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TEL.: +86-513-8129-2202, FAX.:+86-513-8129-2226, %% : 226123

22-99 ko/Batch Size: 254 ]s kg

CERTIFICATE OF ANALYSIS

Date: 2020/11/09

TLMC . i’%&%?

ulathromycin
CAS No. 217500-96-4
43 ¥ :(Molecular Formula) C41H79N3012
43 F & (Molecular Weight) 806.08

20204 10 A 31 H

A7 H #(Manufacture Date) Oct. 31, 2020
2022 4 09 A
A A % (Retest Date) Sep., 2022

@ E (Items)

ﬂﬁg Specifications)

RS R (Results)

1.%1% (Characters)

SREEES RN N SRERIES

#b¥i(Appearance) White or off-white powder White powder
AIEKFILFEAE, HET 8RR | AREKPILVERNE, BHET K

VA R V£ (Solubility) I F 5 A

Practically insoluble in water, freely
soluble in DCM and methanol

Practically insoluble in water, freely
soluble in DCM and methanol

2.% % (I1dentifications)

55 R 1 B — B

i)

ZL5MIR) Correspond with reference standard Conformed
spectrum
— R A R B ] 500 PR — 30 wa
Correspond with reference standard Conformed
3. (Tests)
7K 43 (Water) <0.5% 0.10%
b i€ B (Specific Rotation) -22°~-26° -25.5°
SR 5%, # (Residual on ignition) <0.1% 0.04%
H K¥) )5 (Related Substances)
<L0Q:0.05%
WI- <1.09 ;
0172 =104 (Testing result: 0.03%)
WI-0173 <0.50% <LOD:0.05%

(Testing result: 0.01%)
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Batch No.: PTLMC201003B Date: 2020/11/09
FEXS MR IE: WI-0236 ,
(Diastereoisomer) <0.50% 0.08%
Hoh BN 2% R i .
(Other single impurity ) =hiala 0:09%
&4 2% 5 (Total impurities) <3.0% 0.17%
¥ 715% B GC(Residual Solvents)
Ff % (Methanol) <3000ppm ND
Z. % (Ethanol) <5000ppm ND
VU SRR I (THF) <720ppm ND
= <LOD:250ppm
L <
IEBRAE(N-heptane ) =SluOppm (Testing result: 93ppm)
&R H(DCM) <600ppm ND
7+ W EE(IPA) <5000ppm ND
LR ZER(EA) <5000ppm ND
7K (Benzene) <2ppm ND
% 7715% B 1C(Residual Solvents)
1E I Z(N-propylamine) <250ppm ND
4.5 B (Assay)
TLMC-A+ TLMC-B
( on anhydrous basis) 97.0%~103.0% 99.3%
S.ﬁ_&h%(Microbiological Items)
TAMC <1000CFU/g <100CFU/g
TYMC <100CFU/g <10CFU/g
o KIHRFHEBR N AR
K% Bi(Bscherichia coli) Not to be detected Not detected
4 A 1 F & (Bacteria Endotoxin) <2EU/mg <0.5EU/mg

£ (Conclusion) % A ¥ (Test results conform to the specifications)
#it#E(Approval): L Z(f 2. HB(Review): i/ KW (Testing):
‘\i‘ -/
>0/l 07 7070(1:10? Ol"wllﬁ
’\:‘& ‘;‘
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