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JloroTun

N 10009888/643082

CepTHOHKAT Ha BHINYCK CEPHH
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1. HazeaHue npenaparta Uepykan

2. CtpaHa-HasHaueHus Poccuitckaa ®epepaumna
3. Homep pervcTpaunoHHOro M N01281 2/01
YAOCTOBEPEHURA

4. loanposka 10 mr

5. NekapcTeeHHan dopma TabneTku

6. Tian ynakoBKku ®nakoH, 1*50

7. Homep cepuun 643082

8. jaTa npou3soacTea 03.07.2022

9. CpoK rogHocTH 31.07.2027

10. MpouasoauTens Ganka:

Mnuea XpeaTcka A.0.0.

Prilaz Baruna Filipovica 25, 10000 Zz greb, Croatia
(XopsaTia)

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

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

|

E

% MecTo nposeaeHUnA ananuaa:
!

|

MNnuea XpeaTtcka A.0.0.

Prilaz Baruna Filipovica 25, 10000 Z: igreb, Croatia
(XopeaTus)

UP/I-530-01/13-03/08

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

YnaKkoBLWMK:

Mnuea XpeaTcka A.0.0.

Prilaz Baruna Filipovica 25, 10000 Z agreb, Croatia
(XopsaTuf)

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

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

11. PesynsTaTel aHanusa

CeptvudukaT NPUNOXEH

12. KommeHTapuw/aameuaHua
Ha

15. Moanuce: [NOANMCaHo]
16. [lata NOANUCaHUA.

Mepeson BepeH:

Natalya noawe

Kuyants e
fNava: 2022.11.05
eva 15:40:02 +03°00°

ToyHoii. JlaHHas MapTHA MPOAYKTA

enoBaHne AGC: Metoknonpamuaa rapoxnopna
Npduseoautens AGC: Wkpom C.p.n. Via Delle Arti 33, 20863, Concore 20, Italy (Utanua)
He Rbi0 BLIRBNEHO CEPLE3HBIX/ KPUTUMECKUX OTKN

OHEHWA.

13. HacToAMM NOATBEPKAAIO, YTO MPHBEACHHAA BBIILIC uHdopMalIns ABAACT 34 NOCTOBEPHOR H
6LINa WArOTOBNEHA, BKIIIOUAsA YNIaKOBKY / MAPKHPOBKY H KOHTPOIIb
KauecTBA Ha BhILIEYNOMAHYTOH(-BIX) nnowanke(-ax) B NOJHOM COOTBETCTBHM C TpeGoBaHHUAMH GMP
MECTHOTO peryJHpyHollero opraia u crieUHUKALHAMH B paspellieHHH Ha Mpe 1axy CTpaHbl-
HMMOpTEpa MM NPOEKTaMH HOpMaTHBHOM JOKYMEHTALMH 114 WCC/IeJOBATENE CKHX IeKapCTBEHHBIX
cpencTB. 3anHuCH O NPOU3BONCTBE, yNaKoBKe H aHanu3e napTuit 6B1H paccMO” PEHBI H NPHIHAHE]

i COOTBETCTBYOLIMMH TpeGOBaHHAM GMP.

4 14. YnonHomouerHoe nuuo, Pliva Croatia, Quality Zagreb

Martina Zadro

30.09.2022

Crp. 111
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No.:8
Date/flata: 14.09.2022

'CERTIFICATE OF ANALYSIS/CEPTUBHKAT A AATTA3IA

i Product Name

| Haumenosaume npoaykumm

Cerucal® ,tablets 10 mg

Uepykan® rabneru 10 mr

BatchiNo./Cepun Ne o 643082
Mfg.ate /Aara nponssoacrea | 03.07.2022
! Exp.DRte /ToaeH ao 31.07.2027 N 5
#L No. | Tests [ Specification ] Results __]
1 | Description | 'Visuaﬂy | White, round, flat tablets with bevelled .
j White, round, flat tablets with |edges, and one-sided  break-mar k, :
| bevelled edges, and one-sided smouth surfaces, intact edges and of r|
' break-mark, smooth surfaces, unifcrm appearance i
' intact edges and of uniform l
I appearance !
| Onucanue Busyansherii f
! Benvie, kpyravie, nnockune Tabnetkn | Benv e, kpyravie, naockue Tabnetku co
f co CKOWEHHbIMK | CKOLW 2HHLIMHK HENOoBpeMAeHHbIMMK
! HENOBPEXAEHHbIMM Kpaamu, | Kpasitm, rnaaKoi OAHOPOAHO#A |
E rnagxom OOHOPOAHOW | NOBE IXHOCTLIO, € PUCKOW Ha OfHOMI :
i | NOBEPXHOCTLIO, C PUCKOW HA OAHON | CTOPC He. :
! | cropoHe.
|2 Identification HPLC The ritention time of the main peak in
| The retention time of the main the ct romatogram of the sample ;
| peak in the chromatogram of the solution correspond to the retention f
sample solution should correspond | time ¢ f the metaclopramide peak in the |
to the retention time of the chror atogram of the standard solution '
metoclopramide peak in the |
chromatogram of the standard

| YloanunnocTs

—— e
{3 | Dissolution
I

PLIVA CROATIA (g,
Fréaz baruna Fillpavida 25, 10000 2agren, Croatis;

solution

BIMX

Bpems yaepmusanua OCHOBHOro
NUKa Ha Xxpomarorpamme
HCNLITYEMOro pacTeopa AoAMHO
COOTBETCTBOBATL BPEMEHU
YAEPHKUBAKKMA NuKa

| MeTokaonpamupa Ha

——
—

XPOMaTorpamme cranaapTHoro |
| pacrsopa o f

| USP or State ph, o}R_FW o

‘ UV spectrophotometry i
Not less than 75 9 (Q) of the
declared content in 30 min
r® PO unu Fep, @
YMEKMPO¢DMDMEMWR

Bpemn yaepmusanun ocHoBHOro nuka
Ha Xpo watorpamme UcnbITyemoro
PAcTBA 33 COOTBETCTRYET BpeMeHU
YAEPH 1BaHUA NuKa MeToKNONPaMuaa
Ha XpoiAaTorpamme cTaHaapTHoro
pacreo a

197%

He menee 75 % (Q) o7 3asBnenHoro 97 %

CoABPKaHUA Yepes 30 mun

Phone: + 385 3 37 20 000; Fax: ~ 345 137 20 111; URL; s pliva_hr

———

||
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Related Impuritlés

HPLC
N,N-diethylethylene diamine - not

Pliva CROATWA Lts.
Frilg i
1 B¥una Filipoyics 25, 10030 Zagreh, Croatia; Phione, + 3851

137 3
0 000; Fax: + 385137290 111; URL: www.pliva.hy

more than 0,5 % {<01%
¢ 4-amino-5-chloro-2-
! methoxybenzoic acid- not more
’ than 0,5 % <0.1%
single, each -not more thén 0,2% | <0.1%
sum - not more than 0,5% <0.1%
Sum of all impurities - nat more
than 1,0 % <0.1%
] ' BIMX
1 PopcreenHbie N,N-guarunatuneHguamu - He
_] ? npumecy Gonee 0,5 % <01%
! | 4-aMWHO-5-xn0p-2-
i 2 MeTokcuBeH3oiinad KUCNDTa - He
‘ ? 6onee 0,5 % <01%
. g eAUHMUHAA
‘ H HEHAGHTHOUUADOBAHHAR NPUMECH
f - He 6onee 0,0 % <01%
! CYMMa HEHAEUTUDULMPOBAHHBIX
! . if npumecei - e 6onee 0,5 % <)1%
i : ’ CyMMa Beex npumecei - ve bonee
; : Los% <21%
i 5 | Microbial quality Ph.Eur. C'r State Ph, of RF
| ! Total aerobic microbial count | < 5 CFU/g;
| ! (TAMC) - not more than 10° CFU/ g;
! Total yeasts and moulds count
5 f ! {TYMC} - not more than 107 CFU/ 8 | <L CFU/g;
[ , i Es«t:herlch; coli —absencein1g absence
i i Mukpo6uonoruueckan | > o80TY
‘ SiiroTs Ph.Eur. Unu r'® Po
; ! - | Obusee 4HENO a3po6Hbix
, MUKPOOPraHu3mos (TAMC) - we !
; I Gonee 10° KOE/ r; | <5 KOE/r
I Obwee wncao  gpowowesvix |
f pnecuesux rouBos (TVMC) ~ e |
on
. Esch:iihi:ggf;/ _rcm:m“me ) <5 {0E/r
TSI ! Kareropua 3A o -
o 7 _'—-__'_‘—"—-——-——----.ﬂ.._ D |
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Uniformity of dosage | Ph.Eur. Or State Ph. of RF, HPLC :
units Acceptance value for 10 tablets not | AV=1.6 !
more than
L1 %;
Acceptance value for 30 tablets not
more than L1 % and any individual
result should not be less than
(1~12=0.01) M or more than (1 +
; { 12 % 0.01)
‘ f (L1 =15.0;12 = 25.0)
‘ | DaHOpOAHOCTL Ph.Eur. Hnu F® P®, BIMX
AO3UPOBAHUA Kputepuii npuemnemoctn AV ana
10 rvabnerok He Gonee L1 %; | AV=16
KPUTEPUH npuemnemoctn AV ana :
30 rabnetok He Gonee L1 % v Hu i
OAWH WHAMBWAYANbHBIA Pe3ynbraT ,
He AONKEH bbime meHee ;
(1 - L2 x 0,01) x M unu Gonee i
(1+12%0,01)xM
LN (L1 = 15,0; L2 = 25,0)
7 Assay HPLC
From 9.5 mg to 105 mg of
metoclopramide hydrochloride in
i one tablet; 9.9mg
| from 95 to 105 % of the labeled
; content 99 %
ONU4ECTBEHHOE BIMX
i or 95 mr po 105 wmr
| i METOKNONPAMUAD TUAPOXNOPHAS B | g g,
i 1abnetke; ’ |
! or 95 no 105 % ot 33ABNEHHOro 99 % |
- (copepwanmn -
9 Storage ' Do not store at temperature above 25 C°, in original packag i
- __???_'ff“"e Npu TemnepaType He eoiwe 25 °C B OPUrUHANbHOW ynakoske i
10 | Shelf life Cpox 5 years '
FOAHOCTH S ner !
The product meets the requirements ND P N012812/01-240419, var. 1 !

i MpopyxkT cooteercrayeT TpeGosanvam HA N N012812/01-240419, nam. 1 |

Certificate signed by/Cepruduxar nognuca:

Name /®U0: Title /AonKHOCTD:

CGuality Zagreb
Qualified Person
Martina Zadro

PLIVS CROATIA Lid

] Date and Sig: ature /Ratan
noAnMeL:

St .
.“._; S ,,\‘ b L2 iy

PUVA CROATIA Ltd.
Prilaz baruna Filipowléa 25, 10000 Zagreb, Croatla; Prone: « 385 1 37 20 000; Fax: + 385 1 37 20 111; URL: wwvs.pliva.hr



