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CHUAN POI CHIEU THU CAP
Secondary Reference Substance

SPIRAMY CIN
(La hdn hop cia Spiramycin I, 11 va III)

cac phép thtr dinh tinh va xac dinh thanh phan bang ph

I. Muc dich sir dung: Chudn dbi chiéu thir cap Spiramyciﬁ.
dinh lugng bang phuong phap vi sinh.

Intended use: The Secondary Reference S,
intended to be used in physicochemical anal
and in microbiological method for assay.

II. MBS ta: Bot mau hoi nga vang, hat am nh
Description: A slightly yellowish powder,

III. Két qua phan tich: Pdi chiéu voi chuan mycin EPCRS 16 8 ¢6 hoat luc 4465 1U/mg,
tinh theo nguyén trang.

Analytical datg: \The Spi
1U/mg, calculated op-th

batch 8 was used as Standard and regarded as 4465

: Dung
Conformed

- Vét chinh trén sic ky d6 cta dung dich thir gidng véi vét

chinh trén sic ky d6 cta dung dich chuén vé vi tri, mau
sac va kich thude.
The principal spot in the chromatogram obtained with
the test solution is similar in position, color and size to
the principal spot in the chromatogram obtained with
reference solution

c. Phan tmg hoéa hoc : Dung
Chemical reaction Conformed
2. pH g Evs
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3. Goc quay cuc riéng : -80,6°
Specific optical rotation

4. Mt khéi luong do lam kho 0 2,1 %
Loss on drying

5. Tro sulfat 00,02 %
Sulfated ash

6. Thanh phan (HPLC) : Tinh theo ché phdm d4 lam kho (calculated on the dried basis):
Composition Spiramycin I: 85,47 %

Spiramycin II: 0,39 %
Spiramycin III: 1,32 %

7. Tap chét lién quan (HPLC) : Pat
Related substances Passed
8. Dinh luong (pp Vi sinh) : 4022 IU/mg, tinh theo nguyén trang.
Assay (Microbiological method) D6 khong dam bao do mo rong U = + 20 IU/mg, hé s6

phi k =2 & d6 tin ciy 95 %.

4022 1U/mg, calculated on the “as is” basis. Expanded
uncertainty of the certified value U = + 20 [U/mg, using
a coverage factor k = 2 at level of confidence
approximately 95 %.

IV.  Huwéng dén sir dung: Khong sy trude khi dung
Direction for use: Do not dry before use

V. Bdo quéin: Nhiét d6 2 — 8 °C, tranh 4nh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8 °C.
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