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HYCLATE HEREBY CERTIFY THAT THIS BATCH 15 BEEN MANUFACE BY'USRV/ED ,’l COMPLIANCE
WITH BU-GMP REQUIREMENTS AND GMP RrQUIE{E‘\iENTS or FHE L@L’ﬁr Nty D ,’U THORITY.
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i SAMPLE NAME DOXYCYCLINE HYCLATE ST

| BATCH NO. YD201201069 TEST REQUEST UNIT DOXYCYCLINE WORKSHOP
| SPECIFICATION PHARMACEUTICAL MANUFACTURING DATE | 2020.12.16

BATCH SIZE 1231.7ke | REPORT DATE 2020.12.1

L COS NO. Ri-CEP 2000-165-Rev 06 | RETEST DATE 3024,12.15

L ANALYTICAL METHOD:
L RESULTS OF ANALYTICAL ITEN:
ITEM
APPEARANCE:
IDENTIFICATION:

P
ABSORBANCE (4900m):

RELATED SUBSTANCES:
Impurity A (6-epidoxycyeline):
Impurity B (metacycling):
Impurity C (4-epidoxycyeline):
[mpurity F (2-acetyl-2-decarbamoyldoxycycline}:
Unspeciffed impurities:
Total impurities:
ETHANOL:
WATER:
SULFATED ASH:
RELATED SUBSTANCES BY GC:
Chloromethane;
Chioroethane:
ASSAY: CONTENT OF Cazl15CIN,;Os
(ANHYDROUS AND FUM\F[JL-E REE SUBSTANGE)

[ RESULT AND CONCLUSION: PASS
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DRATTED BY: ;
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SPECIFICATIONS
YELLOW, CRYSTALLINE POWDER. Y GROSTOPIC,
A EXAMINE THE CHROMATOGRAMS
OBTAINED IN THE ASSAY
30 REACTION W T TSULPHURIC ACID
- REACTION QF CHLORIDES
20TO3.0
NOT MORE THAN 0.07

G

."?

NOTMORE THAN 2.0%
NOT MORE THAN 0.3%
NOT MORE THAN 0.2%
NOT MORE THAN 1.2%
NOT MORE THAN 0.10%

NOT MORE THAN 3.0%
4.3% TO 6.0%
1.4% TO 2.8%

- NOT MORE THAN 0.4%

NOT MORE THAN 308 ppm
NOT MORE THAN 600 ppm
95.0% TO 102.0%

CHECIED BY :

RESULT
COMPLIES
COMPLIES

COMPLIES
COMPLIES
24

0.02

1.27%
NOTDETECTED
0.06%

68ppm
116ppm
97.0%
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