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Certificate of Analysis
CHUAN POI CHIEU THU CAP
Secondary Reference Substance

LIDOCAIN HYDROCLORID
C4H2,N,O0.HCLH,0

I. Muc dich sir dung: Chuén ddi chiéu thir clp Lidocain hydroclori
dung cho céac phép thir dinh tinh va dinh lugng bang pliong
Intended use: The Secondary Reference Substance liidacaine
C0221123 is intended to be used in physicochemical a is for

Il MB& ta: Bot két tinh mau tring.
Description: A white, crystalline powder.

II. Két qua phén tich: St dung chuén i id BPCRS 16 2933 cho phép thu
dinh tinh; va chuan Lidocain hydroclo 10460, c6 ham luong 0,937 mg/mg

C14H2,N>O.HCl tinh theo nguyén trang, *p thtr dinh lugng.

Analytical data: The Lidocgine hydrochloride BPCRS batch 2933 was used as standard
for identification test; an caine hydrochloride USPRS lot. R10460, regarded as
0.937 mg/@4HggN d on the “as is” basis, was used as standard for
assay.

Phu hop véi phd hdng ngoai cua Lidocain
hydroclorid chuén.

Concordant with the infrared absorption spectrum of
Lidocaine hydrochloride RS.

b. Phan ng ctia ion clorid : Dung
Conformed

2. D0 trong va mau séc dung dich : Dat

Appearance of solution Passed

!v

3. pH : 5,17
4. Tro sulfat : 0,02 %

Sulfated ash
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5. Nuéc (KF) 1 6,2 %

Water
6. Tap chét lién quan (HPLC) : Tap A: 0,0004 %
Related substances Ting tap khac: < 0,05 %
Impurity A: 0.0004 %
Any unspecified impurity: < 0,05 %
7. Dinh lugng (HPLC) 1 93,9 % C14H2,N,0.HCl, tinh theo nguyén trang.
Assay D6 khong dam bao do mé rong U = + 0,2 %, hé s6

pht k =2 ¢ d0 tin cdy 95 %.

93.9 % C;4.H>>N>O.HCI, calculated on the “as is”
basis. Expanded uncertainty of the certified value
U = £0.2 %, using a coverage factor k = 2 at level
of confidence approximately 95 %.

IV. Huwéng din 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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Céc thong tin vé& chét chuén c6 thé tra ctru theo dia chi: http://www.nidgc.org.vn

Visit the flowing link to see the updated information of reference substances:
http.//www.nidgqc.org.vn
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