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Kinh gui:

- Sd Y t6 c6c tinh, thinh phd truc thuqc trung ucng;
- Cilcb€nh vi-en, viQn c6 giuirng bQnh tnlc thuOc BQ Y td;

- CAc cong ty dang kf, sin xudt thudc luu hanh tai VietNam'

DAn cha't terpenic le thenh phdn c6 trong nhidu lo4i tinh ddg nhu long n6o,

b?c htr, thong, b4cir dan ... Do quan ngai vd d6 an toan cria thudc dan chrla d5n

chdt terpenicldac bi0t li nguy co vd tric dung kh6ng mong mudn nghi€m trgng len

rhdn ktuih'.'& tie Ltn ,iru co eiit, tai ChAu Au, iau khi xem x6t, d6nh gi6 vd loi (ch vi
neuyco-'ilsiv fiAfzolz, [toi O6ns c6c sin phdm thu6c srl dung cho ngudi cria Co

oi", Ouariit't iluoc phdm Cfiau A, (61{fvn>) ra khuydn c6o chdng chi dinh thu6c
.i+n ctiiie dfln chdi t&p"rric cho trd em du6i 30 th6ng tudi, tr6 em c6 tidn s& dQng

t intr t oat co gr{t do s6t cao vi tr6 m6i b! t6n thucrng h{u mdn, trgc tring.

Cln crl kdt luln cira HQi ddng x6t duyet thudc - B0 Y tdddi v6i thu6c d4n

chrla dAn chdt terpenic n6i ri€ng vi thu6c chrla d6n chflt terpenic n6i chung; nh6m
ttAm bAo mgc tieu srl dgng thudc hqp lr, an toan vI higu qui, Cqc Quan lf Duo.c

y€u cdu:

1. 56 Y td c6c tinh, thdnh ph6 tn;c thuQc trung uc,ril8 vi c6c BQnh viQn' Vien
c6 giudng bQnh tnlc thuQc BQ Y td: Thong b6o cho c6c don vi kh6m, chEa b€nh,

p6c don vi kinh doanh duo.c phdm tren dia bin bidt thong tin lien quan ddn thu6c

/chria dan chdt terpenic nhu neu tren; ddng thdi tang cuitng thgc hiQn viQc theo d6i

i t6c dung khOng mong mu6n cita thu6c trong qu6 trinh sil dpng vi luu hinh; gui b6o
: c6o ADR (n€lu c6) vd Trung tam Qudc gia vd thOng tin thu6c vh theo d6i phan rlng

c6 h4i cta thudc (13-15 l,e Thdnh Tdng, Hd Ndi) hoec Trung tAm khu vgc vd

Th0ng tin thu6c vh theo d6i phan ung c6 hai cria thu6c TP. Hd Chi Mkilr (2018

Nguydn ChiThanh, Qudn 5,TP. Hd Chi Minh).
2. CAc c}ng ty dang k!, san xua't:

2.1. Ddi va cdc thu6c chrla d6n chdt terpenic d6 duo. c cdp ph6p luu hhnh

tr6n thi truitng:

- Trong vdng 03 th6ng kd tt ngdy kf cOng vln nhy, y€u cAu cOng ty dang ki,
nhtr san xuet tngc hiQn viel: Cap ntai thong tin "Tr€ em dudi 30 th6ng tudi, tra
em c6 tiin s& dgngiitt ho4"-"o gi$t do;6t cao" vio mgc Ch6ng chi dinh cria

nhan, td hucrng d5n srl du.ng thu6c vh/ho4c td thong tin cho benh nhan'

- }[nh thrlc c{p nh{t th0ng tin: NQp hd so thay ddi/b6 sung thong tin tren

Dhen, td huong dan Jrl a,lng vh/hoac td th6ng tin cho benh nhan theo hu6ng den t4i
phs lsc tr - Th6ng w sd 22|2OO9[I-I-BYT ngiry 24fiU2N9 cta BQ Y td quv dlnh
viOc dang kj thu6c.



2.2. D6i vo.i-^c{9 hd so deng kf thu6c chrla d5n chdt terpenic dang chd x6t
duyQt t+r Crp Quan lf Dugc:

9" Qlen lf Duo.c chi xem 1€t 9dp s6 deng kf sau khi cong ry ngp tli IiQu b6
slng/sfra ddi mr;c Chdnq chi dinh da 

-duo. 
c c+p nirat th6ng tin-.,i"a em dudi 30

th6ng tudi, trd em.c6 tiCn sfr dQng kinh-troAc co gif,t do-rot qao,, (vdo cdc phin
c6 li€n quan crta hd so) vitdugc thdm dinh d4t yeu cdu. 
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cuc Quan lf Duo. c th6ng b6o dd c6c don t bidt vi thgc hiQn./.

Noi nhQn:
- Nhutron;
- BT. Nguy6n Thi Kim Ti6n (dd b/c);
- TT. Cao Mnh Quane (dd b/c);
- Cgc QLKCB, Thanh rra BYT (dC ph6i hqp);
- T6ng c0ng ty Dugc MrI;
-_q1Quan Y - BO QR Cuc Y td - BO C,q,; Cuc Y t6 GTVT - Bg
GTVT;
- Bio hidm )GIVN;
- TT DI & ADR Qu6c gia; TT DI & ADR tfiu v.trc (BV Cho R[y);
- Thlnh vien ID XDT;
- C6c chuy€n gia duoc ly thdm dinh hd sodAng kj thu&;
I qc QLD: Phbng QLTTQC -thu&; Phbng QLKDD; Tap chf
Duoc & l@ V[n phbng CUc (dd drng tii Website);
- Luu VI, DKT (2b).
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