BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Doc lap - Ty do — Hanh phiic
ss: 4, c/ﬁ /QLD-PK
V/v dang ky va luu hanh thuéc chita Ha N¢i, ngay 0 () thang /' ndm 2012
hoat chat Meprobamat hodc ¢6 ph6i hop /

v6i dugc liéu Valerian

Kinh gii:
- S6'Y t&€ cac tinh, thanh phd truc thuoc trung wong;
- C4c bénh vién, vién c6 giuong bénh truc thuoc Bo Y té;
- Céc cong ty dang k¥, san xudt thudc luu hanh tai Viét Nam.

Can cit vao tong hop, bdo cdo tlf cdc co quan quan 1y, chuyén mon trong nudc
va nudc ngoai lién quan dén nguy co cliia thudc chita hoat chidt Meprobamat don
thanh phan va thudc c6 chita thanh phin phéi hop hoat chat Meprobamat véi duoc
liéu Valerian da vuot troi loi ich ma thuSc dem lai, cu thé viéc st dung Meprobamat
tiém tang nhiéu nguy co nhu 1& thuoc thudc, hoi ching cai thudc, qua lidu va lam
dung thudc;

O Viét Nam, thusc c6 chita thanh phan phdi hop hoat chat Meprobamat véi
duogc liéu Valerian da dugc cdp s6 dang ky lwu hanh.

Can ctt két luan cia Hoi dong xét duyét thudc Bo Y t&€ doi véi thude ¢ chia
hoat chat Meprobamat don thanh phén va thudc ¢ chita thanh phan ph6i hop hoat
chat Meprobamat v6i duge liéu Valerian,

Tru6c mat, d€ dam bao sir dung thudc hgp 1y, an toan, hiéu qua, Cuc Quén Iy
Duoc thong bido nhu sau:

1. Ngung ti€p nhan hé so dé nghi cép s6 ding ky mdi, ding ky lai d6i véi
thudc c6 chita hoat chit Meprobamat don thanh phdn va thudc c¢6 chita thinh phan
phdi hop hoat chat Meprobamat véi dugc liéu Valerian.

Khong xét duyét ho so dé nghi cdp s6 diang ky mdi, dang ky lai d6i véi thudc
c6 chita hoat chat Meprobamat don thanh phan va thudc c6 chita thanh phan ph6i
hop hoat chit Meprobamat véi dugc liéu Valerian di nop tai Cuc Quan 1y Duoc
trude ngay ky cong van nay.

2. Dé nghi S& Y t& céc tinh, thanh phd truc thudc trung wong chi dao cic don
vi di€u tri déng trén dia ban; Y t€ nganh chi dao cdc don vi diéu tri truc thudc theo
ddi tdc dung khéng mong muodn cta thudc cé chita hoat chat Meprobamat don thanh
phan va thu6c ¢ chita thanh phén ph6i hop hoat chdt Meprobamat véi duoc liéu
Valerian.

3. B¢é nghi cdc bénh vién, vién c6 giudng bénh truc thudc Bo Y t€ va cac don
vi diéu tri theo ddi tdc dung khong mong muén cia thudc cé chita hoat chit
Meprobamat don thanh phin va thudc c¢6 chita thanh phan phoi hop hoat chat
Meprobamat v6i duge liéu Valerian; glii bdo cdo (néu c¢6) vé Trung tam Quoc gia
Thong tin thudc va theo déi phan ting c6 hai cla thudc (/3-15 phd'Lé Thdanh Tong —
Ha N¢i) hoac Trung tdm khu vyc vé Thong tin thudc va theo ddi phan tng c6 hai
cua thuéc TP. HCM (Bénh vién Chg Rdy - 201B Nguyén Chi Thanh, phuong 12,
Qudn 5, TP. Ho Chi Minh).



Cuc Quaén Iy Dugc sé tiép tuc cap nhat thong tin va thong bdo dé cic don vi
biét va thuc hién./.

KT CUC TRUONG
Noi nhdn: 2
- Nhu trén;
- BT. Nguyén Kim Tién (dé b/c);
- TT. Cao Minh Quang (dé b/c);
- Cuc QLKCB, Thanh tra BYT (dé phdi hop);
- Téng Cuc Hai quan — Bo TC;
- Cyc Quan Y — Bo Quéc Phong; Cuc Y t€ — Bo Cong
an; Cuc Y t€ Giao Thong van tai;
- Bo hiém XHVN;
- Téng cong ty Duoc Viet Nam;
- TT DI & ADR Quéc gia; TT DI & ADR khu vuc (BV
Chg Ray);
- Thanh vién HP XDT;
- Céc chuyeén gia thdm dinh hé so dang ky thudc;
- Phong QLKDD, Phong QLTTQC, Vin phong (dé dua
lén Website); Tap chi Duoc va MP;
- Luu VT, BKT.
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