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DANH MUC THU TUC HANH CHINH MOT BAN HANH THUQC
PHAM VI CHUC NANG QUAN LY CUA BQ Y TE

Co
STT Tén thi tuc hanh chinh Linh | - quan Ghi chil
: Ve thuc
hién
L Thi tuc hanh chinh cip trung wong
TTHC cong bd
theo Thong tu
Duyét du tra thude gy nghién, thube s6 19/2014/TT-
hudng tdm than, tién chét ding lam ¥ BYT thay thé
. N . 7 3 uoc Cuc n £
1 thube cho cdng ty san xuat thude, co | M5 | Quan Iy Théng tu so
s¢ kham bénh, chita bénh, co s& B D 10/2010/TT-
nghién ctru, kiém nghiém, co s¢ dao | PP¥™ | PY9C | BYT va Théng
tao chuyén nganh Y — dugc tu s6
' 11/2010/TT-
BYT
Duyét du tri thude gdy nghién, thude
huéng tdm than, tién chat dung lam
thude cho cdc co s6 khong thude
nganh Y té quan ly nhung c6 nhu cu | Dugc | Cuc
2 | mua thubc gay nghlen dé ngién ciru | —M¥ | Quan ly nt
khoa hoc trén co s& d& cuong nghién | phdm | Dugc
ctru khoa hoc d2 dugc co quan quan
ly nha nuéc c6 thAm quyén phé
duyét.
Duyét du tru thanh phim thudc gy Duoe | Cuc
nghién, thude hudng tam than, tién N N
3 —M¥ | Quénly nt
chét dung lam thudc cho Cuc Quén hdm | Duoc
Y — B§ Quédc phong P :
Sira d6i, bo
Cép gidy phép nhiap khiu nguyén | Dugc | Cuc TshuAng theoA’
4 | liéu gy nghién, huong tm than, tién | — My | Quan ly ong tur so
chét dung 1am thubc. phim | Duoc 19/72014/TT-
i BYT thay thé
Thong tu sb




16/2010/TT-

BYT va Thong
tur sb
11/2010/TT-
BYT
Cép giéy phép nhép khau thubc
thanh pham gy nghién, hudng tm | Duge | Cuc
5 tha:n tién chat ding lam thudc chua | ~M¥ | Quan ly nt
6 s6 ding ky luu hanh theo nhu ciu | phdm | Dugc
dac thu cia bénh vién.
Cép Glay phép nhép khau thudc
thanh pham dang phbi hop c6 chira
hoat chat giy nghién, thudc thanh | Dugc | Cuc
6 |pham dang phéi hop cé chira hoat | — My | Quan Iy nt
chit hudng tdm than, thubc thanh | phdm | Duoc
phidm dang phdi hop c6 chua tién
chét ding 1am thubc c6 sb ding ky.
Cép g1éy phép nhép khau thubc
thanh pham dang phéi hop c6 chia
hoat chét giy nghién, thudc thanh | Duoc | Cuc
7 pham dang phdi hop ¢6 chira hoat | —M¥ | Quan ly nt
chit hudéng tdm than, thudc thanh | phdm | Duogc
phim dang phdi hop c6 chira tién
chét chwa c6 s6 dang ky lyu hanh.
Cap gidy phép nhdp khau thude Duge| Cuc
thanh pham gy nghién, hudng tam ~ N
8 ~My | Quéan ly nt
thn, tién chét ding 1am thubc c6 sb B D
dang ky luu hanh. q pham Hoe
Cap gidy phép nhap khau thuoc Duge| Cuc
9 thanh pham géy nghién, huéng tdm — M | Quén Iy nt
than tién chat ding lam thube chua B D
cd sb dang ky luu hanh pham | - Luoc
Cép gidy phép xuét khau nguyén lidu | Dugc | Cuc
10 | gdy nghién, hudéng tdm théan, tién|—~M7¥ | Quanly nt
chét dung lam thudc phim | Duoc
Cap gidy phép xuit khiu thudc thanh Duge| Cuc
pham géy nghién, thude huéng tam N N
11 ~M¥ | Quan ly nt
than, tién chat ding lam thubc c6 sb 2
pham | Dugc
dang ky.
Cap gidy phép xuét khau thude thanh Duoc | Cuc
12 pham géy nghién, thube huéng tdm ~ My | Quan Iy ¢
than tién chat dung lam thudc chua Y Y 0
pham | Duoc

cb sb dang ky.




Céip gidy phép xuét khau thude thanh
pharn dang phdi hop ¢6 chira hoat

‘| chdt gdy nghién, thudc thanh pham Dugc | Cuc
13 | dang phdi hop ¢ chira hoat chét | — M¥ | Quan ly nt
huéng tAm than, thubc thanh phim | phdm | Dugc
dang phdi hop c6 chira tién chat c6
s6 dang ky
Cap gidy phép xuét khau thubc thanh
pham dang phéi hop ¢6 chtra hoat
chét gay ‘nghién, thudc thanh pham Dugc | Cuc
14 | dang phdi hop c6 chira hoat chat | — M¥ | Quan ly nt
huéng tam than, thubc thanh phim | phim | Duwoc
dang phéi hop c6 chira tién chét chua
c6 sb ding ky.
Cép gidy phép xuat khau thudc thanh
pham dang phdi hop ¢é chira hoat
chat gay ‘nghién, thubc thanh pham Duge| Cuc
15 dang ph01 hop c6 chtra hoat chat _M$ | Quan 1y nt
huéng tAm than, thudc thanh pham 1A D
dang ph01 hop ¢6 chira tién chat xudt [P o oe
‘khau dé 1am miu ding ky, hdi cho,
trién 1am, nghién ciru
II.  Thii tuc hanh chinh cip tinh
Duyét du tri thudc thanh phdm giy
nghién, thubc thanh pham huéng tim
than, thudc thanh pham tién chét cho
cdng ty ban budn, co s ban 1& thude, | Duge
1 | co s& kham bénh, chita bénh trong va | —M§ | S§ Y té nt
ngoai nganh (trir cac don vi truc phim
thubc Bo Qudc phong va B Giao
théng van tai), co s& nghién ciru, co
s& dao tao chuyén nganh Y-dugc.
TTHC céng b
theo Thong tu
sb
Duyét dy tri thudc thanh phdm giy Cuc 19/2014/TT-
nghién, thudc thanh phém hudng tdm | Duoc | Quan Y | BYT thay thé
2 | than, thudc thanh phim tién chét cho | —-M§ | —Bo Théng tu sb
c4c bénh vién, don vi truc thuéc Bo | phdm | Qubc 10/2010/TT-
Qubc phong phong | BYT va Thong
tu sb
11/2010/TT-

BYT




Duyét du tri thudc thanh pham giy
nghién, thubc thanh phdm hudng tdm
than, thubc thanh pham tién chét cho
cac bénh vién, don vi truc thudc Bo
Giao théng vén tai

Duoc
— My
pham

CucY
té - BO
Giao
thong
van tai

nt




Phu luc II

DANH MUC THU TUC HANH CHINH THUOQC PHAM VI CHUC NANG

QUANLY CUA BO Y TE PUQC BAI BO

(kém theo Quyét dinh s6 4% /0P-BYT ngay Ab théng 4 nim 2014
cua B¢ truong Bo Y té)

DANH SACH CAC TTHC PE NGHI BAI BO

Linh Co quan
STT Tén thu tuc hanh chinh thwe Ghi chui
vue ‘A
: hién
I Thii tuc hanh chinh cip Trung wong
Pugc thay thé
bang TTHC

duoc Stra doi,
bd sung theo

Cép gidy phép nhip khiu Théng tu sb
nguyén liéu gdy nghién, huéng | Duogc - Cuc 19/2014/TT-
1 |tim than, tién chat ding lam My Quanly | BYT thay thé
thude pham Duoc Théng tu sd
(B BYT 172466 TT). 10/2010/TT-
BYT va Théng
tur sb
11/2010/TT-
BYT
Cép gidy phép nhap khau thude '
thanh pham géy nghién, huéng
tim than, tién chat dung lam | Dugc — Cuc
2 | thube chua c6 sb ding ky luu My Quan ly nt
hanh theo nhu cau dic thu cia phém Duogc
bénh vién
(B_BYT 028489 TT)
Cap Giay phép nhép khau
thude ,thaqh P h%m cAiang p.}AlOI Dugc — Cuc
hop cé chua thude giy nghién, - N
3 . A A Y A, 1n My Quan ly nt
hudng tdm thén, tién chét dung phim Duoc
lam thuodc ¢6 s6 dang ky. .
(B_BYT 172390 TT).
Cép gidy phép nhap khau thubc | Dugc — Cuc
4 thanh pham dang phdi hop cb M§ Quan ly nt
chita thubc gdy nghién, huéng phém Duoc

tAm than, tién chét ding lam




thuoc chua c6 s6 dang ky luu
hanh.

(B BYT 172405 TT).

Cép gidy phép nhap khau thube

thanh pham gy nghién, huong DUQS - C}JC ,
5 |tam than, tlen chat ding lam M;y Quan ly nt
thubc c6 sb dang ky luu hanh. pham Dugc
(B BYT 172386 TT).
Cap gidy phép nhap khéu thude
thanh pham gy nghién, huong | Duoc — Cuc
6 tam than, tién chat dung lam My Quan ly ot
thuéc chua c6 sd ding ky luu phém Duogc
hanh.
(B BYT 028281 TT).
Cap gidy phép xuat khau
nguyén liéu gy nghién, huéng | Dugc - Cuc
tam than, tién chét dung lam M§ Quan ly
7 h h kho A nt
thube co odc ong co s6  phim Dugc
dang ky.
(B BYT 193992 TT).
Cap gidy phép xuat khau thudc
thanh pham gay nghién, huéng | Dugc - Cuc
8 |tam théan, tién chat ding lam My Quan ly nt
thudc c6 so dang ky. pham Duoc
(B BYT 194020 TT).
Cép gidy phép xuat khau thude
thanh pham gy nghién, hudéng | Dugc - Cuc
9 |tam than, tién chat dung lam My Quan ly nt
thubc chua c6 s dang ky. pham Duogc
(B_ BYT 194029 TT).
Cap gify phép xuat khau thude
thanh pham géy nghién, huong Duoc — Cue
thm thén, tlen chit dung lam ~ N
10 thube ¢6 sb ding ky dang phbi My Quan ly nt
& A0g P pham Duogc
hop.
(B BYT 194034 TT).
Cap gidy phép xuat khau thude
thanh pham géy nghién, huong Duge — Cuc
tdm than, tién chat dung lam ~ N
11 My Quan ly nt
thubc chua c6 s dang ky dang z
£ pham Duogc
phoi hop.
(B BYT 194039 TT).
19 Céap gidy phep xuat khéu thudc | Dugc — Cuc ;
thanh phdm gy nghién, huéng| M§ | Quanly "




tam than, tién chat dang phbi
hop quy dinh tai khoan 2 Piéu
1 ctia Théng tur s6 10/2010/TT-
va khoan 2 Piéu 1 cta Théng
tr s& 11/2010/TT-BYT ngay
29/4/2010 ctia B6 Y té xuét
khiu dé lam mau dang ky, hoi
cho, trién 13m, nghién ciru

(B BYT 194045 TT).

pham

Dugc

IL. Thi tuc hanh chinh cip tinh

Duyét du tri mua thanh phim
thudc gdy nghién, hudng tim
thén, tién chit dung lam thudc
cho cac co s& ban buoén, co s&
ban 16 thudc, co 56 y t&, co so
nghién ctru, co s& dao tao
chuyén nganh Y-dugc, trung
tam cai nghién.

(B BYT 172478 TT).

Duogc —
My
pham

S& Y té

nt






