
BOYTE CQ G HoA xa ugI cnu Ncnh vIET NAM
DQc lap - Tg do - H4nh phric

56: 12023/TT-BYT Hd NQi, ngdy thdng nam

DUTHAO
1010u2023

Cdn c* Luqt diiu thiu nC"y 2F thdng I I ndm 2013,

Cdn c* LuQt dugc ngdy 06 thfing 4 ndm 2016;

Cdn cu Nshi dinh t,i O:tZOIqtUo-CP ngdy 26 thdng 6 ndm 2014 cila

Chinh phit quy dinn chi ti€t thi hdnh m\t sii diiu cua Lwit diiu thiu vi lva chqn

nhd thdu;

Cdn ctt NShi dinh t,i SltZOtZtt'tO-CP ngay 08 thdng 5 ndm 2017 cila

Chinh phi quy dinh chi tiSt m\t sii diiu vd biQn phdp thi hdnh Luqt duoc;

Cdn crt Nghi dinh sii SSTZOZZNO-CP ngay 15 tluing t I nim 2022 ctn Chinh

phi quy dinh chuc ndng, nhi€m vu, quy€n han vd cn cdu t6 chtlc cila BA Y ft;

Theo di nghi ct)a V1t trunng Vtt Ki hoqch -.Tdi chinh; Cqc trrrtng C4c

Qudn ly Dnqc; Cqc trrdng Cuc Qudn ly Y, Dwc c6 truy€n;

BQ trutrng BO Y ft ban hdnh Th6ng tu s*a d6i, b6 sung mQt s6 diiu cua

Th6ng tu tA t S/ZO t S/TT-BYT ngdy l l thdng 7. ndm 201 9 cila BO tructng Bq Y td

quy dinh viQc ddu thdu thu6c tai cdc co sdy t€ c6ng lQp.

THONG TTI
Sira d6i, bii sung mQt s6 tli6u cia Th6ng tu sii 15/2019/TT-BYT

ngiry I I thring 7 na. ZOlg cria BQ truting !0 V te quy tlinh
vi€c tl6u thiu thu6c t4i c6c co sO y t6 c6ng l$p

Di6u 1. Sfra tl6i, b6 sung mot s5 tli6u cria Th6ng tu sii l5/2019[T-
BYTngiry ll th6ng 7 nim2019 cia BQ tru0ng BO Y t5 quy tlinh viQc tl6u
thiu thu5c t4i cic co sOy t6 c6ng l{p

l. Sua d6i, b6 sung khoAn 1 Didu I nhu sau:

" 1 . Th6ng tu nay quy dinh vi€c dAu thAu thu6c h6a dugc, thu6c ph6ng x9,

ch6t tlanh d6u, sinh phAm, vic xin, thu6c dugc liQu, thu6c c6 truyAn, dugc li6u
vd vi thu6c c6 truy€n (sau dAy ggi chung ld thu6c) t4i cric ccr so y t6 c6ng lpp bao

g6.m: viQc phdn chia goi thAu, nhom thu6cl lip. phd duy6t k6 ho4ch lga chqn nhir

thAu, t6 chfic lpa chgn nhd thiu, kli ket ve thuc hiQn hqp d6ng; quy dinh mua

sim thu6c tQp trung vir dim ph5n 916 thu6c str dung ngu6n ng6n s6ch nhir nu6c,

ngu6n qu! b6o hi6m y t6, ngu6n thu tir dich vr,r kh6m bQnh, chira bQnh vi ngu6n

thu hqp phdp kh6c cta ccr sd y t6 c6ng lap".

2. Sira d6i b6 sung Didu 3 nhtr sau:



2

a) Sta d6i b6 sung khoan 1 Ei6u 3 nhu sau:

"1. Co quan qu6Ln ly Duqc phAm ChAu Au (EMA) vir Co quan quAn lj
dugc chpt chE (SRA - Stringent Regulatory Authorities) lir co quan qudn l1i' dugc
duoc quy dinh tai Khoan 9 Di€u 2 Th6ng fi s6 OB:\O22ITT-BYT ngdy 05 th6ng
9 nim 2022 cira BQ truong B9 Y t6 quy dinh viqc d5ng kf luu hdnh thu5c,

,a ..
nguyen lr9u lam thuoc.

b) Sua d6i b6 sung khod,n 6 Didu 3 nhu sau:

"6. Nguy€n tic, ti6u chuAn GACP: lir nguy6n t6c, ti6u chuAn ky thuat phir
hqp dugc thgc hiQn trong qu6 trinh nu6i tr6ng, thu h6i, so chti, chti bi6n, v6n
chuyCn vri bio qu6n dugc 1i6u nhim dim bio ch6t luong, an todn, higu quA cta

" .:
dugc lifu va cdc san pham c6 ngu6n g6c tu duoc liQu".

3. Sua <l6i bd sung t6n khoin I Didu 4 nhu sau:

"1. Thi truong ccr quan, don vi dugc giao nhi6m vu c6 tr6ch nhiQm lap kii
ho4ch lqa chon nhir thiu theo quy dinh tai Di6u 14 Th6ng tu niry vir cric quy dinh
sau tl6y:"

4. Sua d6i, b6 sung di€m a kho6n I Diiru 4 nhu sau:

. "a) Di5i v6i thu6c thugc Mqc A tai Danh mgc thu6c d6u thiu tAp trung c6p
qu6c gia do 86 tru&ng B0 Y te ban hdnh drip ung ti6u chi k! thu4t quy dinh tai
khoAn l, khoAn 2 Di€u 7 Th6ng tu ndy, thu6c thu6c Mgc B t4i Danh muc thudc,; , : ^ ;
ddu thdu tap trung cAp qu6c gia vir thu6c thuQc Danh mgc thu6c dugc 6p dpng
hinh thuc ddm ph6n giri do 86 truorg BO Y t6 ban hrinh: Trung t6m Mua sim
t{p trung thu6c Qu5c gia c6 trrich nhiQm xdy dtmg k6 ho4ch lpa chgn nhd thAu
cung c6p thu6c. K6 hoach du<rc lpp c6n cri nhu ciu sir dgng thu5c cta c6c co sd
y t6 xAy dlmg theo th6ng b6o cira Trung tim Mua s6m t4p trung thu6c Qudc gia
(d6i voi thu6c n6i chung). Ri€ng thu6c di6u tri HIV-AIDS thuQc danh muc
thu6c dAu thAu t{p trung c6p qu6c gia vd thu5c thuQc Danh mqrc thu6c dugc 6p
dgng hinh thuc ddm ph6n gi6: Cgc Phdng, ch6ng HIV/AIDS hucrng d6n co.sd y
til lap kC ho4ch nhu cAu sri dung thu5c; t6ng hqp nhu ciu tir cric co s0 y t6 gui
Trung tdm mua sim t{p trung thu6c qu6c gia. Thoi gian thuc hign thoa thu4n
khung, thoi gian thuc hign hqp ddng dugc quy dlnh trong k6 ho4ch lga chgn nhir
thAu tiii da ld 36 th6ng, c6 phAn chia theo timg nh6m thu6c vd ti6n d0 cung c6p
theo quf, ndm".

5. Sria d6i, b6 sung Di6u 7 nhu sau:

a) Sua d6i b6 sung khoAn 1 Ei€u 7 nhu sau:

"1. Nh6m 1 bao g6m c6c thu6c tt6p rmg 01 (mQt) trong 03 (ba) ti6u chi sau ddy:
^:a) Duoc san xuat toirn b9 t4i nudc thuQc danh sdch SRA ho6c EMA tr6n

dAy chuyAn sAn xu6t thu6c dat nguy€n t6c, ti€u chu6n EU-GMP ho4c ddy chuyAn
:,,4.

san xudt thu6c dat nguy€n tdc, ti€u chudn tuong duong EU-GMP vd duoc co
quan qudn l1i dugc Vigt Nam c6ng bd d6p rmg nguy6n t6c, ti6u ctruAn gU-GtW
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hodc nguy6n tdc. ti6u chuAn tuong EU- GMP.

b) Thu6c thuQc danh mg
do B0 Y t6 c6ng Ui5, tru thur5c

danh mpc thu6c dugc 6p din g

cth c biQt duqc g5c hodc sinh phAm tham chi6u
bict duoc giic hoic sinh phAm tham chi6u thu6c

thuc
i6;

dirm ph6n giri do 86 Y t6 ban hdnh vd

- Sdn xu6t todn bQ tr6n ddy huyAn s6Ln xu6t thu6c d4t nguy€n t6c, ti6u
chudn EU-CMP ho4c d6ry chuy€n s6n xuAt thu6c dat nguy€n t6c, ti6u chudn

quan qu6n lli dugc ViQt Nam c6ng bti d6p

dd dugc c6ng bO k6t qui drim phrin

c) Dugc s6n xuAt todn b9 c
.).

dong thor cac tleu ch I sau oay:

tuong duong EU-GMP vdr clugc

img nguyCn t6c, ti6u chuAn EU-G
EU-GMP;

c6p ph6p luu hdnh theo hu6ng d6n

- Thu6c luu hdnh tai ViQt N
hodc EMA c6p ph6p luu hdnh p
xu6t, ti6u chudn ch5t lugng, phuon
c6 ctng ti6u chuAn chdt lucrng, co s

khoAn 8 Di6u 50 Th6ng tu ndy".

b) Sira d6i, b6 sung di6m a

"2. Nh6m 2 bao gdm c6c

sau d6y:

a) Dugc sAn xu6t todn bQ tr6r

ti6u chu6n EU-GMP hopc d6y chuy
tuong tluong EU-GMP vd duoc co

: .^ , .

[mg nguydn tec. ti6u chu6n EU-GIV
EU-GMP".

c) Sria tl6i khoin 4 DiAu 7 nhr

"4. Nh6m 4 bao gdm cric thul
*rr6t tqi Viet Nam dugc co quan q
tic, ti6u chuAn GMP".

6. Sua d6i, b6 sung Di6u 9 nh

"Di6u 9. G6i thdu thu5c duoc
c6 ki5t hqp dugc ch6t vcri c6c dugc I

G6i thAu thu6c dusc liQu, thu
dugc liQu, thu6c c6 truydn, m5i dar

r. , a
nh6m, m6i thu6c trong mQt nhom li
liQu, thu<lc c6 t*yCn dugc ph6n ch,

nhu sau:

c6ng do4n tai ViQt Nam vir ph6i d6p tmg

ho{c nguy6n tdc, ti6u chuAn tuong duong

o6n 8 DiAu 50 Th6ng tu ndy;

vd thu6c duoc nu6c thuQc danh srich SRA

an 2 DiAu 7 nhu sau:

c6 ctng c6ng thuc bdo ch6, quy trinh sdn

ph6p ki€m nghiQm; dugc ch6t, t6 dugc ph'Ai

sAn xu6t, dia di6m s6n xudt theo hu6ng dAn

- Duoc co quan qu6n ly d cria nudc thuQc danh srich SRA ho{c EMA

6c drip img 01 (mQt) trong 02 (hai) ti6u chi

n ddy chuydn sdn xu6t thu5c dqt nguy6n tEc,

6n s6n xu6t thu6c d4t nguy€n tic, ti6u chu6n
r quan qu6n l1i dugc Vigt Nam c6ng bti drip

IP hoflc nguy6n t6c, ti6u chuAn tuong tluong

SAU:

!-.i
fc dugc san xuat toan bQ tr6n d6y chuy6n san

pr6n ly dugc ViQt Nam d6nh giri d4t nguy6n

u sau:

1 
lifu, thu6c c6 truyin lbao g6m cir c6c.thu6c

igu vd kh6ng bao g6m vl thu6c c6 truy6n)

6c co truydn co thd co mQt hodc nhi6u thu6c
[h mgc thu6c ph6i dugc phdn chia thdnh c6c

lmQt ph6n cta g6i thAu. G6i thAu thu6c duoc

ia thdnh 03 (ba) nh6m theo ti6u chi k! thuAt
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1. Nh6m 1 bao g6m c6c thu5c drip img ddng thdi 02 (hai) ti€u chi sau ddy:

a) C6 dugc liQu trong thanh phin c6ng thric duoc nudi tr6ne, thu h6i ho4c
khai th6c tg nhi6n duqc BQ Y te ViCt Nam tl6nh gi6 d4t nguy6n tdc, ti6u chudn
GACP.

b) Dugc s6n xu6t todn bQ tr6n dAy chuydn s6n xu6t tai Viet Nam du<rc co
quan qu6n ly dugc Vigt Nam dinh gi6 dat nguyCn tic, tiOu chuAn GMP.

. 2. Nh6m 2 bao g6m cric thu6c duoc s6n xu6t toan bQ tr6n dAy chuydn sin
xu6t tai ViQt Nam dugc co quan quin lj duqc ViQt Nam ditnh giit dar nguy€n
tic, ti6u chuan GMP.

3. Nh6m 3 bao g6m c6c thu6c duoc luu hanh tai Vigt Nam vd khdng
thu6c c6c trudng hqp cria nh6m 1, nh6m 2".

7. Sua d6i, b6 sung Di6u 10 nhu sau:

"Di6u 10. G6i thiu vi thu5c c5 t.rydn
G6i thAu vi thu5c c6 truyAn c6 th6 c6 mQt hoic nhidu vi thu6c c6 truyAn,

m5i danh mpc v! thu6c c6 truy6n ph6i du<rc ph6n chia thdnh c6c nh6m, m6i vi
thu6c trong m6t nh6m li mQt phin cta g6i thiu. G6i thAu vi thu5c c6 truy6n
dugc phdn chia thdnh 06 (s6u) nh6m theo ti6u chi k! thu6t nhu sau:

1. Nh6m 1 bao g6m cric vf thu6c c6 truy€n ttrip rmg ddng thdi 02 (hai) ti6u
chi sau ddy:

a) Dugc sin xu6t tri dugc liQu nu6i tr6ng, thu hrii hoflc khai thric tq nhi6n
duqc BA Y tC Vigt Nam drinh giri tl4t nguydn tdc, ti€u chudn GACP;

b) Dugc s6,n xuSt toirn bQ tr6n ddy chuydn s6,n xu5t thu6c t4i ViQt Nam
tluqc BQ Y t6 ViCt Nam drinh gi6 dgt nguy6n tic, ti€u chuAn GMP cho vi thu6c

: : _, I
co truy6n (bao gdm ca c6c vi thu6c tlugc biro ch6 dudi d4ng: cao, c6m, bQt, dich
chitit, tinh dAu, nhga, g6m, th4ch da tiCu chuAn h6a).

2. Nh6m 2 bao gdm c6c vi thu6c c6 truydn duoc s6n xu6t to,in b9 tr6n day
,).;,,i

chuydn san xuat thudc t4i ViQt Nam dugc BQ Y tC Vigt Nam drinh gi6 dqt
nguy6n tic, ti€u chu6n GMP cho vi thu6c cO truyAn (bao gdm ci cric vi thu6c
dugc bdo cnr5 duOi dang: cao, c6m, bQt, dich chi6t, tinh dAu, nhga, g6m, th4ch di
ti6u chu6n h6a).

3. Nh6m 3 bao g6m c6c vi thu6c c6 truyAn kh6ng drip img ti6u chi t4i
Khoan 1 vd Khorln 2 DiAu ndy.

4. Nh6m 4 Vi thui5c c6 truyAn dugc bdo ch6 OuOi dang cao, ciim, bQt, dich
chi6t, tinh diu, nhga, g6m, th4ch dd ti6u chuAn h6a drip rmg tt6ng thoi 02 (hai)
ti6u chi sau dAy:

a) Dugc sdn xu6t tu dugc liQu nu6i tr6ng, thu hrli ho[c khai th6c tu nhi6n
dugc 86 Y t6 Vigt Nam drinh gi6 d4t nguy6n t6c, ti6u chudn GACP.



b) Duqc sin xuSt torin b9 trer
quan qu6n ly duqc ViQt Nam tl6nh g

5. Nh6m 5 bao gdm c6c vi thr

tinh dAu, nhga, g6m, thach di dugc

nu6i tr6ng, thu hrii hodc khai thric tr

d6y chuy€n s6n xu6t t4i ViQt Nam i

giri d4t nguyOn tdc, ti6u chuAn GMP,

6. Nh6m 6 bao gdm c6c vi tht

tinh dAu, nhua, g6m, thpch dd dugc
, ; .a

nhmg dA duoc c6p gi6y phdp lrru ha

8. Sria d6i, b6 sung DiAu 11 nl

"Di6u 11. G6i thiu dugc liQu,

G6i thAu duqc li€u c6 thti c(
dugc liQu phdi dugc phAn chia thirn
ld mQt phdn cta g6i thau. G6i thar
(s6u) nh6m theo ti6u chi k! thudt nh

1. Nh6m 1 bao g6m c6c duo
nhi6n dugc B0 Y te Vigt Nam d6nh

2. Nh6m 2 bao g6m c6c biin
chi6t, tinh dAu, nhga, g6m, th4ch
chuydn tai ViQt Nam duoc B0 Y 1

chudn GMP cho nguy6n 1i6u ldm tht

3. Nh6m 3 bao g6m c6c duoc
Khoin 2 Di6u ndy.

4. Nh6m 4 bao gdm c6c duoc
dich chii5t, tinh dAu, nhga, g6m, thq

(hai) ti6u chi sau tlAy:

a) Dugc s6n xu6t tu duoc ligl
dugc BQ Y t6 Viet Nam drinh gi6 d41

b) Duqc s6'n xu6t toen bg trer
quan quan ly duqc Vi€t Nam d6nh g

5. Nh6m 5 bao gom cdc duoc
nhr,ra, g6m, th4ch dE dugc ti6u chu61

thu h6i hodc khai thdc tg nhi6n tron
san xu5t tai ViQt Nam duoc co quan

tic, ti6u chudn GMP.

6. Nh6m 6 bao g6m c6c dur

diu, nhga, g6m, thpch dugc ti6u cht
kh6ng thu$c ciic trudng hqp ciia nhd

5

r d6y chuyAn sin xu6t tai Vi6t Nam duoc co
i6 dat nguy6n tic. ti6u chuan GNtr.

;^1,
u6c c6 truy6n dang cao. c6m bQt. dich chi6t.
; ti6u chudn h6a dugc s6n xu6t tu dugc liQu
g nhi6n trong nu<rc vd s6n xu5t toirn bQ tr€n
duoc co quan qu6,n lf duqc ViQt Nam d6nh

u5c c6 truydn d4ng cao, c6m bQt, dich chilit'
ti6u chudn h6a kh6ng thuQc nh6m 4, nh6m 5

,nh t4i Vigt Nam"

hu sau:

i m6t hodc nliiu dugc ti€u. m6i danJr mgc
h ciic nh6m, m5i dugc liQu trong mQt nh6m
r thu6c dugc liQu dugc phAn chia thinh 06

u sau:
:,c ligu nudi trong, thu hrii hoqc kJrai thdc tg

gi6 dpt nguydn tic, ti6u chuAn GACP.

thanh phAm" dugc ligu: .uo, cO-, b0t, dich
dd ti6u chu6n h6a duoc sdn xuat tren day
ri5 Vigt Nam d6nh gi6 d4t nguy6n tic, ti6u
,(.,

roc tu duoc lleu.

: li6u kh6ng d6p rmg ti6u chi t4i Kho6Ln 1 vd

lidu duoc bdo ch5 duoi d4ng cao. cdm. bot.
rch dE ti6u chuAn h6a d6p tmg d6ng thdi 02

r nu6i tr6ng, thu hrii ho{c khai thric tu nhi€n
I nguyCn tdc, ti6u chuAn GACP.

).,i
r d6y chuy6n san xu6t tai Vi€t Nam du<vc co
iri d4t nguy6n tic, ti€u chuAn GMP.

liQu d4ng 
"uo, 

.6- bQt, dich chii5t, tinh dAu,

n h6a dugc s6n xuAt tir dugc li$u nu6i trdng,
':g nuoc vd san xudt toin b6 trdn ddy chuy6n

qu6n ly dugc Vi6t Nam d6nh gi6 d4t nguy6n

7c liQu dang cao, c6m bQt, dich chi6t, tinh
rAn h6a dugc phdp luu hanh tai Viet Nam vir
rm 4, nh6m 5".



9. Sria d6i, b6 sung Di6u 12 nhu sau:

"1. Nguy6n t6c dU thiu cria c6c nh6m thu6c trong g6i thAu

a) Nhd thdu c6 thu6c d6p rmg ti6u chi k! thupt cria nh6m ndo thi dugc dr,r

thiu vdo nh6m d6. ThuiSc drip img ti6u chi k! thu6t cira nhiAu nh6m thi nhd thAu
dugc dg thAu viro mgt ho{c nhidu nh6m m?r thu5c d6 ttrip img cric ti€u chi k}
thuat vd phdi c6 giri chdo thiing nhAt trong t6t cIi c6c nh6m md nhd thdu dg thAu.

b) Thu6c dg thAu co nhi6u co so ctng tham gia vdo quii trinh srin ,u6t thi
c6c co sd tham gia vdo qu6 trinh sin xu6t d6u ph6i d6p img ti6u chi k! thuAt cua
nh6m thu6c dU thAu.

2. G6i thAu thu6c generic:

a) Thu6c d6p irng ti6u chi t4i Nh6m 1 dugc dr,r thAu vdo Nh6m 1, Nh6m 2,
Nh6m 5; thu5c s6n xu6t toirn b0 tai ViQt Nam d:ip img ti6u chi t4i Nh6m 1 duqc
dU thAu vdo Nh6m 1, Nh6m 2, Nh6m 4 vir Nh6m 5;

. b) Thu6c drip rmg ti6u chi t4i Nh6m 2 dugc du thiu vdLo Nh6m 2, Nh6m 5;
thu6c s6n xu6t tod,n b6 tai Vi6t Nam drip img ti6u chi tai Nh6m 2 dugc du thAu
viro Nh6m 2, Nh6m 4 vd Nh6m 5;

. c) Thu6c d6p rmg ti6u chi tai Nh6m 3 du-o. c dg thdu vdo Nh6m 3, Nh6m 5;
thu6c sAn xu6t todn b0 tai Viet Nam drip img ti6u chi tai Nh6m 3 dugc dU th6u
vdo Nh6m 3, Nh6m 4 vd Nh6m 5;

d) Thu6c drip rmg ti€u chi t4i Nh6m 4 dugc du thdu vdo Nh6m 4, Nh6m 5;

tl) Thutic khdng drip irng c6c ti6u chi cta Nh6m 1, Nh6m 2, Nh6m 3 vd
Nh6m 4 thi chi duoc du thdu vdo Nh6m 5.

3. G6i thiu thu5c du-o. c ligu, thuiic c6 truyAn:

a) Thuiic drip rmg ti6u chi t4i Nh6m 1 tlugc dy thAu vdo Nh6m l, Nh6m 2
Nh6m 3.

b) Thui5c d6p rmg ti6u chi tai Nh6m 2 tlugc dg thAu vdo Nh6m 2, Nh6m 3;

c) Thu6c d6p rmg ti6u chi t4i Nh6m 3 dugc du thAu vrio Nh6m 3;

4. G6i th6u vi thuiic c6 truyen

a) V! thui5c cO truyCn d6p tmg ti6u chi t4i Nh6m I tlugc dg thiu viro
Nh6m 1, Nh6m 2 virNh6m 3;

b) Vi thu6c c6 truydn drip fmg ti6u chi tai Nh6m 2 dugc du thAu vdo
Nh6m 2 vd Nh6m 3;

c) Vi thu6c 
"6 

t*yC.r kh6ng d6p img cric ti6u chi cta Nh6m 1 vd Nh6m 2
chi dugc dp thAu vdo Nh6m 3.

a; Vi tt ui5c c6 truydn ilugc bdo ctr6 au6i dang cao, ci5m, bQt, dich chii5t,

tinh dAu, nhua, g6m, thqch dd ti6u chudn h6a d6p img ti6u chi t?i Nh6m 4 dugc
dU thAu viro Nh6m 4, Nh6m 5 vri Nh6m 6;

6
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d) Vi thutic cd truy€n dugc b
tinlr diu, nhga, g6m, th4ch dd ti6u c

dy thdu vdo Nh6m 5 vd Nh6m 6;

e) V! thu6c c6 truydn dugc b
tinh dAu, nhya, gdm, thech dE ti6u (

4, Nh6m 5 chi dugc dg th6u vdo Nh

5. G6i thiu dugc liQu

a) Dugc ligu <ldp img ti6u c'

Nh6m 2 vd Nh6m 3;

b) Dugc lieu ddp img ti6u ch

Nh6m 3;

c) Dugc ligu kh6ng drip trng

thdu vdo Nh6m 3.

nhga, g6m, th4ch dd ti6u chuAn h6

vdLo Nh6m 4, Nh6m 5 vir Nh6m 6;

nhua, g6m, th4ch dd ti6u chuAn h6

vdo Nh6m 5 vd Nh6m 6;

e) Dugc liQu dugc bdo ch6

,do chli dudi dang cao, c5m, bQt, dich chii5t,

:huAn h6a drip img ti6u chi t4i Nh6m 5 dugc

do chti du6i dang cao, ctim, bQt, dich chi6t,
:huAn h6a kh6ng d6p img ti6u chi tai Nh6m
r6m 6.

drip ung ti6u chi t4i Nh6m 5 dugc dg thdu

6i d4ng cao, c6m,, bQt, dich ctri6t, tinl aau,

kh6ng d6p img ti6u chi tai Nh6m 4, Nh6m 5

Di6u 12 nhu sau:

Nh6m 1 dugc dy thAu vdo Nh6m 1, Nh6m 2,
ViQt Nam drip rmg ti6u chi t4i Nh6m 1 dugc
n 4 vd Nh6m 5;

Nh6m 2 dugc dg thiu viro Nh6m 2, Nh6m 5;
r d6p img ti6u chi t4i Nh6m 2 dugc du thAu

Nh6m 3 dugc d1r thAu viro Nh6m 3, Nh6m 5;

r dap rmg tidu chi tpi Nhom 3 dugc dy thiu

Nh6m 4 dugc dr,r thdu viro Nh6m 4, Nh6m 5;

ti6u chi c[ra Nh6m 1, Nh6m 2, Nh6m 3 vd
r6m 5".

hi t4i Nh6m 1 dugc du thAu vdo Nh6m 1,

f tai Nh6m 2 dugc du thdu vdo Nh6m 2 vd

ti6u chi cua Nh6m 1, Nh6m 2 chi dugc dy

d) Dugc lieu dugc biro ch6 d dang cao, c6m, bQt, dich chi6t, tinh ddu,

d6p ung ti6u chi t4i Nh6m 4 dugc du th6u

d) Duqc ligu dugc bdo chi5 d dang cao, cdm, bQt, dich chi6t, tinh dAu,

nhga, g6m, th4ch dd ti6u chuAn h6a

chi dugc du th6u vdLo Nh6m 6."

10. Sua ddi. b6 sung khodn 2

"2. Goi th6u thu6c generic:

a) Thu6c d6p img ti6u chi tai I

Nh6m 5; thu(ic srin ,u6t toan bg t4i
dU thiu vio Nh6m 1, Nh6m 2, Nh6r

b) Thu6c d6p img ti6u chi t4i J

thu5c s6n *u6t toen bQ tai ViQt Nan
vdo Nh6m 2, Nh6m 4 vd Nh6m 5;

c) Thu6c drip img ti€u chi t4i l

thu6c sin *r6t toeo b9 tai ViCt Nari
viro Nh6m 3. Nh6m 4 vir Nh6m 5:

d) Thu6c drlp tmg ti6u chi tai 
]

d) Thu6c kh6ng ddp ung cdc

Nhom 4 thi chi tluoc dU thau vdo Nf

11. Sua d6i, b6 sung c kho6n ,4 Di6u 14 nhu sau:
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*4. Gi6,g6i thAu:

c) Khi lap k6 hopch lya chon nhd thAu don v! cin cin ct vdo it nh6t mqt
trong c6c th6ng tin, tdi liQu sau d6 ldm co sd x6y dpg don gi6 cria timg thu5c:

- Girl thu6c theo nh6m ti6u chi k! thupt trung thAu cira c6c co sd y tti ho4c.:gi6 trung thAu t4p trung cap dia phuong trong vdng 06 thring tru6c, gi6 trirng
thAu tQp trung c6p Qurlc gia, ddm phrin gi6 cdn hi6u luc cira th6a thuAn khung,;
dugc c6ng bo trdn trang Th6ng tin tliQn tri cria Bd Y t6 (CUc Quan ly Duoc, Cuc

Qu6n ly Y, Dugc cO truy6n).

- Gi6 thu6c theo nh6m ti6u chi k! thuat tning thdu cira c6c co so y tti ho6c
,igid trung thdu t4p trung cAp dia phu<rng trong vdng 06 th6ng tru6c, gi6 tning

thiu t6p trung c6p Qu6c gia, ddm phrin giri cdn hiQu lgc cta th6a thu{n khung
nhrmg chua duoc cdng bii tr6n trang Th6ng tin diQn tir cta BQ Y tii (Cr;c Quan ly
Duoc, Cuc Qu6n 1y Y, Duoc c6 truyAn). Trulng hqp ndy, ph6i cung c6p b6n sao
quy6t dinh trung thAu ho[c th6ng b6o trung thiu hoflc th6ng tin c6ng khai theo
quy dinh tai kho6n 6 Di6u 20 Nghi dinh 63l2Ol4lND-CP ngdy 26 thfung 6 ndm
2014 cia Chinh phir.

- 86o giri hodc h6a don bdn hdng c\.r th6 nhu sau:

+ DOi v6i thu6c h6a duoc, thu6c ph6ng x4, ctr6t Aanl d6u, sinh phAm, vic
xin, thu5c dugc ligu, thu6c c6 truyAn tham kh6o it ntr6t O: b6o gi5 hodc h6a don
b6n hdng cta c5c nhd cung c6p khric nhau t4i thdi di6m gAn nh6t, t6i da kh6ng
quri 90 ngdy tru6c ngdy trinh co quan thAm dinh kfi hoqch lua chon nhd thAu.
Trudng hqp thu6c c6 it nha cung c6p, kh6ng dri 03 b6o giri ho4c h6a don brin
hdng, Tht trudng co sd y t6 cin cu vdo it nn6t Ot b6o gi6ho{c h6a dcrn brin hang

i .,,cta nha cung cip tqi thdi di6m gdn nhat, t6i da kh6ng quri 90 ngdy truoc ngiry
trinh co quan thAm dinh k6 hogch lqa chon nhir thiu; d6ng thdi bAo d6m gi6 kri
ho4ch do co s& dA xu6t kh6ng ruqt gi6 b6n bu6n k6 khai, k€ khai l4i cdn hiQu
luc cira thu6c dd tham kh6o;

+ D5i v6i dugc liQu vd vi thu5c c6 truyAn tham kh6o it nh6t 03 bin gi6
hoqc h6a don ban hdng cta cric nhir cung c6p kh6c nhau tai thdi di,5m gin nh6t,
t6i da kh6ng quri 90 ngdy tru6c ngdy trinh co quan thAm dinh k6 ho4ch lga chgn
nhdL thAu".

12. Sua aOi, UO sung khodn 1 Di6u 15 nhu sau:

" 1 . Tr6ch nhiQm trinh duyQt ki5 hoqch lga chon nhd thAu:

. Tht trudng.co s& y t6 chiu trrich nhiem lAp, trinh ki5 hoach lga chgn nhd
thAu cung c6p thu6c 16n ngudi c6 thdm quy6n ho{c t6 chuc, don vi dugc ph6n c6p
thAm quy6n ho{c ngudi dugc ty quyAn xem x6t, ph6 duyQt d6 bdo dd,rn vi6c cung:,
ung thuoc phUc vU c6ng t6c phdng bQnh, kh6m benh, chfra bQnh t4i co sd y 16".

13. Sria d6i, b6 sung khoan 1 Di6u 16 nhu sau:

"1. T6 chuc thAm dinh:



a) C<r so y t6 c6ng l6p thu6c
Chinh pht, co quankh6c dtrung uo

vi dugc phdn c6p th6m quy6n ph6 dr

di6m a vd di6m b khodn 1 Di6u 17 !
t6 chric th6m dinh k6 hoach lga chgr

":b) Co so y t6 c6ng lAp thudc
thAm quyAn hopc t6 chirc, c6 nh6n d

ldm ddu mtli t6 chirc tham dinh k6 hi

c) Ngudi chju tnlch nhiQm tru
":uy quy6n boi ngudi chlu trdch nhi$
don v! ldm aAu miSi t6 chuc thAm
thu6c di5i v6i co sd y tti kh6ng thuQc

14. Sua d6i, bO sung kho6n 1 I

"1. ThAm quydn ph6 duyet kt5

a) BO truong BO Y t6 phdn ci

9

cric BQ, co quan ngang BQ, co quan thuQc
rng: Ngudi c6 thAm quy6n ho[c t6 chirc, dcrn

ry6t kii ho4ch lqachgn nhd thAu quy d-inh t4i
lh6ng tu ndy quy6t dinh dcrn vi lirm d6u m6i
r nhir thAu;

ph4m vi quan lf cta dia phuong: Ngudi c6
i ,i i '

uoc phdn c6p th6rm quydn quy6t dlnh don vi
o4ch lua chgn nhd thdu;

6c phrip lupt cria co so y t6 hoec ngudi dugc
m tru6c ph6p luQt cta co so y tt5 quyi5t dfnh
dinh ki5 ho4ch lga chon nhd thdu cung c6p

: di6m a vd diiim b kho6n 1 Di6u ndy".

DiAu 17 nhu sau:

ho4ch lga chgn nhd thAu:
,r ,: ;. : -',ip th6m quydn quy6t djnh mua sdm cho cdc

co so ocphUc rU hogt dQng cira co
quan,

co quan thuQc Chinh phir, co
quan 1 Di0u ndy chiu tr6ch nhi6m
ph6 duyQt kti hopch lua chen nhir u cung c6p thu6c cta cdc co so y t6 cong

l{p thuQc ph4m vi qu6n lf. BQ , Thri tru6ng co quan ngang BQ, co quan

thugc Chinh pht, co quan khiic d
dinh mua thu5c phpc vg hoqt dQng

uong duoc ph6n c6p thAm quy0n quy6t
co quan, don vi thu6c ph4m vi qudn l1i.

in c6p tinh chiu tr6ch.nhiQm ph6 duyQt k6
hu6c cira c6c crv s& y t6 thuQc ph4m vi quin
, ban nh6n dAn c6p tinh dugc riy quyAn ph6

i.;.
cung cdp thu6c theo quy dlnh cua Ludt t6

'6t dinh rrrra sam t4i dia phucrng chiu trSch
nhd th6u cung cAp thu5c cta c:ic co sd y t6

i. ,;
ucrng hgp phdn c6p thdm quy6n quydt dinh
rf,t thi t6 chirc, cri nhAn tluo. c phdn c6p thAm

5 hoqch lqa chgn nhd thiu.

r6c phrip lu{t cira co sd y t6 hoqc nguoi dugc
m tru6c ph6p luat cira co s0 y t6 chiu tr6ch
nhd thAu cu.,g c6p Oi5i vOi co sd y tt5 kh6ng

in 1 Di€u ndy".

Phuong 6n 1

c) Cht tich Uy.ban nhln dA

ho4ch lua chgn nhir thAu cung cAp t
l1i cria tinh, thanh ph6. Chir tlch U)
duyQt k6 ho4ch. lqa chqn nhir thAu

chirc chinh quy6n dia phuong.

Phuong 6n 2

c) Ngudi c6 rhAm qrry6, quy

nhiQm ph6 duyQt k6 ho4ch lsa ch91
cong lip thugc pham vi qudn I1i. T1

mua sim theo quy dlnlr cta ph6p ll
quyin chiu tr6ch nhi$m ph6 duyQt kr

d)Nguoi chiu trdch nhiem tnl
uy quy6n boi nguoi chlu tr6ch nhiQ

n'nigrnpfre duyQ"t k6 ho4ch lua chgn
thuQc di6m a, di6m b vd di6m c kho{
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1 5. Sua d6i, bO sung Di6u 18 nhu sau:

"Didu 18. Quy tlinh vd viQc t6 chric lga chgn nhh thiu diii vrii thuiic
thuQc Danh mUc thuiic tl6u thAu tfp trung, Danh mgc thu6c tlim ph6n gi6

T
cua c(/ sd y te

1. Co s<v y t6 dugc t6 chtc lua chon nhd thAu aiii vOi thu5c thuQc Danh
mqc thu6c d6u thdu t4p trung, Danh muc thu5c dirm ph6n giri khi dcrn vi mua
sim thu6c tflp trung c6 th6ng brio b5ng vin b6n v6 viQc ccr s0 y t6 dugc t6 chric
lpa chgn nhd thAu O6 Uao aam vi6c cung img thu6c phgc W c6ng tiic khrim bQnh,
chfta b6nh. Thdi gian vd s6 lugng trong k6 ho4ch lga chon nhd thAu kh6ng duoc

}.vuot qu6 nhu cdu st dqng trong 12 thring khi thuQc mQt trong c6c trudng hqp
sau tt6y:

:.
a) Co so y t6 c6 nhu c6u sir dpng thu6c thuQc Danh muc thu6c ddu thdu

tflp trung, Danh muc thuiic ddm phrin gi:i nhrmg chua c6 ktit qu6 lga chon nhd
thAu tdp trung hodc k6t qu6 ddm phrin giri dugc c6ng b6 ho6c dd c6 k5t qui h,ra

chon nhd thAu tap trung hodc ktit qu6 ddm phrln gi6 duqc c6ng b6 nhung sip htit
hi6u luc cta Th6a thufn khung cAn t6 chirc lga chgn nhd thAu dti sir dung khi h6t
hiQu lgc cfra Th6a thu6n khung;

b) Thu6c thu6c Danh mgc thu6c d6u thiu tQp trung' Danh muc thu5c ddm
ph6n gi6 dd dugc ky hsp d6ng cung c6p nhtmg nhd thAu trtng thiu kh6ng cung
cap ougc tnuoc;

c) Co sd y ti.i dA sir dung h6t s6 luqng thu6c dugc phdn b6 trong th6a
thuQn khung.vd vucyt quri kh6 ndng di€u tiilt quy dinh tai Kho6n 5 Di6u 37,
Kho6n 13 Di6u 40 vir Khoin 12 Di6u 41 Th6ng tu ndy;

d) Co s6 y t€ duoc thanh lap sau khi hoirn thdnh vi6c t6ng hqp nhu cAu,:
mua thuoc tap trung hodc co so y tC phrit sinh nhu cAu sri dqng mdt hdng thu6c
nhrmg chua t6ng hqp nhu c6u khi l{p kt5 hogch lua chon nhd thAu vd nrgt qu6
khd ndng diAu ti6t cria Trung tAm Mua sim t{p trung thu6c Qu5c gia vri don v!

i,i^
mua sdm thu6c tAp trung c6p dia phuong;

. d) OOI vOi truong hep mua thu5c thuQc Danh mgc thu6c ddm ph6n giri khi
t6 chuc lua chon nhd thAu, c<r sd y t€ phii quy dinh di6u khodn vC gi6 thu6c

, .i
trung thau n-rru sau:

- Gi6 thu6c trung th6u kh6ng duoc cao hon gi6 thu6c cta k6t qui ddm
phdn gi6 dd thqc hi6n tru6c d6;

- Thgc hi6n di6u chinh gi6 thu6c trung thAu kh6ng vuot mfc gi6, ddm
ph6n khi c6 k6t qu6 ddm phrin gi6, dugc c6ng b6 sau thdi tli6m co sd t6 chirc lga
chgn nhir th6u, thoi di'5m 6p dgng theo thdi di6m thoa thuQn khung c6 hi6u 1uc

vd hai b6n thuc hi6n kj k6t phq luc hqp d6ng.

2. Co s0 y t6 kh6ng t6 chuc lga chgn nhd thiu nhirng thu5c thuQc Danh
mqc thu6c d6u thAu t6p trung .6p quti.. gia, thudc thuQc Danh mUc thu6c d6u
th6u t6p trung cAp dia phuong vd thu6c thuQc Danh muc thu6c dugc rlp dgng



hinh thuc ddm phdn gi6 niiu t4i tho
cAu dd c6 kiSt qui lga chgn nhdL th

truong hgp quy dlnh tgi di6m a. b. c

t;5 v6n t6 chuc lga chqn nhd thAu var

dugc thanh torin hqp d6ng."

16. Sua AOI UO sung Di6u 27 r

a) Sta d6i b6 sung kho6n 1 D

"1. Viec l{p h6 so mcvi thAu, I

quy dinh t4i Luqt d6'u thAu, cdc vdr
sau dAy d6m brio mqc ti6u cta d6u t

hiQu qui kinh t6:
,i-

a) Co so y t6 can cu vAo tinh
thiu d6 l6p h6 so mdi thAu c6c g6i

;.,g6c hoflc tuong tluong di6u tr!. gt

truydn, cg th6:

- oiii vOi g6i thAu 6p dung 11

7,A. vir m6u s6 78 bat hdnh kdm tl
311512022 cria BQ tru&ng B9 K6 hi

c6p, ddng t6i th6ng tin vA d6u thdu r
thdu qu6c gia d6 lap E-HSMT rip d1

thirc mQt giai do4n mot tui hd so vZ

mdi thAu OOi vOi g6i thAu thu6c 6p

theo quy dinh tai Di6u 35 Thdng tu
BQ tru&ng BQ K6 ho4ch vd DAu tr
th6ng tin vA d6u thAu vd lga chon t

gia;

- OOi vOi g6i thiu rip dpng lr
, : , ) .. ,I

c6c mdu ho so moi thdu quy dinh tq

1 5 l2\l.9 ITT.-BYT. ngdy 1 1 thang 7
viQc d6u thAu thu6c tai ciic co s<r y ti

b) Doi voi g6i thiu ,ra sin
nhu sau:

- oOi vOi goi thiu ap aung lJ
m5u s6 7C virTD ban hdnh tai Phu i
.^ . i ., , ;,
lap ho so mor tnau.

- n^6i voi g6i thiu khong 6p t
cdn cf mau so mAu h6 so moi thdu t
9 nim2022 cria BQ y ti5 quy dinh cli

i;i
vir vi thu6c c6 truydn tai co so y t6 d

c) H6 so y€u c6u cta g6i thi

11

i di6m ph6t henh h6 s<v mdi th6u, h6 so y6u
LAu vir th6a thu{n khung dugc c6ng Ui5, tru
vd d Khodn 1 Di€u ndy. Trudng hgp co sd y
ky k6t hqp d6ng vdi nhd thdu khric thi kh6ng

ru sau:

reullnnusau:
:^:.i

ro so y6u cdu mua thudc phai thuc hi6n theo

r b6n quy dinh chi ti6t thi henh vd quy dinh
thAu ld c4nh tranh, c6ng bing, minh bpch vd

hinh thuc ti5 s6i thAu vd c6c m6u hd so mdi
thiu thu6c generic g6i thAu thu5c biQt duqc
,. .; : ,ii thdu mua sdm duoc lifu vd vi thu6c c6

ra chon nhd thAu qua mang sir dr,rng m6u s6

reo Th6ng tu s6 O8:2O22/TT-BKHDT ngdy
oach vir DAu tu quy dinh chi tii5t vi6c cung
,i lga chgn nhir th6u tr6n H6 th6ng m4ng d6u

rng hinh thirc dAu thAu rQng rdi theo phuong
r mQt giai do4n hai tii h6 so. Viec lap hd so

dung 1ua chgn nhir th6u qua mqng thgc hign
sa OgtZOZZttt-BKHDT ngity 311512022 cia
r quy.dinh chi titit viQc cung 96p, dang tni
rhd thAu tr6n H9 th6ng m4ng ddu thdu qu6c

ua chon nhd thdu kh6ng qua mang su dgng
pi Phg lgc 8 ban hdnh kdm theo Th6ng tu s6

ndm 2019 cria BQ truong BQ Y tii quy dinh
;^l cong lap.

r dugc liQu vd vi thu6c cO truy6, thqc hiQn

a chgn nhir thiu qua mang co sd y t6 cdn cir

Uc 01, Phu luc 02 kdm theo Th6ng tu ndy dC

lgng lqa chon nhd thAu qua mpng co sd y t6
ai Th6ng fi 09120221TT-BYT ngdy 09 th6ng
, ,: : ,I .. ,:i ti6t mdu ho so moi thAu mua s6m duoc li6u
fe tap frO s<v mdi thdu.

iu rnua thu6c theo hinh thric mua sim truc
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titip, chdo hdng cpnh tranh, chi dinh thAu: C6c dcrn vi tham kh6o hu6ng din cia
B0 Kti hoech vd Diu tu vd m6t s6 nQi dung t4i cric miu h6 so mdi thAu ban hanh
kdm Th6ng tu ndy dti xdy dpg vd ban hdnh".

b) Bai bo khoan 4 Didu 27.

17. Sria d6i, b6 sung kho6n 2 DiAu 3 1 nhu sau:

"2. B€n mdi th6u dinh giir h6 so dy thAu, h6 so dC xu6t theo ttmg phAn
:. ,. ,: ,:.

trong m6i g6i thau d6i vcri g6i thau g6m nhi6u ph6n tr6n cry s0 tuAn tht c6c quy
dinh cia Luflt d6u thAu, quy dinh cta B9 Y t6 ve.t6p trt so mdi thdu, hd so y6u
c6u mua thu6c trong c5c co sd y tC vir th6ng tin v6 thu6c (th6ng tin vC c6c thu6c
dugc cAp ph6p luu hdnh, c5p ph6p nh4p khAu; th6ng tin nguy6n t6c, ti6u chuAn
GMP cta nhri s6n *uAt; tai c6ng vin, quy,it Ainr ph6 duy€t cta Cuc Quan lf
Duoc vir duoc c6ng b6 tr6n Trang th6ng tin di€n tri cria Cuc Qu6n ly Duoc (dia
chi: http://www.dav.gov.vn). O6l vOi viQc drinh giri vt ning lyc, kinh nghigm
cria nhd thAu, thgc hiQn theo t6ng c6c ph6n trong g6i th6u mir nhir thdu tham dU."

18. Bei b6 di6m c khorin 3 Di€u 32.

19. Sria d6i khoan 5 Di6u 35 nhu sau:

"5. Trulng hop c6 m6t phAn hoic nhiAu phAn thuQc g6i thAu kh6ng c6 nhd
thAu tham dg thAu ho{c kh6ng c6 nhd thAu drip rmg y6u cdu n6u trong h6 so mdi
th6u, h6 so y6u cAu ho4c kh6ng xri lf duoc theo quy dinh tai khoan 3 DiAu 32
Th6ng tu ndy, b6n mdi thAu t:ich cilc thu6c d6 thanh g6i thdu ri6ng d6 trinh
ngudi c6 th6m quyin hoqc t6 chric, dcrn vi dugc ph6n c6.p thAm quy6n ph6 duy6t
diAu chinh kti hoach 1ua chon nhd thAu. Vigc lga chgn nhd thau drli v6i cric phin
c6 nhd thiu tham dg ho[c drlnh gi6 d6p img y6u cAu vO ty thu4t v6n du<r. c thuc
hiQn theo quy dinh. Thdi gian th6m dinh vd ph6 duyQt k6 ho4ch lsa chsn nhd
thAu thr,rc hi6n theo quy dinh tai Di6u 16 vd Di6u 17 Th6ng tu niry".

20. Sta d6i khoen 5 Didu 38 nhu sau:

"5. Phuong thric lga chon nhd thAu: Cdn cu vdo quy m6 g6i thiu vd
phuong phrip drinh gi6 h6 so du thAu, hd so d€ *u6t d6 d€ xu6t phuong thirc lga
chgn nhd thAu theo quy dinh tai Di6u 28 vd DiAu 29 LuQ,td6u thAu;"

21 . Sua aOl ktroan 2 Didu 41 nhu sau:

"2. Tdi 1i6u kdm theo vdn b6n tlSng kj nhu cAu mua thu5c t{p trung:

a) B5o c6o t6m tdt tinh hinh thgc hign ktit qui.lira chgn nhd thiu, tinh hinh
su dgng thu6c cta ndm tru6c li6n k6, s6 lugng thu6c t6n kho vd.s6 luong trong
kd ho4ch chua thuc hien tei thdi di6m lQp dy trt cta'c6c co so y t6;

b) Giai trinh t6m tEt k6 hoach mua thu5c tlang dd nghi; n6u c6 thay d6i
tdng hoic gi6m tr6n 130% si5 lugng dd sir dgng cira ndm tru6c phdi gi6i trinh,
thuy6t minh cp th6;

d) Bi€n b6n hgp Hgi d6ng Thuiic vd Di6u tri cira co s0 y t6 thuQc B9 Y t6
qudn ly ho{c Bi6n b6n hgp ri so6t cira Sd Y ti5 vd danh rng", 16 lugng thu5c, nhu



ciu su dung thu6c cria c6c co so y t,
:^

te co quan tren dra ban.

Dcrn vi mua s6m thu6c tfp tr
hqp nhu cau ,rA danh muc, s5 luonl
cria timg co s6 y tC tham gia mua tl
ciu vC danh -g., s6 luqng, ti6n d0

chqn nhd thAu".

22. StaaOl aiem g vd di6m h

"g) Gi6 dC nghi trung thAu th
dirm ph6n vd nhd cung c6p th5ng

Qu6c gia th6ng brio cho nhir thdu gir

ngdy ldm viQc;

h) Trung tAm Mua s6m t{p I

th6a thuqn khung v6i nhir thiu dugc

23. Sua dOi b6 sung DiAu 50 r

a) Sira d6i b6 sung khoan 4 D

"Cuc Quan lf Dugc/Cqc Qul
nhflt. c6ng b6 tr6n Trang th6ng tin di(

a) C6c danh srich phqc vg c6ng t

- Danh srich co quan qu6n l1i dur

- Danh s6ch co quan quan ly dur

- Danh srlch co so sin xu6t thu

ViQt Nam drinh gi6 dat nguydn tic, ti(

- Danh srich co s& s6n xu6t thu5
sd s6n xu6t thu6c d4t nguy€n t'ic, ti6u

- Danh s6ch co sd sAn xu6t d4t r

thdnh vi6n PIC/s d6ng thdi la thalrh
Nam d6nh giri dat nguyCn t6c, ti6u ch

- Danh s6ch co s0 s6n xu6t duq
ti6u chudn GMP cho thu6c dugc li-eu

- Danh srich co sd s6n xu6t thu(
giri dqt nguy€n tic, ti6u chuan GMP c

- Danh srich co so sdn xu5t thu(
gi6 d4t nguy€n t6c, ti6u chuAn GMP c

- Danh sdch c6c thuoc di dugc
du-o. c 1i9u nu6i trdng, thu hrii ho[c k]

^!gid d4t nguy€n tdc. ti6u chudn CACP

u.,g c6p dia phuong t6 chric rir sorlt vd t6ng
. i . .;

g thuoc va tidn d0 cung cAp theo ttmg thu6c
ruoc t{p trung cdp dia phuong: tong hgp n}ru

cung c6p cria timg thu6c d6 lpp k6 ho4ch lqa

13

0 do dia phuong, cric BQ, ngirnh quin ly vd y

kho6n 4 DiAu 45 nhu sau:

6ng. qua ddm ph6n gi6ld3i6duoc HQi d6ng
nhAt. Trung tAm Mua sdm t{p trung thu6c
i th6ng nh6t sau ddm phrln trong thdi gian 0T

. I :, . .:
:rung thu6c qudc gia ti6n hdnh thuong thAo

d6 nghi trung thAu".

nhu sau:

iAu 50 nhu sau:

tn li Y, Dugc c6 truyAn c6 tnich nhiem cap

[n tri c6c thdng tin sau d6y:

frlc lua chqn nhri thAu, bao g6m:

pc c6c nudc thuQc danh srlch SRA ho4c EMA;

oc c5c nu6c la thdnh vi6n PIC/s vd ICH;

l6c tai Vi6t Nam dugc co quan quin lf dugc

!uchudnWHO-GMP;
- ^ .a ..^ , I

c d4t nguydn t6c. ti6u chuan EU-GMP hodc co
tchu6n tuong duong EU-GMP;

hguyCn tic, ti€u chuan PIC/s-GIvP tai nu6c ld
vi6n ICH vir du-o. c co quan quan lj dugc ViQt
pan PIC/s GMP;

l. B0 Y t6 Vigt Nam tl6nlr gi6 d?t nguyCn tdc,

ho{c thu6c c6 truyCn;
I

lc tai Vi6t Nam duoc 86 Y te Viet Nam d6nh

lho vi thudc cd truyCn;
I
bc tai Vi6t Nam duoc Bo Y le Viet Nam d6nh

lho nguydn liqu ldm thu6c tir dugc liQu;

c6p gi6y ddng ky luu hdnh dugc s6,n xudt tt
lai th6c tu nhi6n du-o. c B9 Y t6 ViQt Nam drinh
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b) Cric danh mgc thu5c phuc vu c6ng t6c h,ra chgn nhd thAu, bao g6m:

- Danh mgc thu5c dugc cl,p giey dn"g ky ltru hrinh ho4c giSy ph6p nhap khAu;

- Danh mgc thu6c bi€t duo. c g6c;

- Danh mpc sinh phAm tham chi6u;

- Danh mgc thu5c tuong duong diAu tri voi thu5c biQt du-o. c g6c;

- Danh mqc thu6c gia c6ng, chuy6n giao c6ng nghQ t4i ViQt Nam;

- Danh mgc thu6c biQt duo.c g5c vd sinh phAm tham chi6u gia c6ng, chuydn
giao c6ng nghg t4i ViQt Nam;

- Danh mgc thu5c c6 tai liQu chimg minh tuong du<mg sinh hgc;

- Danh muc thu5c s6n xu6t toirr bQ tr6n ddy chuydn s6n xu5t tai Vigt Nam d6p
img ti6u chi nh6m I quy dlnh tai di€m c khoin 1 Di6u 7 Th6ng tu ndy;

- Danh muc vi thuric du-o. c bdo chti duoi dang: cao,, crim, bQt, dich chitit, tinh
dAu, nhga, g6m, th4ch b6o ddLm chSt luqng theo quy dinh BO Y tC vO quan ly chSt
lugng dugc liQu, thuiic c6 truydn;

- Danh mqc b6n thdnh phAm duo. c liQu: cao, cO-, bQt, dich chi6t, tinh dAu,
nhy4 g6m, thpch brio drim chdt luong theo quy dtnh B0 Y tC v6 qurin lj chAt luong,:
nguyen l1eu lam tnuoc;

- Danh muc thuric thuQc Danh mqc san ph6m qu5c gia;

- Danh mqc thu5c dqt gi6i thu6ng'NgOi sao thutic Vi€t" cta B0 Y t6;

- Danh muc dugc liQu tluo. c nu6i trdng, thu h6i ho4c khai th6c tu nhi6n cira co
so duo. c B0 Y t6 Viet Nam dffi gid dat nguy6n tac. ri€u chudn GACP;

- Danh mgc thu6c s6n xu5t tai Viet Nam tl6p img y6u c6u v6 diAu tri, gi6
thu6c vir khi ning cung c6p;

- Danh mgc thu6c dugc sin x#t tu nguy6n liQu (dugc ch6t) tluo. c s6n xu6t
tai c6c nudc thuQc danh srich SRA vd EMA, nguy6n liQu (duqc ch6t) tluoc c6,p gidy
chimg nhan CEP;

- Danh muc cric thu5c vd co s<v srin xu6t, nhir cung cdp c6 vi pham vir ch6t
lugng ho{c c5c quy dinh vd d6u thiu vd cung img thuiic;

. I ., '
c) Thong tin vC gid thuoc k6 khai, kC k}ai lqi;

d) Th6ng tin v6 giri thuiic, dugc li6u trung thiu t4i cric co sd y ti5;

d) Danh srich c5c nhdsan xu6t, nhir cung c6p thu5c drip 
"Tg 

ye3 cAu vA ndng
luc, kinh nghiQm vd uy tin d6 ldm co s0 cho viQc mdi tham gia d6u thAu han ch6".

b) Sria il6i bO sung khoan 7 DiAu 50 nhu sau:

"7. Co sd y t6 tu nhdn mua sim thu6c bio hi6m y ttl theo quy dinh sau tl6y:



a) Cric co sd y t6 tu nhdn du
.;

gia, c6p dla phuong. ddm phrin eid)
hqp ndy, co sd y t5 tu nh6n c6 tr6c
tudn tht c6c quy dinh v6 ddu thAu tl

thuQc dia phucrng quin ly; Sd Y te
phucrng t6 chuc mua thu5c cho co
dla phuong quan lf .

o6i voi cdc thu6c cin thi5t c

t6, trudng hgp Sd Y t6 vd dcrn vi r
chuc dAu thdu tQp trung cdp dia pht
chuc lga chgn nhd th6u cung cAp th
hu6ng d6n t4i Th6ng tu ndry.

b) Truong hqp co sd y t6 tu
cip thu6c theo quy dinh tai di6m a
thanh toiin ti6n thu6c theo k5t qu6 t

,:^i^.
mua thuoc tap trung cap quoc gla.

cdc ti6u chi: dung t6n thucrng mai.
nhap khAu, n6ng dQ ho5c hdm lugnl
g6i, co so sin xu6t, nucrc sin xu6t.

Trudng hqp thu6c kh6ng c6

phucrng, kiit qu6 mua thu6c t{p tn
tluoc c6ng b6 thi thanh toiin theo gir

; .,
l4p ruyen tinh tr6n cing dla bdn duq

quy dinh tai di6m b khodLn 3 Di6u 7i

24. S'ita aOi, UO sung Phu
l5l2019lTT-BYT ngdy 11 ngdy 7
thu5c thuQc g6i thiu generic, g6i

l5

roc tham gia mua thu6c tfp trung (c6p qu6c
t4i dia phuong noi d6ng tru so. Trong trudng
:h nhiQm x6y dpg k6 ho4ch st dqng thu6c,
hu6c tq.p trung t4i.dia phycrng nhu co so y t5
vir don vi mua sdm thu6c tfp trung cdp dia

so y t5 tu nhAn nhu aOl vOi co sd y t6 thuQc

ho nhu cAu su dqng KCB BIfYT t4i co s0 y
:^i-.

nua sdm tfp trung c6p dia phuong khong td
rong, co s& KCB ngodi c6ng lAp c6 th,5tg t6
udc theo quy dinh cua ph6p lu4t ddu thdu vir

nh6n kh6ng td chric lga chon nhd thAu cung
Khodrn niry thi co quan 86o hi6m xd hQi chi
nua thuoc tap trung cua dla phuong. ket qua

k5t qu6 ddm ph6n gi6 dd dugc c6ng b5 theo
s6 gi6y ding ky luu hdnh hoflc giSy phdp

g, dutrng dtng, d4ng bdo ch6, quy crich d6ng

trong k6t quA mua thu6c t{p trung cria dla
rng cAp qu6c gia,, k6t qu6 ddm phrin gi6 dd

6 thu6c d+ trung thiu cira c6c co sd y tii c6ng
vc Bdo hi6m xd hQi Viet Nam c6ng khai theo
/ Nghi dinh sii o:lzot+,tto-cp".
Iuc 4 ban hirnh kem theo Th6ng 1u so

g 2019 quy dinh viQc ghi dpng bdo ch6

thu6c dugc li€u, thu6c cd truydn tqi k6
03 ban hiinh kdm theo Thdng tu ndy.

Phg lgc B6ng ti6u chuAn drffi gi6 vC ky thu4t
I MAu h6 so mdi thAu ban hdnh kdm theo
y 11 th6ng 7 ndm 2079 tai Php lqc 04 ban

r ngiry th6ng ndm2023.

heo Th6ng tu sii tSlzOtglTT-BYT ngdy 11

ri d4ng biro ch6 thuOc thuQc g6i thdu generic,

uy6n t4i kt5 hoach lga chgn nhd thdu tr6t iriQu

L luc.

dugc ph€ duyQt kti hogch lga chgn nhd thAu
'c thi ti6p tyc thyc hi6n theo c6c quy dinh tai

ho4ch lua chgn nhir th6u tqi PhU luc

25. Sria d6i, b6 sung Phdn 4. 1

thu5c ban t4i Phq lgc 7, Phu luc I

Th6ng tu sO tStZOi9lfr-BYT ngd
hrinh kdm theo Th6ng tu ndy.

Di6u 2. HiQu lyc thi hirnh

l. Th6ng tu ndy co higu lgc ti
2. Phg lgc 4 ban hdnh kdm -X

ngdy 7 thdng 2019 quy dinh viqc gl
gii ,t iu thu"5c duqc'li.€u. thuoc co"tl
lgc k6 tir ngdy Th6ng tu niry c6 hiQu

^ ^i.3. Doi voi nhtng goi thau da

tru6c ngdy Th6ng tu ndy c6 hiQu lq



Thdng tu s6 15i2019/TT-BYT ngdy 11 th6ng 7 nim 2019 cira BQ tru&ng BQ Y
ti! quy dinh viQc d6u thAu thuiic tai c6c co sd y tii c6ng lfp.

Didu 3. Tr{ch nhifm thi hirnh

Vp tru6ng VU K6 ho4ch - Tdi chinh, Cgc truong Cpc Qu6n l1i Dugc, Cuc
tru6ng Cgc Quan ly Y, dugc c6 truy€n, Cgc tru<rng Cgc Phdng, ch5ng
HIV/AIDS, Ch6nh Vdn phdng B9, Ch6nh Thanh tra B9, Girim d6c Trung tdm
Mua s6m t4p trung thu6c Quiic gia, Thri trudng c6c don vi thuQc vir trgc thuQc

B0 Y ti5, Gi6m d6c Sd Y tC cric tinh, thanh ph6 tryc thuQc Trung uong, c6c co sd
kinh doanh dugc vir c6c co quan, t6 chfc cri nhAn khric c6 li€n quan chlu trrich
nhiQm thi hdnh Th6ng tu ndy.i.

Noi nhQn:
- Vdn phdng Trung uong DAng; V[n phdng Chri tich nu6c;
- Vdn phdng Qu6c h6i; HQi tl6ng DAn tQc vi cric IJB cria Qu6c
h0i;
- Vdn phong Chinh phn (Vu KCVX. Cong b:io. Cong TTDT
Chinh pht):
- Circ dlc Tht tru6rg; 

.
- BQ Tu ph6p (Cuc KiCm ra ven ban QPPL);
- Cic 86, co quan ngang BQ, co quan thuQc CP;
- UIND cdc tinh, thanh ph6 tryc thuQc TW;
- Ki6m to6n Nhd nu6c;
- Uy ban TW Mat trin T6 qui5c Vi0t Nam;
- Co quan Trung uong cua cric doan th6:
- So Tni chinh, Sd Y t6 c6c tinh, TP truc thuOc TW;
- Phdng Thuomg m4i vi C6ng nghiQp Viet Nam;
- C5c tlon vi thu$c, truc thuoc B0 Y t6:
- 86o hi6m xd hQi ViCt Nam:
- Y te ngenh (QP, CA, BCVT, GTVT);
- Hiep hqi DN Duqc Vi9t Nam;
- Hi9p hOi B€nh vi€n tu nh6n Vi9t Nam;
- T6ng C6ng ty Dugc ViCt Nam;.
- C6ng Th6ng tin diQn tri BQ Y t6;
- Trang Th6ng tin diQn tu CUc QLD;
- Trang Th6ng tin tliQn tt Cuc QL YDCT;
- Luu: VT, KHTClouy, QLDlozy, YDCTIo:. PClo:y.

BO TRIIONG

Dio H6ng Lan
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