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CERTIFICATE OF ANALYSIS V

TRETINOIN

Product Name: Mfg, Date: Dec.09".2016
s
Batch No.: TRER-20161203 " Retest Date: Dec.08".2019 (/
Quantity: 9.23kg Report Date: Jan.11%.2017
Analysis Reference: EP9.0 incld. In-house specifications
Ttem Specification Result
. PR E
f Yellow or light-orange, crystalline | , .
Appearance Yellow crystalline powder
powder
IR: Comparing with the spectrum |
Identification : P . & e Ij Conform ;
obtained with Tretinoin CRS
Melting point 182,0C42.0C 183.0C
. . ; - 3
Loss on drying <0.5% 0.06% 3
{ e e e e s e .. g
' Sulfated ash <0.1% 0.02% :
Heavy metals SZOppm < 20ppm J
' Related Isotretinoin <0.5% Undetected N ggg
substances L‘mpcuhe’i ;mpuntxe% <0.2% Undetected = L
(Reporting e : o g
treshold Single unknown impurity SO,IO% <20.05% X 0
o o
. ,_ P ) Z 3
0.05%) Total impurities <1.0% <<0.05% E 3;
B, ¥ .0
Residual Acetaldehyde <I5ppm < 15ppm 8 gzig
) ol
solvents Ethyl acetate <5 OOUP pm 648ppm t =
S N o T
TAMC <100CFU/g <120 CFU/g =0 =
B = =
L Microbioloaical ~ - oy g § e £ _
Mierobiological L opyy HOEFU < 20.CEUlg ==
N . — _—
C il tests - ] g——1= ﬁE 8
Hraphs OCOCEUS aureus Absent Absent g = 3 = g
and P acruginosa $ = s =
TSV A ORI S A
98.0% ~102.0% (dried substance) 100.2% g _“03 § =
Conclusion: Conform to EP9.0 incld. In-house specifications. {
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QC director by: p?ﬂ(ﬂ QA by: E‘ ...... Approved by: *?-”-ﬂ‘——' ~~~~~
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Manutacturing site: Chongging Huapont Shengehem Pharm. Coo, Lid
o
gite: No 666 Rongiun Roud. Nanjin Avenue Hechuan District. Chongging. China (10152 O)
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