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CERTIFICATE OF ANALYSIS

Product Name: TRETINOIN Mfg, Date: Sep.26".2017
Batch No.: TRER-20170902 Retest Date: Sep.25".2020
Quantity: 38.35kg Report Date: Oet. 112017

Analysis Relerence:

EP9.0 incld. In-house specifications

ftem Specification Result
Yellow or light-orange, crystalline . ‘
Appearance Yellow crystalline powder
powder _ F
dentificati [R: Comparing with the spectium Conf '
entificati Sonf
dentitication obtained with Tretinoin CRS onorm
Melting paint 182.0°C£2.0C 183.5°C
Loss on drying <0.5% 0.03%
Sulfated ash <0.1% 0.03%
Heavy metals <20ppm <20ppm
— " f
Related Isolretinoin <0.5% Undetected o &
S [
substances Unspecified impurities <0.2% Impwity G <0.05% g g
(Reporting — % 9
threshold Single unknown impurity | <0.10% <0.05% °
S ' Z
0.05%) KE‘otal impurities <1.0% 0.06% E !
. B o i
Residuai Acetaldehyde <I5ppm < |5ppm - g _ i!!
, ‘ ) s < l!a
solvents Ethyl acelate <5000ppm 588ppm S —
1
TAMC <100CFU/g <20 CFU/g ¢ =x4
o § ==y
Microbiological | Tyme <100CFU/g <20 CFUlg Eg = o
limit tests NG u -—ﬁg
Staphy ou.)c‘c s au - Absent B =in
and P, aeruginosa _ |§ =+ =
on
Assay 0R.0% ~102.0% (dried substance) | 99.9%
Conclusion: Conform to EP9.0 incld. In-house specifications.
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wManufacturing site: Chongging Huapont Shengehem Pharm. Co., Lid. ‘ ) —
Address of Manulacturing site: No.666 Ron viun Road, Nanjin Avenue,Hechuan Disuict, Chongqing, China (4€152 _
Address of Manulacturing site 2l . ROASTRER002-2(06)




