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Working Reference Substance

CLOMIFEN CITRAT
Co6H23CINO. C5H307

77.01 duogc sir

I. Muc dich sit dung: Chuén phong thi nghiém Clomlﬁ |
T ngoai kha kién;

dung trong phép thir dinh tinh bang phuong phép d
trong phép thir dinh luong biang phuong phéy
Intended use: The Working Refererice 2726 ifene citrate Control No.
WS.0111277.01 is intended to be used in th :
method for identifications and in the HP.

IL Mb ta: Bot mau tring hoic tring anh
Description: A white or pale yellowish

III. Két qua pl@ntich:
: Tring v6i phd hdng ngoai ciia Clomifen citrat chudn.

Concordant with the infrared absorption spectrum of
Clomifene citrate CRS.

1. Dinh tinh (Identifics

: Phé tir ngoai cua dung dich 0,002 % kl/tt trong HCI
0,1 M c6 hép thu cuc dai & 234 nm va 291 nm.
The ultraviolet absorption spectrum of 0.002 % w/v
solution in HCI 0.1 M shows absorption maxima at
234 nm and 291 nm.

b. Phan tmg ctia ion Citrat : Dung
Reaction of Citrate Conformed.
2 . D% trong va mau sic dung dich : Dat
Clarity and colour of solution Passed
3. Z —TIsomer (HPLC) 142,11 %
Z - Isomer
4. Giam khéi lugng do séy : 0,18%
Loss on drying
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5. Tap chét lién quan (HPLC) : Khong xuét hién pic tap chat

Related Substances No impurity peak detected
6. Pinh lugng : 98,90 % ngHnglNO_ C¢HgO7, tinh theo nguyén trang.
Assay b0 khong dam bao do mé rong U = £ 0,11 %, hé s6

phu k=2 & dd tin cdy 95 %.

98.90 % CrsH:sCINO CgHzO-, calculated on the “as
is” basis. Expanded uncertainty of the certified value
U=+ 0.11 %, using a coverage factor k = 2 at level
of confidence approximately 95 %

IV. Huwoéng din sir dung: Khong siy trude khi ding
Direction for use: Do not dry before use

V. Bio quan: Nhiét d6 2 — 8 °C, tranh 4nh séng.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8 oc,
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