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TOPFOND PHARMACEUTICAL CO.,LTD
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Certificate of Analysis

Wi /Name : i B M AT & ELincomycin Hydrochloride #2385 /Analysis NO. :2021700160
5 /Batch NO. :210537049 fit&/Batch Size:1040. 00417
H7=H#A/Date of Manufacturing:2021-05-20 % H#i/Date of Report:2021-06-02
Hrladzitt/Test Standards: BRIHZG#10. OBR K £k 14 32547 HE/Ph. Eur. 10. 0& In-house % % E #8/EXP Date:2024-05-19
Ttens/RRITH Standards/HMk Results/RrI g5 R Conclusions&5i
: o 3 g ok B
R imeet anie st | RE SRR A
Characters Almost white ctystalline powder Conform
powder
EMBETK WETFLE ERHBETK, WiETOE
: (96%) , ABTHEE (96%) , AETHE o~
Sﬁﬁiffw Very soluble in water, Slightly Very soluble in water, Slightly fo'; fﬁﬂﬁ
soluble in ethanol(96%), soluble in ethanol (96%), insoluble
insoluble in acetone. in acetone.
AR SR LT AP TR EE EER AR | A AR S AL Sh TR B i 5 R B AR AT
A8 7 A HE S A L — FEEXTEAESE 8.
B W KB B SN 4 A= | B AR IIKER SRS R
; (a) B (a) A
| denﬁiﬁitien A.IR:consistent with that obtained | A.IR:consistent with that obtained ?oﬁf?rrﬁj
with Lincomycin Hydrochloride  |with Lincomycin Hydrochloride
reference standard. reference standard.
B.The solution gives reaction(a) |B.The solution gives reaction(a) of
of chlorides chlorides
BN, BEFGONRTRES |HFEE BHOTETHE6SHK
e FhEEL IR b A R Aes
Ap arﬁﬁy ]‘;%S fiitlon Clear and not more intensely Clear and not more intensely Cﬁoﬁﬂﬁ
pe © oFSolution| oloured than reference solution |coloured than reference solution
Y6 Y6
Ay
pH 3.6~5.4 4.2 foﬁff'f
HHEE(+) A . Hra B
Specific optical rotation o i Conform
27 A<0.5%; ZeiFA: 0.2%;
% i1 BIGE R 1) 4. F1<0.5%; Z/RBIEHIRATEFT: 0.2%;
47 C=0.2%; #5C: RAEH;
e 247 <0.10%; e RIR: RAEL,
S )H<2.0% .‘.‘aiﬁ%)bﬁ: 0.4% : '
5 :)mslizrityA(alpha-Amlde epimer)s gzazrltyA(alpha-Amlde epimer): ? %f?E
RelELdisEstine.y ImpurityB(Propylene analoques)s | ImpurityB(Propylene analoques): gD
0.5%; 0.2%;
ImpurityC(N-Demethyl ImpurityC{N-Demethyl
lincomycin)<0.2%; lincomycin): undetected;
_|Unspecified impurity<0.10%; Unspecified impurity: undetected;
: impurities<2.0% Total impurities: 0.4%
TFamE
3.9% Conform

page1of2




No.66 Jianshe Road,High-Tech Industrial Development District,Zhumadian,Henan Province,China.463000 Tel:+86-395-3823561

A KA

HAHRAHA

TOPFOND PHARMACEUTICAL CO.LTD
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k4 /Name : EEERARTT 8 ¥ Lincomyein Hydrochloride
b5 /Batch NO. :210537049
£ #/Date of Manufacturing:2021-05-20

RriofriE/Test Standards: Bk#I25 5010, 05 B £l iy bRt /Ph. Bur. 10. 08 In-house

#e35/Analysis NO. :2021700160
jiti&/Batch Size:1040.00+1Z

& Hi#/Date of Report:2021-06-02
HEEH/EXP Date:2024-05-19

iR iyt
Sulphatedash  [04% 1% Conform
MHAHER <0.501U/mg FaAE Dy
Bacterial endotoxin  |Less than 0.50[U/mg coriform Gonform
IE T R#:5500ppm IET H:285ppm
Akl FBL: <100ppm TR 10ppm FaHE
Residual solvents  |n-Butanol:Not more than 500ppm |n-Butanol:285ppm Conform
octanol: han 10 loctanol:10ppm
BT R R EREY ! ;
ggg@{ggg‘%ﬁ;%mﬂ%; %ﬁgﬁﬁﬁ%ﬁ}%ﬁﬁﬁﬁaﬁﬁ
: 7 i # B 3 : it .‘ P .
FRILADI {5 of the contents of incomycin| BEHABRB: 2.5% : A
Assay{on anhydrous b % 5 Sum of the contents of lincomyein
: ydrochloride and fincomycin B ik : Ko Conform
basis) W ok i . | hydrochloride and lincomycin B
ydrochloride:96.0%~102.0%: |\ drochioride:101.4%;
ggf:?hiﬂnsigg drochloride:Not Lincomycin B hydrochloride:2.5%
S A ik B RR AN R & $54L10. OM R ek A EARER S, AR
iThe #boks."ex iianalygis is in compliance withPh.Eur.10.0&In-house:

1R8% Tested by: RIfHH U2 FG

#H%% /Checked by: Rt
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