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TO BIONIC MEDIZINTECHNIK G.M.B.H.

Certificate of Gompliance

WE CERTIFYALL LOTS MEETJMSS SPECIFICATIONS

TEST ITEMS 3.6 ARE NOTAPPLICABLE TO BULKAND NON-STERILE PRODUCTS
TEST ITEM 6 IS APPLICABLE TO BLOOD BAG ONLY

INVOICE NO
1027705

DATE OF ISSUE
3í-JUL_25

P. o. No ; BE2í0001 23'BE25/00001 1'BE25/o001 01,B- E25lo0o1o4.BE2ío00126,BE25l000084

h-
CY CHIA
QA MANAGER

EXPIRY DATE

JUN2O27

JUN2027

JUN2O27

JUN2O27

APR2O28

PROD. DATE

23l06í25

1A06/25

17t^6t25

24t06125

o4to4l25

QUANTITY

3,360

í'680

5,010

3,330

5,000

LOT NO

250623002

25061200í

2506í7002

25062400í

2s04M001

DESCRIPTlON

coRD BLOOD COLLECTTON SET CPDA-I (S) 157M1W/|NJ PORT
NP.CLP 16G CE
coRD BLOOD COLLECTTON SET CPDA-I (S) 157M1W|NJ PORT
BSB-NP.CLP 16G CE
coRD BLooD coLLEcTloN sET CPDA-í (s) 157MLWINJ PoRT
BSB-NP.CLP 16G CE
coRD BLOOD COLLECTTON SET CPDA-1 (S) 1s7ML W/|NJ PORT
BSB-NP_CLP 16G ČE
TRANSFER BAG sOOML CE

CODE NO

81 í-1000

81 1-1009

81 í_í009

8í1_1009

814-0302

REMARKSJUDGEMENT

PASSED
PASSED
PASSED
PASSED
PASSED
PASSED

TEST ITEMS

I.TOTAL APPEARANCE
2.FUNCTION TEST
3.PYROGENITY.USP
4.STER|L|W-USP
5. SAFETY/TOXICITY-USP
6. CHEMICAL CONTENTS
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Certificate of AnalYsis

PRoDucT coDE : 81í-1000

LOTNUMBER :250623002

DEscRlPTloN : GQRD BLooD coLLEcTloN sET GPDA.í (s) 157ML W|NJ PoRT NP'GLP í6G cE

* TOTAL CITRATE g GITRIG ACID + SODIUM GITRATE

THE ABOVE RESULTS ARE WTHIN SPECIFICATIONS.

DATE oF lssuE: 3íJUL-25

CY CHIA

OA MANAGER

TEST ITEMS SPECIFICATION LIMITS RESULTS

CHEMICAL
CONTENTS

pH 5.0 - 8.0 5.7 PASSED

CITRIC ACID (T,l 9s - {05 99.7 PASSED

soDtuM BTPHoSPHATE (%l 95 - 105 99.5 PASSED

i TOTAL CITRATE (%) 95 . í05 í02.3 PASSED

DEXTROSE (%') 95. í05 í00.6 PASSED

ADENINE ť/,l 90 - íí0 97.6 PASgED


