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Product Mebendazole Batch #
A= B B HH
2020.09. .09.
Manufacture Date 020.09.18 Retest Date 2022.09.18
& . 354.81 KG
Quantity
fEFE &M . BLRE
Storage Conditions Kept In Closed Container, Protected From Light
s
& "L.ﬁaﬁ . CURRENT EUROPEAN PHARMACOPOEIA
Specification
¥ IE TN B Test Items BSR4 Specifications K IG 45 R Results
[ 144K Characters]
SR BHEELXREHMRK KHEK
Appearance White or almost white powder Almost white powder
[CREEE (L5M)] Assay of
>90.0% 99.3%
Polymorphic C (IR)
(%50 (40501 RS FRRRRE 3 R S i — B FFE e
Identification (IR) Complies with spectrum of mebendazole CRS complies
[ B4R Related substances]
BZ&R Total Impurities <1.0% 0.0%
BMEERR
Individual specified impurities
ZLJRA Impurity A <0.25% <0.05%
ZYRB Impurity B <0.25% <0.05%
Z%FRC Impurity C <0.25% <0.05%
ZXRD Impurity D <0.25% <0.05%
ZXFRE Impurity E <0.25% <0.05%
ZXRF Impurity F <0.25% <0.05%
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Product Mebendazole Batch # ;
AF=HH WA
2020.09.18 =IE 2022.09.18
Manufacture Date Retest Date
S . 354.81 KG
Quantity
Gy St T, BLRF
Storage Conditions Kept In Closed Container, Protected From Light
ﬁ%ﬁﬁ . CURRENT EUROPEAN PHARMACOPOEIA
Specification
565 H Test Items I ¥R E Specifications G L5 R Results
ZRG  Impurity G <0.5% <0.05%
N =3
TSR <0.10% <0.05%
Individual unspecified impurity
[ %82 7% 453 Sulphated Ash] <0.1% 0.05%
[ %A% Residual solvent]
EAEE Methanol <3000 ppm 499 ppm
% Benzene <2 ppm <2 ppm
[ F1&4E Loss on Drying] <0.5% 0.05%
=A 100.2%
(=] qalqiﬂate& 3n tlfe df:s?’ basi
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Conclusion: The items tested meet he requlreffxent of CU NT EUROPEAN PHARMACOPOEIA
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/B : 2%351Kc 2020105 #AEA/EH:
Reviewed by QA Manager /Date Approved By Quality Director /Date
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