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Phv Ivc I : 
THU TUC HANH CHINH MCH BAN HANH THUOC PHAM VI 

. CHUCNANGQUANLYCUAB<)YTE . 
(Ban hanh kern thea Quyit ajnh s6ff'tJIQD-BY! ngay;(~ thang11nam)t)/tjcua 

B9 tru(rng B9 Y te) I 
PIIANI 

DANH MVC THU TVC HANH CHINH MOl BAN HANH THU<)C 
PH~M VI CHUC NANG QUAN LY CUA B<) Y TE 

CO' 

STT Ten thii tvc himh chinh 
Linh quan 
VlJC thl}'C 

Ghi chu 

1 

2 

3 

4 

hi en 

I. Thii tvc hanh chinh cfip trung rrO'ng 

Duy~t dv tru thu6c gay nghi~n, thu6c 
hu6ng tam th~n, tiSn ch~t dung lam 
thu6c cho cong ty san xu~t thu6c, ca 
sa kham b~nh, chua b~nh, ca sa 
nghien c(ru, kiSm nghi~m, ca sa dao 
t~o chuyen nganh Y - dugc 

Duy~t dv tru thuoc gay nghi~n, thu6c 
hu6ng tam th~, tiSn ch~t dung lam 
thu6c cho CaC C(J Sa khong thUQC 
nganh Y tS quan ly nhung c6 nhu c~u 
mua thu6c gay nghi~n dS ngien cliu 
khoa h<;>c tren ca sa dS cuang nghien 
diu khoa h<;>c da dugc ca quan quan 
ly nha nu&c c6 th~m quySn phe 
duy~t. 

Duy~t dv tru thanh ph~m thu6c gay 
nghi~n, thu6c hu6ng tam th~n, tiSn 
ch~t dung lam thu6c cho Cvc Quan 
Y- B9 Qu6c phong 

C~p gi~y phep nh~p kh~u nguyen 
li~u gay nghi~n, hu6ng tam th~n, tiSn 
ch~t dung lam thu6c. 

Dugc Cvc 
-My Quan ly 
ph§.m Dugc 

Dugc Cvc 
-My Quanly 
ph§.m Duqc 

Duqc Cvc 
-My Qmin ly 
ph§.m Duqc 

Duqc Cvc 
-My Quan ly 
ph§.m Duqc 

TTHC cong b6 
theo Thong tu 

s6 19/20 14/TT­
BYTthaythS 
Thong tu s6 
1 0/20 1 0/TT­

BYTva 1hong 
tu so 

11/201 0/TT­
BYT 

nt 

nt 

Sfra dBi, bB 
sung theo 

Thong tu s6 
19/20 14/TT­

BYTthaythS 
Thong tu s6 
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5 

6 

7 

8 

9 

10 

11 

12 

C~p gi~y phep nh~p khftu thu6c 
thanh phftm gay nghi~n, hu6ng tam 
thfin, tiSn ch~t dung lam thu6c chua 
c6 s6 dang ky luu hanh theo nhu cfiu 
d~c thu cua b~nh vi~n. 
C~p Gi~y phep nh~p khau thu6c 
thanh ph§.m d:;mg ph6i hgp c6 chua 
ho~t ch~t gay nghi~n, thu6c thanh 
ph§.m d~ng ph6i hgp c6 chua ho~t 
ch~t huang tam thfin, thu6c thanh 
ph§.m d~ng ph6i hgp c6 chua tiSn 
ch~t dung lam thu6c c6 s6 dang kY. 
Cap giay phep nh~p khau thu6c 
thanh ph§.m d~ng ph6i hgp c6 chua 
ho~t ch~t gay nghi~n, thu6c thanh 
ph§.m d~ng ph6i hgp c6 chua ho~t 
ch~t hu6ng tam thfin, thu6c thanh 
ph§.m d~ng ph6i hgp c6 chua tiSn 
ch~t chua c6 s6 dang kY luu hanh. 
C~p giay phep nh~p khau thu6c 
thanh ph§.m gay nghi~n, hu6rig tam 
thfin, tiSn ch~t dung lam thu6c c6 s6 
dang ky luu hanh. 
C~p giay phep nh~p khau thu6c 
thanh ph§.m gay nghi~n, hu6ng tam 
thfin, tiSn ch~t dung lam thu6c chua 
c6 s6 dang kY luu hanh. 
C~p gi~y phep xu~t khftu nguyen li~u 
gay nghi~n, hu6ng tam thfin, tiSn 
ch~t dung lam thu6c 

C~p gi~y phep xu~t khftu thu6c thanh 
ph§.m gay nghi~n, thu6c hu6ng tam 
thfin, tiSn ch~t dung lam thu6c c6 s6 
dang ky. 

C~p giay phep xu~t khau thuoc thanh 
ph§.m gay nghi~n, thu6c hu6ng tam 
thfin, tiSn ch~t dung lam thu6c chua 
c6 s6 dang kY. 

Dugc Cvc 
-My Qminly 
phftm Dugc 

Dugc Cvc 
-My Qminly 
phftm Dugc 

Dugc Cvc 
-My Quan ly 
ph§.m Dugc 

Dugc Cvc 
-My Quan ly 
ph§.m Dugc 

Dugc Cvc 
-My Quan ly 
ph§.m l)ugc 

Dugc Cvc 
-My Quan ly 
phftm Dugc 

Dugc Cvc 
-My Quan ly 
ph§.m Dugc 

Dugc Cvc 
-My Quan ly 
ph§.m Dugc 

10/201 0/TT­
BYTva Thong 

tu s6 
11/201 0/TT­

BYT 

nt 

nt 

nt 

nt 

nt 

nt 

nt 

nt 
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13 

14 

15 

1 

2 

,, 

C~p gi~y phep xu~t k:hftu thu6c th?mh 1 

ph§.m d~ng ph6i hqp c6 chua ho9-t 
ch~t gay nghi~n, thu6c thanh ph§.m 
d9-ng ph6i hqp c6 chua ho9-t ch~t 
hu6ng tam th&n, thu6c thanh ph§.m 
d9-ng ph6i hqp c6 chua tiSn ch~t c6 
s6 dang kY 
C~p giay phep xuat khftu thuoc th?mh 
ph§.m d~ng ph6i hqp c6 chua ho9-t 
ch~t gay nghi~n, thu6c thanh ph§.m 
d9-flg ph6i hqp c6 chua ho9-t ch~t 
hu6ng tam th&n, thu6c thanh ph§.m 
d9-ng ph6i hqp c6 chua tiSn ch~t chua 
c6 s6 dang kY. 
C~p giay phep xuat khau thuoc thanh 
ph§.m d~ng ph6i hqp c6 chua ho9-t 
ch~t gay nghi~n, thu6c thanh ph§.m 
d9-ng ph6i hqp c6 chua ho9-t ch~t 
hu6ng tam th&n, thu6c thanh ph§.m 
d9-flg ph6i hqp c6 chua tiSn ch~t xu~t 
kh~u dS lam m~u dang Icy, h9i chq, 
triSn Him, nghien cl1u 

Duqc C\lc 
-My Quan ly 
ph§.m Duqc 

Duqc C\lc 
-My Quan ly 
ph§.m Duqc 

Duqc C\lc 
-My Quanly 
ph§.m Duqc 

II. Thu tvc h~mh chinh c~p tinh 

Duy~t dv tru thu6c thanh pham gay 
nghi~n, thu6c thanh phftm hu6ng tam 
th&n, thu6c thanh phftm tiSn ch~t cho 
cong ty ban bu6n, co sa ban Ie thu6c, 
co sa kham b~nh, chua b~nh trong va 
ngoai nganh ( trir cac dan vi trlJc 
thu6c B9 Qu6c phong va B9 Giao 
thong V~n tai), CO sa nghien CUu, CO 
sa dao t9-0 chuyen nganh y -duqc. 

Duy~t d\1' tru thu6c thanh ph§.m gay 
nghi~n, thu6c thanh ph§.m hu6ng tam 
th&n, thu6c thanh ph§.m tiSn ch~t cho 
cac b~nh vi~n, dan vi trlJC thu()c B9 
Qu6c phong 

Duqc 
-My SaY t~ 
ph§.m 

C\lC 
Duqc Quan Y 
-My -B9 
ph§.m Qu6c 

phong 

nt 

nt 

nt 

nt 

TTHC congb6 
theo T~ong tu 

so 
19/2014/TT­
BYTthayth~ 
Thong tu s6 
1 0/201 0/TT­

BYTva ~hong 
tu so 

11/2010/TT­
BYT 
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Duy~t dv tru thu6c thanh ph<im gay Cvc Y 
nghi~n, thu6c thanh ph<im huang tam Duqc t§- B<) 

3 thfin, thu6c thanh ph~m tiSn ch~t cho -My Giao nt 
cac b~nh vi~n, don vi trvc thu<)c BQ ph~m thong 
Giao thong v~n tai v~ tai 
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Phi}. llfc n 

DANH MT)C THiJ TT)C liANH CJiiNH THU(>C P~ VI CmJC NANG 
QUAN L y CUA B(> y TE DU<}C BAI BO 

STT 

1 

2 

3 

4 

(kem thea Quyit afnh s6 frt('IQD-BYT ngay A) thcmg;(;f nam 2014 
cita B9 truimg B9 Y fi) 

DANH sACH cAc TTHC DE NGHJ BAI BO 

Ten thu tl}c himh chinh 
Linh 
V\fC 

CO' quan 
th\fC 
hi en 

Ghi chii 

I. Thu tl}c hanh chinh c~p Trung trO'ng 

C~p gi~y phep nh~p kh~u 
nguyen li~u gay nghi~n, hu6ng 
tam th~n, ti Sn ch~t dling lam 
thu6c 
(B_BYT_172466_TT). 

C~p gi~y phep nh~p kh~u thu6c 
thanh ph~m gay nghi~n, hu6ng 
tam th~n, tiSn ch~t dung him 
thu6c chua c6 s6 dang kY luu 
hanh theo nhu c~u d~c thu cua 
b~nh vi~n 
(B BYT 028489 TT) 
Cap Giay phep nh~p kh~u 
thu6c thanh ph~m d?-ng ph6i 
hgp c6 chua thu6c gay nghi~n, 
hu6ng tam th~n, tiSn ch~t dung 
lam thu6c c6 s6 dang Icy. 
(B BYT 172390 TT). 
C~p gifty phep nh~p kh~u thu6c 
thanh ph~m d?-ng ph6i hgp c6 
chua thu6c gay nghi~n, hu6ng 
tam th~n, tiSn ch~t _dung lam 

Duqc­
My 
ph~m 

Duqc­
My 
ph~m 

Duqc­
My 
ph~m 

Duqc­
My 
ph~m 

Cvc 
Qmin ly 
Duqc 

Cvc 
Qmin ly 
Duqc 

Cvc 
Quan ly 
Duqc 

Cvc 
Quan ly 
Duqc 

Duqc thay the 
bkgTTHC 

duqc Sua d6i, 
b6 sung theo 
Thong tu s6 
19/2014/TT-

BYTthaythS 
Thong tu s6 
1 0/20 1 0/TT­

BYTva Thong 
tu s6 

11120 1 0/TT­
BYT 

nt 

nt 

nt 
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5 

6 

7 

8 

9 

10 

11 

12 

thu6c chua c6 s6 dang le--y luu 
h[mh. 
(B BYT 172405 TT). 
C~p gi~y phep nh~p khftu thu6c 
thanh phftm gay nghi~n, huang 
tam th~n, tiSn ch~t dimg lam 
thu6c c6 s6 dang kY luu hanh. 
(B BYT 172386 TT). 
C~p gi~y phep nh~p khau thuoc 
thanh ph&m gay nghi~n, huang 
tam th~n, tiSn ch~t dimg lam 
thu6c chua c6 s6 dang kY luu 
hanh. 
(B BYT 028281 TT). 
C~p gi~y phep xu~t khau 
nguyen li~u gay nghi~n, hu6ng 
tam th~n, tiSn ch&t dling lam 
thu6c c6 ho~c khong c6 s6 
dang ey. 
(B BYT 193992 TT). 
C~p giay phep xu~t kh&u thuoc 
thanh ph&m gay nghi~n, huang 
tam th~n, tiSn ch~t dimg lam 
thu6c c6 s6 dang kY. 
(B BYT 194020 TT). 
c&p gi&y phep xu&t kh&u thu6c 
thanh ph&m gay nghi~n, huang 
tam th~n, tiSn ch&t dung lam 
thu6c chua c6 s6 dang kY. 
(B BYT 194029 TT). 
C~p gi.ly phep xu.it khftu thu6c 
thanh ph&m gay nghi~n, huang 
tam th~n, tiSn ch<it dung lam 
thu6c c6 s6 dang kY d~ng ph6i 
hgp. 
(B BYT 194034 TT). 
c&p gi&y phep xuat kh&u thuoc 
thanh ph&m gay nghi~n, huang 
tam th~n, tiSn ch~t dung lam 
thu6c chua c6 s6 dang ky d~ng 
ph6i hgp. 
(B BYT 194039 TT). 
C~p gi.ly phep xu.it kh&u thu6c 
thanh ph&m gay nghi~n, huang 

Dugc­

My 
phftm 

Dugc­

My 
phftm 

Dugc­

My 
phftm 

Dugc­
M-y 

phftm 

Dugc­
My 

ph&m 

Dugc­
My 

ph&m 

Dugc­
My 

phftm 

Dugc­
Mj 

Ct,lC 

Qwin ly 

Dugc 

C1,1C 

Quim ly 

Dugc 

C1,1C 

Qwin ly 

Dugc 

Cl,lC 

Quan ly 
Dugc 

C1,1C 

Quan ly 
Dugc 

C1,1C 

Quan ly 
Duqc 

Cvc 
Quan ly 
Dugc 

Cvc 
Quan ly 

nt 

nt 

nt 

nt 

nt 

nt 

nt 

nt 
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1 

tam th&n, tiSn ch~t d(;lng ph6i ph~m 
hgp quy dinh t~i khoan 2 DiSu 
1 cua Thong tu s6 1 0/20 1 0/TT-
va khmin 2 DiSu 1 cua Thong 
tu s6 1112010/TT-BYT ngay 
29/4/2010 cua B9 y tS xu~t 
kh~u dS lam m§:u dang ky, h()i 
chq, triSn Him, nghien ctru 
(B BYT 194045 TT). 

Duqc 

II. Thu tto~c hanh chinh c~p tinh 

Duy~t dg tru mua thanh pham 
thu6c gay nghi~n, huang tam 
th&n, tiSn ch~t dling lam thu6c 
cho cac co sa ban buon, co sa 
ban le thu6c, co sa y ts, co sa 
nghien Clru, CO sa dao t~O 

chuyen nganh Y -duqc, trung 
tam cai nghi~n. 
(B BYT 1724 78 TT). 

Duqc­
My 
ph~m 

S&YtS nt 
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