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NINGXIA TAIRUI PHARMACEUTICAL CO., LTD

Bf%: 750101

Add: WANGYUAN ECONOMIC ZONE, YONGNING COUNTY, YINCHUAN, NINGXIA, CHINA
4£3 (Fax): 0086-951-6149099
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Quality Standard RO-CEP2014-122-Rev 00
FE HTKIE Test method (A &Y EP
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Test [tems o Specifications Test Results Items Conclusion
f EARECARACEE, AHERI, ASHERORR, BEREE | awpm oo o
Description Almost whlti on:ﬂ_séls%lél {gllow powder, Pale yellow powder, hygroscopic A HLE Complies
ERGHTKN= %M&?ﬁd CRE]
7] YRR, YNl
Sﬁﬁ?{y Freely soluble in methylene chloride: slightly soluble in ?0;;%; & HUE Complies
anhydrous ethanol. [t dissolve% indilute solutions of mineral p
acids.
RN The solution i W@'ﬁqf loured th HERE Compli ff & #E Compl
; e solution is clear, and not more intensely coloured than omplies FERLIE Complies
Appearance of solution reference solution Ys . ; ;
2IEXEE Positive ZIEXR Positive 4458 Complies
%5 HPLC BEREFRAAE e A 31 . 2 A .
[ demiﬁcagion Coifonins HPELC Chronaiogram HEME Complies FF&#E Complies
5 BRIH & RUE Conforms (R Spectrum & ME Complies HAHE Complies
pH 5.0-12 6.22 & HE Complies
12K E Loss on drying <4.5% 2.16% F&HE Complies
{R#97%7 Residue on Ignition <2.5% 0.36% & #3E Complies
Bl Fa@ R RENERT B RETREE (<035%)
Tyramine Absorption of sample solution is nat more than the control 0.04% & M€ Complies
solution
ERBRADY Tvlosin A>80.0% 92.80% v A 4] = :
Tylosin Compositions A+B+C+D295% 98.11% fi & M Complies
B TE<5000ppm Py -
L BEER bty < S00opr |240ppm A Complie
imit of residual solvents T B2<3000ppm T
butyl aleohol<5000ppm 3960ppm #&H#E Complies
R A (Impurity A) <1.0% 0.74% Y i
K (Impurity J) <0.5% 0.11% Ba s Complies
KRN (mpurity N) <0.3% 0.21% B4 Complies
KR O (mpurity 0) <0.5% <DL e
AR G+H+1 (Sum of Impurity GH,1) <1.0% 0.28% & E Complies
5 TR E (Impurity ) <0.50% <DL BEAF Compli
Related Substances (%) &R R (Tmpurity R) <0.50% <DL R 2485 Complies |
— REES (mpurity $) <0.50% <DL HAHE Complies
B Q Umpurity Q) €0.3% 0.12% A S o
X ! fes |
EBRFE (Any other mp.) <0.20% <DL B4 Complies
S (Total Imp.) <5.0% 1.46% B4 Complies
25 B ([mpurity B) <1.0% 0.52% 1 &4 Complies
451 EE (Impurity EE) £0.50% 0.36% &% Complies
A R 929.6u/m P
PO[CHC)" zsoowmg 950]U/mgﬁ (:Flll—tll ) ?r a #j‘.iﬁ C()mphes
Z ®B ERE, ARfFy (AAEY WE.
Conclusion Complies with the specification of EP.
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