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Certificate of Analysis

CHUAN POI CHIEU THU CAP
Secondary Reference Substance

HYOSCIN BUTYLBROMID
CQ_]I"{30BFNO4

I.  Muc dich sir dung: Chuan déi chiéu thu céap Hyoscin butylbromid
duge st dung cho cac phép thur dinh tinh va dinh lugng bang phugigp
Intended use: The Secondary Reference Substance @osc'
C0219115.02 is intended to be used in physicochgmica
identifications.

1. M6 ta: Bot két tinh mau gan nhu trang.
Description: An almost while, crystalline pow

1. Két qua phan tich: Dbi chiéu vai chua mid BPRS 16 3819 ¢6 ham lugng

Analytical data: The Hyoscine butylbronmiq batch 3819 was used as Standard and
recarded as 99.7 % Co 1 HsoBr calculated on the as is basis.

. Dinh tinh (I@ﬁcalio 4
Phi hop voi phd hong ngoai cua Hyoscin

a. Pho hong ngoai

butylbromid chuan.
Concordant with the infrared absorption spectrum of
Hyoscine butylbromide RS.

aion Br : Dung
yf bromides Conformed

2. D6 trong va mau sdc dung dich  : Pat
Appearance of solution Passed
3. (Gioe quay cuc riéng : -19,68 ° (dung dich 5 % kl/tt, do & 20 °C)
Specific optical rotation -19.68° (5 % w/v solution, measured at 20 °C)
4. pli © 6,358
5. Mt khdi lugng do 1am kho 0 0,14 %

Loss on drying
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6. Iro sulfat
Sulfated ash

: 0,06 %

7. Tap chat lién quan (HPLC)
Relared substances

: Tap A <0,05 %
Tap C <0,05 %
Cac tap khac: khong phat hién
Impurity A < 0.05 %
Impurity C < 0.05 %
Other impurity: Not detected

8. Dinh luong (HPLC)

Assay

: 99,83 % C,1H30BrNOQy, tinh theo nguyén trang.
Do khong dam bao do mé rong U = 0,12 %, hé 5O
pht k =2 ¢ do tin cay 95 %.
99.83 % Cy1H3BrNO,, calculated on the “as is”
basis. Expanded uncertainty of the certified value
U = 0.12 %, using a coverage factor k = 2 at level of
confidence approximately 95 %.

IV. Hudong dan st dung: Khong say trude khi dung
Direction for use: Do not dry before use

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