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C](;H] |N4NaO5S

SKS: WS. 08.11)
I.  Muc dich sir dung: Chuén chinh Tazobactam(Ratri 01 4.01(08.11)
dugc sir dung cho cac phép thir dinh tinh va dinly 1 ong phirorig phap phan tich
hoa ly.
Intended use: The Secondary R tan Tazobactam sodium
Control No. WS. 0111284.01(08.11) } e used in physicochemical
analysis for assay and identificatio
II. M6 ta: Bot két tinh mau tring.

Description: A white or almost white,

L. Két qu@
HOM200 c6 ham
i

lline powder.

ong song vé&i chuin Tazobactam USPRS Lot.

Anglyt actam USPRS Lot. HOM200 was used as Standard and

: Théi gian luu cia pic chinh trong séc ky db cua

dung dich thir trung véi thoi gian lvu cia pic
chinh trong sic ky dd cua dung dich chuén
Tazobactam USPRS Lot. FOF325.
The retention time of major peak in the
chromatogram of the assay preparation
corresponds  to that exhibited in the
chromatogram of the standard preparation
Tazobactam USPRS Lot. FOF325

b. Phan ung cda ion Natri : Pung
Reaction of ion sodium : Conformed
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2. pH : 5,80 (Dung dich 0,25 % kl/tt)
5.80 (0.25 % w/v solution)

3. Goc quay cuc riéng : +146,10° (Dung dich 1 % kl/tt, do & 20 °C)

Specific optical rotation  : +146.10° (I % w/v solution, measured at 20°C)
4. Cin sau khi nung 2213 %

Residue on ignition
5. Kim loai néng : Dat

Heavy metal : Complies
6. Ham lugng nuéce (KF) : 1,44 %

Water

7. Tap chét lién quan (HPLC) : Timg tap < 1,43 % (Individual impurity: < 1.43 %)
Related substance Tong tap: 1,48 % (Total impurities: 1.48 %)

8. Pinh lugng (HPLC) : 88,76 % C,oH,2N4OsS tinh theo nguyén trang.
Do khéng dam bao do mé rong U = + 0,36 %,
hé s6 pha k = 2 & do tin cdy 95 %.

88.76 % Cy3;H,:Ns04S, calculated on the “as is”
basis.

Expanded uncertainty of the certified value
U=+ 0.36 %, using a coverage factor k = 2 at
level of confidence approximately 95 %.

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

V. Baio quan: Nhiét d6 tir 2 — 8 °C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2- 8°C.

Updated date Ha Noi, ngay 28 thang 2 nam 2019
28" February 2019 VIEN TRUONG
Director

i Kiém tra dinh ky (Retest year)
Pa kiém tra | Kiém tra lan sau | Phu trach khoa
(nam) (nam) (ky)
Last retest Next retest Signature

2019 2022 W

VKN/BMi20.03 2/2 Ngay ban hanh: 01/7/2016
Tazobactam Natri SKS: WS. 0111284.01(08.11)



