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A
Certificate of Analysis

514 /Name : thEZAK A % FLincomycin Hydrochloride
$t %5 /Batch NO. :230637037
4= #3/Date of Manufacturing:2023-06-10

ur. 11. 0k In-house and R1-CEP2008-225-Rev02

Q%Y /Analysis NO. 12023700611
#tfit/Batch Size:880.00 |-1Z
% AM/Date of Report:2023-06-16

1 B F1¥/EXP Date:2026-06-09

Itens/RVTH Standards/ bRt Results/HK LR Conelusions
IR A SR A ERK A AL ST K e JERLRATHILE Y PN 4 BE
Characters White or almost white crystalline powder Almost white crystalline powder Conform
A ST AR TR Bl R S SR RRAR AT BE AT | AR AD AR B S Bk bk AT xR S
Shpy A — . WH—H.
B.A S K2 SUL A (R 45 T R BE (a) B2 R K i 2 SR YD 04 % 5 B R (@)
%5 A.IR:consistent with that obtained with A.IR:consistent with that obtained with 6 WLE
Identification Lincomycin Hydrochloride reference Lincomycin Hydrochloride reference Conform
standard. standard.
B.The solution gives reaction(a) of B.The solution gives reaction(a) of
chlorides chlorides
NS, B N HARAELEEL | oeon sres e .
| LR, ARGARTHECHIELE |y, AmernTneeiitiien s
Solution Appearance | Clear and not more intensely coloured than Gloar and '3°t more intensely coloured than refe Conform
: rence solution Ye
reference solution Ys
FamE
pH 36~54 44 Conform
LEEERE(+) o o b o UE
Specific optical rotation 136°~149 L Conform
#IHA<0.5%; MJFA0.3%;
7R B ALK B F1<0.5%; A J BV T AL (1) . F:0.3%;
#MFC<0.2%; FFRCoRK I,
1E4%5E 495 <0.10%; 1EHE 5E 44/77:0.06%,;
Related substances | ImpurityA(alpha-Amide epimer) <0.5%; ImpurityA(alpha-Amide epimer):0.3%; Conform
ImpurityB(Propylidene analogues) <0.5%; ImpurityB(Propylidene analogues):0.3%;
ImpurityC(N-Demethyl lincomycin) <0.2%; ImpurityC(N-Demethyl! lincomycin):undetected;
Unspecified impurities <0.10%; Unspecified impurities:0.06%;
Total impurities <2.0% Total impuritiew\
K5 % ~ 452 - \ FE O ME
Water 3.1% 5% 3.8% et e
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KA % B A A
TOPFOND PHARMACEUTICAL CO.,LTD
BB R G R
Certificate of Analysis

4 /Name: $iE 0] & KLincomycin Hydrochleride ¥ 544 % /Analysis NO. :2023700611
fit¥5/Batch NO. :230637037 jit &t /Batch Size:880.00-|-1Z
47 H 85 /Date of Manufacturing:2023-06-10 it HWl/Date of Report:2023-06-16
Fa32 45/ Test Standards:ER#ZE #11. ORRUB LA IS b5l FIR1-CEP2008-225-Rev02/Ph. E {5 % FI 1/EXP Date:2026-06-09
ur. 11. 0&In-house and R1-CEP2008-225-Rev02
Itens/BRRIME Standards/#x¥E Results/H B4R Conclusions
WREK S o HERGE
Sulphated ash <0.4% VA% Conform
HEATE <0.501U/mg <0.501U/mg HobE
Bacterial endotoxin | Less than 0.501U/mg Less than 0.501U/mg Conform
15 Rechrosnil IE T E#<500ppm 1IE T §#:360ppm wEME
Residual solvents n-Butanol:Not more than 500ppm n-Butanol:360ppm Conform

EMHEISEERAMKTREBIROLN: O 4\ p ik ot % R A THEBS RIS H:1005%

6.0%~102.0%,;
A2 1 R ﬁkﬁﬂﬁ]EﬁBiSO% L e
(DA Sum of the contents of lincomycin bR AT %5 78:2.9% . . frerflE
Assay(on anhydrous hydrochloride and lincomycin B Sum of the contents of lincomycin Canfions
basis) hydrochloride:96.0 ~102.0%:; hydrochloride and lincomycin B
* g > . . ¥ 0/ .
Lincomycin B hydrochloride:Not more than hydrochlqn de:100.5%; o a0
5.0% Lincomycin B hydrochloride:2.9%

CE i A dn i B R] B RO 25 1 1. ORR R £l 9 43 A7 HiE FIR1-CEP2008-225-Rev02£2 38, &5 RFF & MUE

Conclusion:The above certificate of analysis is in _compliance withPh.Eur.11.0&In-ho

1 77 A\ /Assessed by: 7 K34 # /Tested by: EH = BRER 1
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