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HiJN6i, ngay.;25 thdng 9 ndm 2016

- Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam y te chuyen nganh GTVT.

Ngay 2019/2016, C\lC Quan ly diroc - B<) Y te c6 cac Cong van s5
18274/QLD-DK, 18275/QLD-DK v~ viec dang ky, nhap khau dun hang thuoc
chua phoi hop domperidon va chclt ire che bum proton, thuoc chua phoi hop
trypsin va bromelain.

Noi dung cu th~ cua Cong van v~ viec dang ky, nhap khAu dun hang thuoc
chua phoi hop domperidon va chclt lIC chet bum proton, thuoc chua phoi hop
trypsin va bromelain duoc dang Uti tren Website cua C\lC Y t~ GTVT
http://ha.mt.gov.vn; chuyen muc Chi dao va huang d~n nghiep vu y t~.

C\lCY te GTVT thong bao d~ cac don vi biet.,'. U~

No'i n/ull1:
- Nlm t;'en (Qua website C~ICY t~GTVT);
- Lu'u: VT, NVYD&TTBYT.
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~ IV: ~ Kinh gill: Cae cong ty dang Icy, san xuAt thuoc hru himh ~ ~~t t:~ .
Qua t6ng hop k~t qua thfun dinh va xet duyet h6 so dang Icy thuoc, Cl)CQuan ly

Duoc nh~ thay mQt s6 tnrong h?'P cong t: nQp h6 so dang Icy thu6c chua ph6i hop
thanh phan domperidon va chat uc che bam proton (omeprazol, pantoprazol,
lanzoprazol, ...) nhung dfr lieu v€ an toan, hieu qua cua cac thuoc chua ph6i hop nay
con han ch~. Hien thu6c chua ph6i hop domperidon va chat uc ch~ bam proton chi con
-lUllhanh tai mQt s6 it mroc tren th~ gioi.
- Can cu k~t luan cua HQi d6ng tu van cap s6 dang Icy hru hanh thuoc - BQY t~
- d6i vm thu6c chua ph6i hgp domperidon va chat uc ch~ bam proton (omeprazol,
Jpantoprazol, lanzoprazol, ...), dS dam bao sir dl)llg thu6c hgp ly, an toan, hi~u qua, Cl)C
QUIDly DuQ'cthong bao nhu sau:

1. T~ ngimg ti~p nh~ va xet duy~t dan hang nh~p khAu thu6c thanh phfun
chua co s6 dang Icy, h6 sO'dang Icy mai, dang Icy l~i va dang Icy gia h~ d6i vm cac
thu6c chua ph6i h<!pdomperidon va ~hAtuc ch~ b~ proton kS ca cac h6 sO'dang Icy,
dan hang nh~p khau thuoc thanh pham chua co so dang Icy da nQp ~ Cl)CQuan ly
DuQ'ctruac ngay Icy ban hanh cong van nay.

TruOng hgp cong ty mu6n nh~p khAu thu6c thanh phfun chua co s6 dang Icy,
dang Icy thu6c chua ph6i hgp domperidon va chAtuc ch~ bam proton, yeu cAucong ty
nQp dAy du h6 sO'lam sang chUng minh an toan, hi~u qua Cllathu6c theo quy dinh dS
CI)CQuiin ly DuQ'c thfun dinh, dcinh·gia.

2. D6i vm cac thu6c chua ph6i hgp domperidon va chat uc ch~ bam proton dang
con hi~u ll)'c s6 dang Icy: Yeu cAucong ty sa hfru s6 dang Icy cung cApb6 sung dfr li~u
lam sang nhu yeu cAu neu ~i ml)c 1 dS chUng minh an toan, hi~u qua cua thu6c. Sau
01 nam kS til ngay Icy cong van nay, n~u cong ty khong b6 sung duQ'c dfr li~u chUng
minh an toan, hi~u qua Clla thu6c, Cvc Quan 1yDugc se ra quy~t dinh nlt s6 dang ky
cua cac thu6c chua ph6i hgp domperidon va chAtuc ch~ bam proton.

Cvc Quiin ly DuQ'cthong bao dS cac dan vi bi~t va thl)'c hi~n./.
Nuinhpn:

- Nhutren;
- BT. Nguy~n Thi Kim Ti~n (d~hie);
- Th(CwOng Le Quang CUCmg(d~h/c);
- C\lCQLKCB, Thanh traBYT (dB phdi hQ'P);
- T6ng C\le Hlii quan - BQTC;
- C\le Quan Y - BQP; C\lCY t~ - BCA; C\le Y te
Giao ThOngv~ tai - BQGTVT;
- SYT cae tinh, TP nve thuQcTW;
- Vi~n, BV co giuCmgh~nhnvc thuQeBYT;
- BHXH Vi~tNam;
- T6ng cong ty DuQ'cVi~tNam;
- Cac chuyen gia thAmdinh h6 so dan~ Icy thu8c;
- PhOngQLKDD, PhOngQLTTQC (de th\l'chi~n);
- VPC (d~ dua len Website); TC DuQ'c&MP;
- Luu VT, DKT.
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Kinh giri: Cac cong ty dang Icy, san xuftt thu5c hru hanh .. 6Yi~t~~~ .~~f...
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Qua tdng hop kSt qua thfun dinh va xet duyet h3 sa dang Icy thuoc, Cue Quan 1y
Dircc nhan thfry mQt s5 tnrong hop cong ty nQp h3 sa dang Icy thuoc chua ph5i hop
thanh phftn trypsin va brome1ain nhung dfr 1i~uv8 an toan, hieu qua cua cac thuoc chua
ph5i hop nay con han chS. Hien thuoc chua ph5i hop trypsin va brome1ain chi con hru
hanh tai mQt s5 it mroc tren thS gioi.

Can cu kSt luan cua HQi d3ng tu v§n cfip 85 dang leY h1U hanh thuoc - B9 Y tS
d5i voi thu5c chua ph5i hop trypsin va brome1ain, d~ dam bao sir dung thuoc hop ly,
an toan, hi~u qua, Cvc Quan 1yDugc thong bao nhu sau:

1. T~ ngimg tiSp nh~ va xet duy~t dan hang nh~p khAu thu5c thanh phfun
--chua co s5 dang Icy, h3 sa dang Icy mm, dang Icy l~i va dang Icy gia h~ d5i vm cac
.thu5c chua ph5i hgp trypsin va brome1ain k~ ca cac h3 sa dang Icy, dan hang nh~p
. khAu thu5c thanh phAm chua co s5 dang Icy da nQp ~i Cvc Quan 1yDugc truac ngay
Icy ban hanh cong van nay.

TruOng hqp cong ty mu5n nh~p khAu thu5c thanh phfun chua co s5 dang Icy,
dang Icy thu5c chua ph5i hqp trypsin va brome1ain, yeu cAucong ty nQp dAydu h3 sa
lam sang chUng minh an toan, hi~u qua Clla thu5c thea quy djnh d~ Cvc Quan 1yDugc
thftm djnh, danh gia.

2. D6i vm cac thu6c chua ph6i hqp trypsin va brome1ain dang con hi~u 1vc s6
dang Icy: Yeu cAu cong ty sa hfru s6 dang Icy cung cfrp bd sung dfr li~u lam sang nhu
yeu cAu neu ~i mvc 1 d~ chUng minh an toan, hi~u qua cua thu6c. Sau 01 nam k~ til
ngay Icy cong van nay, nSu cong ty khong bd sung dugc dfr li~u chUng minh an toan,
hi~u qua Clla thu5c, Cvc Quan 1yDugc se ra quySt dinh rut s5 dang Icy Clla cac thu5c
chua ph5i hgp trypsin va brome1ain.

Cvc Quan 1yDugc thong bao d~ cac dan vi biSt va thvc hi~n./.

Noinhq.n:
- Nhutren;
- BT. Nguy~n Thj Kim Ti8n (dB h/c);
- Thu wOng Le Quang CUOng(dB h/c);
- C\lCQLKCB, Thanh tra BYT (dB ph6i hqp);
- T6ng C\lCHili quan - BQTC;
- C\lCQuful Y - BQP; C\lCY t8 - BCA; C\lCY t8
Giao Thong v~ tAi - BQGTVT;
- SYT cac tinh, TP trvc thuQcTW;
- Vi~n, BV co giuOngh~nh trvc thuQcBYT;
- BHXH Vi~tNam;
- Tang cong ty DUQ"cVi~tNam;
- Cae chuyen gia thfun dinh h6 S<Y dang Icy thu6c;
- Phong QLKDD, PhOngQLTTQC (dB th\lc hi~n);
- VPC (d~ dua len Website); TC DUQ"c&MP;
- LUll VT, DKT.
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