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CHUNG CHI PHAN TiCH
Certificate of Analysis

CHUAN DPOI CHIEU THU CAP
Secondary Reference Substance

TOBRAMYCIN
Ci18H37N509
176
I. Muc dich s dung: Chuin dbi chiéu thu cép‘Tobramycin SKS dugc st
dung cho cdc phép thir dinh tinh va dinh luong bang phjrong phé 0\t aly.
Intended use: The Secondary Reference Substance Tobramycin No. C0422176 is
intended to be used in physicechemical analysis for as, d identifiedtion.
II. M6 ta: Bot mau gin nhu trang, hut 4m
Description: An almost white, hygroscopic p
III. Két qua phan tich: Déi chidu véi c,huX RS 16 R08010 ¢6 ham lugng
954 png/mg C1gH37N50, tinh theo chat >
Analytical data: The Tobramycin 08010 was used as Standard and
regarded as 954 ug/mg C;sH3,N50y, cal, n the anhydrous basis.
1. Pinh tinh tificatio
a. TLC ; ung
Conformed
: Trong phép thir dinh lugng, thoi gian luu chia pic
chinh trén sic ky dd cua dung dich thir tuong ng
véi thoi gian luu ctia pic chinh trén sdc ky do dung
dich chudn
The retention time of the major peak of the sample
solution corresponds to that of the standard
solution, as obtained in the Assay.
2. pH o : 9,91 (dung dich 10,0 % kl/tt)
9,91 (10.0 % w/v solution)
3. Ham lugng nuée (KF) : 3.0%
Water
4. Tap chit lién quan (TLC) : Phat hién 03 vét tap dat quy dinh-
Related substances 03 impurity spots less than 1.0 % detected
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5. Dinh lugng (HPLC)

Assay

: 945 pg/mg Ci3H37N50o, tinh theo nguyén trang.
D6 khong dam bao do mad rong U = 3 pg/mg v6i hé
sb phu k =2 & d6 tin cay 95 %.
945 ug/mg C3H37:N50y, calculated on the “as is”
basis. Expanded uncertainty of the certified value
U = 3 ug/mg using a coverage factor k = 2 at level
of confidence approximately 95 %.

IV. Hwéng din sit dung: Khong sdy trude khi dung. Khong sir dung lai lo chuin d3 mo.
Kiém tra lai ham luong nudc va so sanh véi két qua trén chung 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 quén: Nhiét dd tir 2 — 8 °C, tranh 4nh sang.
Storage: Keep container protected from light, preferably at the temperature from 2- 8 “C.
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