CONG HOA XA HQI CHU NGHIA VIET NAM
Déc lap - Tw do - Hanh phic

N BOYTE,
VIEN KIEM NGHIEM THUOC TRUNG UONG

48 Hai Ba Trung - Hodn Kiém - Ha Ngi - Viét Nam
DT: +84.24.38252791 - Fax: +84.24.38256911

CHUNG CHi PHAN TiCH VILAS 087
Certificate of Analysis

CHUAN DUQC PIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance

SPIRAMY CIN

(La hdn hop ctia Spiramycin [, IT va I1T)
: M0725048

I. Muc dich sir dung: Chuén Duoc dién Viét Nam Spiram‘ycin SKS:
dung cho cac phép thir dinh tinh va xac dinh thanh phan bang phuong p ¢h hoa
a

ly, va phép thir dinh luong bang phuong phap vi sinh v m

Intended use: The Vietnamese Pharmacopoeia Refengnce & ce\Spir
No. M0725048 is intended to be used in physicg
composition and identification, and in micrebiological

II. M@ ta: Bot mau hoi vang.
Description: A slightly yellowish powder.

I11. Két qua phéan tich: Péi chiéu véi chuan Spiramy JPCRS 16 8 c6 hoat luc 4465 1U/mg
va ham luong cac thanh phan Spiramycta k 91,7)%, Spiramycin II: 0.4 %, Spiramycin II:
5.1 %; tinh theo nguyén trang

Analytical data: The Sp
4465 ]U/m% micr

Spiramycin HI:°3.

*PCRS batch 8 was used as Standard and regarded as
sqy, Spiramycin I: 91.7 %, Spiramycin II: 0.4 %,
w/ihe as is basis.

ixqmyc

: Pung
Conformed

. V&t chinh trén sic ky do cua dung dich thtr gidng voi
vét chinh trén sic ky do cua dung dich chudn vé vi tri,
mau sic va kich thude.

The principal spot in the chromatogram obtained with
the test solution is similar in position, color and size (o
the principal spot in the chromatogram obtained with
reference solution.

¢. Phan ung hoa hoc : Dung
Chemical reaction Conformed
2. pH : 9,81
3. Gobc quay cuc riéng : -83,12°

Specific optical rotation
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4. Mat khéi luong do lam khé : 0,86 %

Loss on drying
5. Thanh phan (HPLC) : Tinh theo nguyén trang (calculated on the as is basis):
Composition Spiramycin I: 91,15 %
Spiramycin I1: 0,14 %
Spiramyecin III: 1,00 %
6. Tap chat lién quan (HPLC) : Dat
Related substances Passed
7. Dinh luong (pp Vi sinh) : 4335 IU/mg, tinh theo nguyén trang.

Assay (Microbiological method) Do khong dam bao do mé rong U = 33 IU/mg, hé sb
phu k =2 ¢ d0 tin cay 95 %.
4335 1U/mg, calculated on the “as is” basis. Expanded
uncertainty of the certified value U = 33 1U/mg, 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. Baio 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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