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V/v bd sung chdng chi dinh cta

céc thube chira hoat chit carbocistein,
acetylcystein, essential terebenthine oil,
meglulimine benzoat, helicidine.

Kinh giri:  Céc cong ty dang ky, san xuét thuéc luu hanh tai Viét Nam

Can ot két luan cia Hoi ddng xét duyét thudé B Y té vé viée b sung
chéng chi dinh cua céc thudc chira hoat chit carbocistein, acetylcystein,
essential terebenthine oil, meglulimine benzoat, helicidine.

Pé dam bao an toan, hidu qua cho ngudi st dung thubc, Cuc Quan ly
Duoc thong bao nhu sau:

1- Yéu ciu c4c don vi san xuit, kinh doanh thudc bd sung chéng chi dinh
ctia cac thude chira hoat chét carbocistein, acetylcystein, esscntia[ terebenthine
oil, meglulimine benzoat, helicidine nhu sau: Chong chi dinh do1 voil treé em
dudi 2 tudi.

2- Huéng dan thyc hién:

_ Dbi véi cac thube cé thanh phan carbocistein, acetylcystein, essential
terebenthine oil, meglulimine benzoat, helicidine da dugc cap phép luu hanh
trén thi treong: trong vong 03 thing ké tir ngdy ky ban hanh cong van nay, cac

cong ty dang ky, nha san xuét c6 trach nhiém chii dong thay ddi, bd sung chong
chi dinh néu trén vao to hudng dan sir dung, thong tin thubc cho bénh nhén.

- Péi véi cac hd so dang ky dang chd dugc xét duyét: Cuc Quan ly Dugc
chi xem xét cap sb dang ky sau khi cong ty nop tai liéu thay ddi, bd sung (vao
c4c phén lién quan cia hd so ding ky) theo yéu cAu tai 'cong vin ndy va dugc
thim dinh dat yéu cau. 5

Cuc Quan 1y Dugec théng béo dé cac don vi biét va thyc hién./.
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