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CHUAN DUQC PIEN VIET NAM

Vietnamese Pharmacopoeia Reference Substance

AMPICILIN TRIHYDRAT
Ci6H19N304S.3H,0

L. Muc dich sir dung: Chuin Duogc dién Viét Nam mpicili S2C 1822006
duge s dung cho cac phép thir dinh tinh va dinh Iu g bang \phuong phagphan tich hoa

ly. b

Intended use: The Vietnamese Pharmacopoeia ce Subspance for Ampicillin
trihydrate Control No. C1822006 is inténg be_use hysi¢ochemical analysis for
assay and identification.

II.  Mé ta: Bot két tinh mau gan nhu trang
Description: An almost white, crystalfine
II. Két qua phan tich: Ddi chiéu vdi ch Ampj¢ilin khan EPRS 16 6.0 c6 ham lugng 98,0
% Ci6H19N304S, tinh theo nguyén trang
Analytical data: The Ampicithin anhydrous EPRS Batch 6.0 was used as Standard and
regarded @? 0 % C 5N MSncalculated on the as is basis.

wder:

: Phu hop v6i pho hong ngoai ctia Ampicilin trihydrat
chuén.

Concordant with infrared absorption spectrum of
Ampicillin trihydrate RS.

: Dat
Passed

: 4,6 (dung dich 0,25 % kl/tt)
4.6 (0.25 % w/v solution)

4. Goc quay cuc riéng : +295,96°
Specific optical rotation
5. Tro sulphat : 0,05 %
Sulfated ash
6. Nudc (KF) 0 13,8%
Water
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7. Tap chét lién quan (HPLC) . Tung tap < 0,34 %

Related substances Any impurity <0.34 %
8. Dinh lugng (HPLC) . 84.8 % C6H9N304S, tinh theo nguyén trang. ’
Assay ' Do khong dam bao do mo rong U = 0.2 % véi hé so

phu k =2 ¢ do tin cay 95 %.
84.8 % C1sH 9N30,S, 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. Huéng din sir dung: Khong sdy trude khi dung
Direction for use: Do not dry before use
V. Bio quan: Nhi¢t d tir 2 — 8 °C, trdnh 4nh sang.
Storage: Keep container protected from light, preferably at the temperature from 2- 8 °C.
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