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QUYET PINH
~ Vé viéc cong bo thu tuc hanh chinh méi ban hanh thudc pham vi

e chitc nang quan ly cia Bo Y té

A01%0 ,
OhAZ. My BO TRUGNG BO Y TE

Cin it Nghi dinh s6 63/2012/ND-CP ngay 31 thang 8 nam 2012 cta Chinh |
phu quy dil‘]j‘l chtc nang, nhiém vu, quyén han va co céu t6 chic cia Bo Y t€;

Can cit Nghi dinh s6 63/2010/ND-CP ngay 08 thdng 6 nam 2010 cua Chinh |
phti vé kiém soat thl tuc hanh chinh;

Can cit Nghi dinh s6 48/2013/ND-CP ngay 14 thang 5 nam 2013 cua Chinh
phti vé stra d8i, b6 sung mot s6 diéu clia cdc Nghi dinh lién quan dén kiém sodt
thu tuc hanh chinh; ‘

Xét dé nghi ctia Cuc truéng Cuc Quén ly Duge va Vu trudng Vu Phdp ché
Bo Y t€,

QUYET PINH:

Diéu 1. Cong bs kém theo Quyét dinh nay 18 thu tuc hanh chinh dugc quy
dinh tai Thong tu s6 19/2014/TT-BYT ngay 02 thiang 6 nam 2014 cua Bo truong
Bo Y t€ quy dinh quin 1y thuSc gay nghién, thuéc huéng tam thén va tién chat
dung lam thudc.

Piéu 2. Bii bd 13 th tuc hanh chinh di dugc cong bd theo Quyét dinh s6
1718/QD-BYT ngay 31 thiang 5 ndm 2011 cta Bo trudng Bo Y t€ vé viéc cong bo
thti tuc hanh chinh méi ban hanh thuéc pham vi chitc nang quan 1y ctia Bo Y t€ va
Quyeét dinh s& 849/QD-BYT ngay 20 thdng 3 nam 2012 cta Bo truéng Bo Y t&€ vé
viéc cong bé thl tuc hanh chinh dugc stta d6i, b8 sung, thay thé va thl tuc hanh
chinh bi bai bo thudc pham vi chic nang quan ly cua Bo Y té.

Piéu 3. Quyét dinh ndy c6 hiéu luc thi hanh k€ tir ngay ky.

Piéu 4. C4c ong/ba: Chanh Van phong Bo, Thu trudéng cic Vu, Cuc, Thanh
tra Bo, Téng cuc, SG Y t€ céc tinh, thanh ph6, cdc don vi cé lién quan chiu trach
nhiém thi hanh Quyét dinh nay./.
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Phulucl:

THU TUC HANH CHINH MOI BAN HANH THUQC PHAM VI
CHUC NANG QUAN LY CUABO Y TE

(Ban hanh kém theo Quyét dinh s6 ﬁﬂ/QD -BYT, ngay/{ g

B6 trucng BS Y t6)

PHAN I

thang//fnamag(;/ /cua

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

Co
STT Tén thi tuc hanh chinh Linh | quan Ghi chi
: vuce thue
hién
I.  Thi tuc hanh chinh cip trung wong
TTHC cong b
theo Thong tu
Duyét duy tru thude gy nghién, thube s6 19/2014/TT-
huéng tdm than, tién chat dung lam BYT thay thé
Duoc | Cuc n £
1 thude cho cong ty san xuét thude, co _ M3 | Quin Iy Théng tu s6
s& kham bE}I’ll’ql chita bénh, co s& ha D 10/2010/TT-
nghién ctru, kiém nghiém, co s& dao phar T I BYTva Thong
tao chuyén nganh Y — duogc tu sb
' 11/2010/TT-
BYT
Duyét du tru thude gy nghién, thube
huéng tam than, tién chat dung lam
thubc cho céc co s& khéng thude
nganh Y té quan ly nhung c¢6 nhu cau | Duoc| Cuc
2 | mua thubc gay nghlen dé ngién ctu —My¥ | Quan ly nt
khoa hoc trén co sé dé cuong nghién phim | Duogc
cuu khoa hoc da duoc co quan quan
ly nha nuéc cé thdm quyén phé
duyét.
Duyét du tri thanh pham thubc gdy Duoc | Cuc
3 nghién, thude huéng tam than, tién _ M | Quan Iy nt
chat dung lam thuéc cho Cuc Quan ha D
Y — B6 Quéc phong pham | - uoe
Sira doi, b6
Cap gidy phép nhap khéu nguyén | Dugc | Cuc sung theo;
4 | lidu gay nghién, hudng tam than, tién | — M§ | Quén ly Théng tur so
chét dung 1am thudc. pham | Duoc 1972014/TT-
‘ BYT thay thé
Théng tu sb




10/2010/TT-

BYT va Thong
tur sd
11/2010/TT-
BYT
Cép giay phép nhap khau thude
thanh pharn gy nghién, hudng tdm | Dugc | Cuc
5 than tién chét dung lam thudc chua | - My | Quan ly nt
¢ sb dang ky luu hanh theo nhu cau | phdm | Duoc
déac thu cua bénh vién.
Céap G1ay phép nhap khau thubc
thanh pharn dang phdi hop co chira
hoat chét gay nghlen thubc thanh | Dugc| Cuc
6 pham dang phdi hop c6 chtra hoat | —M§J | Quan ly nt
chit huéng tdm than, thubc thanh pham | Duoc
phidm dang phdi hop co chira tién
chét dung 1am thude c6 s6 dang ky.
Cép glay phép nhép khau thudc
thanh pharn dang phdi hop c6 chtra
hoat chat gay nghién, thube thanh | Dugc | Cuc
7 pharn dang phdi hop ¢6 chtra hoat | - M§ | Quan ly nt
chat huéng tam than, thudc thanh pham | Duoc
phdm dang phdi hop c6 chua tién
chét chua c6 s dang ky luu hanh.
Cap gidy phép nhép khau thude Duge| Cuc
thanh pharn gy nghién, hudng tam - N
8 —My¥ | Quén ly nt
than, tién chat dung lam thubc c¢6 sb A D
dang ky luu hanh. ’ pham woc
Clp gidy phép nhip Khav thude || oy
9 thanh Rham gy nghién, hudng tam _ My | Quén Iy nt
than2 tién chat dung lam thuodc chua A D
cO s0 dang ky luu hanh. pham Hoe
Cép gidy phép xuat khau nguyén liéu | Duge | Cuc
10 | gy nghién, huong tam than, tién | —My | Quanly nt
chét ding ]am thude phdm | Duoc
Cap gidy phép xuit khau thude thanh Duge| Cuc
pham géy nghién, thube hudng tam ~ N
11 —My¥ | Quén ly nt
than, tién chét dung lam thubc c6 sb 2
pham | Dugc
dang ky.
Cap gidy phép xuét khau thude thanh Duoc | Cuc
12 pham géy nghién, thude huong tam _ My | Quan Iy ot
than tién chat dung lam thudc chua 2
phdm | Dugc

c6 sb dang ky.




Cap gidy phép xuat khau thudc thanh
pham dang phdi hop ¢6 chura hoat

chat gay ‘nghién, thudc thanh pham Dugc | Cuc
13 | dang phdi hop c6 chira hoat chit | —M¥ | Quanly nt
huéng tam than, thudce thanh pham pham | Duoc
dang phéi hop ¢ chua tién chat co
s6 dang ky
Cap giay phép xuat khau thudc thanh
pham dang phdi hop c6 chira hoat
chat gay nghién, thudc thanh pham Dugc | Cuc
14 | dang phdi hop c6 chira hoat chit | — M§ | Quan ly nt
huéng tdm than, thude thanh pham | pham | Duogc
dang phdi hop c6 chua tién chét chua
c6 s6 dang ky.
Cap gidy phép xuat khau thude thanh
pham dang phbi hop ¢c6 chira hoat
chét gdy nghién, thubc thanh pham Duoc| Cuc
15 dang phdi hop ¢o chira hoat chét ~ My | Quén Iy ot
huéng tam than, thudc thanh pham ha D
dang ph01 hop c6 chira tidn chét xuat | P Loe
khau dé lam mau dang ky, hdi chg,
trién 13m, nghién ctru
II.  Thi tuc hanh chinh cip tinh
Duyét du tru thudc thanh pham gay
nghién, thudc thanh pham hudng tam
than, thubc thanh phdm tién chét cho
cOng ty ban budn, co s ban lé thubc, | Dugc
1 | co s& kham bénh, chita bénh trong va|—My | S Y té nt
ngoai nganh (trr cac don vi truc | pham
thude Bo Qudc phong va B Giao
thdng vén tai), co s& nghién clu, co
s& dao tao chuyén nganh Y-dugc.
TTHC cong bd
theo Thong tu
50
Duyét du tru thudc thanh pham gay Cuc 19/2014/TT-
nghién, thude thanh pham huéng tam | Duge | Quan Y | BYT thay thé
2 | than, thudc thanh phim tién chat cho | ~M§y | —Bo Thong tu sb
cac bénh vién, don vi truc thudc Bo pham Quoc 10/2010/TT-
Qubc phong phong | BYT va Thong
tur 80
11/2010/TT-
BYT




Duyét dy tri thudc thanh pham gay
nghién, thubc thanh pham hudng tim
than, thudc thanh pham tién chat 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 Il

DANH MUC THU TUC HANH CHINH THUQC PHAM VI CHUC NANG

QUAN LY CUA BQ Y TE PUQC BAI BO

(kém theo Quyét dinh s6 +4¥/0P-BYT ngay A5 théngtf nam 2014
cua Bo truong Bo Y té)

DANH SACH CAC TTHC PE NGHI BAI BO

Linh Co quan
STT Tén tha tuc hanh chinh thue Ghi chu
vure o
’ hién
I. Thu tuc hanh chinh cap Trung wong
Duoc thay thé
bang TTHC

Chp gidy phép nhap khéu

dugc Stra dbi,
bd sung theo
Thong tu s

nguyén liéu gay ngh1en huéng | Duoc — Cuc 19/2014/TT-
1 |tam than, tién chéit ding lam M¥ Quanly | BYT thay thé
thude pham Duoc Théng tu sb
(B_BYT _172466_TT). 10/2010/TT-
BYT va Théng
tur sO
11/2010/TT-
BYT
Cap giay phép nhép khau thude
thanh pham géy nghién, hudng
tdm than, tién chat dung lam | Duogc — Cuc
2 |thubc chua c6 sé dang ky luu M§ Quan ly nt
hanh theo nhu cau dic thu cua phém Duoc
bénh vién
(B_BYT 028489 TT)
Cap Giay phép nhap khau
thude thanh pham dang phéi Duoc - Cuc
hop ¢6 chua thube gay nghién, N N
3 , N A ea I M¥§ Quén ly nt
huéng tdm thén, tién chat dung phim Duoc
lam thuoc co6 so dang ky. ;
(B BYT 172390 TT).
Cép giay phép nhép khéu thude | Duogc — Cuc
4 thanh pham dang ph01 hop cé My Quan ly
\ nt
chira thude géy nghién, huong phém Duoc

tdm than, tién chat dung lam




thube chua cé sd dang ky luu
hanh.
(B BYT 172405 TT).

Cép gidy phép nhap khau thude

thanh pham géy nghién, hudng DUQ? B C}'IC )

5 |tam than, tlen chat dung 1am Mxy Quan Iy nt
thudc cé s dang ky luu hanh. pham Dugc
(B_BYT_172386_TT).

Cap gidy phép nhép khéu thude
thanh pham gdy nghién, huéng | Duoc — Cuc

6 tam than tién chat dung lam M}/ Quan ly ot
thube chua c6 sé dang ky luu phadm Duogc
hanh.

(B_BYT 028281 TT).
Cap gidy phép xuat khau
nguyén liéu gdy nghién, hudng Duogc - Cuc

7 tAm thén, tién chét diung lam qu Quan ly nt
thubc ¢6 hoac khéng cé sb phém Duoc
dang ky.

(B BYT 193992 TT).
Cap gidy phép xuat khau thuoc
thanh Rhém géy nghién, hudéng | Duogc — Cuc

8 |tam thén, tién chat ding lam My Quan ly nt
thuoc c6 so dang ky. pham Dugc
(B BYT 194020 TT).

Cap gidy phép xuét khau thudc
thanh pham géy nghién, huéng | Dugc - Cuc

9 |tam than, tién chat dung lam My Quaén ly nt
thudc chua co6 sb dang ky. phém Dugc
(B_BYT 194029 TT).

Cap giay phép xuéat khéu thudce
thanh pham gdy nghién, hudng Duoc — Cuc
tdm than, tlen chat ding lam N N

10 M§ Quaén ly nt

thudc c6 sb dang ky dang phdi Z

pham Duoc
hop.
(B BYT 194034 TT).
Cap giay phep xuat khau thude
thanh pham géy nghién, hudng Duge — Cuc
tam théan, tién chat dung lam N N

11 My Quén ly nt

thubc chua c6 sé dang ky dang 2

X pham Duogc
phoi hop.
(B BYT 194039 TT).

12 Cap giay phép xuat khau thude | Duogc — Cuc nt
thanh pham g8y nghién, hudng My Quan ly




tam thin, tién chat dang phoi
hop quy dinh tai khoan 2 Diéu
1 ctia Théng tu s6 10/2010/TT-
va khoan 2 Diéu 1 cia Thong
tu sb6 11/2010/TT-BYT ngay
29/4/2010 cia B Y t& xuht
khau dé l1am mau dang ky, hoi
cho, trién 1am, nghién ciru

(B BYT 194045 TT).

Duoc

IL Thi tuc hanh chinh cap tinh

Duyét du tru mua thanh pham
thudc gay nghién, huong tam
than, tién chat dung lam thude
cho cac co so ban buodn, co so
ban 1é thudc, co s& y té, CO SO
nghién cuu, co s¢ dao tao
chuyén nganh Y-duoc, trung
tam cai nghién.

(B BYT 172478 TT).

Duoc —
My
pham

S& Y té

nt




