RERSH

Certificate of Analysis

Product Name Chorionic Gonadotrophin Manuf.Date
2 o e ghE MR A7 BB 2025.02.06
Batch No. Test.Date
4o HCG20250202 R H 8 2025.02.08
Quantity 5MIU/vial(0.74g/vial) Retest Date
wE SMIU/HE(0.74g/4) 21 5 2027.02.08
Test parameter Test limit Results
WRINH RIS %
Appearance White to yellowish-white ,amorphous powder Conform
ST HEaEEA6, TRUHR, HE
Clarity and opalescence
(1% in water ) Less opalescent trjfrlthe ref.sol. Il Cokr:firm
N WSEBRR=F, ME
Transmissivity (410nm) N.L.T.90%AT5,0001U/0.3ml Conform
BEAER =90% (5,0001U/0.3ml) =)
Potency N.L.T.5,0001U/mg 6757UImg
- =5,0001U/mg
Abnormal Toxicity Absent at 1,000 IU/0.5ml/mouse Conform
=3 ER/NEES 0.5mI 10001V, E£R s
®
Pyrogen Pyrogen free at 1,5001U/mI/Kg rabbit Conform
3 BARFRTFES 1,5000U/ml, FHRER PN
I\
Bacterial endotoxin N.M.T.5.0EU/50001U Conform
HAEASR <5.0EU/50001U "aE
Water N.M.T.5.0% 3.8%
K <5.0%
Ethanol N.M.T.0.5% 0.39%
B <5.0%
PH 6.0~8.0 6.8
HBs Ag(ELISA) Negative (1,000 1U/ml) Conform
HBs k& (ELISA EREM /e
)
HIV | Antibody (ELISA) Negative (1,000 IU/ml) Conform
HIV | HUAR(ELISA) [zL e
Anti-HCV Antibody(ELISA) Negative ( 1,000 1U/ml) Conform
1 HCV #4K(ELISA) TAM e

RESULT:

IT COMPLIES WITH THE REQUIREMENT OF

EP/BP/USP.. £8: & EP/BP/USP ZE3K

Reported by:
REAN

Keshuary Waay

QA 117

Released by QA:

Hhniay CHor




