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CERTIFICATE OF ANALYSIS

7 A TR R P N1-170106-7 e 4 e 1701-004
Product name Colistin sulphate Batch No Certificate No
% 500 L/ | MR 250 i il 22.21  Ke/ff
Package B Batch size Dyl Net weight Kg/Drum
i e = A 1] -
Ly 2017-01-01 14 L0 2017-01-08 TRW: S
Manuf . date Report date Retest date
BT E FRHEAR B HOE
ITEM CONTROLLED STANDARD TEST DATA
L2 R (K i GUB) K
Characters White or almost white Powder White I’o“de:
o TFEEP R ; 411_;:
Identification Conforms to EP specifications ontorms
B (PHD -
PH-value e @ 1.7
TR <3.5% 2.2%
Loss on drying
bb e 5 - - "
Specific optical rotation -63° ~-T3 -72
Kt _
Sulphated Ash w108 0.1 %
BiLRR Ak 16.0~18. 0% 17.3 %
Sulphate
At CTMD Colistin E1- T <10. 0% 0.4 %
o e 1.0 %
Concent (Dry Basis HPLC) Ginlixtun bl uNOAs 1018 59
Colistin E3: <10. 0% 3.
E1+E2+E3+E1- ] +E1-TMOA: 277, 0% 89. ™%
A T RRTO, 27: <3.0% 1.8 :66
Related Substances RRTO. 41: =3.0% bA
RRTO. 49: =<3.0% 1.1 %
RRTO. 67: =3.0% 1.1 g
RRTO, 93: <3.0% 1.1 %
LAY CAny impurity) @ <2.0% 1.0 %
‘ P2 (Total impurity) : <18.0% 10.2%
A Gatda)
Potency 22483 1U/mg
AT CHAh)
Potency (Dried basis) Z190001U/mg 22989 1U/mg
s A ST O 2 S, ORI MR FLCEP (No. R1-CEP 2009-144-Rev 00) [{J#3K
Conclusion:This product complies with EP9.0 and CEP (No.R1-CEP 2009-144-Rev 00)
P R A T AT O B BIOMP R R
Remark: This batch was manufactured in compliance with EU-GMP guide part Il regquirements
pREIE - . . THA —
irector o ept:Jiang iaoxia eporter:Mu Jing Y. j(%zcg m?‘u 3 AR
QUL A FA 2 E R RO

Released by QA:Xing  Xiwei %&
WE ARE MANUFACTURER.THE BATCH HAS BEEN MANUFACTURED IN
REQUIREMENTS OF THE LOCAL REGULATORY AUTHORITY. GMP NO.:50
DATE:MAR.28,2013 VALIDITY:MAR.27,2018
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BATCH PRODUCTION RECORD CHECKED AND APPROVED,NO DEVIATION,NO REWORKING AND REPROCESSING.



