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CHUAN DUQC PIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance
TOBRAMYCIN
CisH37N509

I. Muc dich sir dung: Chuin Dugc dién Viét lEam

dugc str dung cho céc phép thir dinh tinh va dinh Juc

hoa ly.

Intended use: The Vietnamese Ph copoeiq Re ce 8tibstance for Tobramycin
Control No. 0315176.03 is intended t e hysycechemical analysis for assay

and identification.

II. Mo ta: Bot mau tring, hat 4m
Description: A white, hygroscopic\pswder

III. Két qua phan tich:
MOMO58 ¢6 ham lugi
Analyt ata: The

regarded as : si7NsQq, calculated on the anhydrous basis.

ién hanh sofig—Song voi chudn Tobramycin USPRS Lot.
g/mg C13H37N509, tinh theo chat khan.

: Tring véi phdé hdng ngoai cia Tobramycin
chuan.

Concordant with infrared absorption spectrum
of Tobramycin RS.

b. TLC : Dung
Conformed

c. HPLC : Dung.
Conformed

2. pH : 10,03 (dung dich 10,0 % kl/tt)
10.03 (10.0 % w/v solution)
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3. Kim loai ndng . Dat

Heavy metals Passed
4. Céan sau nung : 0,1 %
Residue on ignition
5. Ham luong nudc (KF) : 3,83 %
Water
6. Tap chét lién quan (TLC) . Xuét hién 03 vét tap dat quy dinh
Related substances 03 impurity spots less than 1.0 % detected
7. Pinh lugng (HPLC) : 909,5 pg/mg C;gH3NsOy, tinh theo nguyén
Assay trang. P6 khong dam bao do m¢ rong U =+ 1,8

ug/mg voi hé s6 phit k =2 ¢ do tin cdy 95 %.
909.5 ug/mg C,5H;7Ns0,, calculated on the “as
is” basis. Expanded uncertainty of the certified

value U= + 1.8 ug/mg using a coverage factor

k = 2 at level of confidence approximately 95
%.

IV. Huéng din sir dung: Khong sdy trudc khi dung. Khong sir dung lai lo chuén di mé.
Kiém tra lai ham lugng nudc va so sanh vai két qua trén ching chi phén tich néu
can.

Direction for use: Do not dry before use. Do not store and re-use the opened vial of
reference substance. Check the water content of the reference substance and
compare with the value on CoA when needed.

V. Bio quan: Nhiét do tir 2 — 8°C, tranh anh séng.
Storage: Keep container protected from light, preferably at the temperature from 2- 8°C.
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