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Certificate of Analysis VILAS 087

CHUAN POI CHIEU THU CAP
Secondary Reference Substance

LORATADIN
CHy3CIN, O,

Intended use: The Secondary Reference Substance Lofatadine

cac phép thu dlnh tmh va dinh lugng bang phuong ph?phan tic/
intended to be used in physicochemical analysis for as

II.  MSé ti: Bot mau tring hodc gan nhu trin
Description: A white or almost white powder:

III. Két qua phéan tich: Dbi chiéu voi chuj
0,998 mg/mg C,2H,3CIN, O3, tinh theo

Analytical data: The Loratadine USPR
as 0.998 mg/mg C2,H>3CIN,Q,, calculate

1. DPinh tinh (@;iﬁcations

a. Pho hong ng

. RO32U0 was used as Standard and regarded
as is basis.

" Phu hop v6i phd hdng ngoai ciia Loratadin chudn.
Concordant with the infrared absorption spectrum
of Loratadine RS.

: Trong phép thtr dinh lugng, thoi gian luu cia pic
chinh trén SKD cua dung dich thir twong ung véi
thoi gian luu cua pic chinh trén SKP ctia dung dich
chuan.

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

2. Mét khéi lugng do 1am kho : 0,25%
Loss on drying
3. Can sau nung f : 0,02 %
Residue on ignition
4. Kim loai nang : Duéi 10 ppm
Heavy metals Less than 10 ppm
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5. Tap chit hitu co {(HPLC) : Tap A, tap B, tap C: khong phat hién
Organic impurities Tap khac: <0,04 %
Téng tap: 0,07 %
Loratadine related compound A, B, C: Not detected
Any other impurity: <0.04 %
Total impurities: 0.07 %

6. Dinh lugng (HPLC) : 99,95 % CHasCIN,O,, tinh theo nguyén trang.
Assay . D06 khong dam bao do mo rong U = + 0,24 %, hé
s6 phi k =2 & dé tin cay 95 %.
99.95 % C1Hy3CIN>O,, calculated on the “as is”
basis. Expanded uncertainty of the certified value
U= 20.24 %, using a coverage factor k = 2 at
level of confidence approximately 95 %,

IV. Huéng dan sir dung: Khong sy truse khi ding
Direction for use: Do not dry before use

V. Bio quin: Nhiét d6 2 — 8 °C, tranh 4nh séng.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8 °C.
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Cac thong tin vé chét chuén c6 thé tra ciru theo dia chi: http://www.nidqc.org.vn

Visit  the flowing link to see the updated information of reference substances:
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