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CHUAN POI CHIEU THU CAP
Secondary Reference Substance

ACETYLSPIRAMYCIN
C23I{46N60 | 3.XH2804
SKS: M0124397

I.  Muc dich sir dung: Chuan dbi chiéu thu cap Acetylspiramycin SKS: M0+24397 dugc sir
dung cho cac phép thir dinh tinh, x4c dinh thanh phan bang phuong\phdfy phaa tich hoa ly,
va phép thtr dinh lugng bang phuong phap vi sinh vét.
Intended wuse: The Secondary Reference Substance Acetyls Camtrol No.
M0124397 is intended to be used in physicochemic analyti¢dl m s foromposition
and identification tests, and in microbiological meth@/fbr e

II. Mé ta: Bot mau trang nga.
Description: An off~white powder.

Il Két qua phan tich: Ddi chiéu voi chudn X
130347-201304 ¢6 hoat luc 1324 don ¥ tink
Analytical data: The Acetylspiramyéin (NIFRC )~ China) was used as Standards and
regarded as 1324 unit per mg, calculatedon the as is basis.

1. Dinh tinh (Identifications)
a. TLC . Séac ky db cua dung dich thtr cho 4 vét chinh c6 Vi tri
@ va mau sic tuong tw véi 4 vét chinh trén sic ky do
cua dung dich chuan acetylspiramycin.
The colour and position of the four principal spots
of acetylspiramycin in the chromatogram obtained
with the test solution correspond to those of the
principal spots in the chromatogram obtained with
the reference solution.

b. HPL : Thoi gian luu cua 4 pic chinh trén sic ky dd cua

dung dich thtr tuong ung véi thoi gian luu cua 4 pic
chinh trén sic ky do cua dung dich chuan
acetylspiramycin.
The retention time of four principal peaks in the
chromatogram obtained with the test solution
corresponds to those of the four principal peaks in
the chromatogram obtained with acetylspiramycin
reference solution.

2. Mét khéi luong do lam kho : 1.2 %
Loss on drying
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3. Thanh phan (HPLC) : Monoacetylspiramycin H+I11: 37.7 %
Acetylspiramycin components Diacetylspiramycin I1+I1I: 62.6 %
Téng 4 thanh phan: 82.9 %, tinh theo chat da lam
kho/ Total content of four components: 82.9 %,
calculated on the dried basis.

4. DPinh lugng (pp vi sinh vat) : 1326 don vi/mg. tinh theo nguyén trang.
Assay (microbiological method) Do khong dam bao do mo rong: U = 9 don vi/mg,
voi hé sb phu k =2 ¢ do tin cay 95 %.
1326 unit/mg, calculated on the “as is" basis.
Expanded uncertainty of the certified value U = 9
unit/mg using a coverage factor k = 2 at level of
confidence approximately 95 %.

IV. Hwéng dan sir dung: Khong sdy trude khi dung
Direction for use: Do not dry before use

V. Bao quan: Nhiét do tir 2 — 8 °C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2- 8 “
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