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CHUNG CHI PHAN TICH
Certificate of Analysis

CHUAN PHONG THi NGHIEM
Secondary Reference Substance

TERBUTALIN SULPHAT
C24H401\12O 1 OS

VILAS 087

SKS' WS 0109227

I.  Muc dich sir dung: Chuan phong thi nghiém Terbutalin sulphat SKS WS. 0109227
duge st dung cho céc phép thir dinh tinh va dinh lu(mg bang phucng phap phan tich hoa
ly.

Intended use: The Secondary Reference Substance Terbutalme sulphate Control No.
WS.0109227 is intended to be used in physzcochemlcal analyszs for assay and
identification.

II.  MB> ta: Bot két tinh mau trang hodc gan nhu trang ;
Description: A white or almost white, crystallme powder

II. Két qua phan tich: béi chiéu véi chuan Terbutahn sulphat USPRS Lot: 10G250 ¢6 ham
luong 99.5 % C24H4N>O10S tinh theo nguyen trang.
Analytical data: The Terbutaline sulphate USPRS Lot: 10G250 was used as Standard
and regarded as 99.5 % C 74H40N 70/()S calculated on the as is basis.

1. Pinh tinh (Identzf catzons)
a. Phé horzg ngoat ; .~ ¢ Phu hop voi phd hdng ngoai cua Terbutalin sulphat
IR , AN & sulphat CPRS Lot: 100273-199701.
i patl ¢ B M Concordant with the infrared absorption spectrum of
Terbutaline sulphate CPRS Lot. 100273-199701.

b. P‘hén ung cua ion sulphat . Dung
React‘i‘(m of sulphate Conformed
2. bo trorig . Dat
Appearance of solution Passed
3. Do hip thu © 0,005 (dung dich 2,0% kl/tt, do & bude song 400 nm,
The absorbance st dung cong do 2 cm)
0.005 (2.0% w/v solution, measured at 400 nm in a
2 c¢m cell).
4. Acid - Base . bat
Passed
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5. Mat khéi lugng do lam kho : 0,02%
Loss on drying

6. Tap chét lién quan (HPLC) : Khong phat hién pic tap chét
Related Substances No impurity peak detected
7. Dinh lg’(jng )
a. Chuan d¢ maéi truong khan 0 99,17 % C4HaoN,0O10S . tinh theo chat da lam kho
Non — Aqueous titration Do khong dam bao do md rong U = 0,03 %

99.17 % Cy4H9N10;9S calculated on the dried basic.
Expanded uncertainty of the certified value U = 0.03 %

b. HPLC : 99,95 % Cp4HyoN,010S. tinh theo chat d lam kho
Do khong dam bao do mé rong U =+ 0,33%
99.95 % Cr4H0N1>0,0S calculated on the dried basic.
Expanded uncertainty of the certified value U = 0.33 %

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

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