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CHUAN POI CHIEU THU CAP
Secondary Reference Substance

LORATADIN
CyH»;CIN,O,

SKS: C0322242

. Muc dich sir dung: Chudn ddi chiéu thir cAp Loratadin SKS: 032224
céac phép thu dinh tinh va dinh lugng bang phuong phap phan tich hoa Iy

Intended use: The Secondary Reference Substance L 2 Q0322242 is
intended to be used in physicochemical analysis for ass

I. Mo ta: Bot mau trdng hodc gan nhu tring.

1. Két qua phan tich: Doi chiéu véi chuan D in\JSPRS 16 R125E0, c6 ham luong
0,999 mg/mg C5,H»3CIN,O», tinh theo n

Analytical data: The Loratadine USPR . as used as Standard and regarded
as 0.999 mg/mg C1:Ho3CIN>O,, calculate

1. Dinh tinh (Identifications)

a. Pho hor oai Phu hop voi phd hong ngoai cua Loratadin chuan.

IR “oncordant with the infrared absorption spectrum
of Loratadine RS.

o : Trong phép thir dinh lugng, thoi gian luu cua pic
chinh trén SKD cua dung dich thu tuong ung voi
thoi gian luu cua pic chinh trén SKD cua 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. Mt khéi luong do lam kho : 0,02 %
Loss on drying
| .
‘ 3. Céan sau nung : 0,03 %
| Residue on ignition
:
4. Tap chat hiru co (HPLC) : Khong phat hién pic tap
Organic impurities No impurity pic detected
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5. Dinh luong (HPLC) : 100,1 % Cx»H»3CIN,O,, tinh theo nguyén trang.
Assay Do khong dam bao do mé rong U = 0,1 %, hé sb
phu k =2 ¢ d06 tin cay 95 %.
100.1 % CyH3CIN>O,, calculated on the “as is”
basis. Expanded uncertainty of the certified value
U= 0.1 %, using a coverage factor k = 2 at level
of confidence approximately 95 %.

IV. Huéng din sir dung: Khong sy truge khi dung
Direction for use: Do not dry before use
V. Bdo quin: Nhiét d6 2 — 8 °C, tranh 4nh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8 °C.
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