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CHUNG CHi PHAN TiCH
Certificate of Analysis

CHUAN DOI CHIEU THU CAP
Secondary Reference Substance

GABAPENTIN
CoH;7NO,

VILAS 087

SKS: C0325197

I. Muc dich s dung: Chudn dbi chiéu thir cdp Gabapentin SKS: 60325197 dugce su dung
cho cac phép thtr dinh tinh va dinh luong bang phuong phap phén tich' hoa ly s
Intended use: The Secondary Reference Substance of Gabapentin control Na C0325] 97 is
intended to be used in physicochemical analysis for assay and ldenlgf‘ batzons
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II. Mo ta: Bot két tinh mau tréng. . \
Description: A white, crystalline powder.

1. Két qua phan tich: Déi chiéu véi chuan Gabapenﬂn EPCRS Io 3 ¢6 ham lugng 100,0 %
CoH;7NO,, tinh theo nguyén trang. S
Analytical data: The Gabapentin EPCRS batch 3 was used as Standard and regarded as
100.0 % CoH;7NO>, calculated on the ,as is basks :
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1. Dinh tinh (Identtf catzons)

a. Phd hdng ngoai 7 i P hop V&i phd hong ngoai ctia Gabapentin chuén,
IR TN, . . Concordant with the infrared absorption spectrum of
“~_ . GabapentinRS.
b.HELC [\ ') Trong phép thi dinh lugng, thai gian luu cua pic chinh

' W trén SKP cua dung dich thir twong Ung v6i thoi gian
LN lvu céia pic chinh trén SKP cta dung dich chuén
T e 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 : 7,83
3. Nudce (KF) : 0,06 %
Water

4. Tap chét rtra giai sém (HPLC) : Tap A: 0,004 % (Impurity A: 0.004 %)
Early-Eluting impurities Tap B: Khong phat hién (Impurity B: Not detected)
Tap E: Khong phat hién (Impurity E: Not detected)
Tap khac: Khong phét hién (Other impurity: Not detected)
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5. Tap chét rira gai mudn (HPLC)

Late-Eluting impurities

6. Dinh luong (HPLC)

Assay

IV. Huéng din sitr dung: Khong siy trude khi dung

: Phat hién 01 tap = 0,002 %

Tbng tap (gdm ca tap rua giai som): 0,006 %
One impurity detected: 0.002 %
Total impurities (including Early-Eluting impurities): 0.006 %

: 99,4 % CoH 7NO,, tinh theo nguyén trang.
D6 khong dam bao do mé rong U = 0,3 %, hé sb phu
k=2 ¢ d9 tin cay 95 %.
99.4 % CoHy7NOs, calculated on the “as is” basis.
Expanded uncertainty of the certified value U = 0.3 %,
using a coverage factor k = 2 at level of confidence
approximately 95 %.

Direction for use.: Do not dry before use

V. Bdo quan: Nhi¢t d6 2 — 8 °C, tranh 4nh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8 °C.

Date of adoption
24" October 2025
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Céc thong tin vé chét chudn c6 thé tra ctru theo dia chi: http://www.nidge.gov.vn

Visit the flowing link to see the updated information of reference substances:
http.//'www.nidgc.gov.vn
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