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Certificate of Analysis

CHUAN POI CHIEU THU CAP
Secondary Reference Substance
LINAGLIPTIN

CysHgN3 O,

L GOT23395

I.  Muc dich sir dung: Chuan d6i chiéu thu cp Linagliptin SKS: C012
cho céc phép thir dinh tinh va dinh lugng bang phuong phép phamtt
Intended use: The Secondary Reference Substance Ifinagliptiff Con F0123393 is
intended to be used in physicochemical analysis for alg;y , i

II. M& ta: Bot mau tring.
Description: A white powder.

II. Két qua phan tich: i chiéu v6i chudn Lin
98.42 % Cy5H»gNgOs, tinh theo nguyén/fra
Analytical data: The Linagliptin LGCRS Lot wumber G1096205 was used as Standard
and regarded as 98.42 % C,5sHgN3O», latéd on the as is basis.

1. Dinh tinh (Identifications)

a. Pho hé@fai
Infrared-absorption

op v6i phd hong ngoai cia Linagliptin chuan.
wncordant  with infrared absorption spectrum  of
Linagliptin RS.

b : Trong phép thtr dinh lugng, thoi gian luu cua pic chinh
trén sac ky do cta dung dich thu tuong ung vaéi thoi
gian luu cla pic chinh trén sic ky do cta dung dich
chuan.

The retention time of the major peak in the
chromatogram of the test solution corresponds to that
in the chromatogram of standard solution, as obtained
in the Assay.

2. Goc quay cuc riéng : ~18,62° (dung dich 1,0 % kl/tt trong methanol, do & 25 °C)
Specific rotation -18.62° (1.0 % w/v solution in methanol, measured at 25 °C)
3. Nudce (KF) :0.7%
Water

4. Tap chat lién quan (HPLC)  : Téng tap 0,08 %
Related substances Total impurities: 0.08 %
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5. Dinh lugng (HPLC)

: 98.3 % C55H»gNgO», tinh theo nguyén trang
Assay

Do khong dam bao do mo rong U = 0,3 % véi hé sé phu
k =2 & do tin cdy 95 %.

98.3 % CrsHsNsO,, calculated on the “as is” basis.
Expanded uncertainty of the certified value U = 0.3 %

using a coverage factor k = 2 at level of confidence
approximately 95 %.

IV. Huwéng dan sir dung: Khéng sdy truge khi dung
Direction for use: Do not dry before use
V. Bio 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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Cac thong tin vé chét chudn c6 thé tra ctru theo dia chi: http://www.nidgc.gov.vn

Visit the flowing link 1o see the updated information of reference substances:
http.://'www.nidqc.gov.vn.
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