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AMIKACIN SULFAT
C22Hy3N5043.2H,S0,
SKS:0212204.02

I.  Muec dich sir dung: Chuan Dugc dién Viét Nam Amikacin sulfat SK'S: 0212204.02 dugc
str dung cho céac phép thir dinh tinh va dinh lugng bing phuong phap phan tich héa ly.
Intended use: The Vietnamese Pharmacopoeia Reference Substance Amikacin sulfate
Control No. 0212204.02 is intended to be used in physicochemical analysis for assay and
identification.

II. Mo ta: Bot két tinh mau tréng.
Description: A white, crystalline powder.

1L Két qua phan tich: D4i chiéu véi chudn Amikacin IPCRS 16 4.0 6 ham luong 91,9 %
C22H43N5013, tinh theo nguyén trang.
Analytical data: The Amikacin IPCRS Batch 4.0.was used as Standard and regarded as
91.9 % CyH3N50,3, calculated on the as.is basis.

1. Pinh tinh
Identifications ; (
a. Pho hong ngoai ) : Pht hop véi phd hdng ngoai ciia Amikacin sulfat
Infrared absorption. chuan Asean.
\ Concordant with infrared absorption spectrum of
: Amikacin sulfate ARS.
b. TLC | : VEt chinh trén sic ky db cta dung dich thir twong (g voi

vét chinh trén sic ky db ctia dung dich chuin vé vi tri,
mau séc va kich thude.
The pricipal spot in the chromatogram obtained with the
test solution is similar in position, colour and size to the
pricipal spot in the chromatogram obtained with the
reference solution

c. Phan ung cta ion sulfat

Reaction of ion sulfate : Dung
Conformed
2.pH : 3,37 (dung dich 1,0 % kl/tt)
! 3.37 (solution 1.0 % w/v)
3. Goc quay cuc riéng 1 +79,22° (dung dich 2,0 % kl/tt, do & 20 °C)
Specific rotation +79.22° (2.0 % w/v solution, measured at 20 °C)
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4. Mét khéi lugng do lam kho
Loss on drying

5. Ham lugng sulfat
Sulphates

6. Tap chét lién quan (HPLC)
Related substances

7. Pinh lugng (HPLC-ECD)
Assay

: 10,52 %

: 24,88 %

: Tap A: 0,05 %

03 tap khac <0,5 %

Tbng tap khac: 0,64 %

Impurity A: 0,05 %

03 other impurities < 0,5 %
Total of other impurities: 0,64 %

: 84,3 % CyHy3N5013.2H,S Oy, tinh theo nguyén trang

Do khong dam bao do md rong U =+ 0,5 % véi hé s6 phu
k =2 ¢ do tin cay 95 %.

84.3 % C,H3N50,3.2H>SO0,, calculated on the “as is”
basis. Expanded uncertainty of the certified value
U= %0.5 % using a coverage factor k = 2 at level of
confidence approximately 95 %.

IV. Huwéng dan sir dung: Khong sdy trude khi dung
Direction for use: Do not dry before use

V. Bio quan: Nhiét do tr 2 — 8°C,

tranh dnh sang.

Storage: Keep container protected from light, preferably at the temperature from 2- 8°C.
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