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Kinh gui:
- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam Y t~ chuyen nganh GTVT.

Ngay 03/8/2015, C\lC Quan Iy duoc - Bi) Y t~ co Cong van s6
141671QLD-DK v~ viec cap nhat thong tin duoc ly d6i voi thu6c chua docetaxel
do canh bao v~ nguy co ngo di)c ethanol co trong thanh phan mot s6 ch~ pham
docetaxel hien dang diroc hru hanh (Noi dung cu thS cua Cong van tren duoc
dang tai tren Website cua Cue).

DS dam bao sir dung thuoc hop ly va an toan, C\lCY t~ GTVT yeu cftu cac
dan vi:

1. Thong bao Thong tin duoc ly tren trong toan dan vi.

2. Ra soar, kiSm tra trong dan vi xem co hru hanh, sir dung cac thuoc co
chua hoat chat docetaxel, neu co phai tang cuong thea doi, phat hi~n, xu tri ca.c
trucmg hqp xay ra phan ung co h~i Cllathu6c, gui bao cilO ADR v~ C\lC dS C\lC
t6ng hqp, bao cao C\lCQuan ly duqc, Trung tam Qu6c gia v~ thong tin thu6c va
thea d5i phan ling co h~i cua thu6c.

C\lCGTVT thong bao dS cac dan vi bi~t va thvc hi~n./ ~

Nui nh~n:
- Nlm tren (Qua website C\lC Y t~ GTVT);
- Llru: VT, NVYD & TTBYT.
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Cac benh vien, vien co giirong benh true thu~c BQY t8;

- Cac cong ty dang leY, san xuAtthuoc luu hanh tai Vi~t Nam.

Ngay 29/10/2014, C\lC Quan ly Duoc da ban hanh cong van sc3
I8443/QLD- IT cung cApcac thong tin cho can b" y t8 canh bao v~ nguy co ng"
d"c ethanol lien quan d8n cac ch8 phfun thuc3cdi~u tri ung thir docetaxel co chua
ethanol do trong thanh ph§n cua m"t sc3ch@pham docetaxel hien dang duoc luu
hanh co chua ethanol giup hoa tan duoc chAtdS co thS su dung dirong tinh mach
nhung co thS khien benh nhan g~p phai cac trieu chirng ng" d"c ethanol ho~c co
cam giac say nrou trong va sau khi dimg thuc3c.

Ti8p do, Ccr quan quan ly Duqc phfun - Th\!'c phfun Hoa Ky (FDA) da
phe duy~t yeu cAu ccr sa san xuAt thuc3c docetaxel co chua ethanol c~p nh~t
thong tin canh bao v~ nguy ccrng" d"c ethanol vao to huang ddn su d\lfig thuc3c.
Can cu kSt lu~ clla H"i d6ng tu vAn cAp sc3dang leY luu hanh thuc3c - B" Y i@
dc3ivOi thuc3c di8u tti ung thu docetaxel co chua ethanol; nhb dam bao m\lc
tieu su d\lfig thuc3chqp ly, an toan va hi~u qua, C\lC Quan ly Duqc thong bao
nhu sau:

I. D8i vOi So' y t~ cac tinh, thaoh ph8 tr1}'cthuqc trung llO'Dgva cac
B~nh vi~n, Vi~n co gillOng b~nh tr1}'cthuqc Bq Y t~:

Ti@p1\1cthong bao cho cac ccr sa khim chua b~nh, cac dan vi kinh doanh
duqc phfun tren dia ban cac thong tin lien quan d8n khuySn cao clla FDA da neu
t~i cong van sc318443/QLD-TT ngay 29/10/2014 cua C\lCQuan ly Duqc; d6ng
thoi tang cu6ng th\!'c hi~n vi~c theo d5i tac d\lfig khong mong mUc3ncua thuc3c
trong qua trinh su d\lfig va luu hanh; gui bao cao ADR (niu co) v~ Trung tam
QUc3cgia v~ thong tin thuc3cva theo d5i phan Ung co h~i clla thuc3c (13-15 Le
Thanh Tong, Ha N9iJ ho~c Trung tam khu V\l'Cv~ thong tin thuc3cva theo d5i
phan Ung co h~i cua thuc3cTP. H6 Chi Minh (201B Nguyen Chi Thanh, Qu~ 5,
TP. H6 Chi Minh).

II. D8i vOi cac cong ty dang Icy, san xuAt:
1. lJ8i vUi cac thu8c tliiu trl ung thU'docetaxel co chua ethanol tiDtlU'(1C

cap phep IU'uhanh tren thl trU'ung
Trong vong 03 thing kS ill ngay leY cong van nay, yeu cAu cong ty dang

leY, nha san xuAt th\!'c hi~n vi~c c~p nh~t, b6 sung tn~n nhan, to huang ddn su
d\lfig thuc3cnhu sau:



[:
"

1.1.BB sung thong tin v~ ham hrong ethanol co trong chS pham vao ph§n
thich hop.

1.2.BB sung vao muc Th~ trong va canh bao d~c biet khi sir dung thuoc
.cac thong tin sau:

"Thanh ph§n co chua ethanol: E>aghi nhan diroc cac bao cao v~ ngQ dQc
lien quan dSn mQt s6 chS phfun chua docetaxel do co chua ethanol. Luong
ethanol trong mQt li~u thu6c tiem docetaxel co thS gay tac dQng len h~ thAnkinh
trung irong va cAn can nh!c khi ke dan cho nhtmg benh nhan: tranh ho~c han
chS dua ethanol vao co th~. Can nh!c v~ ham hrong ethanol trong chS pham
.docetaxel dang tiem too kha nang lai xe, v~ hanh may moe ngay sau khi dung
thuoc."

1.3. Hinh thirc c~p nh~t: Cong ty tu c~p nh~t thea huong d~n tai khoan 4
di~u 9 Thong tu s6 44/2014m-BYT ngay 25/1112014cua BQ Y tS quy dinh
vi~c dang Icy thucc,

2. lJai vOi thuDc di2u tri ung thlt"docetaxel co chua ethanol dang chit
xetduyit .

C\lC Quan ly Dugc chi xem xet cAp s6 dang kY luu hanh sau khi cong ty
da nQP tAi li~u sua d6i1bB sung cac thong tin dugc ly nhu da neu ~i di~m 11.1.1
va 11.1.2 cong van nay vao cac ph§n co lien quan cua hB so va dugc thfun dinh
d~t yeu cAu.

C\lCQuan ly Dugc thong bao d~ cac dan vi biSt va th\l'Chi~n .I.

- Nhl1tr~n;
- BT.Nguy~nThi KimTi!n (d! hIe);
- TIr. U Quang Cuang (d! hIe);
-cr. Truang Qu6c Cuang (d! b/e);
- (\Ie QLKCB,Thanh tra BYT (d! ph6i hqp);
- T6ng eOngty Du<JC VN;
- (\Ie QuAIlY - BQ QP; (\Ie Y t!- BQ CA; (\Ie Y t!
BOGTVT'
- Bao hi!dtXHVN;
- TI DJ& ADR Qu6c gia; TI DJ& ADR KV (BVChgRAy);
- Trung tam Dugc ly lam sang - DR Y HN;
- Thanh vi~nHDtv; Chuy~ngia PC, DLthAm dlnh h6 S<1;
- C\lc QLD: Phong QLKDD; Phong QLTIQC thu6c; TC Dl1<JC
&MP; Van phong (\Ic (d! dang tai Website);
- LlIU VT, DKT (2h).
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