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V/v hu6ng d6n cdctrghi tdc dsng Hd NOi, ngdy 03 th,lng lt n,im 2012
dugc Ij, chi dinh vir li€u ding ctra

thudc chta Thymomodulin

Kinh gui: Qic cOng ty d4ng kf, san xuAt vh nh{p khdu thu6c luu
hinh tai Vi€t Nam (goi tdt ld cang ty).

Qua tdng hgp k6t quA thdm dfnh vd x6t duy€t hd so dang ki thu6c, Cuc Quan
If Duo. c nh{n thdy hd so dlng kf thudc c6 chrla Thymomodulin ding ki v6i t6c
dung duoc lf, chi dinh kh6ng th6ng nhdt; nhidu chi dinh kh6ng cung cdp duo.c ddy

dri c6c tii liQu lAm si.,ng, cAn cf khoa hoc dd chung minh.

Can crl cdc tdi li6u khoa hgc vd th6ng tin thudc dd duo. c cong b6;

CFrn crt k6t lu{n cira HQi ddng xdt duyct thu6c - Bg Y td vd viec ghi t6c dung

duo. c lf, chi dinh ,i ti6, amg cfialhudc chrla thanh phdn Thymomodulin;

Nhim dim bAo muc ti€u sri dung thu6c an toi'n, hSp l!, Cgc Quin lf Duo.c

huong d6n thdng nhdt c6ch ghi t6c dung duoc lf, chi dinh vh lidu ding cta thudc
chrla thinh phdn Thymomodulin nhu sau:

I. Thdng nhdt c6ch ghi tric dung duo.c lf, chi tlinh diiu tri vh liiu dr)ng:

1. Tric dung duoc l!: Thymomodulin c6 t6c dung didu hoi mi6n dich trOn mO

hinh thrl nghiQm.

2. Chi dinh didu tri vd Iidu dirng:

- H6 trg dg phdng tdi phdt nhi6m khudn ho hdp 6 tr6 em vi ngudi lctn: Lidu
ding 12omg/nghy, dtng trong thdi gian 4-6 th6ng.

- Vi0m miii di rlng: Lidu dtng l20mg/ngiy, dirng trong thdi gian 4 th6ng.

- H6 trg du phdng t6i ph6t di ung thrlc an : Lidu dtng l2Omg/ngiy, ding trong
thdi gian 3-6 thAng.

- H6 tro cii thiOn c6c tri6u chring lem snng & @nh nhan HIV/AIDS: Lidu dtmg

60mg/ngdy, dtrng trong thdi gian 50 ngiy,

- Hp trS tang cuimg h0 mi6n dich dd suy giAm & ngudi cao tudi: Lidu ding
160mg/ngiy, dtng trong thdi gian 6 tudn.

tr. Hudng d6n thu. c hiQn:

1. Ddi v6i c6c thudc c6 chrla thnnh phdn Thymomodulin dd duo. c cdp ph6p luu
hd,nh tr€n thi trudng: Trong vbng 03 th6ng kd tU ngny kf c0ng vln niy, cOng ty
dang kf, nhd san xudt c6 tr6ch nhiem chri dQng chinh sta nOi dung c6c muc t6c

dung duo.c lj, chi dinh didu tri vi lidu ding theo khuydn c6o trong c6ng vin niy vio
td hu6ng din srl dr;ng.



2. D6i va cdc h6 so dang ki thudc dang chd x6t duy€t, Cuc Quan li Duo. c chi
xem x6t cdp sd dlng k! sau khi 96ng ty nQp tii licu bd sung/srla d6i c6c mgc t6c
dung duo.c lf, chi dinh didu tri. vh Udu dtng theo khuydn c6o trong c6ng vin ndy
(vdo cdc phdn c6 li€n quan cila hd so) vd duo.c thdm dinh d4t y6u cdu.

3. Trucrng hqp c6ng ty dEng kf thudc c6ng b6 t6c dlng, chi dinh cira thutic
chfa Thymomodulin kh6c v6i nQi dung d6 huong d6n trong cOng vin nhy thi cOng

ty phii dua ra duoc cdc cin cf, bang chrfoig khoa hgc dri tin cay dd chrlng minh.

Cuc Quan l9 Duo. c thong b6o dd c6c don vi bi6t vi thuc hien ./.

KT. CUC TRUdNG
Noi nhSnt

- Nhu tren;
- BT. Nguy6n thi Kim Ti6n (dd b/c);
- TT. Cao Minh Quang (dd b/c);
- Cuc tru6tng vi c;ic PCT Orc QLD;
- Cuc Quan Y-80 QP; Cuc Y td-80 CAI Ci:c Y t6GTW;
- Qc QLKCB, Thanh tra BYT (dd pA);
- Tdng Crrc Hi,i quan - BTC;
- Bao hidm )GIVN;
- SE Y td c6c tinh, TP;
- Cic ViQn, BV c6 giuttng b€nh truc thuoc BYT|
- Trung tem DI & ADR Qu6c gia:
- Thinh vien IID XDT;
- Cdc chuyen gia th&n dinh hd sd dang kf thutic;
- Cic Phbng: KDD, fiQC thudc, Tap chi Dugc&MP;
- Vin phbng Cuc (dd dua len Website);
- Luu: VT, DKT.
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