
  
 
 
 
 

         
 
 
 
 
     www.LuatVietnam.vn 

 
 
  
 
 
 
 
 
 
 

          
     



STT 

(1) 

B<) YTE C<)NG HOA xA H<)I CHU NGHiA VI:¢T NAM 
D()c l~p- Tv· do- H~mh phuc 

Ha N9i, ngay )6 thimg f nam 2014 

KEHO~CH 

Tri~n khai thl}'c hi~n Chi~n Iu·gc quBc gia phat tri~n nganh Dugc Vi~t Nam giai do~n d~n nam 2020 va 

tAm nhin d~n nam 2030 theo Quy~t djnh sA 68/QD-TTg ngay 10 thang 01 nam 2014 ciia Thu tu&ng Chinh phil 

(Ban hanh kem theo Quylt iljnh sa J.&fl\' IQD-BYT ngay ;16 thang f nlim 2014 cua Bp truiJ'ng Bp Y ti} 

N()idung l>on v! dAu mAi I DO'n vi phBi hgp 

(2) (3) I (4) 

DI! kien san phftm 

d~t dugc 

(5) 

ThOi. gian 
hoan 
thanh 

(6) 

1 I Xay dl;l'ng, tri~n khai ca che chinh sach, phap lu:Itt v~ Dugc 

1.1 Sua ~6i, b6 sung Lu~t Duqc nh~m I Ct;c Qmin 
khuyen khich san xuat va su d1.mg Duqc. 
thu6c trong nu&c, chufin h6a diSu 
ki~n kinh doanh thu6c, {tp dvng cac 
tieu chufin thvc hanh t6t ( GPs ), cung 
ung, d~u thftu, quan ly ch~t che gia 
thu6c va cac n<)i dung lien quan phil 
hqp v&i disu ki~n kinh ts - xa h9i cua 
Vi~t Nam va h<)i nh~p qufic t~. 

ly I V\1 Phap ch~, Ban San phftm: Dv an Lu~t Duqc Theo 
So~ thao. (sua d6i) duqc Qu6c h9i thong chuang 

1 

qua. trinh xay 
d\fllg Lu~t 
va Phap 
l~nh cua 
Qu6c h9i 

I• 
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(1) I (2) 

1.2 I Xay d\ffig cac van ban quy ph~m 
phap lu~t hu6ng d~n chi tiSt thvc 
hi~n Lu~t Duqc. 

I nA• , • th A th•At A 1.3 .uOI VO'I uoc 1e yen 

1.3.1 

1.3.2 

Danh gia thvc tr~ng san xufit, xufit 
kh~u, nh~p kh~u, cung t'mg, kha nang 
su d\).ng va chi tra thu6c thiSt ysu. 

TriSn khai t'mg d\).ng cac dS tai 
nghien CUu san xufit nguyen li~u va 
thanh ph~m d6i v6i nhfing thu6c 
thiSt ysu trong nuac hi~n chua san 
xufit duqc. 

I 

··-- -·· ·------ ----- ----- ----·-------------------- ----------- -------.. 

(3) I (4) 

C\).C Quan ly V\1 Phap chS, Ban 
Dugc. So~n thao. 

Vi~n ChiSn luqc C\lc Quan ly 
va Chinh sach y Duqc, Cvc Quan 
tS. ly Y, Duqc ca 

truySn, C\lc Quan 
ly Kham, chua 
b~nh, v\1 Bao 
hiSm y tS, Hi~p 
h()i Doanh nghi~p 
Duqc Vi~t Nam, 
Tang Cong ty 
Duqc Vi~t Nam. 

(5) 

San phftm: Cac van ban quy 
ph~m phap lu~t dugc cfip c6 th~m 

' quyen ban hanh. 

San phftm: B9 Y tS phe duy~t 
bao cao danh gi~l. 

(6) 

KS ho~ch 
hangnam 

2014-
6/2015 

TruOng D~i h<;>c C\).C Quan ly I San phftm:. Cac dS tai duqc phe I Hang nam 
Duqc Ha N()i Duqc, Vi~n Duqc duy~t va trien khai. 
(Vi~n Cong li~u, Tang Cong 
ngh~ duqc phftm ty Duqc Vi~t 
Qu6c gia); C\lc Nam, C\lc H6a 
Khoa h<;>c cong chfit (B() Cong 
ngh~ va Dao Thuang), Chuang 
t~o. trinh Qu6c gia vS 

phat triSn H6a 
Duqc. 
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(1) (2) (3) (4) (5) 

l.3.3 1 Ra soat sua dBi, b6 sung danh ml,lc Cl,lc Quan ly Cl,lc Quan ly San phim: Thong tu ban hanh 

l.3.4 

l.3.5 

thu6c thi~t y~u. Dugc, Cl,lc Kham, chfra b~nh. danh ml,lc thu6c thi~t y~u. 

Dv an tang cucmg kha nang ti~p c~n 
thu6c thi~t y~u va nang cao nang lvc 
can b9 Dugc tuy~n xa klm V\fC nong 
thon, miSn nui, hai dao. 

Quan ly Y, 
Dugc c6 truySn. 

Vi~n Chi~n luge C\lc Quan ly 
va Chinh sach Y Dugc, C\lc Quan 
t~ . ly Y, Dugc c6 

truySn, V \1 T 6 
chuc can b9, Cl,lC 
Khoa h<;>c cong 
ngh~ va Dao t~o, 
V \1 K~ ho~ch -
Tai chinh. 

San ph§m: Dv an dugc phe 
duy~t. 

Cong b6 danh ml,lc thu6c thi~t y~u I C\lc Quan ly 
uu tien nghien c(:ru, dling kY luu Dugc. 

C\lc Quan ly Y, San phim: Quy~t djnh cua B<) 
Dugc c6 truySn, tru6ng B9 Y t~. 

hanh, san xu~t t~i Vi~t Nam. C\lC Khoa h<;>c 
cong ngh~ va Dao 
t~o, Vi~n Chi~n 
luge va Chinh 
sach Y t~, Hi~p 
h<)i Doanh nghi~p 
Dugc Vi~t Nam, 
TBng Cong ty 
Dugc Vi~t Nam. 

3 

(6) 

Dinh k)r 
03 - 05 

nam 

6/2015-
2016 

Dinhk)r 
(sau ho~t 

d<)ng 
1.3.3) 
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(1) (2) (3) (4) 

1.3.6 I H.m1n thi~n cac chinh sa?h nh~m th.uc I C\}C Qmin 
day nghien Clru, san xuat, xuat khau, Dugc. 

ly I BQ KS ho~ch va 
Dftu tu, B9 Tai 
chinh, B9 Cong 
Thuang 

cung 1mg, sir d\lng thu6c thiSt ySu 
san xuftt t~i Vi~t Nam va nh~p kh&u 
thu6c thiSt ysu trong nuac chua san 
xuftt dugc, bao dam cho nguai dan 
co diSu ki~n tiSp c~n, Iva chQn, sir 
d\lng thu6c an toan, hi~u qua v&i gia 
hgp ly. 

1.4 I DBi v&i thuBc generic 

1.4.1 TriSn khai 1mg d\}ng cac dS tai 
nghien ctru san xuftt, nang cao chftt 
lugng thu6c generic, nguyen li~u lam 
thu6c generic, ta dugc. 

Truang D~i hQc C\lc Quan ly 
Dugc Ha N()i Dugc, C\lc Quan 
(Vi~n Cong ly Y, Dugc c6 
ngh~ dugc ph&m truySn, Vi~n 
Qu6c gia); C\lc Dugc li~u, TBng 
Khoa hQC cong Cong ty Dugc 
ngh~ va Dao Vi~t Nam, C\lc 
t~o. Hoa chftt (BQ 

Cong Thuong), 
cac doanh nghi~p 
Dugc. 

---·-----·--- ----------· 

(5) 

San phAm: Van ban quy ph~m 
phap lu~t lien quan dugc xay 
dvng, sua d6i, b6 sung va dugc 
cftp co th&m quySn phe duy~t. 

(6) 

2017 

San phAm: Cac dS tai dugc phe I Hang nam 
duy~t va triSn khai. 

1.4.2 1 Xay dvng danJ; m\}c thu6c generic I C\lc Quan 
va 19 trinh bat bu()c nghien Clru Dugc. 
BA/BE. 

ly I Vi~n KiSm San phAm: Thong tu dugc B9 2015 
nghi~m thu6c tru6ng B9 Y tS ban hanh. 
Trung uang, Vi~n 
KiSm nghi~m 
thu6c TP. HCM. 
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(1) (2) (3) (4) (5) (6) 

1.4.3 I ~anh, ffi\}C cac ho~t ch~t da h~t ho~c I Cvc Quan 
sap het bao h() sang che. Duqc. 

ly I Cvc Sa hfru tri San phim: Cong van thong bao I Hang nam 
tu~ - B() Khoa cua Cvc Quan ly Duqc. 
hQC va Cong ngh~ 

1.4.4 1 Quy d!nh vi~c ke dan, sir dvng, kinh Cvc Qmin ly Cac b~nh vi~n, co San ph~m: Thong tu hu6ng d~n I 2015 
doanh d6i v6i thu6c mang ten Duqc, Cvc sa ban le thu6c. cua B{> Y t~. 
generic, ten chung qu6c t6. Quan ly Kham, 

chua b~nh. 

1.4.5 1 Quy dinh uu tien d?anh nghi~p d~J-1 I Cvc Quan 
tien dang kY san xuat trong nu6c doi Duqc. 

ly I Cac don vi lien I San phim; Thong tu hu6ng d~n 
quan. cua B() Y te. 

v6i thu6c generic (uu tien dang cy, 
gia nh~p thi truemg, gia thu6c). 

2015 

1.4.6 1 Quy dinh kY thu~t h~n chS nh~p khfiu I Cvc Quan 
nguyen li~u lam thu6c, thu6c generic Duqc. 

ly I Cac dan vi lien I San phim:, Thong tu I Quy~t dinh I Hang nam 
quan. cua B{> Y te. 

rna trong nu6c da san xu~t duqc. 

1.5 1 DBi v&i thuBc chuyen khoa d~c tri, thuBc co d~ng bao ch~ d~c bi~t, v~c xin, sinh phim y t~ 

l.5 .1 Cong b6 danh mvc thu6c chuyen I Cvc Qmin 
khoa d~c tri, thu6c c6 d~ng bao ch~ Duqc. 
d~c bi~t, v~c xin, sinh phfim y t~ uu 
tien nghien cl:ru, dang kY luu hanh, 
san xu~t t~i Vi~t Nam. 

ly I Cvc y t~ dv San phim: Quy~t dinh cua B{> 
phong, Vv Trang truang B{> Y t~. 
thi~t bi va Cong 
trinh y t~, Cvc 
Khoa hQC cong 
ngh~ va Dao t~o. 

5 

Djnhk)r 
02nam 

(b~t d&u tu 
nam 2014) 
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(1) 

1.5.2 

(2) 

TriSn khai cac dS tai nghien ctru, dv 
an ung d~ng cong ngh~ bao chs 
thu6c tien tiSn, hi~n d~i. 

(3) (4) 

cong ngh~ 

E>ao t~o. 

C~c Khoa hQc I Cac doanh nghi~p 
va Duqc, cac truemg 

d~i hQc, vi~n 
nghien ctru. 

(5) (6) 

San phAm: Cac dS tai, dv an I Hang narn 
duqc phe duy~t va triSn khai. 

1.5.3 I Xay d\fllg ~ac chinh sach uu d,ai I C~c Quan 
nharn thuc day nghien Ctru, san xuat, Duqc. 

ly I B{) KS ho~ch va San phAm: Viin ban quy ph~rn 
E>fiu tu, B<) Tai phap lu~t duqc c~p c6 th~rn quySn 
chinh, B{) Cong phe duy~t. 

2017 

1.5.4 

1.5.5 

nh~p kh~u, xu~t kh~u, cung ling, su 
d~ng thu6c chuyen khoa d~c tri, Thuang. 
thu6c c6 d~ng bao chS d~c bi~t, vile 
xin, sinh ph~rn y tS. 

TriSn khai cac dS tai danh gia tinh an 
toan, hi~u qua cua vile xin, uu tien 
cac vile xin su d~ng trong Chuang 
trinh Tiern chting rna r{)ng. 

C~c Khoa hQC I Cvc y tS dv San phAm:. Cac dS tai duqc phe I Hang nam 
va phong, Vi~n duy~t va trien khai. cong ngh~ 

E>ao t~o. 

TriSn khai cac ho~t d{)ng phat triSn C~c Khoa hQc 
san ph~rn qu6c gia d6i v&i vile xin. cong ngh~ va 

E>ao t~o. 

KiSrn ,dinh Qu6c 
gia vac xin va 
sinh ph~rn y tS, 
Chuang trinh 
Tiern chting rna 
r()ng Qu6c gia. 

Ban chi d~o I San phAm: ca.~ ho~t d()ng duqc I Hang narn 
Chuang trinh san phe duy~t va trien khai. 
ph~rn qu6c gia. 

1.5.6 I E>,S an sAp xSp cac dan vi san xu~t I C~c Quan 
vac xin theo huang chuyen rnon h6a. Duqc. 

ly I Ban dBi rn&i phat San phAm: DS an duqc BQ 
triSn doanh truang Be) Y tS phe duy~t. 

2015 

nghi~p BQ Y tS. 
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(1) (2) (3) (4) (5) (6) 

l.5.7 I Dv an phat triSn trung tam nghien Cvc Khoa hQC Cvc Quan 1~ I San ~hAm: Dv an duqc phe duy~t I 2015-2017 
CUu thu l§.m sang. cong ngh~ va Duqc, Cvc y te va trien khai. 

Dao t~o. dv phong. 

1.6 1 :D8i v6'i thuac co nguBn ~~ac tir drrgc li~u Vi~t Nam mang thrr<rng hi~u quae gia 

~ .6.1 1 u~ xu~t phat triSn san ph&m qu6c gia 
d6i v&i thu6c tir duqc li~u. 

.. 6.2 I Xay dvng cac tieu chu&n ch~t luqng 
thu6c tir duqc li~u. 

.. 6.3 TriSn khai cac d~ tai nghien CUu va 
phat triSn (R&D), danh gia an toan, 
hi~u qua thu6c tir duqc li~u. 

Cvc Khoa hQc 
cong ngh~ va 
Dao t~o, Ban chi 
d~o Chuang 
trinh san ph&m 
Qu6c gia. 

H9i dbng Duqc 
diSn Vi~t Nam, 
Cvc Quan ly 
Duqc. 

C\lc Khoa h<;>c 
cong ngh~ va 
Dao t~o. 

Cvc Quan ly San phAm: Danh mvc san ph&m 
Duqc, Cvc Quan qu6c gia d6i v&i thu6c tir duqc 
ly Y, Duqc c6 li~u duqc Thu tu&ng Chinh phu 
truySn, Vi~n phe duy~t. 
Duqc li~u, B9 
Khoa hQC va 
Congngh~. 

Thang 
12/2015 

Vi~n KiS!lll San phAm: Cac chuyen lu~n duqc I Hang nam 
nghi~m thuoc ban hanh. 
Trung ucmg, Vi~n 
KiSm nghi~m 
thu6c TP. H6 Chi 
Minh, Vi~n Duqc 
li~u. 

Cac doanh nghi~p 
Duqc, Vi~n Duqc 
li~u, cac Tru6ng 
U~i h<;>c Duqc, 
Vi~n Cong ngh~ 
duqc ph&m Qu6c 
gta. 

7 

San phAm: Cac d~ tai duqc phe I Hang nam 
duy~t va trisn khai. 
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------- ------ ·---·--- - -------- - ----- -----

(1) I (2) I (3) (4) I (5) 

1.6.4 1 Quy dinh h6 sa, tai li~u danh gia ':s I Cl,lc Quim 
d<)c tinh, an toan, hi~u qua cua thuoc Duqc. 

ly I Cl,lc Qu~n ly ,Y, I San phftm: Thong tu duqc ban 
Duqc co truyen, hanh. 

tir dugc li~u trong h6 sa dang IcY luu Cl,lc Khoa hQc 
hanh thu6c. cong ngh~ va Dao 

t~o. 

1.6.5 I Qu~ dinh vi~c COI?-g nh~!l cac bai Cl,lC Q~an ly, Y, Cl,lC Quan ly I San phftm: Thong tu duqc ban 
thuoc y hQc co truyen, thuoc tir duqc Duqc co truyen. Duqc, Cl,lc Khoa hanh. 

1.6.6 

li~u duqc miSn thu lam sang. hQc cong ngh~ va 
Dao t~o. 

Quy dinh uu tien sir dl,lng thu6c tir 
duqc li~u do ngu6n ngan sach nha 
nu6c, bao hi8m y tS chi tra. 

B9 Y tS (C\lc 
Quan ly Duqc, 
V\1 KS ho~ch -
Tai chinh, V\1 
Bao hi8m y tS). 

B9 Tai chinh, San phftm: Thong tu lien b9 
Bao hi8m xa h9i duqc ban hanh. 
Vi~tNam. 

(6) 

Thang 
12/2015 

Thang 
12/2015 

2015 

1.6.7 I Tri8n khai ca~ ho~t d<)ng xuc, tiSn I Cl,lC Quan 
thuang m~i doi v6i nhiing thuoc tir Duqc. 

ly I Vl,l TruySn thong San phftm: Cac dv an truySn I Hang nam 
va Thi dua, khen thong, cac giai thu&ng, cac ho~t 

duqc li~u duqc Iva chQn trong thu&ng, Cl,lc d()ng xuc tiSn thuang m~i duqc 
chuang trinh san phftm qu6c gia, Quan ly Y, Duqc tri8n khai. 
thuang hi~u qu6c gia. c6 truySn, Hi~p 

h()i Doanh nghi~p 
Duqc Vi~t Nam, 
cac doanh nghi~p 
Duqc, B9 Cong 
Thuang. 
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(1) I (2) I (3) 

.6.8 1 Xay dvng c.ac chinh s{lch uu d~i I C\lc Quan 
nham thuc day nghien Clru, s~m xuat Duqc. 
thu6c tu duqc li~u Vi~t Nam mang 
thuang hi~u qu6c gia. 

1.7 1 Ho~t oqng sir dl]ng thuBc an toim, hqp ly, hi~u qua 

(4) I (5) 

ly I B9 KS ho~ch va San phAm: Van ban quy ph~m 
E>~u tu, B9 Tai phap lu~t lien quan duqc xay 
chinh, B<) Khoa dvng, sua d6i, b6 sung va duqc 
hQc va Cong c~p c6 th~m quySn phe duy~t. 
ngh~. 

l.7.1 I Xay d\Tllg tai li~u huemg dan thl)'c I eve Quan ly Cac, b~nh vi~n, Sa San phAm: Tai li~u chuyen mon 
hanh tot ke dan thuoc. Kham, chua Y te, Cvc Quan ly duqc B¢ trubng B¢ Y te ban hanh. 

b~nh. Dugc. 

l. 7.2 I Sua d6i, b6 sung cac quy dinh vS C\lC Quan ly I Cac Sa y tS. 
thvc hanh t6t nha thu6c va tang Duqc. 
cuang vi~c triSn khai thvc hi~n. 

San ph~m: Thong tu sua d6i, b6 
sung duqc B¢ trubng B¢ Y te ban 
hanh. 

(6) 

20 17 

12/2015 

Thang 
12/2015 

l. 7.3 I Sua d6i, b6 sung ho~c-xay dvng m6} I Cvc Quan 
cac thong tu, huang dan quy dinh ve Dtrqc. 

ly I Cac don vi lien San ph§m: Cac Thong tu, hu6ng I 2014-2015 

ho~t d<)ng canh giac Duqc, thong tin 
thu6c, quang cao thu6c. 

quan. d~n dugc B¢ trubng B¢ Y te ban 
hanh. 
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(1) (2) (3) (4) (5) 

1.8 I Ho~t dqng DtrQ'c Him sang 

1.8.1 Xay dvng chuang trinh, hii li~u d~o Tru6ng D~i hQc Cl)c Khoa hQc I San phftm: Chuang trinh, tai li~u 
t~o Duqc lam sang dap tmg yeu cau Duqc Ha N()i. cong ngh~ va dao giang d~y duqc phe duy~t. 

phat triSn nganh. · t~o, C\lc Quan ly 
Duqc, Cl)c Quan 
ly Kham, chua 
b~nh, C\lc Quan 
ly Y, Duqc cb 

' truyen, cac 
TruOng D~i hQc 
Duqc. 

(6) 

2015 

1.8.2 1 Quy dinh chi tieu dao t~o duqc s1 
lam sang. 

Cl)C Khoa hQC I BQ Giao dl)C va I San phftm: Chi tieu giao cho tirng I Hang nam 
cong ngh~ va Dao t~o. tru6ng. 
Dao t~o. 

1.8.3 1 Sua dBi, bB sung quy dinh vS tb chuc I C\lc Quan 
va ho~t d9ng Duqc lam sang trong Duqc. 
cac CCJ SO kham b~nh, chua b~nh. 

ly I C\lc Quan ly I San phftm: Thong tu duqc B<? 
Kham, chua b~nh, truang B<? Y te ban hanh. 
V\1 TB chuc can 
b(), C\lc Quan ly 
Y, , Duqc cb 
truyen. 

10 
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(1) (2) (3) (4) (5) (6) 

2 I Xay dt!ng, tri~n khai cac de an quy ho~ch, k~ ho~ch phat tri~n nganh Duqc 

2.1 1 Phat tri~n cong nghi¢p Duqc 

~.1.1 I Huang ~~n triSn khai r;1guyen t~~, I C\lc Qmin 
tieu chuan th\fc hanh tot san xuat Ouqc. 
thu6c (GMP) theo PIC/S va 19 trinh 
th\fc hi~n. 

~.1.2 I Copg b6 dinh huang quy ho~ch phat I C\lc Quim 
trien cong nghi~p Duqc Vi~t Nam Dugc. 
giai do~n dSn nam 2020 va d.m nhin 
dSn nam 2030. 

2.2 1 Phat tri~n h¢ thong phan phoi thuoc 

~.2.1 I Hoan thi~n van ban hu6ng ?~n tBI C\lc Quan 
chuc va quy ho~ch phat trien cac Dugc. 
trung tam phan ph6i thu6c hi~n d~i 
t~i cac vimg kinh ts xa h9i. 

~.2.2 I Dv, an x~y d\fllg O? trung tam ph~ I C\lC Quan 
phoi thuoc t~i mien nui phia Bac, Dugc. 
B~c Trung B{), Nam Trung B9 - Tay 
Nguyen, Bong Nam B9 va Tay Nam 
B(). 

ly I Cac doanh nghi~p I San phftm: Thong tu duqc B¢ 
Duqc. tru6ng B¢ Y te ky ban hanh. 

201 5 

ly I Cac don vi lien I San phftm: QuySt dinh dugc B¢ 
quan. truemg B(> Y te kY ban hanh. 

2015 

ly I Cac doanh nghi~p I San phftm; Van bim dugc Lanh 
Dugc. d~o B9 Y te kY ban hanh. · 

12/2014 

ly I Cac doanh nghi~p I San ph~m: Cac dv an d~u tu I 2015-2020 
Dugc. dugc trien khai (kern cac uu dai). 

11 
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(1) 

2.2.3 

(2) (3) 

H6 trg cung 1rng thu6c cho d6i tugng BQ Y tS (C\lc 
thu(}c di~n chinh sach xa h(}i, d6ng Qufm ly Dugc, 
bao dan t(}c thiSu s6, nguoi ngheo, V\1 KS. ho~ch -
vung sau, vting xa. Tai chinh). 

(4) (5) (6) 

B9 Tai chinh, BQ San phftm: Thong tu lien tich 2016 
Lao d(}ng - dugc phe duy~t. 
Thuong binh va 
xa h9i. 

2.2.4 I Cong b6 dinh huang quy ho~ch phat C1,1c Qmin ly Cac don vi lien San ph~m: QuySt dinh dugc B¢ I 2015 
triSn h~ th6ng phan ph6i thu6c giai Dugc. quan. trubng B(> Y te kY ban hanh. 
do~n dSn nam 2020 va t~m nhin dSn 
nam 2030. 

2.3 1 H~ thong ki~m nghi~m thuoc va san phftm anh huimg tqrc tiep den sue khoe con ngum 

2.3.1 D~ an thanh lt;tp 05 Trung tAm kiem 
nghi~m khu \'l!C V~ thUOC Va san 
phftm anh hu6ng tf\Ic tiSp dSn sue 
khoe con nguoi t~i cac tinh mi8n nui 
phia B~c, cac tinh d6ng b~ng va 
duyen hai B~c B(}, miSn Trung, Tay 
Nguyen va Dong Nam B9 tren ccJ sa 
cac trung ttlm hi~n c6. 

C1,1c Quan ly 
Dugc, Vi~n 

KiSm nghi~m 
thu6c Trung 
uong, Vi~n 
KiSm nghi~m 
thu6c TP. Hi> 
Chi Minh. 

Vl,l TB chuc can 
b9, C1,1c An toan 
thvc phftm, Vi~n 
KiSm dinh Qu6c , 
gia vac xin va 
sinh phftm y tS, 
Vi~n KiSm 
nghi~m an toan 
v~ sinh thgc 
phftm Qu6c gia. 

12 

San phAm: Cac QuySt dinh thanh 
l~p dugc B¢ trubng B¢ Y te phe 
duy~t. 

Thang 
12/2014 
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(1) 

2.3.2 

~.3.3 

(2) I (3) 

Xay dvng CCf che phoi hqp cac dCfll vi C\lC Quan ly 
ki~m nghi¢m, ki~m dinh thuoc, vile Dugc, V\1 T6 
xin, sinh ph~m y te, my ph~m va san chile can bQ. 
phfim anh hu6ng tn;rc ti€p d€n sue 
khoe con nguoi trvc thu¢c B¢ Y te. 

D8 an s~p s~p xSp l~i cac trung tam 
ki~m nghi~m thuoc, my phfrm va sim 
phfim imh hu<mg tn;rc tiSp d€n sue 
khoe con nguoi trgc thu9c Sa Y tS 
cac tinh I thanh phB. 

C\lc Quan ly 
Dtrgc, Vi~n 
KiSm nghi~m 
thu6c Trung 
uang, Vi~n 

KiSm nghi~m 
thuBc TP. Hil 
Chi Minh. 

(4) I (5) 

C\1~ An toan th,gc I San phfim: Quy€t dinh duqc B¢ 
pham, Vi~n Kiem truemg B¢ Y te phe duy¢t. 
nghi~m thuBc 
Trung uang, Vi~n 
KiSm nghi~m 
thuBc TP. Hil Chi 
Minh, Vi~n KiSm 
dinh Qu6c gia v~c 
xin va sinh phftm 
y tS, Vi~n KiSm 
nghi~m an toan 
v~ sinh thgc 
phfim Qu6c gia. 

V\1 TB chile can 
b9, C\lc An toan 
thgc phfim, Vi~n 
KiSm djnh Qu6c , 
gia vac xin va 
sinh phftm y tS, 
Vi~n KiSm 
nghi~m an toan 
v~ sinh thgc 
phfim Qu6c gia. 

13 

San phftm: D~ an duqc cap c6 
thfim quy~n phe duy~t. 

(6) 

Thang 
12/2014 

2015 
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(1) 

2.4 

2.5 

2.6 

(2) 

Cong b6 dinh hu6ng quy hot;tch cac 
Trung tam nghien ctru sinh kha d\}ng 
Va danh gia tuong duong sinh hQC 
cua thuf>c (BA/BE) can cho nhu cau 
th! truang. 

TriSn khai Quy ho~ch t6ng th~ phat 
tri~n duqc li¢u den nam 2020 va d!nh 
huang den nam 2030 (tlii dur;c phe 
duy¢t t(li Quyet djnh s(/ 1976/QD
ITg ngay 30 thang 10 nam 2013 cua 
Thu tu6'ng Chinh phu). 

KS hot;tch dao tt;to, thu hut, sir d\lng 
nhan lgc dugc bao dam ca cfru phan 
bf> hgp ly dugc Sl a nhfing vUng kho 
khan, nong thon, miSn nui, wng sau, 
vting xa, bien gi&i hai dao; b6 tri du 
nhan lgc dugc trong ca quan quan ly 
nha nu&c vS Dugc tir trung uong dSn 
cac tuySn y ts dia phuong, tang 
cu0ng nang lgc, bao dam hi~u qua 
cua ca quan quan ly nha nu6c vS 
Dugc tren toan qu6c; dao tt;to d(>i ngfi 
dugc Sl lam sang, can b(> cy thu~t 
Dugc c6 trinh d(> cao. 

(3) (4) (5) 

CtJc Qulm ly I Vi~n KiS~ San phftm: QuySt dinh duqc B(> 
Duqc. nghi~m thuoc truemg B(> Y te ky ban hanh. 

Trung uong, Vi~n 
KiSm nghi~m 
thu6c TP. HB Chi 
Minh. 

CtJc Qmln ly Y, I Cac don v! lien I San phftm: Ke ho~ch tri~n khai 
Duqc c6 truy~n. quan. quy ho~ch duqc B(> truemg B(> Y 

te phe duy¢t. 

C\IC Khoa hQC I V\1 T6 chuc can 
va b(>, C\}C Quan ly 

Dugc, C\lc Quan 
ly Kham, chua 
b~nh, C\lc Quan 

cong ngh~ 
Dao tt;to. 

ly Y, Dugc c6 
' truyen, cac 

Tru0ng Dt;ti hQc 
Duqc va cac don 
v! lien quan. 

14 

San phftm: Ke ho~ch duqc B(> 
truemg B(> Y te phe duy¢t. 

(6) 

Thang 
9/2014 

Thang 
8/2014 

Thang 
6/2015 
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(1) (2) (3) (4) (5) (6) 

3 I Ho:;1t d<)ng thanh, ki~m tra va hoan thi~n t6 chuc 

3.1 

3.2 

3.3 

B6 sung nhan h,rc, ki~n toan m~ng I ~hanh tra B9 Y 
lu6i, tang CUOng nang l\!C thanh tra te. 

C1,1c Quan ly San phftm: D~ an duqc B¢ truemg 
Dugc, V1,1 T6 B¢ Y te phe duy~t. 

Thang 
6/2015 

dugc o trung uong, dia phuong. 

Ph6i hqp v6i cac don vi lien quan I C1;1C Qmin 
tri~n khai ho~t d¢ng thanh tra, ki~m Dugc. 
tra, giam sat chAt luqng thu6c luu 
hanh tren thi truemg, vi¢c tht;rc hi~n 
cac quy dinh phap lu~t v~ Duqc. 

DS an xay dvng mo hinh th6~g nh~t I Cl;lC Quan 
ca quan quan ly Nha nu6c ve dugc Dugc. 
phfim, my phfim, thvc phfim va san 
phfim anh huang trvc tiSp dSn sue 
khoe con nguai thu(>c B(> Y tS. 

chuc can b(), So 
Y t@ cac tinh I 
thanhph6. 

ly I Thanh tra B¢ Y San phiim: Ke ho~ch duqc B¢ I Hang nam 
te, C\lc Quan ly trubng B¢ Y te phe duy~t. 
Y, Dugc c6 
truySn, Vi~n 
Ki@m nghi~m 
thuBc trung uong, 
Vi~n Ki@m 
nghi~m thu6c TP. 
HCM, T6ng C1,1c 
Hai quan (B9 Tai 
chinh), C1,1c Quan 
ly thi truemg (B9 
Cong Thuong). 

ly I Vl,l T6 chuc can San phftm: QuySt djnh cua Thu 
b(), C1,1c An toan tu6ng Chinh phu phe duy~t dS an. 
thvc phfim, V1,1 
Trang thiSt bi va 
Cong trinh y tS, 
C1,1c Quan ly Y, 
Dugc c6 truySn. 

15 
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(1) 

3.4 

3.5 

3.6 

(2) (3) 

Ho~m thi~n vi~c thvc hi~n chuc nan~ I C\lc Quan 
cua ca quan quan ly Nha nu6c ve Duqc. 
v~c xin (NRA). 

(4) (5) 

ly 1 C\lc Y tS dv San philm: Duqc WHO danh gia 
phong, C\}C Khoa va cong nh~n. 
hQC cong ngh~ va 
Dao t~o, Vi~n 

KiSm ,dinh Qui>c 
gia vac xin va 
sinh phftm y tS. 

Huang dfin triSn khai thanh l~p lvc 
luqng kiSm soat vien ch~t luqng 
thui>c, my phftm va san phftm anh 
huang tn.rc tiSp dSn sue khoe con 
nguoi 

V\1 Tf> chuc can 
b<). 

Vi~n KiSm San phftm: Thong tu duqc B<) 
nghi~m thui>c tru&ng B<) Y tS ky ban hanh. 
Trung uang, Vi~n 
KiSm nghi~m 
thui>c TP. HB Chi 
Minh, Vi~n KiSm 
dinh Qui>c gia v~c 
xin va sinh phftm 
y tS, Vi~n KiSm 
nghi~m an toan 
v~ sinh thvc 
phftm Qui>c gia. 

Ca quan thanh tra GMP duqc cong I C\}c Quan 
nh~n trong khu V\fC. Duqc. 

ly I Vi~n KiSm San phAm: Ca quan thanh tra 
nghi~m thui>c GMP duqc ASEAN dua vao danh 
Trung uang, Vi~n sach ch~p nh~n. 
KiSm nghi~m 
thui>c TP 0 HB Chi 
Minh. 

16 

(6) 

Thang 
12/2014 

2015 

2016 
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(1) 

3.7 

(2) (3) 

T~iSn khai eae eong vi~e eo lien quan I Cve Qua.n 
den vi~c tham gia vao PIC/S (H~ Duqc. 
th6ng hqp tac thanh tra duqc ph~m 
quae tS). 

(4) (5) (6) 

2020 ly I Vi~n KiS~ I San phAm: La thanh vien cua 
nghi~m thuoc PIC/S. 
Trung uang, Vi~n 
KiSm nghi~m 
thuae TP. H6 Chi 
Minh. 

4 1 Cac d\f an t~p trung oAu trr 

4.1 

4.2 

E>~u tu, nang eip va hi~n d~i h6a Vi~n KiSm 
Trung tam thu nghi~m BE/BA t~i nghi~m thuae 
Vi~n KiSm nghi~m thu6e Trung Trung uang 
uang. 

Vv KS ho~ch - San phftm: Dv an duqe B<? truong I 2014-2015 
Tai ehinh, Vv B() Y te phe duy~t. 
Trang thiSt hi va 
Cong trinh y tS. 

E>~u tu, nang eip va hi~n d~i h6a 
Trung tam thu nghi~m BE/BA t~i 

Vi~n Ki@m nghi~m thuae TP. H6 Chi 
Minh. 

Vi~n 
nghi~m 
TP. H6 
Minh. 

Ki@m Vv KS ho~eh - San phftm: Dv an duqe B9 trubng I 2014-2015 
thu6e Tai ehinh, Vv B() Y te phe duy~t. 

Chi Trang thiSt hi va 
Cong trinh y tS. 

4.3 I Dl! an nang eip Vi~n Ki@m djnh Vi~n Ki@m dinh Vv KS ho~eh - San phftm: Dv an duqe B9 trubng I 2014-2016 
Quae gia vS v~e xin va sinh ph~m y Quae gia vS v~e Tai ehinh, Vv B9 Y te phe duy~t. 
tS d~t tieu ehu~n quae tS d~t tieu xin va sinh Trang thiSt hi va 
ehu~n quae tS. ph~m y tS Cong trinh y t€. 

17 
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(1) 

4.4 

4.5 

4.6 

(2) 

Dv an dfiu tu tang cu<mg nang lvc 
Trung tam Dugc ly lam sang thUQC 
Tru<mg D~i hQc Y Ha N<)i. 

Dv an nang c~p CO' sa v~t ch~t va 
trang thiSt bi cho Vi~n Cong ngh~ 
dugc phfim Qubc gia thu<)c Tru0ng 
:B~i hQc Dugc Ha N<)i. 

Dfiu tu, nang c~p va hi~n d~i h6a 05 
Trung tam kiem nghi~m khu vt;rc ve 
thu6c, my phftm va thvc phftm t~i 05 
vimg: miSn nui phia B~c, cac tinh 
dbng b~ng va duyen hiti B~c BQ, 
miSn Trung, Tay Nguyen va Dong 
Nam b<). 

(3) (4) (5) (6) 

Tru<mg D~i hQC I Vv KS ho~ch - San phftm: Dv an duqc B¢ truong I 2014-2016 
Y Ha N<)i. Tai chinh, Vv B¢ Y te phe duy~t. 

Trang thiSt bi va 
Cong trinh y tS, 
Cvc Qmin ly 
Dugc, Vv TB 
chuc can bQ. 

Tru<mg D~i hQC I Vv KS ho~ch - San phftm: Dv an duqc B¢ truang I 2014-2016 
Dugc Ha N<)i. Tai chinh, Vv B¢ Y te phe duy~t. 

Cac trung tam 
khu vvc (tridn 
khai sau khi 
haem thimh ho(Jt 
d{5ng 2.3.1). 

Trang thiSt bi va 
Cong trinh y tS, 
Cvc Qmin ly 
Dugc. 

Vv KS ho~ch - San phftm: Dv an duqc B¢ truang I 2014-2020 
Tai chinh, Vv B¢ Y te phe duy~t. 
Trang thiSt bi va 
Cong trinh y tS, 
Cvc Quim ly 
Dugc, Vi~n KiSm 
nghi~m thuBc 
Trung uang, Vi~n 
KiSm nghi~m 
thuBc TP. H6 Chi 
Minh. 
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(1) 

4.7 

4.8 

4.9 

tlO 

(2) 

D\f an nang c~p Trung tam Qu6c gia 
vs thong tin thu6c va theo doi phtm 
irng c6 h~i cua thuf>c thu()c Tru6ng 
f)~i hQc Duqc Ha N()i. 

Dg an nang c~p Trung tam Thong tin 
thu6c va theo doi ph:.?m ling c6 h~i 
cua thu6c khu VlJC TP. H6 Chi Minh 
thu()c B~nh vi~n Chq R~y. 

Dv an xay dgng H~ th6ng Qu6c gia 
vs thong tin thu6c va theo doi phim 
irng c6 h~i cua thu6c. 

Dg an d~u tu xay dvng 02 Trung tam 
nghien CUu qu6c gia vS cong ngh~ 
sinh hQC va sinh hQC tuong 1\f 
(biosimilar) trong linh vvc Duqc. 

(3) (4) (5) (6) 

Tluong f)~i hQC I Vv KS ho~ch - San phclm: Dl,f an duqc B(> truong I 2015-2020 
Duqc Ha N()i. Tai chinh, Vv B(> Y te phe duy~t. 

B~nh vi~n Chq 
Rdy. 

Trang thiSt bi va 
Cong trinh y tS, 
Cvc Qmin ly 
Duqc. 

V\1 KS ho~ch - San phftm: Dv an duqc B(> tru6ng I 2015-2020 
Tai chinh, V\1 B(> Y te phe duy~t. 
Trang thiSt bi va 
Cong trinh y· tS, 
Cl)c Qmin ly 
Duqc. 

Truoog D~i hQc Cvc Quim 
Duqc Ha N()i. Duqc, V\1 

chuc can b(). 

1~ I San phclm: Dv an duqc B(> truong I 2015-2016 
To B9 Y te phe duy~t. 

Cac trung tam 
(tridn khai sau 
khi aU(JC thimh 
lcjp). 

V\1 K~ ho~ch - San phftm~ Dv an duqc B(> truong I 2020-2030 
Tai chinh, V\1 B(> Y te phe duy~t. 
Trang thiSt bi va 
Cong trinh y tS, 
Cvc Quim ly 
Duqc, Vv T6 
chuc can b(). 
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------------·---·-----·-·· 

(1) (2) (3) 

5 I Cac dt.r an ll'u dai dAu ttl' 

5.1 I Xay dl,lllg va tri~n khai cac dg an I Cac 
chuy~n giao cong ngh~: Nghien Clru nghi~p. 
sfm xu~t cac thu6c thu()c nh6m thu6c 
thiSt ysu, thu6c generic, cac ho~t 
ch~t d?c bi~t tren cac day chuysn da 
d~u tu. 

(4) (5) (6) 

doanh I C\}c Quan ly I Sa!l phftm: cac dg an d~u tu dugc I 2014-2016 
Dugc va cac V\1 I trien khai. 
C\lc lien quan. 

5.2 I Xay dl,lllg, tri~n khai cac dg an nang Cac doa~ C\}C Qm\n ly I San phftm: cac dg an d~u tu dugc I 2014-2016 
c~p cong ngh~ sfm xu~t cua cac day nghi~p sim xuat Dugc va cac V\1 I tri~n khai. 
chuySn sfm xu~t v~c xin va sinh v~c xin. C\lc lien quan. 
phfrm y tS. 

5.3 I Xay dl,lllg, tri~n khai 03 dg an d~u tu Cac 
danh gia BAIBE khu vgc t~i B~c nghi~p. 
Trung B(), Nam Trung B() va Dong 
NamB(). 

5.4 I Cac dg an ~ri~n khai ap d\}ng cong I Cac 
ngh~ san xuat bao bi dugc. nghi~p. 

5. 5 I Xay dgng, tri~n khai cac dg an cong I Cac 
ngh~ bao chS thuBc m6i, cong ngh~ nghi~p. 
san xu~t v~c xin, sinh phfrm y tS Vi~t 
Nam chua san xu~t duqc. 

doanh I C\}C Qufm ly I Sa!l phftm: cac dg an d~u tu dugc I 2014-2016 
Dugc va cac V\l I trien khai. 
C\lc lien quan. 

doanh I C\lC Quan ly I s_ a!l phfim: cac dg an d~u tu dugc I 2014-2016 
Duqc va cac V\l I trien khai. 
C\lc lien quan. 

doanh I C\lC Quan ly I Sa!l phftm: cac dg an d~u tu duqc I 2016-2020 
Duqc va cac V\1 I trien khai. 
C\lc lien quan. 
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(1) (2) (3) 

5. 6 I Xay dvng, triSn khai cac dv an phat I Cac 
triSn cong nghi~p ph1,1 trq cho cong nghi~p. 
nghi~p Duqc: Bao bi gi~y, bao bi 
nhva, thuy tinh. 

5. 7 I Xay d\fllg va tri~n khai cac dv an sfm I Cac 
xu~t duqc ph~m cong ngh~ cao: v~c nghi~p. 
xin da gia, san ph~m c6 ngu6n gdc tir 
cong ngh~ gen, tai t6 hqp~ ts bao , 
goc. 

(4) (5) (6) 

doanh I Cl,lc Quan ly I Sa!-1 phftm: cac dv an d&u tu duqc I 2016-2020 
Duqc va cac V1,1 I trien khai. 
C1,1c lien quan. 

doanh I Cvc Quan ly I Sa!-1 phftm: cac dv an dfiu tu duqc I 2020-2030 
Duqc va cac V\1 I trien khai. 
Cvc lien quan. 

6 I Cac DQi dung phBi hgp v6i cac BQ nganh, <fia phuO'ng 

6.1 1 L~p kS, ho~ch, chu~n bi ~lQi dung dS I Cvc Qml.n ly I Ban Chi d~o. 
B9 Y te I Ban chi d~o trien khai thvc Duqc. 
hi en ChiSn luac lam viec v6i cac Bo: 
T~i chinh, CBng Thu~g, KS ho~~h 
va Dfiu tu, Nong nghi~p va Phat tri~n 
nong thon. 

6.2 I L~p kS, ho~ch, chu~n bi 1}-Qi dung d~ I eve Quan ly I Ban Chi d~o. 
B9 Y te I Ban Chi d~o trien khai thvc D~Q'c. 
hi~n ChiSn luqc lam vi~c v6i Uy ban 
nhan dan cac tinh I thanh phd tfl,fC 
thu9c Trung uang. 

21 

San ph~m: Bien ban lam vi~c I 1 Hang nam 
thong bao y kiSn chi d~o cua Lanh 
d~o BQ. 

San ph~m: Bien bfm lam vi~c I I Hang nam 
thong bao y kiSn chi d~o cua Lanh 
d~o B9 I Lanh d~o Uy ban nhan 
dan. 
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(1) (2) (3) (4) (5) (6) 

7 Ban Chi dao tri~n khai thtrc bien Chi~n ltrO'c 
• 0 • • 

7.1 I Thanh l~p Ban chi d~o triSn khai I Cl;IC Qmin ly I V\l T6 chuc can I San phim: QuySt dinh cua BQ Thang 

8/2014 thgc hi~n ChiSn luqc. Duqc. 

7.2 I Huang dfin cac dia phuong xay dlJllg I Ban Chi d~o. 

kS ho~ch triSn khai thgc hi~n ChiSn 

luqc. 

7.3 1 KiSm tra, giam sat vi~c triSn khai I Ban Chi d~o. 

thgc hi~n ChiSn luqc t~i cac dia 

7.4 

phuong va cac dan vi d&u m6i triSn 

khai ho~t d9ng. 

T6 chuc sa kSt, t6ng leSt, bao cao I Ban Chi d~o. 

danh gia tiSn d9, kSt qua triSn khai 

thgc hi~n ChiSn luqc (hang nam va 

theo ttrng giai do~n) . 

hQ. truang B9 Y tS. 

C\lc Quan ly San phftm: Cong van huang dfin 

Duqc, cac don vi cua BQ y tS (kern mfiu kS ho~ch). 

lien quan. 

Thang 

8/2014 

Cl;IC Quiin ly San phim: Bao cao kiSm tra, I Hang nam 

Duqc, cac don vi giam sat. 

lien quan. 

Cl;}c Qmin ly San phftm: H9i nghi I bao cao sa 

Duqc, cac don vi leSt, t6ng kSt hang nam ho~c theo 

lien quan. tung giai do~n. 

22 
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' ,. 

8 TB chu:c thv·c hi~n 

~. 1 Thu trucmg cac don vi d~u m6i duqc giao nhi~m v~ t6 chtl'c tritin khai th~·c hi~n cac ho(;lt dc)ng bao dam chat luqng va dung 

tien d¢ cong vi~c, phoi hQ'p V\1 Ke ho~ch- Tai chinh d~· toan kinh phi cho tung ho~t d¢ng. Truemg hqp kh6 khan, dan vi chtl 

d¢ng bao cao Lanh d~o B¢ ph\! trach dan vi xin y kien chi d~o. 

. 2 Giao V l:l Ke ho~ch - Tai chinh huang dan cac dan vi dlJ toan va bo tri kinh phi tritin khai cac ho~1t d¢ng theo quy dinh . 

.3 Giao C\IC Qu?m ly Duqc chiu trach nhi~m theo doi, t6ng hqp tinh hlnh thlJC hi~n nhi~m Vl;l cua cac dan vi, d!nh ky bao cao 

Lanh d~o B¢ ket qua tri~n khai Ke ho~ch. 
-- - - -- -----
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