
Kinh giti: C6c c6ng ty dang k1i, sin xu6't thudc luu hinhtai Vi6t Nam

cdn crl kdr luan cta HQi ddng x6t duy€t thudc BQ Y td d6i vdi b6 chi dinh
ding thu6c vi bd sung chdng chi dinh d6i vdi thudc ti6m c6 thdnh phdn Cafein
phdi hqp v6i Natri Benzoat,- 

5d dim b6o an toan, hiQu quA cho ngudi srl dung thudc, Cgc Quan lf
Duoc th6ng bdo nhu sau:

l- Bo chi dinh dirrg thudc ti€m c6 thinh phdn Cafein phdi hqp vdi Natri
Benzoat cho tr6 so sinh tl6 thi6u th6ng vi b6 sung nQi dung ch6ng chi dinh ddi

vdi tr6 so sinh d6 thi6u th6ng vlo muc ch6ng chi dinh.
2-Hulng dan thu.c hiQn:
- D6i v6i c6c thudc ti6m c6 thdnh phdn Cafein ph6i hqp vdi Natri Benzoat

ttd dugc cdp ph6p luu hinh tr€n thi trudng: trong vbng 03 thdng kd tU ngey kf
ban hinh .6o9 rio niy, c6ng ty dang ky, nhe san xudt c6 tr6ch nhiQm chri dQng

thay ddi, b6 iung c6c thOng tin duo.c khuydn c6o trong cdng van ndy vlro td

hucrng dln sir dung, thdng tin thudc cho bcnh nhan.-- 
Ddi vdi cric hd so aang kf dane chd duo.c xet duyct: CUc" Qu"an lf Dugc

chi xem x1t cdp sd dang ty sau ictrl cong ty nQp tii liQu thay ddiibd sung. (vio

c6c phdn lien quan cria h6 so dang kf) theo khuy6n c6o trong c6ng vin niry vi
duo.c thdm dfnh dat yOu cdu.'

Cgc QuAn lf Duo. c thong b6o dd c6c don vi bi6t ve thuc hi€n./.

e0 vrg
cuc QgAr,{ r,lB'rJqc

sd 604{ Pro-or
V/v: Th0ng bdo b6 chi dinh dilng thudc
vd bd sung chdng chi dinh ddi vdi thuo'c
ti€m Cafein pheli hqp v6i Natri Benzoat.

Noi nhQn:
- Nhrr rgn;
- TS. Cao Minh Quans - Ti (dd b/c);
- Cqc QLKCB, Thanh tra BYT (dd phdi hqp);
- Tdng cdng ty Duoc Viet Nam;
- Sd y t6c6c thh, thanh ph6 tfic thuoc Twi Cuc

Y - BQ Qudc Phdng; Cqc Y td - BQ Cdng an; Cgc Y
Giao Th0ng v4n tai;
- C6c bgnh viQn, Viep c6 giuimg truc rhuQc B0 Y t6:

Trung tam DI ver ADR - Tru&ng DH dugc HN;
- Themh vien ID)O! C.6c chuy€n gia TD h6 st, DKT;
- Phdng QLKDD, Phdng QLTTQC (dd ph6'i hqp):

-- van phbng (dC dua l€n Website); - Luu VT, DKT.
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