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CERTIFICATE OF ANALYSIS/CEPTHGMKAT AHA/TU3A
No.:2 .
Date/fara: 14.6.2021 B
Product Name Corinfar® retard prolonged release fiim-coated tablets, 20 mg

K ®
[T Pr—— R OpuHdap® perapg rabnerku ¢ NPOAOHTUPOBAHHBIM

BoicBo6oXKaeHMEM, NOKPbITLIE NAEHOYHOM’ 060n104K0M, 20 mr

|

e _

| Batch No./Cepun Ne 740051
| DAt

| Mfg.Date /Rara npounssoacTea L27.04.2021

|
‘ SN
Exp.Date /TogeH po [ 30.04.2026 B |
No. Tests T Specification Results
1 Description Visually
Yellow round biconvex film-coated | Yellow roung biconvex  film-coated
tablets, tablets.
i Onucanue Busyansweii
| Hpvrnue‘ ABOAKOBLINYKNbIE prrﬂble, ABOAKOBbLINYKAbIE TaﬁﬂeTKH,.‘

| TabneTkM, NOoKpPbITbIE NAEHOYHOW | NOKPBITHIE  NneHouHOW  0BosouKo
KeNToro useta.

_060N104K0i enTaro uBeta.,
Identification HPLC
The retention time of the main The retention time of the main peak in

peak in the chromatogram of the the chromatogram of the test solution
test solution should correspond to | should correspond to the retention time
the retention time of the main of the main peak in the chromatogram
peak in the chromatogram of the of the Nifedipine standard solution,
Nifedipine standard solution. ’

|

|

NoanuntocTs BIMX Bpema yaepHuBaHusa OCHOBHOrO NUKa

Bpema YAEPHUBaHUA OCHoBHOro Ha XpOmatorpamme HCNbITYemoro
NUKa Ha XpomaTtorpamme pacTsopa gonHo COOTBETCTBOBATL
UenbITyeMoro PacTeBopa A0NXHO BPEMEHM yaepKuBaHus OCHOBHOrO

| COOTBETCTBOBATL BpemeHu NUKa Ha Xpomartarpamme CTaHpapTHoro

| YABPHMBAHWA OCHOBHOIO NUKA Ha pacTeopa HudeaunuHa,
| Xpomatorpamme CTaHAapTHOrO |
| pactsopa HUdeaMnuHa. |

PLIVA HRVATSKA d.o.o.
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{ 3 Dissolution Ph. Eur. or State Ph. of RF
Spectrophotometry
[ After 10 minutes: 30% - 50% 47 %
After 30 minutes: 50% — 70% 59 %
After 180 minutes: 75% - 95% 81%
(complies with requirements of
Ph.Eur.)
PacTsopenue Ph. Eur. unu re po
Y@-cnekmpogomomempus
| Hepe3s 10 muHyT: oT 30 40 50 %, | 47 %
‘ Yepe3 30 muHyT: 0T 50 A0 70 %; | 59%

i uepe3s 180 muHyT: ot 75 40 95 % 81%
‘ {cooTBeTCTBYET TPEGOBaHMAM Ph, L
\ Eur.)

4 Related impurities HPLC

Nitrophenylpyridine analogue -

NMT 0.5%; <0.1%
Nitrozophenylpyridine analogue —

NMT 0.2%; <0.1%
Single unspecified impurity — NMT

0.2% <0.1%
Total unspecified impurities — NMT

0.5% <0.1%

PoacTeeHHbIe npumecn | BIMKX
HutpodennannpuanH-aHanor - He |
6onee 0,5 %; <0,1%

HuTposodenunannpuant-aHanor —
He 6onee 0,2 %; <0,1%
EAWHWYHAR

HEMAEHTMOUUMPOBAHHAR NpUMeEcs ’ <0,1%
—He Gonee 0,2 %;

‘ Cymma HeNZeHTUHULMPOBAHHbIX

| | npumeceit - He 6onee 0,5 % | <0,1%

PLIVA HRVATSKA d.0.0.
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5 | *Microbial quality Ph.Eur,
Total aerobic microbial count
(TAMC) - not more than 10° cruy | <° CFU/8
8
Total yeasts and moulds count <5 CFU/g
(TYMC) - not more than 10? CFU/ L
g '
Escherichia coli - absence in 1 g F
*Muwpobuonoruueckas | Or State Ph, of RF |
Category 3A ‘
“ucroTa Ph.Eur. | <5 KOE/r
Obwee uucno a3pobHbIx |
! MWKPOOPraHuamos ~ He Bonee 103 i
KOE/r; | <5 KOE/r
Oblwee uucno  gpowokesbix w | oTcyTcTBYeT/T
NAecHesbix rpuboe — He Gonee 107 |
KOE/r: i
f Orcytereme Escherichia colis 1r |
‘ Hnu e po
' Kateropus 3A |
6 Uniformity of dosage Ph.Eur. or State Ph. of RF
units HERS
Acceptance value for 10 tablets < AV=23
L1% ’
Acceptance value for 30 tablets < ]
L1% |
and any individual result should not |
| be less than (1- 12 x 0.01)x M or
more than (1+L2 x 0.01)x M
| (L1=15.0;12=25.0)
| Ph.Eur, unu re pe Jl
OAaHopoaHocTy | BIMX
| Kputepuii npuemnemoctn AV ana AV=23
f HRRHRONGHNA 10 Tabnetok He 6onee L1 %:
[ KpUTEPHIA Npuemnemoctn AV ans
{ I 30 rabnetok He Gonee L1 % |
|‘ M HA  OOMH  WHAMBMAYANBHBIA |
i PE3ynbTaT He A0/MKEH BbiTh MeHee
3 | (1-12%0,01) x M wnm Gonee (1+
| ‘, 12 % 0,01) x M
L (L1=15,0; L2 = 25,0) :

PLIVA HRVATSKA d.o.0.
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|7 Assay  HPLC i
| From 19.0 mg to 21.0 mg of ‘
20.3
| ' Nifedipine per a tablet | S me
| (95 % - 105 % of the labeled | 102%
| amount) |
|
‘= KonuuecrsenHoe ‘ ‘
\ onpegenexnue | S 20,3 m
_ P | O1 19,0 A0 21,0 Mr HUdeannUHE B ‘ =-11B
| | Tabnerke 102 %
‘ (0T 95 % A0 105 % OT 3aABAEHHOrO |
CoaepHaHuA HudeannuHa) |
\
. ) |
{ 9 Storage | At the temperature not exceeding 25°C in the original packaging.
\ XpaHeHue -
| Mpu TemnepaTtype He Boiwe 25 °C B OPHUIMHaNbLHOK YNakoske
10 | Shelf life Is years
‘ 5 ner

l Cpok rogHocTH

The product meets the requirements ND P N015327/01-251219
NpoaykT cooTBetcTayer Tpebosanmuam HA M N015327/01-251219

Comments:
*Tested on every 10" batch or at least one batch per year/ Npoeepaerca Ha kamAoH 10-i cepum, Ho He pexe,
HYeM Ha 04HOW Cepuu B rog.

Certificate signed by/Ceprudmkar noanucan:

Name /®UO: Title /'H'MWQT‘.R'OA'I'[A m " Date and Signature /fara n

: | ;
Quality Zagreh noAnuce: /
Qualified Person ‘ 16, 0@, e 24 K(QM o
Vanja Sabljié [T

/
VANAA SAs(3IC

|
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Mnuea XpsaTcka A4.0.0.
Ceptudbukar Ha BbInyck

Ne10010967/ 740051

Ezaanne IpoayKTa J Kopundap peraps j
Crpana | Poccns

Homep perucrpaumonnoro YIOCTOBEpEeHHS | [INO15327/1 "
Ho3uposka [ 20 mr N

JlexapcTBeHHas (opma

TabneTkn ¢ MPOJIOHTHPOBAHHBIM
TMIOKPEITBIC MIEHOYHOIT 0D0I0YKO

BBICBOOOKAEHHEM,

Pasmep u tun ynakoskn

| dnakon/ 1#50

-

Homep cepun | 740051
Jlata npoussoactea | 27.04.2021
Cpok roanocry | 30.04.2026

IlpousBoautens Ganka:
¢ Hazsanue
*  Anpec
* Homep nuuensuu
* Ccbuika Ha GMP cepTHdhukar

ITanBa Xpsarcka 1.0.0.

Prilaz. Baruna Filipovica 25, 10000 Zagreb, Republic of
Croatia
Ne UP/1-530-01/13-03/08

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

Kourpons kavecrra:

* Hasganue

*  Anpec

*  Howmep muuenzun

® Ccrinka na GMP cepTHuUKaT

| [niga Xprarcka 11.0.0.
Prilaz Baruna Filipovica 25, 10000 Zagreb, Republic oﬂ
LCroatia
Ne UP/1-530-01/13-03/08
UP/I-530-10/19-03/12

Ynakoska:
* Hasganue
* Anpec
* Howmep nuuensun
* Ccbutka Ha GMP ceprudukar

[lnnBa Xprarcka 1.0.0.

Prilaz Baruna Filipovica 25, 10000 Zagreb, Republic of
Croatia

Ne UP/1-530-01/13-03/08 ]
| UP/1-530-10/19-03/12

PesynbTarte anannsa:

’ Ceprudukar anamusa TIPHITO)KEH

Kommenrapun/zameuarnns:
Haumenosanmue A®C: Hudeannun

Barcelona, Spain

ITpon3ssoantens AGC: Mosxe Karanana C.J1., Poligono Industrial Sur, Cesar Martinell I Brunet, 12A, 08191 Rubi,

Kputnuecknx OTKJIOHEHHH BBIABJIEHO He ObLIO

Wms/ omkHocTs

YnoaHomodyeHHOe JHLIO Vanja Sablje
[Moanuce: Hoonuce/
Hara: 16.06.2021r.

MoanucaHo
MNepesog sepen Olga Udposor

nognucbio: Olga

E reme no Eremenok

k Hata: 2021.07.05
07:54:35 +03'00'
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