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YWY WUHAN WUYAO PHARMACEUTICAL CO., LTD.
"l_\,,/f_ No. 18 Wanglen Road. Fuchi Town, Y angxin County.

L Huangshi City., Hubei Province. C1 hina

TEL: 0086-27-83$24083/83310632/83822224
FAX: UD86-27-83310632/83832657
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PRODUCT METRONIDAZOLE EP8 BATCH NO C04-160234
# ik HogE & i
QUANTITY 150KG PRODUCTION DATE FEB.22.2018
il i H # F ol
P ACHKING 25KG/DRUM EXPIRY DATE JAN.2020
i ik EGERE

ITEMS SPECIFICATIONS RESULT
¥4 APPEARANCE WHITE OR YELLOWISH, CRYSTALLINE POWDER PASS
R SLIGHTLY SOLUGLE IN WATER, IN ACETONE, IN ALCOHOL
SOLUBILITY AND IN METHYLENE CHLORIDE PASS

A)MELTING POINT: BETWEEN 159°C AND 163

B) THE SOLUTION SHOWS AN ABSORPTION MAXIMUM AT
577 NM AND A MINIMUM AT 240NM, THE SPECIFIC

15 91 ABSORBANCE AT THE MAXIMUM 1S 365 TO 395

IDENTIFICATION C)INFRARED SPECTRUM SHOULD COMPLY WITH THE PASS
SPECTRUM OBTAINED WITH METRONIDAZOLE CRS

D) THE SOLUTION GIVES THE REAGTION OF PRIMARY
AROMATIC AMINES

| I L SAMPLE SOLUTION SHOULD NOT BE MORE OPALESCENT PASS

WPPEARANCE OF SOLUTION | THAN REFERENCE SUSPENSION Il AND NOT MORE

INTENSELY COLOURED THAN REFERENCE SOLUTION GY6

i 4 i NMT 20 FI2ivi PASRS
HEAVY METAL V.

£ Aot hiy 2 METHYL-6-MITROIMIDAZOL:NOT MORE THAN 0.05% m/m | 0.01% m/m
RELATED SUBSTANCLES ANY IMPURITY.NOT MORE THAN 0.05% m/m 0.01% m/im
(HPLC) TOTAL NOT MORE THAN 0.2% m/m 0.03% mim

(i gz NOT MORE THAN 0.5% M/M

LSS ON DRYING ) 0.3% m/m
R ETHYLENE OAIDE NMT 1 PPM PASS
RESIDUAL SOLVENTS B
[ 45 B NOT MORE THAN 0.1% m/m

SULPHATED ASH . 0.03% m/m t

= ] o R % A 0 )

ASSAY (ON DRIED BASIS) ") BETWEEN 99.0% m/m AND101
CONCLUSION: THE ABOVE PRODUCT compLiEs wiThUIHRe Tgdg PHARHALED: FTATTCOCLTD.
INSPECTOR  CHENRONGRONG fesT

REINSFECTOR: LU HUUN APDROVAL DATE: FEB.24.2016 W/y\

TE: FEE ”4 2016
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VWUHAN WUYAO PHARMACEUTICAL CO,, LTD.
NO.18, WANGFEN ROAD,FUCHI TOWN,YANGXIN COUNTY,HUANGSHI

CITY ,HUBEI PROVINCE,CHINA

TEL:0086-27-83310632/83824083 FAX:0086-27-838310632/83832657

Material Name:

metronidazole

Compliance to USP <467> Residual Solvents /
ICH guidance Q3C Impurities: Residual Solvents
(Reference attached residual solvent limit tables)

m  Class 2 solvents likely to be present above Option 1 limit:

Solvent Name Method Limit
EPOXYETHANE <1PPM
F
THRGARERAT

Completed by: WUHAN WUYAO PHARMACEUTICAL COILABRUACEUTICAL co. 1o,
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