
PLIVA HRVATSKA d.o.o. 

Certificate of Release 

No. 1 001 096411 87091 

1. Name of product 
2. Country 
3. MA number or NDC number 
4. Strength 1 Potency 
5. Dosage form 
6. Pack size and type 
7. Batch number 
8. Date of manufacturing 
9. Expiry date 
10. Bulk Manufacturing site 

Name 
Address 
Authorization number 
Eudra GMP reference number or 
certificate of GMP Compliance 

: CORINFAR 
: Russian Fed. 
: P NO15326101 
: 10mg 
: Oral Extended Release (ER) Tablets (Film Coated) 
: Bottle, 1'100 
: 187091 
: 02.09.2021 
: 31.08.2026 

: PLIVA HRVATSKA d.o.0. 
: Prilaz baruna FilipoviCa 25, 10000 Zagreb, Croatia 
: NO UPII-530-01113-03108 

Testing site 
Name : PLlVA HRVATSKA d.o.0. 
Address : Prilaz baruna FilipoviCa 25, 10000 Zagreb, Croatia 
Authorization number : No UPII-530-01113-03108 
Eudra GMP reference number or 
certificate of GMP Compliance : UPII-530-10119-03112 

Packaging site 
Name : PLlVA HRVATSKA d.o.0. 
Address : Prilaz baruna FilipoviCa 25, 10000 Zagreb, Croatia 
Authorization number : No UPll-530-01113-03108 
Eudra GMP reference number or 
certificate of GMP Compliance : UPII-530-10119-03112 

11. Result of analysis: CoA attached 
12. Comments I remarks: API name and API manufacturer site: Nifedipine - Moehs Catalana S.L., Poligono 

Industrial Sur, Cesar Martinell I Brunet, 12A, 081 91 Rubi, Barcelona, Spain. There were no majorlcritical 
deviations. 

13. Certification statement: 
"I hereby certify that the above information is authentic and accurate. This batch of product has been 
manufactured, including packagingllabelling 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." 

14. Name and positionltitle of person authorizing the batch release: 

Qualified Person 

PLIVA CHOA'rIA Ltd 
Quality Zagreb 
Qualified Person 
Marta Velika~loviC 

I 

15. Signature of person authorizing the batch release: . ~ h o w c  

16. Date of signature: 04.10.902l 



CERTIFICATE OF ANALYSIS/CEPTHQHKAT AHAnH3A 
No.:12 

Date/Aara: 27.09.2021 
Product Name Corinfare prolonged release film-coated tablets, 10 mg 

I Batch No./Ceuwfi Ng 
I 

1 187091 

Specification 
Vlsually 
Yellow, rounds biconvex film- 
coated tablets, with beveled and 
undamaged edges and of uniform 
appearance. 
8~3yaJ lb~b l~  
H(en~ble Kpyrnble ABORKOBblnyKnble 
la6ne~~1.1, noKpblTble n n e ~ o w o i  
06ono1r~oi, CO CKOUleHHblMH 
HenoepeWewblMH KpaRMH H 

OAHOPOAHblM BHeUlHHM BMAOM. 
HPL C 
The retention time of the main 
peak on the chromatogram of the 
test solution should correspond to 
the retention time of the main 
peak in the chromatogram of the 
standard solution. 
B3MX 
B ~ ~ M R  yAepXHBaHHR OCHOBHOrO 
n w a  Ha xpoMaTorpaMMe 
ncnblqennoro pacTeopa Aonxtio 
COOTBeTCTBOBaTb BPeMeHH 
yAepxneaHHR ocHoeHoro nHKa Ha 
xpoMaTorpaMMe cTaHAapTHoro 
pacreopa. 
Ph. Eur. or State Ph. of RF 
UV-spectrophotometry 
In 10 minutes from 30 %to 50 %; 
In 30 minutes from 50 %to  70 %; 
In 180 minutes from 75 %to  95 % 
(complies with requirements of 
Ph.Eur. (2.9.3)) 
Ph. Eur. unu r@ P@ 

Results 

Yellow, rounds biconvex film-coated 
tablets, with beveled and undamaged 
edges and of uniform appearance. 

The retention time of the main peak on 
the chromatogram of the test solution 
should correspond to the retention time 
of the main peak in the chromatogram 
of the standard solution. 

B ~ ~ M R  yAepXHBaHHR OCHOBHOrO nHKa 
Ha xpoMaTorpaMMe HcnblqeMoro 
pacTsopa AonxHo cooTeeTcTeoeaTb 
epeMeHn y4epxHeaHnn ocHoeHoro 
nnKa Ha xpoMaTorpaMMe cTaHAapTHoro 
pacrsopa. 

PLlVA CROATIA Ltd. 
PrIIma baruru Flllpovlb 25.10000Zyrcb. Croatla; Phone: + 385 1 37 20000; Far: + 385 1 37 20 111; URL: www.pllva.com 



( C O O T B ~ T C T B ~ ~ T  T ~ ~ ~ O B ~ H H F I M  EBp. 
@ a p ~ .  (2.9.3)) 

4 Related impurities HPLC 
Analogue of nitrophenylpyridine - 
not more than 0.2 %; ~ 0 . 1 %  
Analogue of nitrosophenylpyridine 
- not more than 0.2%; c 0.1 % 
Any single unidentified impurity - 
not more than 0,2 %; c 0.1 % 
Total unidentified impurities - not 
more than 0.5 % c 0.1 % 

P o ~ l c r e e ~ ~ b ~ e  B3MX 
npHMecn N H n ~ p o @ e ~ n n n n p n ~ n ~ - a ~ a n o r  - 

~e 6onee 0,2 %; c 0,1% 
Hn~p03o@e~nnnnpn~n~-a~anor  - 
tie 6onee 0,2 %; c 0,1% 
n106a~1 eAHHHrHaR 
H ~ H ~ ~ H T H @ H Q H ~ O B ~ H H ~ F I  npHMeCb 
- ~e 6onee 0,2 %; <0,1% 
C ~ M M ~  H ~ H ~ ~ H T H @ H Q C ~ ~ O B ~ H H ~ ~ X  

rIpn~eceA - tie 6onee 0,5 % c 0,1% 
5 Microbial quality* Ph. Eur. 

Total aerobic microbial count 
(TAMC) - not more than lo3 CFU/ g; 
Total yeasts and moulds count - 
(TYMC) - not more than 10' CFU/ g; 
Escherichia coli -absence in 1 g 
Or State Ph. of RF 
Category 3A 

Eep.@ 
M ~ u p o 6 ~ o n o r ~ q e c ~ a ~  061qee rncno aspo6~blx 

r( HCIOT~ * MHHpOOpraHH3MOB (TAMC) - He 
6onee l o3  KOE/r, 
061qee rncno Apoxxeablx n 
nnectieeblx rpn6oe (TYMC) - He 
6onee l o 2  KOE/r, 
Escherichia coli - oTcyTneHe B 1 r 
H ~ U  re P@ 
Ka~eropn~l3A 

6 Uniformity of dosage Ph.Eur. or State Ph. of RF 
HPLC 

units 
Acceptance value for 10 tablets I AV=2.9 
L1% 
Acceptance value for 30 tablets I 
L1% 
and any individual result should not 
be less than (1 - L2 x 0.01) x M or 
more than ( 1  + L2 x 0.01) x M 
(L1= 15.0; L2 = 25.0) 

PLIVA CROATU Ltd. 
Prllaz baruru Flllpavlh 25, lODOOZagreb, Goatla; Phone: + 385 1 37 20 000; Fax: + 385 1 37 20 111; URL: wurw.pllva.com 



(complies with requirements of 
Ph.Eur. (2.9.40)) 

Ph. Eur. unu TQ PQ 
83MX 
KPHT~PHR npHeMneMOCTH AV WR 
10 Ta6neT0~ He 6onee L1%; 
H P H T ~ P H ~  npHeMneMocTH AV WR 

30 Ta6neT0~ He 6onee L1% 
H HI4 OAHH H H A H B H A ~ ~ J ~ ~ H ~ ~ #  
pe3ynbTaT He AOAHteH 6blTb MeHee 
( 1  - L2 x 0,Ol) x M Hnw 6onee (1 + 
L2 x 0,Ol) x M 
(L1= 15,O; L2 = 25,O) 
( C O O T B ~ T ~ T B ~ ~ T  T ~ ~ ~ O B ~ H H R M  Ph. 

7 
Eur. (2.9.40)) 
HPL C Assay 

Honnqec r~e~~oe  

onpeaenenne 

From 9.5 mg to 10.5 mg nifedipine 
per tablet; 
(from 95 %to 105 % of the labeled 
amount of nifedipine) 
B3MX 

I I I 

9 

10 

'Tested on every loth batch or at least one batch per year/ l l p o e e p ~ e ~ c ~  Ha ~amaok  10-k cepnn, no He peme, 
reM Ha OAHOS~ cepnn B roa. 
Certificate signed ~ ~ / C ~ ~ T M @ M K ~ T  noanncan: 
Name /@HO: I l i t le  /Ao~~*HocT~ :  I Date and Signature /AaTa n 

roanocrn 

Storage 

Xpanenne 

Shelf life Cpon 

5 n e ~  

PLlVA CROATU Ltd. 
Prllaz barum Flllpovlt. 25,lOOOO Zaueb. CroUlw Phone: + 385 1 37 20 000, Far: + 385 1 37 20 111; URL: vmv.pIlva.com 

At the temperature not exceeding 25°C in the original packaging. 

l lpn ~e~nepa-rype He ebllue 25 OC B o p n r n ~ a n b ~ o i  ynaKoeKe 
5 years 

'The product meets the requirements ND P N015326/01-220119 variation 1 
l l p o ~ y n ~  coo~~e~creye r  T ~ ~ ~ O B ~ H H R M  HA HA ll NO15326/01-220119 H~M.  No1 

I 
M a *  U E L I U M O V I C  

Marta vell~anovid 
t-fb\I&!'3~iL 

p ~ l v ~  CKOA'I'IA L t d  
Quality Zagreb 
Qualified Person 

nOanncb: I 

04.lo.b.z.n. 


