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REMR T H

CERTIFICATE OF ANALYSIS

REZY S HIRERE T
Product name Ranitidine HCI
CAS 5 LA 25KG Gt Al
71130-06-8
CAS No. Outer Packing 25KG/drum
A HIH A RO
2018.04.07 2020.04.06
Production date Shelf life
PAT AR HE USP36
Standard adopted USP36
S e R E bR RYIELE S
Items of analysis Specification Results
NFEE ORI OGS
Ky AR RIS
W Gy i, WO IS e AR TR
M. P& |White to light yellow crystallin FEE
Appearance, color|{e powder; odor; taste bitter w Conforms
ith astringent; easy deliquesce
nce, moisture absorption after
dark
K Gy, AE CEEH AR
e iR, 18Ol ARE " o
T AR . : i a R E
. Soluble in water, very slightly
Solubility i } Conforms
soluble in ethanol, almost in
soluble in ether
e 3l B 5 0F & B Fra e
Identification Whater liquor show chloride Conforms
VETE S B, LFF & R E Fra e
Clarity and color Should Compliance Conforms
PH 4.5-6.0 54
PH 4.5-6.0 54
)5 B <0.3% e g
impurity B <0.3% Conforms
PRk <0.1% Fra e
Single impurity <0.1% Conforms
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Conclusion

ISP <0.5% e E
Total impurity <0.5% Conforms
TRk <0.75%
Loss on drying <0.75%
Resifﬁfsz%nitio <0.1%
9 <0.1%
n
HEE <20ppm
Heavy metal <20ppm
gE 97.5-102%
Assay 97.5-102%
&
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