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CHUAN CHINH ' VILAS 087
Secondary Reference Substance

METHADON HYDROCLORID
C,,H,.CINO

I. Muc dich sir dung: Chuén chinh Methadon HCI S
sit dung trong phép thir dinh tinh bing phuong p
phép thir dinh Iugng, bing phwong phap HPLC.

Intended use: The Secondary Refer
No. WS.0111287.0./(12.11) is intended
method for identification and in the HPL

II. Mo ta: Bot két tinh mau tréng.
Description: A whie or almost whitk, crystalliné~ powder.

Agh song song vo&i chuin Methadon HC1 USPRS Lot:
11H270 am lugr@¥9,9 % €, HagCINO tinh theo nguyén trang.

Ana{ytlcal a: The Methadone HCl USPRS Lot No. I1H270 was used as Standard
sCINO, calculated on the “as is” basis.

L. Két qua han tich: T1

: Trung voi phd hdng ngoai chuan cla
Methadon HCl.
Concordant with the reference infrared
absorption spectrum of Methadone HCI.

b. Phan ting cuea ion clorid : bung
Reaction of Cloride Conformed
2. P trong va mau sic dung dich  : Pat
Appreance of solution Passed
3. pH : 5,73 (dung dich 1,0 % kU/tt)

5.73 (1.0 % w/v solution)
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4. Géc quay cyc - 0,008 ° (dung dich 5,0 % kVit)

Optical rotation
5. Giam khi lueng do sdy : 0,07 %

Loss on drying

6. Tap chat lién quan

Related Substances ; ) )
a TLC . Khong xuét hién vét tap chat
No secondary spot detected
b. GC : Tumg tap < 0,08 %
Tbng tap: 0,20 %
Any other impurity < 0. 08 %
Total impurities: 0.20 %
7. Cén sau khi nung 10,02 %

Residue on ignition

8. Pinh lugng (HPLC) - 100,05% C,;H,3CINO tinh theo nguyén trang.
Assay D6 khong dam bio do mé rong U ==+ 0,09 %,
hé sb phu k =2 & 9 tin cdy 95 %.
100.05 % C5H35CINO, calculated on the “as
is” basis.
Expanded uncertainty of the certified value
U = + 0.09 %, using a coverage factor k =2
at level of confidence approximately 95 %.

IV. Huwéng din sir dung: Khorg sdy trude khi dung
Direction for use: Do not dry before use

V. Bio quin: Nhiét 6 tir 2 - 8°C, tranh anh sdng.
Storage: Keep container protected from light, preferably at the temperature from

2-8°C.
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