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I.  Muc dich sir dung: Chuan Duogc dién Viét Nam oxigrh
dugce sur dung cho cac phép thu dinh tinh va dinh lughg

ly.
Intended use: The Vietnamese Phg ubstance  Amoxicillin
trihydrate Control No. C1424017 is inlended s'ic'()('hemica/ analysis for

assay and identification.
II. Mo ta: Bot két tinh mau trang.
Description: A white, crystalline powc

. Két qua phan tich: Dbi chiéu véi chu roxicilin trihydrat ARS SKS: T421014 ¢6
ham lugng 97,82 % CsH M5038. tinh theo chat khan.

Analytical The Am /
Standard a coarded as 2 16H119N305S, calculated on the anhydrous basis.

Phu hop voi phd hong ngoai cua Amoxicilin
trihydrat chuan.

Concordant with infrared absorption spectrum of
Amoxicillin trihydrate RS

2. Do trongwaiau sic dung dich . Dat
Appearagee of solution Passed
3. pH : 4.9 (dung dich 0.2 % kl/tt)
4.9 (0.2 % w/v solution)
4. Goc quay cuc riéng : +310,2" (dung dich 0.2 % kl/tt, do & 20 °C)
Specific optical rotation +310.2° (0.2 % w/v solution, measured at 20 °C)
5. Nudce (KF) 133 %
Water
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6. Tro sulfat - 0.03 %

Sulfated ash
7. Tap chét lién quan (HPLC) : Tumg tap < 0,30 %
Related substances Any impurity <0.30 %
8. Pinh lugng (HPLC) © 86.9 % C¢H9N30OsS, tinh theo nguyén trang.
Assay Do khong dam bao do mo rong U = 0.2 % vai he

s6 phu k = 2 ¢ do tin cay 95 %.
86.9 % C15H,9N;05S, calculated on the “as is”
basis. Fxpanded uncertainty of the certified value
U= 0.2 % using a coverage factor k = 2 at level of
confidence approximately 95 %.

IV. Huong dan sir dung: Khong say trude khi dung
Direction for use: Do not dry before use
V. Bao quan: 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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Céc thong tin vé chit chuan c6 thé tra ciru theo dia chi: http://www.nidqe.gov.vn.
Visit the flowing link to see the updated information of reference substances:
http.//www.nidgc.gov.vn.
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