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JNEPKABHA CJIYXKEA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTUKAMM Y KHIBCHKIN OBJIACTI

npoB. Ceitnnunoi Hagii, 3, m.Kuig, 02099, Ten/¢akce: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK z
npo SAKICTH BBE3EHOr0 B YKpaiHy JIKApCBKOro 3a¢00y
©27.11.2023

Ne 58230/23/10

IEPYKAJI®

(HaliMEHYBaHHS MIKAPCHKOTO 3acO6Y 3rimIHO 3 peecTpaliHHuM NOCBIAYEHHAM)

Ta0JeTkH 1o 10 Mr; no 50 Ta6aerox Y dbaakoni; no 1 | porakony y kopoGui
(bopma Bumycky, AIO3YBAHHA, BUA NIAKYBaHHA JIIKapCHKOTO 3aco0y)

Homep peecrpaniiitoro noceimuenns UA/2297/01/01 CTPOK Aii peectpauiittoro noceiguenns 01.01.2099

Cepis nikapcekoro 3aco6y Ne 371093

KinbkicTs BBe3eHOrO Nikapenkoro 3aco6y 16500
Bupobuuk

ITJIIBA XpBarcka 7.0.0., Xopsaris

(HaliMeHyBaHHA BUPOGHHKA NKAPCHKOTro 3acoby, Kpaina TIOXO/KEHHS )
Beeseno B Vkpainy

Torapucrso 3 06meskenoro BianoBizaabHicTIO "Tepa Ykpaina", inenr.
xox: 34770471

(maiimenyBannd Ta Koz 3a €JIPIIOY ropumaHoL ocobu abo npiseuie, iM'a, o 6aTHKOBI
0Co0H - MiANpHEMI, ii MicLie IPOXUBAHHES Ta peecTpaniiinui Homep 06nikoBOI
MoJaTKiB abo cepis Ta HoMmep nacropra)

[Iporoxon Bisyansuoro kourpomo six 23.11.2023 N 3730/8.

(i3ugHOI
KapTKU IUIaTHHKA

3a pesyneTatamu ACPKAaBHOTO  KOHTPONIO BCTAHOBJICHO,

IO JIIKapCBEKHII 3aci6

BBE3€HO B VYKpaiHy 3
AOTPHMAaHHSAM BuMor 3aKOHOJABCTBA IIOA0 3a0e3neye s SKOCTi

JIIKapChbKHX 3aCO0iB.




PLIVA Hrvatska d.o.o0,
Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

I1JIIBA Xpsamcxa .0.0.
IIptnas 6apyna Qizinpenye 23, 10000 3azpeb, Xopsamis

LW

CERTIFICATE OF QUALITY
CEPTUDIKAT TKOCTI
| Ne 1
DRUG PRODUCT CERUCALP, tablets 10 mg, Ne50 (1 vial x 50 tabs.)
AIKAPCBKHH 34CIE UEPYKAN®, mabremuu no 10 Mz, No50 (1 chaaxon x 50 mabaemor)

Active ingredient

Axmuenui inepedicum

Batch number
Homep cepii

Batch size
Pozmip cepit

Release quantity
Bunywena xizvricme

Date of manufacture
Hama supobmumnpmeq

Expiry date
Hpudsamuuii oo

Specification
Cregughirayia

Batch Release Site

Hinoriuys, sidnosidatona sa BUNYCK
cepi

Certificate of GMP compliance of 3
manufactarer

Cepmugbinam eidnosionocmi GMP
BUPOOHUKA

Number of manufacturing license
Honvep SUPOORUNOT niyensft

Bulk manufacturing site, primary and
secondary packaging, quality control
BupoGuuymeo nepozpacosanoi
nPOOYKHIY, nepatnta ma 8MOP UK
YNAKOSRY, Koumposs sxocmi
Certificate of GMP compliance

Cepmugbivam sionosidnocmi GMP

Number of manufacturing license
Homep 6UPOOHYYOF Riyensii

Marketing Authorization License
Pecempayiitne noceiduens

Importing Country
Kpaina-istnopmep

Metoclopramide hydrochloride as metoclopramide hydrochloride momhy@gate 10
g | _
Memorronpamioy 2Iopoxnopud y euzindi MEMOKAONPAMIQY 2IOPOXROPUAY
monozidpamy 10 vz

371093
371093

16 500 boxes
16 500 xopobox

16 500 boxes
16 500 xopobox

(09.2023
09,2023

08.2028
06.2028

SDRAQ0510]
SDRAG0SI0]

PLIVA Hrvatska d.o.0.
Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
HTIBA Xpsamexa d.0.0.

Ipinas Sapyna Gininoguna 25, 10000 3acpes, X, opsanis
Ne UP/I-530-10/22-03/1 1; 381-13-08/243-22-07

Ne UP/1-330-10/19-03/1 2; 381-10-05/241-19-07 (previous)
Ne UP/I-530-10/22-03/11: 38]-7 3-08/243-22-07

No UP/1-530-10/19-03/12; 381-10-05/241-19-0 7(monepeduisy)
Ne UP/1-530-01/13-03/08
Ne UP/1-530-01/13-03/08

PLIVA Hrvatska d.o.o.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
ILIBA Xpsamera 0.0.0.

Hpinas Gapyna Dininoguyg 23, 10000 3azpes, Xopeamis

Ne UP/1-530-10/22-03/11; 381-13-08/243-22.0"

Ne UP/1-530-10/19-03/12; 381-10-05/241-19-07 (previous)
Ne UP/I-530-10/22-03/11; 381-13-08/243-22-07

Ne UP/I-530-10719-03/12 38]-1 0-05/241-19-07 (nonepeoniiy)
Ne UP/I-530-01/13-03/08

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

Ne UA;’229?;"{] ] r’r{}l
Ne Uid/2297/01/01
Ukraine

Vepaina
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TESTS REQUIREMENTS RESULTS
BHITPORYBAHHS RAaMOry PEIVIBTATH
— — NP ara — s o — T T —— E— 4 it . w
DESCRIPTIO White, round, flat tablets with bevelled edges and one | Satisfactory
sided break-mark, intact edges and of uniform
appearance,
BIAACTHBOCTY bini, kpyani, nnocki mabnericy 3 Qackor, ninico Bionosioac
PO3T0MY HA OOHIU I3 CIMOPIK, HeywixodICeH MY
KPAMY [ QOHANO8UM 308Hittnin euzngdom
| AVERAGE WEIGHT (Ph. Eur. 2.0.5) 123.5mg - 136.5 mg 130.5mg
CEPE/{HA MACA (€ap. @, 2.9 5) 123,5 32— 136,5 a2 130,5 mz
DISINTEGRATION® (Ph. Eur. 2.9, 1) 6 of 6; not more than 15 min 3 min.
POSNATAHHA® (Cap. . 2,9.] ) 6 3 6; ne Birvwe 15 xg. 3 x6.
UN‘lFORMITY OF MASS® (Ph. Eur. 2.9.5) 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%
QUHOPITHICTS MACH © (Esp. @, 2.9 5 Bidxunennst 8i0) cepeduvoi macu: - Biariosiznae
- LionarMenine, 18 3 20: ue 6inpme 7.5 %
He Olnsite 2 3 20: He Gimsnel 5 %
RESISTANCE TO CRUSHING (Ph. Eur, From 30 to 90 N 48 N
2.9.8) {10710 tabiets)
CTIHKICTb 10 POYIABIIIOBAHHA (€sp. | Bid 30 90 90 1 48 H
D 2,958 (10 3 10 mabBzemox)
| FRIABILITY® (Ph. Eur, 29.7) <1.0% 0.7 %
CIHPAHICTE® (Ph. Eur 2.9, 7} <1,0% 0,7 %
IDENTIFICATION
IIEHTHDIKAILS
Metoclopramide hydrochloride Metoclopramide hydrochloride monohydrate Satisfactory
monohydrate
Memoxaonpanioy 2I0poxXI0pUdY Memoxnonpawiy 2i6poxa0pudy mono2idpam Bionogioae
MoHo2IAparn
Chlaride © White precipitate Satisfactory
Xropuo © biruii ocao Bionusidac
DISSOLUTION o Not Iess than 70 %(Q)* 100 %
After 30 min
PO3IYUHEHHS He menme 70 % (0% 100 %
uepes 30 xeutun _
PURITY
YHCTOTA
Identified impurities:
Bidomi domirsca:
N,N-diethylethylene diamine < 0.5 %* <0.1%
N.N-Qiemuzemunenoiawiy <0,5 %* <01%
4-amizm-5-chioro-z-methm:}fbenzeic acid < 0.5 %* <0.1%
-aMino-5-x10p0-2-memoxcubenzoiva <05 %* <01%
KUCROWIg
Unidentified tmpurities:
Hesidoni domiurcu:
Single, each < 0.2 %* <0.1%
Oxrpemo, koxcrg: <02 %* <019%
Sum < 0.5 %* <0.1%
Cyma: <0,5 %* <0.1%
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Sum of all impurities < 1.0 %* | <0.1 %

Cyma seix domimox <1,0%* <01%
ASSAY
KITBKICHE BHIHAUEHHES
Metoclopramide hydrochloride 10.013 mg - 11.067 mg of metoclopramide 10.371 mg
‘monohydrate hydrochioride monohydrate / tablet, calc. on the 98 %

average weight: equivalent 95 % - 105 % of the
declared content

Memoxzonpayioy 2IOPOXAOPUDY Bio 10,013 M2 00 11,067 a2 MEMOKIONPAMIDY 10,371 vz
MOHOZIOpam ZIOpoxIcpuUdy Mono2iopamy/ mabremxa, y 98 %
NEPEPAXYHKY Ha cepednio macy: gidnoeidac 95 —
10525 8id 3aqenenol rinvxocmi

MICROBIAL PURITY (Ph. Eur, 2.6.12,
2.6.13)

MIKPOBIONIOITIHA 9HCTOTA (€op. .
2.6.12,2.6.13)

Total aerobic bacteria count NMT 10° CFU/g <5 CFU/g
Sazarvna xiwricms aepobuiux He Girowe 10° KV O/> <JK¥Orz ..
MIRPOOpSanizmie
Total fungi and yeasts count NMT 102 CFU/g | <5 CFU/g
3aearoHa KiroKicHs Apincdncostor § He binowe 10° KY QY2 <3 K¥YOrz
. naiceneaux epubis _
Escherichia coli Absent Absent
Escherichia coli Bidcymua Bidcymus
&T_ﬂtﬁlt regularly tested duﬁné_;tabil 1Ly studgw T e

* Hepeayaspuui; RONMIPONL 6 X001 uBYenns cmabintsnoci
*Related to the declared content of metoclopramide hydrochloride monohydrate
* Bidwocno sansrenoi kinsioemi MEMOKAONDAMIQY 2iOpexTOPUDY MOHOIOpaity

Comment/Kouertap: The original date CoA was issued on 17.10.2023. The current signature date is a date of issuing new CoA on

a revised template./ Opurinansua AaTa BvAaui cepTupikary 17.10.2023. [Torouna pata mianuwcanny e AaTOI0 BMAAYl HOBOTO
CePTHIKATY 32 CHOBJISHUM INAGHOHOM.
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PLEVA CROATIA Lid
Cuality Zagreh
Qualified Parsow
YVinia Subiiié
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