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1. PAC TiNH/ CHARACTERISTIC

Ham lugng/ Content 14161 don vi IU/ mg nguyén trang/ as is

Thanh phan/ Component : Spiramycin I (97,5 %), Spiramycin II (0,2 %), Spiramycin III (1,3%)
Mat KL do lam kho/ LoD : 0,6 %

Lién két chuln/ Treacibility : Spiramycin EP CRS Batch 8.0

2. MUC PiCH SU DUNG/ PURPOSE OF USE

Dung chothr nghiém theo yéu cAu cac dugc dién/ Using for the tests according to specification of
Pharmacopoeias.

3. PIEU KIEN BAO QUAN/ STORAGE CONDITION
Bao quan -25 + -15°C, tranh anh sang/ Store at -25 +~ -15°C, protect from light.

4. PIEU KIEN VAN CHUYEN/ SHIPPING CONDITION
biéu kién c6 da khd/ Shipment with Dry-Ice for no controlled and no dangerous goods.

5. HUONG DAN SU DUNG/ INSTRUCTION FOR USE
Ham luong CDC dugc tinh trén ché phim nguyén trang. Khong sdy trude khi su dung. Pé CbC
cin bang tai nhiét d6 phong 30 pht truée khi mé nép. Su dung ngay sau khi m& nép.

The content of reference standard is calculated on the “as is” basic. Do not dry before use. Allow the closed
container to equilibrate at ambient temperature for 30 minutes before opening. Use immediately after opening.

6. THONG TIN KHAC/ OTHER INFORMATION

Danh muc chat dm chiéu dugc cdp nhat trén website: htpp: //www.vienkiemnghiem.gov.vn. Moi
thong tin thic méc va gop y vé chit ddi chiéu vui 10ng lién hé Khoa Thiét 14p Chéit chudn va Chéat
déi chidu-Vién Kiém Nghiém Thudc Thanh phd H6 Chi Minh,

The category is updated on: htpp.://www.idgc-hcm.gov.vn. For all requirements or other informations about reference
substance of Insittute of Drug Quality Control, please contact with Department of standards and reference subtances
establishment - Institute of Drug Quality Control Ho Chi Minh City.

7. THONG TIN BAN HANH CCPT/ COA ISSUE’S INFORMATION

Noi dung Ngay ban hanh Ngay danh gia ke tiep Ky tén
Issue date Next retest date Sign
Lan dAw/ 1 issue 15/10/2024 30/10/2026 e
Dinh ky/ periodical test 25/08/2026 30/10/2027 /@’

LIEN HE/ CONTACT:

- Dia chi/ Address  : 200 C6 Béc, Quan 1, Tp Hd Chi Minh/ 200 Co Bac, District 1, Ho Chi Minh City
- Dién thoai/ Phone : 028 3838 9600 (s ndi bd/ Ext 24 or 38)

- Website : htpp://www.vienkiemnghiem.gov.vn

[ ¥ Email : tlcc@vienkiemnghiem.gov.vn




