Jlororun

Ne 10009888/442111

Ceprudukar na Beinyck cepuu

1. HasBaHwe npenapara

Llepykan

2. CtpaHa-HasHa4eHus

Poccus

3. Homep perucTpaymoHHoro

M N012812/01

yA4OCTOBEpPEHUS
4. loanpoBka 10 mr

5. lNexapcTBeHHan chopma TabneTku

6. Tun ynakoBku dnakoH, 1*50
7. Homep cepun 442111

8. [ata npousBoacTtea 30.10.2021
9. Cpok roaHocTK 31.10.2026

10. MNpouseogutens danka:

Mnuea Xpeartcka 4.0.0.

Pecnybnuka XopsaTus

Mpuna3s 6apyHa ®ununosuya 25,10000 3arpeb
Yn/1-530-01/13-03/08

YM/1-530-10/19-03/12

MecTo npoBeneHus aHanusa: Mnuea XpBaTcka 4.0.0.

Pecny6nuka Xopsartus

Mpunas 6apyHa Pununosuya 25,10000 3arpeb
Y1/1-530-01/13-03/08

YI/1-530-10/19-03/12

YnaKkoBLuK: MNnuea XpBaTtcka A.0.0.

Pecnybnvka XopsaTus

Mpunas 6apyHa Pununosuya 25,10000 3arpeb
Y1/1-530-01/13-03/08

¥M/1-530-10/19-03/12

11. PesynbeTatsl aHanusa CepTtucukaT npunaraercs

12. KommeHTapuu/3ameyarus

HaumeHosaHne A®C: MeToknonpamug rugpoxnopua

Mpoussoantens A®C: Mkpom C.n.A. Via Delle Arti, 33-20863, CONCOREZZO (MB), Italy
3amevanuii obHapyxeHo He Bbino

13. HacTosiumum noaTeepaato, YTo NpuBeeHHas Bbille MHOpMaUmMs ABNAETCA
AOCTOBEPHOW M TOYHOW. 3Ta NapTuUs NPoAyKUMM Bbina N3roToBNEHa, BKOYas ynakosky /
MapKUPOBKY W KOHTPOJSIb KA4eCTBa Ha BblLLEYNOMSIHYTbIX CailTax, B NONHOM COOTBETCTEWM C
TpebosaHuaMN GMP MecTHOro perynupyoLLero opraHa u crneuuukaLmm B paspeLleHun Ha
npoaaxy cTpaHbl-UMnopTepa unu danna cneyudukaumy NnpoaykTa Ana aHanmampyemoro
NeKapcTBEHHOro cpeacTaa.
3anwcu 06 o6paboTke nNapTuii, ynakoBKe U aHanmse Gbinu paccMOTPEHbI U NPU3HAHDI
cooTBeTCcTBYIOWMMU ¢ GMP.
14. YnonHomMo4eHHOoe NLIO BbiNyCcKatoLero KOHTpossi kadecTtea Mnuea XpeaTtcka A4.0.0.
Vanja Sabljic
15. Noanucek
16. Oarta
Mognucano
Mepeson sepeH Olga undposoit
nognuceto: Olga
Ere men Eremenok
fara: 2021.12.27
ok 11:49:19 +03'00"

29.11.2021




PLIVA HRVATSKA d.o.0.

Certificate of Release

No. 10009888/442111

SCeENOUALNS

11.
12.

13.

14.

15.

16.

Name of product

Country

MA number or NDC number
Strength / Potency

Dosage form

Pack size and type

Batch number

Date of manufacturing
Expiry date

. Bulk Manufacturing site

Name

Address

Authorization number

Eudra GMP reference number or
certificate of GMP Compliance

Testing site

Name

Address

Authorization number

Eudra GMP reference number or
certificate of GMP Compliance

Packaging site

Name

Address

Authorization number

Eudra GMP reference number or
certificate of GMP Compliance

Result of analysis: CoA attached

CERUCAL
Russian Fed.
P N012812/01
10 mg
Tablets
Bottle, 1*50
442111
30.10.2021
31.10.2026

PLIVA HRVATSKA d.o.o.

Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Croatia
No UP/I-530-01/13-03/08

UP/1-530-10/19-03/12

PLIVA HRVATSKA d.o.0.

Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Croatia
No UP/1-530-01/13-03/08

UPA-530-10/19-03/12

PLIVA HRVATSKA d.o.o.

Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Croatia
No UP/I-530-01/13-03/08

UPA-530-10/19-03/12

Comments / remarks: APl name and APl manufaciurer site: Metoclopramide hydrochloride - ICROM S.R.L.,Via
delle arti 33, 20863 Concorezzo - Italy. There were no major/critical deviations.

Certification statement:

"I hereby certify that the above information is authentic and accurate. This baich of product has been
manufactured, including packaging/labelling 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 Authorization of the importing country or product specification file for investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in compliance

with GMP_"

Name and position/titie of person authorizing the batch release:

Qualified Person

Signature of person authorizing the batch release:

Date of signature:

ﬂr{:\: WG A J-&iﬂ o
4 ‘:\
29 4, 2024
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CERTIFICATE OF ANALYSIS/CEPTUOUKAT AHAJIM3A

No.:9
B ~ Date/para: 29.11.2021 .
Product Name | Cerucal® tablets 10 mg
L]

HawmeHoBanme npogyxiumuu Uapysan’: Tabseriis 10 mr )

Batch No./Cepua Ne 442111 B

Mfg.Date /flara npoussogcrea 30.10.2021 )

_Exp.Date /fopenpo _131.10.2026

No. Tests Specification e Results _

1 Description Visually White, round, flat tablets with bevelled
White, round, flat tablets with edges, and onesided break-mark,
bevelled edges, and one-sided smooth surfaces, intact edges and of
break-mark, smooth surfaces, uniform appearance
intact edges and of uniform
appearance

Onucanue Busyanohoiii
Benbie, kpyraste, nnockue Tabnetkn | benvie, kpyrabie, naockue 1abnetkm co
co CKOWICHHLIMKM | CKOLICHHbIMW HEeMNOBPEXMACHHLIMKA
HENOBPeXAEHHBIMMU Kpasmu, | KPaRmu, TNafKo# O HOPOAHOH
TNaaKOok OAHOPOAHOW | NOBEPXHOCTLIO, C PUCKOW Ha OJHOM
NOBEPXHOCTLIO, C PUCKOW Ha ojHOI | CTOPOHE.
CTopoHe. S

2 Identification HPLC The retention time of the main peak in
The retention time of the main the chromatogram of the sample
peak in the chromatogram of the solution correspond to the retention
sample solution should correspond | time of the metoclopramide peak in the
to the retention time of the chromatogram of the standard solution
meloclopramide peak in the
chromatogram of the standard
solution

NognunuocTs BIMX
Bpems yaepmuBaHUA OCHOBHOIO Bpemsi yaepuBaHuA OCHOBHOIO NUKa
NUKA HA XPOMaTOIpaMme Ha XPOMATOIPamme UCRLITYeMOro
MCNLITYEMOTrO PACTBOPA AOKHO pacTBOpa COOTBETCTBYET BPEMEeHN
COOTBETCTBOBATL BPEMEHHU YOCPHUBAHWA NMUKA METOKAONDaMULA
YASPHMBAHKA NUKA Ha XpPOMaTOrpamme CTaHJ3pPTHOTO
MeToKAoNpamuaa Ha pacTsopa
XpOMaTorpamme CTaHAApTHOIO
pacisopa -

3 Dissolution USP or State Ph. of RF
UV spectrophotometry
Not less than 75 % (Q) of the 104 %
declared content in 30 min

PacTsopenne I'® P® unu Eep.®
Y@-cnekmpogomomempusn
He menee 75 % (Q) ot 3assnednoro | 104 %

: | coAepxatun uepes 30 muH "

1, L000U Zag Hivatska; telefon: + 385 1 37 20 000; telefaks: + 385 1 37 20 111: URL: v pliva_hs
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4

Related impurities

PoacreeHnbie

HPLC

N,N-diethylethylene diamine - not
more than 0,5 %
4-amino-5-chloro-2-
methoxybenzoic acid- not more
than 0,5 %

single, each - not more than 0,2 %
sum - not more than 0,5 %

| Sum of all impurities - not more

than 1,0 %

BIMX
N,N-AM3TMNaTUNCHAUAMMH - He
6onee 0,5 %

4-aMUHO-5-xnop-2-
meTokcubeH30WHan KUCNoTa - He
6onee 0,5 %

eiuHuYHan
HEeUACHTUPUUMUPOBAHHAN NPUMECH
- He bonee 0,2 %

CYMMa HEMACHTHOUUMPOBAHHLIX
npumecen - ve Gonee 0,5 %
CYMMa BCex npumecei - He Bonee
1,0 %

<0.1%

<0.1%
<0.1%
<0.1%

<0.1%

<0,1%

<0,1%

<0,1%
<0,1%

<0,1%

Microbial quality

Mwuxpobuonoruueckan

YHCTOoTa

Ph.Eur. Or Stote Ph. of RF

Total aerobic microbial count
{TAMC) — not more than 10° CFU/ g;
Total yeasts and moulds count
{TYMC) — not more than 10* CFU/ g;
Escherichia coli—absencein1g
Category 3A

Ph.Eur. Minu I Po

Obwee Yyucno A3poOHbIX
mukpoopranmamos (TAMC) — we
6onee 10* KOE/ t;

nnecHesbix rpuGos (TYMC) - we
6onee 10% KOE/ r;

Escherichia coli — orcyrcreue B 11
Kareropus 3A

<5CFU/ g

<5CFU/g;
absence

| <SKOE/r
Obuwipee 4MCNO  JPONOKEBHIX W |

<5KOE/r
orcyiciBue

e, Mrvatska; telefon: + 385 1

37 20 000; telefals: + 385 1 37 20 111; URL: wvww pliva hr
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6 Uniformity of dosage | Ph.Eur. Or State Ph. of RF, HPLC
3 Acceptance value for 10 tablets not | Av=3.2
units
more than L1 %;
Acceptance value for 30 tablets not
more than
L1 % and any individual result
should not be less than
{1—-12x0.01) M or more than (1 +
12 x0.01)
{L1=15.0;12=25.0)
Ph.Eur. Wnu I'® P®, BIWX |
Kputepwii npuemnemoctu AV ana |
OpHopogHoCTL 10 Tabnetok He Gonee L1 %; @ AV=3,2
KpuTepuid npuemnemocm AV ana
AOINpOSIE 30 rabnetok He Gonee L1 % u HM
OAMH WHIMBUAYANLHLIA pe3ynbTaT
HE  JO/MKEeH BbiTh MeHee
{1 -12 x0,01) x M wu 6onee
(1+12x0,01)xM
(L1=15,0; 12 = 25,0) -
7 Assay HPLC
From 95 mg to 105 mg of 10.0 mg
metoclopramide hydrochloride in
one tablet;
{rom 95 to 105 % of the labeled 100 %
! — oe content
BIXX
onpegeneHne Or 95 wmr po 105 wr 10,0 mr
| MeTokAonNpammaa TMAPOXAOPKUAA B
Tabnetue;
or 95 po 105 % OT 3aABACHHOIO 100%
2 ; coacpaaina e
9 Storage ! Do not store at temperature above 25 C°, in original package
i
Apanig | Npy Temnepatype e Bbile 25°C 8 OPWUIMHANLHON YIAKOBKe
10 | Shelf life Cpox 5 years
FORHOCTH S ner
The product meets the requirements ND P N012812/01-240419
Mpopyxr coorBercrayer Tpebobanwam HA, N N012812/01-240419
Certificate signed by/Ceprgmnar nognmean:
Name /OUO: Title /AomxHocTb: Date and Signature /fara u
' PLIVA CROATIA L noanuch: 4
yuality Zagreb R
PR, S Qb B 11, 2000, Ankit o
et 4
PLIVA HRVATSK 7.
Prilaz baruna Filipovica ; KKK) Zagrab, Hrvatske, teiefon: + 385 1 3% 20 000; telefaks: + 235 1 37 20 111: URL: www.phiva iy




DEAEPAABHAS CAVREA TIO HAAZOPY
B OWEPE 3APABOCKPAHEHUA

«CBeaeHuA o0 BBOAE B rpa¥AaHCckuil o8opoT B Poccuiickon deaepaunm neKkapcTBeHHbIX
CpeacTB No COCTOAHMIO Ha 16.03.2022 14:10»

NaykH KapTOHHbIE/ ~

Xopearus

Jata uecenns 8 AHC Ipoussomrens CeeleHHs 0 CTaqHAX HopmaTHaBHas Oprammaiing, Homep Howtep, xara
A Toprosoe HaHMeHOBaHHE (BBIMYCKAaIIHI Crpana Ko L KV ELoi T e BBINYCTHBINAS B CepHH, Pa3peleHHs Ha
P MRop KOHTDOJIb) POl & Aoy B rpaxIaHCKHi1 obopor napTHH njm
Lepykan®; rabnetku 10 Peciveiniica Imsa Xpearcka
27.12.2021 mr 50 mT., dnaxonst (1), TmBa Xpearcka J1.0.0. X;pB};Tm 1.0.0., Peciybmika I1NO12812/01-240419 000 "Tepa" 442111




