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ROXITHROMYCIN
C41H76N,O 5
SKS:+C0222238

I.  Muc dich sit dung: Chuan Duogc dién Viét Nam Roxithromycin SKS: C0222238 duoc
str dung cho céc phép thir dinh tinh va dinh lugng bang phuong phap phan tich hoa ly.
Intended use: The Vietnamese Pharmacopoeia Reference ‘Substance Roxithromycin
Control No. C0222238 is intended to be used in physzcochemlcal analyszs for assay and
identifications.

IL. Mo ta: Bot két tinh mau trang. 7 % = \
Description: A white or almost whilte, crystallme powder

III. Két qua phéan tich: D6i chiéu voi chuan RQXlthromycm EPRS 16 6.0 c6 ham luong
97,2 % C4;H76N>O;35, tinh theo nguyén trang AN
Analytical data: The Roxithromycin EPRS Batch No 6.0 was used as Standard and
regarded as 97.2 % Cy 1H76N 505, calculated on the as is basis.

1. Dinh tinh (Identifications )

a. Ph6 hong ngoai 4 Phu hop véi phd hong ngoai cua Roxithromycin
Infrared absorption . .~ chuan.
‘% Concordant with infrared absorption spectrum of
Roxithromycin RS. ‘
B HPLEZ O\ \ 2 : Pic chinh trén sdc ky dd thu duoc tir dung dich thir

c6 thot gian luu va kich thude tuong ung véi thoi
gian luu va kich thudc cta pic chinh trén sic ky do
thu dugc tir dung dich chuén.

The principal peak in the chromatogram obtained
with the test solution is similar in retention time and
size to the principal peak in the chromatogram
obtained with reference solution.

2. Do trong va mau sic dung dich : Pat
Appearance of solution Passed
¥
3. Goéc quay cuc riéng : -94,7° (dung dich 1,0 % kl/tt trong aceton, do &
Specific optical rotation 20 °C)
-94.7° (1.0 % w/v solution in aceton, measured at
20°C)
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4. Nudc (KF)
Water

5. Tro sulfat
Sulfated ash

6. Tap chét lién quan (HPLC)

Related substances

7. Dinh lugng (HPLC)
Assay

12,2 %

10,03 %

: Tap G: Khong phat hién (Impurity G: Not detected)

Tap khac < 0,31 % (Other impurity: <0.31 %)
Tdng tap: 1,64 % (Total impurities: 1.64 %)

:96.5 % C41H76N»O; 5, tinh theo nguyén trang.

D06 khong dam bao do mé rong U =+ 0,2 % voi hé
s6 phu k =2 ¢ do tin cay 95 %.

96.5 % C4 1 HsN>Os, 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 dan sir dung: Khong sy trude khi dung
Direction for use: Do not dry before use

V. Bdo quin: Nhié¢t d¢ tir 2 — 8 °C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2- 8 °C.
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