam 2idpoxacpudy monozidpamy/ tmabaemra, y 100 %
RePEPaxyrKy Ha cepedmo macy: sidnoeidas 95 —
105% 610 sananeuorl kiroxocmi s
MICROBIAL PURITY (Ph. Eur. 2.6.12,
2.6.13)
MIKPOBIOJIONTYHA YHCTOTA {€ap. &,
2.6.12, 2.6,13)

Total aerobic bactetia count NMT 10° CFU/g <5 CFU/g
Sazevtona rinvkicms aepobnux He Ginvwme [0° KV /2 <5 KV
Mikpoopaauizasie

Tatal fungi and yeasts count NMT 10* CFU/g <5 CFU/g
3azatna winsicics Opincdorcogtry i He Bizeme 10° KVO/2 <5 K¥VO/iz
nriceneaux epubin
Escherichia coli Absent Absent
Escherichia coli Bidgymns Bidcymus

° nat regularly tested during stability study

° Hepezyanprusi KOMMPOnRn 6 X001 suaenna emabinenocmi
*Related to the declared content of metoclopramide hydrochloride monohydrate
* Bidnocuo sananenaf kivexocmi MEMOKIONPANMIOY 210poxnopudy MoHo2Idpamy

Certification statement: T hereby certify that the above information is authentic and accurate. 'This batch of product has been

fabricated / manufactured, including packaging and quality control at the above mentioned site(s} in full compliance with the GMP

requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing
country. The batch processing, packaging and analysis records were reviewed and found to be in compiiance with GMP,

3ansa npo ceprtiranito: Jitienum 5 sameepdicyio, o hasedeng eute inchopuayin e docmosipron ma mownew
npodykmy Gyaa aupobiena, BIAOUAIONY HAKYEUHRMAPKYSaHHA Mot KOHIMPOIL RKOCME Ha suIYe sraszanini Oinbiuni (dinvineymy) 6
Roeuiil 6idnusidnocmi do sumos GMP, wo ecmanoeneni Micyestiv pesyramoprunt opeasos, ma cheughixeayii Peeempayiiinoeo
noceidyenns kpatiu-innopmepa. Hpomoxonn SUPGOHUYIMED, nakyeanns | arazisy cepii 6y10 nepesipeno u ausnano maxuvu, o

cidnasidaoms GMP,

09 10, 20 24,

N&B@L‘ /.(0466‘\' rj"

Date;
Hama:

Approved by:
3ameepdaiceno:

.':‘I,I‘s’.f’n CROMVIA Lo
Cnality Zugrel)
Quslited ferson
Vania Sakliic
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