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Secondary Reference Substance
CLINDAMYCIN PHOSPHAT
CgH34CIN,OgPS
: C0321205

I. Muc dich sir dung: Chuan dbi chiéu thir cép Clindamycin phosphat S
st dung cho cac phép thir dinh tinh va dinh lugng bang phuong plrap

Intended use: The Secondary Reference Substanceﬁlmd
C0321205 is intended to be used in physicochemical ]

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

II. Két qua phén tich: Tién hanh song song -

regarded 95.2 % C13H3,CIN>OgPS, calc i the as is basis.

TN

1. Dinh tinh (; ificatio

a. Phd hongngoai hi hop véi phd hdng ngoai cua Clindamycin
phosphat chuan.
Concordant with the infrared absorption spectrum of
Clindamycin phosphate RS.

: Dung
Conformed
2. Tap chat lién quan (HPLC) : Tap B: 0,51 % / Impurity B: 0.51 %
Related substances Tap L: 0,13 % / Impurity L: 0.13 %

Tap E: 0,15 % / Impurity E: 0.15 %

Tap F: 0,27 % / Impurity F: 0.27 %

Tap G: 0,07 % / Impurity G: 0.07 %

Tap I: Khong phat hién / Impurity I: Not detected
Tap J: 0,06 % / Impurity J: 0.06 %

Tap K <0,05 % / Impurity K < 0.05 %

02 tap khac < 0,13 % / 02 unknown imp. <0.13 %
Tdng tap: 1,42 % / Total impurities: 1.42 %
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3. Nuée (KF) : 0,4 %

Water
4. DPinh lugng (HPLC) : 97,8 % C13H34CIN,OgPS, tinh theo nguyén trang.
Assay : Do khong dam béo do mé rong U = + 0,2 %, hé sb

phuk =2 & d9 tin cdy 95 %.
97.8 % C13H34CIN,O8PS, 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. Hwéng din sir dung: Khong siy trude khi dung
Direction for use: Do not dry before use

V. Bio quan: Nhiét d 2 — 8 °C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8 °C.
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