BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc 1ap - Tu do — Hanh phic
S6: 4394 /QLD-DK
Vv huéng diin c4ch ghi téc dung Ha N¢i, ngdy 03 thang4 ndm 2012
dotde 1 chi dinh va liéu diing clia
$hiéc ehita Thymomodulin

$

Kinh glri:  Céc cong ty dang ky, sn xuft v nhap khiun thudc luu
hanh tai Viét Nam (goi 1dt la céng ty).

Qua tdng hop két qua thdm dinh v xét duyét hé so ding ky thuse, Coc Quan
Iy Dugc nhan thdy h6 so ding ky thudc c6 chita Thymomodulin dang ky véi téc
dung duge 1§, chi dinh khong théng nhét; nhiéu chi dinh khéng cung cfp dugc ddy
du céc tai Jiéu 1am sang, cin cit khoa hoc dé chiing minh.

‘Céﬁ,tt’r"c:éc tai liéu khoa hoc vé thong tin thudc d3 duge cong bs;

Cani'gt Jigh: Juan clia Hoi ddng xét duyét thuc - Bo Y t€ vé viec ghi téc dung
duoc 1, chisdighrva fiéu ding ciia thuéc chifa thanh phén Thymomodulin;

Nhim d4mi.B3e-muc tieu sit dung thu6c an toan, hop 1§, Cuc Quin 1§ Dugc
huéng din théng nhét céch ghi tic dung duge 1§, chi dinh va liéu ding cia thudc
chifa thanh phidn Thymomodulin nhu sau:

L. Thong nhi4t cdch ghi tic dung duge 1y, chi dinh diéu tri va liéu ding:

1. Téc dung dugc 1y: Thymomodulin ¢6 tic dung diéu hoa mién dich trén mo
hinh thit nghiém.

2. Chi dinh diéu tri va liéu ding:

- H6 trg du phdng t4i phét nhiém khuén ho hdp & tré em va ngudi 16n: Liéu
ding 120mg/ngay, ding trong thdi gian 4-6 thing.

- Viém mili di iing: Liéu ding 120mg/ngay, ding trong thdi gian 4 thing.

- Hb trg du phdng t4i phit di ing thiic an : Liéu ding 120mg/ngay, ding trong
thoi gian 3-6 théng.

- H6 trg cai thién céc triéu chiing 14m sang & bénh nhan HIV/AIDS: Liéu dung
60mg/ngay, ding trong thdi gian 50 ngy,

- HO trg tang cudng h¢ mién dich da suy gidm & ngudi cao tudi: Liéu ding
160mg/ngay, ding trong thdi gian 6 tin.

II. Huéng dén thuc hién:

1. D6i v6i céc thube c6 chifa thanh phdn Thymomodulin 84 dugc cop phép luu
hanh trén thi trudng: Trong vdng 03 théng ké tir ngay k§ cong van ndy, cong ty
dang ky, nha sin xudt c6 trdch nhi¢ém chii dong chinh sira n6i dung céc muc tic
dung duoc 1¢, chi dinh diéu tr va liéu ddng theo khuyén co trong cong van ndy vao
td huéng din sir dung.



2. P01 v6i c4c hd so dang ky thuSc dang chds xét duyét, Cuc Quan 1§ Duge chi
xem xét cAp s6 dang k¢ sau khi cong ty ndp i lién b sung/stia déi cdc muc téc
dung dugc 1§, chi dinh diéu tri va lidu ding theo khuyén c4o trong c6ng vin nay
(vao cdc phdn c6 lién quan ciia hé so) va duge thdm dinh dat yéucdu, p—

3. Trudng hop cong ty dang ky thuc cong b6 tic dung, chi g;_nh ol thndk> =2 1
chita Thymomodulin khéc v6i n¢i dung da huéng din trong cong van ndy thicosg -
ty phéi dua ra dugc cic cin cif, bing chiing khoa hoc di: tin cay dé chim gminh, . AT

Cuc Quan Iy Dugc théng béo A€ cic don vi biét va thuc hién /
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- Nhe trén: PHO CUC TRUGNG
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- 8& Y t€ céc tinh, TP,

- Céc Vién, BV c6 giudng benh tric thude BYT;

- Trung tam DI & ADR Quéc gia;

- Thanh vién HD XDT;

- Céc chuyen gia thim dinh hé so ding k¢ thusc;

- Céic Phong: KDD, TTQC thusc, Tap chi Duoc&MP;
- Viin phong Cyc (d€ dua len Website);

- Luu: VT, PKT.




