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CHUAN POI CHIEU THU CAP
Secondary Reference Substance

GABAPENTIN
CyH|7;NO,
SKS: C0219197.02
I.  Muc dich si dung: Chuén d6i chiéu thi c"é'lp Gabapentin SKS: C021 sir dung
cho cac phép thir dinh tinh va dinh lugng bing phuong phép phéan tich hoa I
Intended use: The Secondary Reference Substance of Gabapenti 19197.02

is intended to be used in physicochemical analysis for ﬁ'

I M@ ta: Bot két tinh mau tréng.
Description: A white, crystalline powder.

L. Két qua phan tich: Déi chiéu véi chudn G

1. Binh tinh (Identifications) |
a. Pho hongfigoni ~ /
IR

3 hop véi phd héng ngoai ctta Gabapentin chuén
P.

Concordant with the infrared absorption spectrum of
Gabapentin USPRS.

: Trong phép thir dinh lugng, thoi gian luu cta pic chinh
trén SKD cla dung dich thit twong tng véi thoi gian
ltu ctia pic chinh trén SKP cua 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 . 731

3. Nuée (KF) 00,17 %
Water
4. Cén sau nung : 0,01 %

Residue on ignition

5. Kim loai ning : <20 ppm
Heavy metals :

VKN/BM/20.02 (10) 172 ‘ Ngcy ban hanh: 27/02/2024
Gabapentin SKS: C02159197.02 :



6. Tap chét rira giai sém (HPLC) : Tap E: Khong phét hién (Impurity E: Not detected)
Early-Eluting impurities Tap A: 0,004 % (Impurity A: 0.01 %)
Tap B: Khong phat hién (Impurity B: Not detected)
Tap khac: Khong phat hién (Other impurity: Not detected)

7. Tap chét rira gai mudn (HPLC) : Phat hién 01 tap = 0,002 %
Late-Eluting impurities Tong tap (gom ca tap rua giai sém): 0,006 %
One impurity detected: 0.002 %
Total impurities (including Early-Eluting impurities): 0.006 %

8. Dinh lugng (HPLC) : 99,96 % CoH;7NO,, tinh theo nguyén trang.
Assay Do khong dam bao do mé rong U = 0,19 %, hé s6 phu
k=2 & do tin cdy 95 %.
99.96 % CoH;7NO,, calculated on the “as is” basis.
Expanded uncertainty of the certified value U = 0.19 %,

using a coverage factor k = 2 at level of confidence
approximately 95 %.

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

V. Bio 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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