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Certificate of Analysis

CHUAN DUQC PIEN VIET NAM

Vietnamese Pharmacopoeia Reference Substance

AMPICILIN TRIHYDRAT
C6H9N504S.3H,0

trihydrate Control No. 1718006.02 is intended to be
assay and identification.

I.  Muc dich sir dung: Chuin Dugc dién Viét Nam mpicilin KS:21718006.02
dugc str dung cho cac phép thtr dinh tinh va dinh luong bang pk an tich hoa ly.
Intended wuse: The Vietnamese Pharmacopoeia Reference bstahee for Ampicillin
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II. M0 ta: Bot két tinh mau gin nhu trang.
Description: An almost white, crystalli

de
I1I. Két qua phan tich: Dbi chiéu véi chudn Ampicifin khan EPRS Batch 6.0 c6 ham lugng
98,0 % C;¢H9N304S, tinh theo nguyén tre
Analytical data: The Ampiciliin anhydrous EPRS Batch 6.0 was used as Standard and
regarded aﬁO % Cig alculated on the as is basis.

: Phu hop véi phd hdng ngoai cua Ampicilin trihydrat
chuén ICRS SKS: 274003.

Concordant with infrared absorption spectrum of
Ampicillin trihydrate ICRS control No. 274003

: Dat
Passed

: 4,64 (dung dich 0,25 % kl/tt)
4.64 (0.25 % w/v solution)

4. Goc quay cuc riéng : +296,2°
Specific optical rotation
5. Tro sulphat , 0 0,13%
Sulfated ash
6. Ham luong nudce (KF) 0 13,73 %
Water
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7. N,N-dimethylanilin : Khong phat hién (Not detected)

8. Tap chét lién quan (HPLC) : Tumg tap < 0,29 %
Related substances Téng tap: 1,12 %
: Any impurity <0.29 %
Total impurities: 1.12 %
9. Dinh lugng (HPLC) . 84,72 % C6H9N304S, tinh theo nguyén trang.
Assay b6 khong dam bao do mé rong U = £ 0,12 % voéi

hé s6 phu k =2 & d9 tin cay 95 %.

84.72 % C1sH9N30,S, calculated on the “as is”
basis. Expanded uncertainty of the certified value
U=+ 0.12 % 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 quin: Nhiét do tir 2 — 8 °C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2- 8 °C.
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