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CHUNG CHi PHAN TiCH
Certificate of Analysis

VILAS 087

CHUAN DOI CHIEU THU CAP
Secondary Reference Substance

SULTAMICILIN TOSILAT DIHYDRAT
C3,H33N404,S3.2H,0

SKS: €0220172.02

I.  Muc dich s dung: Chuan dbi chiéu thu cap | Sultarmcllm tosﬂat dihydrat SKS:
€0220172.02 dugc sir dung cho cac phép thir dinh tlnh va dlnh luong bang phuong phap
phén tich hoa ly.

Intended use: The Secondary Reference Substance of Sultamlczllm toszlate dihydrate No.
C0220172.02 is intended to be used In phys*zcochemlcal analysis for assay and
identification.

Il. M6 ta: Bot két tinh mau tring. /
Description: A white crystalline powder

II. Két qua phan tich: Déi chiéu voi chuan Sultamicilin tosilat EPCRS 16 3, ¢6 ham luong
92,7 % C3,H3gN4015S3, tmh theo nguyén trang.

Analytical | data The éullczmlczllm tosilate EPCRS batch 3 was used as Standard and
regarded as 927 % L 32H 38N4()/ gSg, calculated on the as is basis.

1. Pinh tmh pho h@ng ngoal ) . Pha hop vé6i phd hdng ngoai cia Sultamicilin tosilat
ldenlzf catlons (IR) chuan.
’ Concordant with the infrared absorption spectrum of
Sultamicillin tosilate RS.

2. Goéc quay‘cuc riéng 1 +178,69° (do & 20 °C)

Specific optical rotation +178.69° (measured at 20 °C)

3. Tap chat lién quan (HPLC) . Pat
Related substances Passed

4. Nudc (KF) 1 4.9%
Water

5. Tro sulfat : 0,04 %
Sulfated ash
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6. Dinh luong (HPLC)

93,2 % C3H33N40),S3, tinh theo nguyén trang.
Assay

Do khong déam bao do ma rong U = 0,2 %, hé sb phu
k =2 ¢ dj tin cay 95 %.

93.2 % C32H39N 40,583, calculated on the “as is” basis.
Expanded uncertainty of the certified value U = (0.2 %,

using a coverage factor k = 2 at level of confidence
approximately 95 %.

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

V. Béao 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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