BO GIAO THONG VAN TAI  CQNG HOA XA HQI CHU NGHIA VIET NAM
CUCYTE Doc 1ap - Tu do - Hanh phic

S6: 0 /CYT-NVYD&TTBYT Ha Ngi, ngay 29 thdng 9 ndm 2016
V/y dang ky, nhdp khiu don hang
thudc chira phdi hop domperidon va
chat trc ché bom proton, thude chira
phoi hgp trypsin va bromelain

Kinh gui:
- Cac Bénh vién, Phg‘)ng kham da khoa GTVT;
- Cac Trung tdm y t€ chuyén nganh GTVT.

Ngay 20/9/2016, Cuc Quan ly dugc - B Y té co6 cac Cong van sb
18274/QLD-PK, 18275/QLD-DK vé viéc dang ky, nhap khau don hang thubc
chira phéi hop domperidon va chét trc ché bom proton, thudc chira phdi hop
trypsin va bromelain.

Nbi dung cu thé ctia Cong vin vé viéc dang ky, nhap khau don hang thudc
chira phdi hop domperidon va chit we chét bom proton, thudc chira ph01 hop
trypsin va bromelain duoc ding tai trén Website cia Cuc Y t¢ GTVT
http://ha.mt.gov.vn; chuyén muc Chi dao va huéng dan nghiép vu 'y té.

Cuc Y té GTVT thdng béo dé cac don vi biét./. Uk’,",

Noi nhan: )
- Nhu trén (Qua website Cuc Y t€ GTVT);
- Luu: VT, NVYD&TTBYT.

Vii Van Trién



B(;) Y TE CONG HOA XA HOI CHU NGHiA VIET NAM
CUC QUAN LY DUGC Poc lap - Ty do — Hanh phiic

o~

; B TD TREONG VAN TA
$6: (8034 /QLD-PK | CONG VAN PEN
V/v ding ky, nhip khau don hing Ha Noi, ngay 50) thing ¢ pam 34161
thude chira phoi hop domperidon va |
chat trc ché bom proton

s8R0
Kinh giri:  Céc cong ty déng ky, san xuat thubc lwu hanh tai Viét Nam.

Qua téng hop két qua thAm dinh va xét duyét hd so ding ky thudc, Cuc Quan ly
Duoc nhén thdy mot s6 truong hop cong ty ndp hé so ding ky thudc chira phéi hop
thanh phan domperidon va chit tc ché bom proton (omeprazol, pantoprazol,
lanzoprazol,,...) nhung’dﬁ: liéu v€ an toan, hiéu qua cla cac thudc chira phdi hop nay
con han ché. Hién thuoc chira phoi hgp domperidon va chit irc ché bom proton chi con
“luu hanh tai mét so it nudce trén the gidi.
» Can cir két luan ciia Hoi ddng tu vén cdp sb ding ky luu hanh thubc - Bo Y t4
- d6i véi thubc chira phéi hop domperidon va cht &rc ché bom proton (omeprazol,
, pantoprazol, lanzoprazol,...), d& dam bao sir dung thubc hop ly, an toan, hiéu qua, Cuc
Quan ly Dugc thong bao nhu sau:

1. Tam ngimg tiép nhén va xét duyét don hang nhip khéu thudc thanh phim
chua c6 s0 ding ky, hé so ding ky méi, ding ky lai va ding ky gia han déi véi cac
thudc chira phéi hop domperidon va ghét trc ché bom proton ké ca cac hd so dang ky,
don hang nhép khau thuoc thanh phim chua c6 s6 ding ky da nop tai Cuc Quan ly
Dugc trudc ngay ky ban hanh cong van nay.

Trudng hop cong ty mudbn nhap khiu thudc thanh phdm chua c6 sb dang ky,
dang ky thudc chira phdi hop domperidon va chét (rc ché bom proton, yéu cau cong ty
ndp ddy di ho so 1am sing chimg minh an toan, hiéu qua clia thubc theo quy dinh dé
Cuc Quén Iy Dugc thim dinh, d4nh gia.

2. Péi véi cac thube chia phdi hop domperidon va chét {rc ché bom proton dang
con hiéu Iuc sb ding ky: Yéu ciu cdng ty sé hiru s6 ding ky cung cép bd sung dir lidu
1am sang nhu yéu cau néu tai muc 1 dé chimg minh an toan, hiéu qua cta thubc. Sau
01 nim ké tir ngay ky cdng van ndy, néu cong ty khong bd sung duge dit liéu chung
minh an toan, hiu qua cia thudc, Cyc Quin !y Duoc s8 ra quyét dinh rit sé ding ky
clia cac thudc chira phdi hop domperidon va chét tre ché bom proton.

Cuc Quan ly Dugc thong bdo dé cac don vi biét va thuc hién./.

Noi nhin:
- Nhu trén; )
- BT. Nguyén Thij Kim Tién (d& b/c);
- Thir trudng L& Quang Cudmg (dé bic);
- Cuc QLKCB, Thanh tra BYT (dé phéi hop); s
- Tong Cuc Hai quan — Bb TC; A e
- Cuc Quén Y — BQP; Cuc Y t& — BCA; Cuc Y t&\ "
Giao Théng vén tai — B6 GTVT; N4
- SYT céc tinh, TP tryc thudc TW; 1 X .
- Vién, BV ¢6 giudmg bénh tryuc thugc BYT; Truwong Quoc Cuwong
- BHXH Viét Nam;
- Téng cong ty Dugc Viét Nam; ]
- Céc chuyén gia tham dinh hé so diang ky thudc;
- Phong QLKDD, Phong QLTTQC (dé thyc hién);
- VPC (dé dra Ién Website); TC Dugc&MP;
- Lwu VT, PKT.




BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Péc lap - Tir do — Hanh phiic
So-/( gg-}b‘ /QLD-bK Cocy T ,HO Ty veE e
V/v déng ky, nhép khiu don hang Ha Néi, ngayDzO thdng( g\m {)[::,NTA»‘
thudc chita phbi hop trypsin va |
, bromelain 27 -03- 2016

Kinh giri: ~ Céc cong ty ding ky, san xuét thudc lwu hanh A

Qua tng hop két qua thim dinh va xét duyét hé so ding ky thuoc Cuc Quan ly
Dugc nhén thiy mét sé truong hgp cong ty ndp hé so ding ky thudc chira ph01 hop
thanh phan trypsin va bromelain nhung dif liu vé an toan, hiéu qua cua céc thudc chira

phdi hop nay con han ché. Hién thudc chira phéi hop trypsin va bromelain chi con luu
hanh tai mét sb it nudce trén thé gidi.

Can cir két luan cua Hoi déng tr vin cép sb ding ky lru hanh thubc - B4 Y té

d6i véi thube chira phéi hop trypsin va bromelain, d4 dam bao sir dung thudc hop ly,
an toan, hiéu qua, Cuc Quan ly Dugc thong bao nhur sau:

1. Tam ngimg tlep nhén va xét duyét don hang nhip khiu thudc thanh pham
“chura ¢6 sb ding ky, hé so dang ky moi, dang ky lai va ding ky gia han d6i véi cac
sthudc chira phéi hop trypsin va bromelain ké ca cac hd so diang ky, don hang nhip

“khiu thudc thanh phim chua cé sb déng ky di nop tai Cuc Quan ly Dugc trude ngay
ky ban hanh cong vén nay.

Trudng hop cong ty mubn nhép khiu thudc thanh phim chua c6 sb dang ky,
ding ky thudc chira phdi hop trypsin va bromelain, yéu ciu cong ty nop diy di hé so

1am sang chimg minh an toan, hiéu qua cua thubc theo quy dinh dé Cuc Quan ly Dugc
thim dinh, danh gia.

2. béi vdi cac thudc chira ph01 hop trypsin va bromelain dang con hiéu lyuc s6
dang ky: Yéu cau cong ty so hitu s6 ding ky cung cép bb sung dir liéu 1am sang nhu
yéu cau néu tai muc 1 dé ' chimg minh an toan, hiu qua cia thuéc. Sau 01 nam ké tir

ngdy ky cong vin ndy, néu cong ty khéng bd sung dugc dir liéu chimg minh an toan,

hiéu qua cua thube, Cuc Quén ly Dugc sé& ra quyét dinh rat sb ding ky cua céc thube
chira phéi hop trypsin va bromelain.

Cuc Quan ly Dugc thong bao dé cac don vi biét va thure hién./.

Noi nhin:
- Nhur trén;
- BT. Nguyén Thj Kim Tién (dé b/c);
- Thir trudng Lé Quang Cudng (de b/c);
- Cuc QLKCB, Thanh tra BYT (d phdi hop);
- Téng Cyc Hai quan — B4 TC;
- Cuc Quin Y — BQP; Cuc Y t& — BCA; Cuc Y té
Giao Théng vén tai — B§ GTVT;
- SYT céc tinh, TP tryc thudc TW; P "
- Vién, BV c6 giudng bénh tryc thujc BYT; Trwong Quoc Cudng
- BHXH Viét Nam;
- Tong coug ty Dugce Viét Nam;
- Céc chuyén gia thdm dinh hd so dang ky thudc;
- Phong QLKDD Phong QLTTQC (dé thyc hién);
- VPC (8¢ dua 1én Website); TC Dugc&MP;
- Luwu VT, BDKT.




