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V/v bd s"ng chCing chi .rinh d6i
vdi thu& chrtu ph6i hqp
pseudoephedrin vtr triprolidin

CONG HOA XA HOI CHU NGHIA VIET NAM
DOc Inp - Tlr do - Hanh phfc

Ha NOi, ngdysl thdng 7 nnm 201 I

Kinh giri: Qic c6ng ty dang kf, sin xudt thu6c luu hanh tai Viet Nam

Can crl kdt lufln cria HOi ddng x6t duy€t thu6c BO Y td ve viQc bd sung ch6ng
chi dinh cria c6c thu6c chrla ph6i hqp pseudoephedrin vh triprolidin,

Dd dem bAo an toan, hiQu qui cho ngudi sir dgng thuOc, Cuc Quan lf Dugc
thOng bdo nhu sau:

l- YOu cdu oic c6ng ty dang kf, san xudt thu6c bd sung ch6ng chi dfnh cta
ci{c thudc chrrla ph6i hqp pseudoephedrin vd triprolidin nhu sau: chdng chi dinh cho
16 em dudi 6 mdi.

2- Hu6ng din thgc hi6n:
- Ddi v6i c6c thudc chrla phdi hqp pseudoephedrin vi triprolidin di dugc cdp

ph6p luu hlnh trdn thi trubnrg: trong vbng 03 thring kd tt ngny kf ban hnnh c6ng vdn

nay; 
"ac 

c6ng ty dang ky, sin xudt c6 rrich nhi€m cht dQng bd sung chdng chi dfnh
d6i v6i tr6 em dudi 6 tudi veo td hu6ng d5n str dUng, th6ng tin thudc cho bOnh nhan.

- Ddi v6i c6c h6 so dung ky dang chd tlugc x6t duy€t: Cgc Quan lf Duo.c chi
xem x6t cdp sd dang kf sau khi c6ng ty nQp tii liQu thay ddi/b6 sung (vho c6c phdn

liOn quan cta h6 so dang ky) theo khuy6n c6o.1rong c6ng vf,n niy vi duo. c thztm dinh

d4t yOu cdu.
Crrc Quan lf Duqc th6ng b6o dd c6c don v! bidt vi thuc hiQn./.

Noi nhdt:
- Mu trgn;
- TS. Cao Minh Quane - TT (dd b/c):
- Cuc QLXCB, Thanh tra BYT (dd phdi hqp);
- Tdng c0ng ty Duo,'c Yiet Nam;
- Sdy td cdc tioh, thenh phd rW thuOc TW; Gr-c Quen
Y - B0 Qu6c Phbng; C\rrc Y t6- BQ COng an; Glc Y t6
Giao Thong van di;
- Cic bpnh vier Vion c6 giuimg be.nh tru. c thuQc BQ Y
te
- Trung tlm DI vir ADR - Tnrdng DH duo. c HNI
- Thlurh vien HDXDT; Cfc chuy0n gia TD hd so DKT;
- Cic phdng nong Ctr. c QLD (dd ph6i hqp);
- Van phbng Crrc (dd dua len We.bsite);
- Ixu VT' DKT (03 betr).


