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CHUAN DOI CHIEU THU CAP
Secondary Reference Substance

SITAGLIPTIN PHOSPHAT
C|6H]5F‘5N50.I‘I3PO4.I‘120
\‘:\S'KS: C0120359.01

I.  Muc dich sir dung: Chuén d6i chiéu thu cip Sitagliptin phosphat SKS C0120359.01 duoc
str dung cho c4c phép thir dinh tinh va dinh lugng bang phuong phéap phan tich hoa ly.

Intended use: The Secondary Reference Substance Szlagllptln phoSphale control No.
C0120359.01 is intended to be uved \in physzcochemlcal analysz? for assay and
identification. SN, [ )

Il M@ ta: Bot két tinh mau tréng.
Description: A white, crystalline p()wder %

III. Két qua phan tich: Ddi chiéu véi chuan Sltaghptm phosphat USPRS 16 R07630, c6 ham
luong 96,6 % C cH;sF¢N;O. H3PO4, tinh the()‘\‘nguyen trang.

Analytical data: The Sziaglzpim phosphate USPRS lot. RO7630 was used as Standard and
regarded as 96 6 % C /5H/J]96NJ() Hgl’()4 calculated on the as is basis.

1. Pinh tinh (dentifi catzons)

a. Pho hong ngozu i T : Phu hop véi phd hdng ngoai cta Sitagliptin phosphat
R SN chuén,
¢ Concordant with the infrared absorption spectrum of
Sitagliptin phosphate RS.
b. Phan g cta ion phosphat : Pung
Reaction of phosphates Conformed
2. Tap chat lién quan (HPLC) : Khong phat hién pic tap
Related substances No impurity peak detected
3. Nudce (KF) 0 3.5%
Water
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4. Dinh lugng (HPLC)
Assay

IV. Hwéng dan sir dung: Khong sy trude khi dung

96,5 % Ci6H;sFsNsO.H3POy, tinh theo nguyén trang.
Do khong dam bao do mé rong U = 0,1 %, hé sé phu
k =2 & do tin cay 95 %.
96.5 % C5H5FsNsO.H3POy, calculated on the “as is”
basis. Fxpanded uncertainty of the certified value
U = 0.1 %, using a coverage factor k = 2 at level of
confidence approximately 95 %.

Direction for use: Do not dry before use

V. Bao quan: Nhiét do 2 — 8 °C, tranh anh sang.

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