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Viethamese Pharmacopoeia Reference Substance

GENTAMICIN SULFAT

SKS: M0820011.04

I. Muc dich s dyng: Chuan Dugc dién Viét Nam Gentamiein-sulfat SKS:
M0820011.04 dugc st dung cho phép thur dinh tinh bang phuong phap/phan tich héa ly,
va phép thir dinh lugng bang phuong phap vi sinh vat. " X
Intended use: The Vietmamese Pharmacopoeia Reference Substance" for Gentamicin
sulfate Control No. M0820011.04 is intended to belused in-physicochemical analysis for
identification, and in microbiological method for assay. < -

II. M3 ta: Bot mau tréng.
Description: A white powder.

III. Két qua phan tich: Phép thtr dinh lugng bang phuong phiap vi sinh vat ddi chiéu veéi
chuan Gentamicin sulfat EPRS 16 14 c6-ham lugng 17352 1U/lo, tinh theo nguyén trang.
Analytical data: The Gentamicin sulfate’ EPRS Batch 14 was used as Standard for
microbiological assay and regarded “q‘S 17352 1U per vial, calculated on the as is basis.

1. Dinh tinh ([denlij‘ications):w

a. IR Sl .t Phu hop véi phod héng ngoai clia chuan Gentamicin
£ %] G > sulfat USPRS 16 M1J001.
Concordant with the infrared absorption spectrum
of Gentamicin sulfate USPRS lot M1J00].
“b. Phan g cua i‘@n sulfat : Pung
. Reaction of sulfates Conformed
2. pH , 4,47
3. Goc quay cuc riéng s #115.7°
Specific optical rotation
4. Mét khéi lugng do lam kho 0 7,8 %
Loss on drying
5. Tro sulfat 0 0,06 %
Sulfated ash ¥
6. Thanh phan (HPLC) : Cla: 26,2 %
Composition C2a+C2:45,8%

C2b+Cl1:28,0%
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7. DPinh lugng (pp vi sinh vét) : 553 IU/mg, tinh theo nguyén trang.
Assay (microbiological method) Do khong dam bao do md rong: U = + 4 [U/mg,
voi hé sb phi k =2 ¢ do tin cdy 95%
553 1U/mg, calculated on the “as is” basis.
Expanded uncertainty of the certified value
U = + 4 IU/mg using a coverage factor k = 2 at
level of confidence approximately 95 %.

IV. Huéng dan sir dung: Khong sy trude khi dung
Direction for use.: Do not dry before use
V. Bao quan: Nhiét do tir 2 — 8 °C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2- 8 °C.
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Céc thong tin vé chét chudn c6 thé tra ctru theo dia chi: http://www.nidqc.gov.vn
Visit the flowing link to see the updated information of reference substances:
http://’www.nidgc.gov.vn
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