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CHUAN POI CHIEU THU CAP
Secondary Reference Substance

GABAPENTIN
CoH7NO,

SKS: C0219197.02

I.  Muc dich sit dung: Chuan dbi chiéu tht cap Gabapentin SKS: CO219197 02-dugc sur dung
cho cac phép thir dinh tinh va dinh lwong bang phuong phap phan tich héa ly.

Intended use: The Secondary Reference Substance of Gabapentin control No:. C0219197.02
is intended to be used in physicochemical analysis for assay and identifications.

II. M0 ta: Bot két tinh mau tréng.
Description: A white, crystalline powder.

III. Két qua phan tich: Di chiéu véi chuin Gabapentm EPCRS 162 ¢6 ham lugng 100,0 %
CoH7NO,, tinh theo nguyén trang va chuan Gabapentln USPRS 16 10K190.

Analytical data: The Gabapentin EPCRS batch 2 was“used as Standard for assay and
regarded as 100.0 % CoH,;;NO>, calculated on lhe as‘is basis. The Gabapentin USPRS lot
I0K190 was used as Standard for IR ldentlf calzon V

1. Dinh tinh (Identifi cattons)
a. Phd hong ngoal N “Phu hop véi phd hdng ngoal cua Gabapentin chuin
IR \ TN “USP.
. Concordant with the infrared absorption spectrum of
Gabapentin USPRS.

b. HPLC e AN M : Trong phép thir dinh lugng, thoi gian luu cua pic chinh
0 M et TR Ny S trén SKD ctia dung dich thur tuong Gng véi thoi gian
luu cta pic chinh trén SKD cta dung dich chuén
Gabapentin.
The retention time of the major peak of the Sample
solution corresponds to that of the Standard solution,
as obtained in the Assay

2. pH 1 131

3. Nudc (KF) » B17T%
Water

4. Can sau nung ! : 0,01 %

Residue on ignition

5. Kim loai néng : <20 ppm
Heavy metals
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6. Tap chat rira giai sém (HPLC)
Early-Eluting impurities

7. Tap chét rira gai mudn (HPLC)
Late-Eluting impurities

8. Dinh lugng (HPLC)
Assay

: Tap E: Khong phat hién (Impurity E: Not detected)
Tap A: 0,01 % (Impurity A: 0.01 %)
Tap B: Khong phat hién (Impurity B: Not detected)
Tap khac: 0,04 % (Other impurity: 0.04 %)

: Mbi tap: <0.13 %
Tong tap (gom ca tap rira giai sém): 0,19 %
Individual impurity: <0.13 %
Total impurities (including Early-Eluting impurities): (.19
%

: 99,96 % CoH7NOs, tinh theo nguyén trang.
D¢ khong dam bdo do mé rong U = + 0,19 %, hé sb
phu k=2 ¢ do tin ciy 95 %.
99.96 % CoH;7;NO>, calculated on the “as is’ basis.
Expanded uncertainty of the certified value U = + (.19
20, using a coverage factor k = 2 at level of confidence
approximately 95 %.

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

V. Bio quan: Nhiét do 2 — 8 °C, t

ranh anh sang.

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