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Certificate of Analysis

CHUAN DUQC PIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance

CLOTRIMAZOL
CyH;7CIN,

ly.
Intended use: The Vietnamese Pharmacopoeia Refe

identifications.

II. Mo ta: Bot két tinh mau tréng.
Description: A white or almost white, crgsialline p

III. Két qua phéan tich: Tién hanh sowg\ song)vsi chuén Clotrimazol EPRS batch. 2a
va Clotrimazole BPCRS batch 3493.

Analytical data: The Clof sole EPRS batch 2a and Clotrimazole BPCRS batch 3493

: Phu hop véi phd hong ngoai ctia Clotrimazol EPRS Lot.
2a.

Concordant  with infrared absorption spectrum of
Clotrimazole EPRS Lot. 2a.

. G161 han Iirfidazol (TLC) : Khong xuét hién vét tap Imidazol.
Limit ofImidazole No Imidazole impurity spot detected.
3. Gidi han tap A (HPLC) . Khong xuét hién pic tap A.
Limit of related compound A No related compound A peak detected
4. Cén sau nung . Pat
Residue on ignition Passed

5. Maét khéi luong do lam kho 0,08 %
Loss on drying
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6. Dinh lugng (HPLC)
Assay

IV. Huwéng din sir dung: Khong sdy trude khi dung

: 99,50 % CyH;7CIN,, tinh theo ché phém nguyén trang.
Do khong dam bao do mé rong U = + 0,18 %, hé sb
phuk =2 & do tin cay 95 %.

99.50 % C15H;7CIN,, calculated on the “as is” basis.
Expanded uncertainty of the certified value

U=+ 0.18 %, using a coverage factor k = 2 at level of
confidence approximately 95 %.

Direction for use: Do not dry before use

V. Bido quan: Nhiét d6 2 — 8 °C, tranh anh sang.

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