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LINCOMYCIN HYDROCLORID
C15H34N,06S. HCL. H,O

VILAS 087 |

SKS: 0417013.03

I. Muec dich sit dung: Chuidn Duoc dién Viét Nam Lincorsy
0417013.03 dugc st dung cho cic phép thir dinh tinh va dinh
phap phan tich hoéa ly.

Intended use: The Vietnamese Pharmacopoeia lfgerence

n hydroeclorid SKS:

hydrochloride Control No.0417013.03 is inten
analysis for assay and identification.

dt use

II. M6 ta: Bot két tinh mau tréng hodc g
Description: A white or almost white, cry

M. Ké qua phén tich: Tién (\hanh
hydroclorid EPRS lot: 1C ¢6 ham g
Analytical data: incomyci

song voi

chudn Lincomycin
%0 C1gH34N,0O6S tinh theo nguyén trang.
rochloride EPRS lot. 1C was used as
7.7% C19H34N,04S, calculated on the “as is” basis.

S

Trung véi phd hdng ngoai chuin cua
Lincomycin hydroclorid.

Concordant  with  reference infrared
absorption  spectrum of Lincomycin
hydrochloride.
b) Phan Uing cia ion Clorid : Dung
Reaction of Chloride Conformed
2. B0 trong va mau séc dung dich : Pat
Appearance of solution Passed

3. pH

4. Goc quay cuc riéng
Specific optical rotation

VKN/BM/20.02
Lincomycin HCI SKS: 0417013.03

: 4,38 (dung dich 10,0% kl/tt)

4.38 (10.0 % w/v solution)

: +141,9" (dung dich 4,0% kl/tt, do & 20°C)
+ 141.9°(4.0% w/v solution, measured at 20°C)

Ngay ban hanh: 01/7/2016




5. Kim loai néng . Dat
Heavy metals Passed

6. Tro sulphat

. 0,06 %
Sulphated ash ’
7. Lincomycin B (HPLC) D 4,13 %
8. Ham luong nude (KF) 1 4,0%
Water
9. Dinh lugng (HPLC) : 1 mg Lincomycin hydroclorid ¢6 chira 836,5
Assay ug CigHzyN»OgS |, tinh theo nguyén trang.

D6 khong ddm bao do md rong U = + 0,9
ng/mg hé sé phu k =2 & do tin cdy 95 %.
. 1 mg Lincomycin hydrochloride contains

836.5 ug CisH3uN,O4S, calculated on the
“as is” basis.

Expanded uncertainty of the certified value

U= 20.9 ug per mg, using a coverage
Jactor 'k = 2 at level of confidence
approximately 95 %

IV.  Huwéng din sir dung: Khong sdy trude khi dung
Direction for use: Do not dry before use

V. Bdo quan: Nhiét dd 2 — 8 °C, tranh 4nh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8 °C
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