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MYDROCHLORIDE CERTIFY THAT THIS BAT(
WITH EU-GMP REQUIREMENTS AND GMP R

REPORT NO.: 50042403080

GVTETRACYCLINE
COMPLIANCE

SOPQC-FP002-18

[ SAMPLE NAME | OXYTETRACYCLINE HYDROCHLORIDE
BATCH NO. YT240302080 TEST REQUEST UNIT | OXYTETRACYCLINE WORKSHOP
SPECIFICATION | PHARMACEUTICAL MANUFACTURING DATE | 2024.03.21
BATCH SIZE 1000kg REPORT DATE 2024.03.26
CEP NO. R1-CEP 2010-080-Rev 03 RETEST DATE 2028.03.20
1. ANALYTICAL METHOD: CPIL.0
1l RESULTS OF ANALYTICAL ITEM:
ITEM SPECIFICATION RESULT
APPEARANCE: YELLOW, HYGROSCOPIC, CRYSTALLINE COMPLIES
POWDER,
IDENTIFICATION: B: EXAMINE THE CHROMATOGRAMS COMPLIES
COMPLIES
COMPLIES
2 T R 24
LIGIHT-ABSORBING IMPURITIES
; ANCES: )
e . 'NO 'oma THAN 0,5% 0.24%
P ORE THAN 1.0% 0.62%
| -?No MORE THAN 2.0% 1.53%
NO MORE THAN.0.2% <0.05%
NOTMORE THAN 0.2% <0.05%
NOTMORE THAN 1.0% 0.31%
_ NOTMORE THAN 0,1% <0.05%
. NOT MORE THAN 3.5% 2.70%
‘N TMORE THAN 2.0% 1.3%
NOTMORE THAN 0.2% 0.1%
"NOTMORE THAN 3000 ppm 383ppm
94.5% TO 102.0% 97.4%
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