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PLIVA HRVATSKA d.o.o. 

Certificate of Release 

No. 1001 95781641 6099 

1. Name of product 
2. Country 
3. MA number or NDC number 
4. Strength I 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 

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

: SUMAMED 
: Russian Fed. 
: 011923101 
: 40 mglml 
: Powder for Oral Suspension 
: bottle 
: 6416099 
: 17.09.2019 
: 09.2021 

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

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

Packaging site 
Name : PLlVA HRVATSKA d.o.0. 
Address : Prilaz baruna FilipoviCa 25, 10000 Zagreb, Croatia 
Authorization number : No LIPII-530-01 I1 3-03/08 
Eudra GMP reference number or 
certificate of GMP Compliance : UPll-530-10116-03104 

11. Result of analysis: CoA attached 
12. Comments 1 remarks: I 

13. Certification statement: 
"I hereby certify that the above information is authent~c 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: PLLVA CROATIA Ltd 
Ooalitv Zagreb 

Qualified Person Gualified & - s o n  
Martina Zadro 

15. Signature of person authorizing the batch release: 

16. Date of signature: cg . / { c  &9j./? . 


