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Vietnamese Pharmacopoeia Reference Substance
QUININ HYDROCLORID

Cy0H24N,0,.HCIL.2H,0

5:0112290.01

Intended use: The Vietnamese Pharmacopoeia_ Refere wmee> Quinine
hydrochloride Control No. 0112290.01 is intended to ¢ used¥ icochewryical analysis
for assay and identification.

II. Mo ta: Bot két tinh mau trang.
Description: A white, crystalline powde

III. Két qua phén tich: Ddi chiéu voi chuén Quin
luong 100,0 %, tinh theo ché pham da 13 5
Analytical data: The Quinine hydroc i S ALot. FOC108 was used as Standard
and regarded as 100.0 %, calculated o dried) basis.

1. Dinh tinh (/dentifications)

a. Pho hong ngoai : Phu hgp véi phd hong ngoai cua Quinin
Infrared &hsorption

hydroclorid chuén.
Concordant with infrared absorption spectrum of
Quinine hydrochloride RS.

: Dung.
Conformed
: Dung.
Conformed
Dung.
Reaction of ion CI Conformed
2. Do trong va mau sic dung dich . bat
Appearance of solution Passed
3.pH : 6,20 (dung dich 1,0 % kl/tt)
6.20 (1.0 % w/v solution)
4. Goc quay cuc riéng : -246,97° (dung dich 2,0 % kl/tt trong HC1 0,1M,
Specific rotation do 620 °C)

-246.97° (2.0 % w/v solution in HCl 0.1 M,
measured at 20 °C)
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5. Maét khéi lugng do 1am kho : 8,58 %

Loss on drying

6. Tro sulfat : 0,07 %
Sulphated ash

7. Gidi han sulfat : Pat
Sulphates Passed

8. Gi61 han bari : Dat
Barium Passed

9. Cac Alcaloid cinchona khac (HPLC) : Tap C: 3,89 %
Other cinchona alkaloids 01 tap chét rira giai trudc quinin: 2,88 %
Tap khac: Khong phat hién
Impurity C: 3,89 %
01 impurity eluted before quinine: 2.88 %
Other impurity: Not detected

10. Dinh luong (chudn do do thé) £ 100,1 % C29H24N20,.HCl, tinh theo chat da lam kho
Assay (Titration) D¢ khong dam bao do m¢ rong U = 0,2 % véi hé
s0 phu k =2 ¢ do tin cdy 95 %.
100.1 % Ca9H>4N-0>.HCI, calculated on the dried
basis. Expanded uncertainty of the certified value
U= 0.2 % using a coverage factor k = 2 at level of
confidence approximately 95 %.

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

V. Béo quan: Nhiét do 2 — 8 °C, tranh anh séang.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8 °C.
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