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Ot49123 Certificate of Analysis
/Name: thESHRE] % #Lincomycin Hydrochloride Ky /Analysis NO. 12023700611
#4% /Batch NO. 1230637037 it fit/Batch Size:880.00 [-1Z
&7 [ #i/Date of Manufacturing:2023-06-10 R Al /Date of Report:2023-06-16

¥r3dhid/Test Standards:BERHZSM11. ORR B 0l W 2 bidE AUR1-CEP2008 -225-Rev02/Ph. E 47 X 1/EXP Date:2026-06-09
ur. 11. OkIn-house and R1-CEP2008-225-Rev02

Itens/HREH Standards/#F#E Results/BR %R Conc{}tu_sions
iR AR HERNHEHERIERR H gl S K - FEHUE
Characters White or almost white crystalline powder Almost white crystalline powder Conform
AR SR P R AR AT R R ER | A A G AR B S AL AR AT 4 R TR A B
Sy . .
B.ASMNAFRERANHEINRN(a) B. &SRR 2 E LD &0 2R (2) :
S| AR:consistent with that obtained with A.IR:consistent with that obtained with o e
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
S = S .
g | RN, ABETRTNESTIRELE |, ABETRTRECHERLEN i
Solution Appearance | Clear and not more intensely coloured than Clear an?ugg:‘?ore intensely coloured than refe Conform
reference solution Ye e S0, s
TaEmE
pH 3.6~54 4.4 Confors
LEEERE(+) o A AGE - FrasE
Specific optical rotation 136°~149 3 Conform
HIRA<0.5%; HJEA0.3%;
Z i BIE T 1 20 <0.5%; F BRI AR E0:0.3%;
HIHRC=02%; FIRCRKH;
1F?~*§ﬁ4“brﬁ <0.10%; B4 44J81:0.06%; )
13 X0k FOR<2.0% BRIE0.7% e
Related substances lmpumyA(aIpha-Amide epimer) <0.5%; ImpurityA(alpha-Amide epimer):0.3%; Conform
ImpurityB(Propylidene analogues) <0.5%; impurityB(Propylidene analogues):0.3%;
ImpurityC(N-Demethy! lincomycin) <0.2%; ImpurityC(N-Demethyl lincomycin):undetected;
Unspecified impurities <0.10%; Unspecified impurities:0.06%;
Total impurities <2.0% Total Jmpunhes 0. 7°
K o ~ 4 B9 MO RE
Water A~ A% Conform
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Certificate of Analysis

345 /Name: SRR OTFE HLincomyein Hydrochloride Kr %% /Analysis NO. 12023700611
45 /Batch NO. 1230637037 it Gt /Batch Size:880. 00142
£ [ H/Date of Manufacturing:2023-06-10 Y H/Date of Report:2023-06-16

K32/ Test Standards: RCHHZE 8811, OMTR b iy 3 b5 IR -CEP2O08-225-Rev02 /Ph. E IR FW/EXP Date:2026-06-09
ur. 11. 0& In-house and R1-CEP2008-225-Rev02

Itens/KHBMH Standards/#RiE Results/ M i B C°n°£1gu%i°ns -
BRI 4 ; (g Y T
Sulphated ash <04% 0.1% Conform
SN <0.501U/mg <0.501U/mg e
Bacterial endotoxin | Less than 0.501U/mg Less than 0.501U/mg Conform
RS ETEE<500ppm 1IET R:360ppm FomE
Residual solvents | n-Butanol:Not more than 500ppm n-Butanol:360ppm Conform

o BT BRBE I O 4o koras ¢ AT B RB & V0:100.6%
R <5 09 H )
SRUTA) | SRHARRB<S.0% SR TTH KB:2.9%

Sum of the contents of lincomycin [ERie

Assay(on anhydrous | hydrochloride and fincomycin B

Sum of the contents of lincomycin Cenfarm

haziz) hydrochloride:96.0~102.0%; ht;xad::;;:)o;:jd: 1%'3‘;':}:?""‘““ B
ggt‘;oomycm B hydrochloride:Not more than Lincomycin B hydrochloride:2.9%
fiait s A e 2 RO AT G AR 25 541 1. OFSTR £l 424 FUIR1-CEP2008-225-Rev02 1030, 45 IR RF 2 AUSE
Conclusion:The above certificate of analysis is in_compliance withPh.Eur.11.0&In~hous A i 2008-225-Rev02
157 N/Assessed by: K34 /Tested by: Bz PHREF 11w W B dcked by: L
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