/NS
Y J A/ T 4

TO MEDISTA SPOL S.R.O.

Certificate of Compliance

WE CERTIFY ALL LOTS MEET JMSS SPECIFICATIONS
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INVOICE NO DATE OF ISSUE
1025829 29-DEC-23

CODE NO DESCRIPTION LOT NO QUANTITY PROD. DATE | EXPIRY DATE ]
814-0504 TRANSFER BAG 500ML W/Y CONNECTOR CE 231011001 1,040 11/10/23 OCT2026
814-0611 TRANSFER BAG 600ML CE 231030001 2,000 30/10/23 OCT2026
833-8441 BLOOD BAG T&T CPD-SAGM (Q) 450+450+400+450ML IBSP-BSB- 231124002 3,816 24/11/23 NOV2026
NP-CLP-WBF 16G (DT) CE
833-8445 BLOOD BAG T&B CPD-SAGM (Q) 450+400+450+450ML IBSP-BSB- 230811001 24 11/08/23 AUG2026
NP-CLP-RCF 16G (DT) CE
833-8445 BLOOD BAG T&B CPD-SAGM (Q) 450+400+450+450ML IBSP-BSB- 231113001 2,544 13/11/23 NOV2026
NP-CLP-RCF 16G (DT) CE
833-8445 BLOOD BAG T&B CPD-SAGM (Q) 450+400+450+450ML IBSP-BSB- 231123001 3,528 23/11/23 NOV2026
L NP-CLP-RCF 16G (DT) CE
TEST ITEMS JUDGEMENT REMARKS P.O. NO : 2300094,2300199,2300149
1.TOTAL APPEARANCE PASSED
2.FUNCTION TEST PASSED
3.PYROGENITY-USP PASSED
4.STERILITY-USP PASSED
5. SAFETY/TOXICITY-USP PASSED /(
6. CHEMICAL CONTENTS PASSED W\J

TEST ITEMS 3-6 ARE NOT APPLICABLE TO BULK AND NON-STERILE PRODUCTS
TEST ITEM 6 IS APPLICABLE TO BLOOD BAG ONLY
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PRODUCT CODE  : 833-8445
LOT NUMBER : 231123001
DESCRIPTION : BLOOD BAG T&B CPD-SAGM (Q) 450+400+450+450ML IBSP-BSB-NP-CLP-RCF
16G (DT) CE
CPD
- ]
TEST ITEMS SPECIFICATION LIMITS RESULTS
pH (%) 5.0 - 6.0 57 PASSED
CITRIC ACID (%) 95 - 105 99.7 PASSED
CHEMICAL | SODIUM BIPHOSPHATE (%) 95- 105 101.0 PASSED
CONTENTS - -
* TOTAL CITRATE (%) 95 - 105 100.7 PASSED
DEXTROSE (%) 95 - 105 98.5 PASSED
J TOTAL SODIUM (%) 95 - 105 100.0 PASSED J

* TOTAL CITRATE = CITRIC ACID + SODIUM CITRATE

SAGM
— e, e - -
( TEST ITEMS SPECIFICATION LIMITS RESULTS
RH (%) 45-6.5 5.1 PASSED
SODIUM (%) 95 - 105 100.4 PASSED
CHEMICAL | CHLORIDE (%) 95 - 105 100.2 PASSED
CONTENTS ———— —
DEXTROSE (%) 95- 105 100.0 PASSED
MANNITOL (%) 95 - 105 101.1 PASSED
| ADENINE (%) 90 - 110 100.2 PASSED

THE ABOVE RESULTS ARE WITHIN SPECIFICATIONS.

DATE OF ISSUE : 29-DEC-23
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