BO YTE CONG HOA XA HOI CHU NGHTA VIET NAM
boc lap - Tvw do - Hanh phuc

s6: 00 2023/ TT-BYT Ha

THONG Tuw
Stra doi, bo sung mot sd diéu ciia Thong tw sd 15/2019/TT-BYT
ngay 11 thang 7 nam 2019 ctia B0 trwdéug Bo Y té quy dinh
viéc dau thau thudc tai cac QJsd y té cong lap

Can c Luat dau thau ngay 26 thang 11 nam 2013;
Can cw Luat dugc ngay 06 thang 4 nam 2016;

Can ct Nghi dinh so 63/2014/NB-CP ngay 26 thang 6 nam 2014 cla
Chinh pht quy dinh chi tiét thi hanh mot so diéu cla Luat dau thau vé iva chon
nha thau;

Can clt Nghi dinh s6 54/2017/NDB-CP ngay 08 thang 5 nam 2017 cla
Chinh phu quy dinh chi tiét mot s6 diéu va bién phap thi hanh Luat dwoc;

Can ct Nghi dinh s6 95/2022/ND-CP ngay 15 thang 11 nam 2022 ctia Chinh
phl quy dinh chirc nang, nhiém vu, quyén han va co cau td chirc clia B Y t€;

Can clr Cong van s6 9134/BKHDT-QLDT ngay 15 thang 12 nam 2022 cla B6
Ké hoach va Bau tv vé viéc dau thau qua mang doi voi goi thau duoc liéu, vi thube
¢ truyén;

Theo dé nghi clia Vu truéng Vu Ke hoach - Tai chinh; Cuc tredng Cuc
Quan ly Dugc; Cuc truédng Cuc Quan ly Y, Duoc co truyén;

Bo trudng BO Y té ban hanh Théng tv stta ddi, bo sung mot sd diéu cua
Théng tu s6 15/2019/TT-BYT ngay 11 thang 7 nam 2019 cla B6 trwdéng BO Y té
quy dinh viéc dau thau thudc tai cac co sdy té cong lap.

Piéu 1. Slra d6i, b6 sung mot s6 diéu cia Thong tw s6 15/2019/TT-
BYT ngay 11 thang 7 nam 2019 cla B0 truédng Bo Y té quy dinh viéc dau
thau thubc tai cac QO so' y té cobng lap (sau day goi tat la Thong tw
s6 15/2019/TT-BYT)

1. Stra d6i khoan 1Diéu 1 nhuv sau:

“1 Thdéng tu nay quy dinh viéc dau thau thuéc bao gom: thudc hda duwoc
(gdbm ca: thudc phong xa, chat danh ddu), vac xin, sinh phdm, thudc dwoc liéu,
thudc b truyén, duoc liéu va vi thudc cd truyén tai cac co so y té cong lap, cu thé:
viéc phan chia goi thau, nhém thudc; 1ap ké hoach, hinh thirc, phuong thire, t6 chirc
lva chon nha thau cung cép thudc; quy dinh mua thudc tap trung va dam phan gia
thudc st dung ngudn von nha nwéc, ngudn quy bao hiém y té, ngudn thu tu' dich vu
kham bénh, chira bénh va nguén thu hop phap khac cla co sé y té cong lap.”. /.

/
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2. Slra doi, b0 sung Diéu 3 nhu sau:
a) Stra doi khodn 1Diéu 3 nhu sau:

“1. Co quan quan ly dugc chat ché (SRA) va Co quan quan ly Dwgc pham
Chau Au (EMA) la co quan quan ly dwoc duoc quy dinh tai khodn 9 Digu 2
Théng tw s6 08/2022/TT-BYT ngay 05 thang 9 nam 2022 cua B6 truéng B6 Y
t€ quy dinh viéc dang ky lun hanh thu6c, nguyén liéu lam thuéc.”.

b) B6 sung khoan la sau khoan 1Biéu 3 nhv sau:

‘Ta. Nuoc thudc danh sach SRA hodac EMA la nwdc cd Co quan quan ly
dwoc chat ché (SRA) hodc Co quan quan ly Dwgc phdm Chau Au (EMA).”.

c) Stra doi khodn 6 Diéu 3 nhu sau:

“6. Nguyén tic, tiéu chudn GACP la Thuc hanh t6t vé nudi trong, thu hai,
so ché, ché bién, van chuyén va bdo quan nham bao dam chat lvgng, an toan,
hiéu qua cla duoc liéu va cac san pham cé ngudn goéc tir dugc liéu.”.

3. Stra doi Diéu 4 nhu sau:

“Diéu 4. Trach nhiém lap ké hoach va t6 chirc lva chon nha thau cung
cap thuéc

1. Trach nhiém lap ké hoach lwva chon nha thau

a) D6i véi thude thudéec Danh muc thubc dau thau tap trung cap qudc gia va
thuéc thudc Danh muc thuée dugc ap dung hinh thirc dam phan gia:

- Céac thubc tai Muc A Danh muc thu6c dau thau tap trung cdp quéc gia do
B6 trvdng B Y té ban hanh dap (ng tiéu chi ky thuat quy dinh tai khodn 1,
khoan 2 Biéu 7 Thong twv nay va thubc tai Danh muc thudc dugc ap dung hinh
thirc dam phan gid do BO trwdng BO Y té ban hanh (tru- thudc diéu tri HIV-
AIDS/thudc khang HIV): Trung tdm Mua sam tap trung thuéc Quéc gia cé trach
nhiém lap ké hoach lya chon nha thau cung cép thu6c. Ke hoach dugc lap can ct
nhu cau st dung thubc cla cac co s¢ y té theo thong bao cta Trung tdm Mua
sam tap trung thuéc Qudc gia;

N- Cé&c thubc diéu tri HIV-AIDS/thu6c khang HIV tai Muc B Danh muc
thu6c dau thau tap trung cap qudc gia va tai Danh muc thuéc dwgc ap dung hinh
thtrc dam phan gia do B0 trudng BO Y t€ ban hanh: Trung tdm Mua sam tap
trung thuéc Qudc gia cé trach nhiém lap ké hoach lwva chon nha thau cung cép
thu6c. Ke hoach dwgc lap can c* nhu cau st dung thubc clia cac co s& y té theo
thong bao clia Cuc Phong, chdng HIV/AIDS;

- Céc thudc tai Muc C Danh muc thu6c ddu thau tap trung cap quéc gia do
Bo trudng BO Y t€ ban hanh: Pon vi dwgc giao nhiém vu mua sdm tap trung
thudc qudc gia co trach nhiém lap ké hoach lwva chon nha thau cung cép thudc;

- Thoi gian thuc hién théa thuan khung va thoi gian thuc hién hgp déng toi
da la 36 thang, c6 phan chia theo tlrng nhom thu6c va tién dd cung cap theo quy,
nam.
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b) B6i voi thudc thudc Danh muc thudc dau thau tap trung cap dia phuong:

- Bon vi mua sdm thudc tap trung cédp dia phwong c6 trach nhiém xay dung
ké hoach lya chon nha thau cung cép thuéc. Ke hoach dugc lap can ct nhu cau
st dung thudc cla cac co s¢ y té theo thdng bao clia Bon vi mua sam thubc tap
trung cédp dia phuong;

- Thoi gian thuc hién thda thuan khung va thoi gian thyc hién hop dong toi
da la 36 thang, c6 phan chia theo ting nhéom thu6c va tién dd cung céap theo quy,
nam.

¢) Ba6i voi cac thude khong do Trung tdm Mua sam tip trung thuéc Quéc
gia, Bon vi dwgc giao nhiém vu mua sam tap trung thuéc qudc gia va Bon vi
mua sam thudc tap trung cdp dia phwong 1ap ké hoach lwa chon nha thau theo
quy dinh tai diém a va diém b khoan nay thi co so y té€ cd trach nhiém lap ké
hoach Iwva chon nha thau cung cédp thudc; thoi gian thuc hién hop doéng toi da 12
thang, c6 phan chia theo tung nhém thudc.

2. Trach nhiém t6 chirc lva chon nha thau

a) Boi voi thuée thudc Danh muc thubc dau thau tap trung cap quéc gia va
thudc thuéc Danh muc thu6c dwgc ap dung hinh thirc dam phéan gia:

- Céc thubc tai Muc A Danh muc thu6c dau thau tap trung cap quéc gia do
Bo trwéng BO Y t€ ban hanh dap (ng tiéu chi ky thuat quy dinh tai khoan 1,
khoan 2 Biéu 7 Thong tv nay, thuéc tai Muc B Danh muc thubc dau thau tap
trung cdp qubc gia va thudc tai Danh muc thuéc dwgc &p dung hinh thic dam
phan gia do B6 trudng Bo Y t€ ban hanh: Trung tdm Mua sam tap trung thuéc
Qubc gia co trach nhiém t6 chic lwa chon nha thau cung cdp thudc theo quy
dinh tai Chuong IV va Chuong V Théng tu nay;

- Céc thudc tai Muc C Danh muc thudc dau thau tap trung cap qudc gia do
B0 trwdng BO Y té ban hanh: Pon vi dwoc giao nhiém vu mua sdm tap trung
thu6c qudc gia cé trach nhiém td6 chirc lva chon nha thau cung cap thubc theo
quy dinh tai Chrwong IV Thong tv nay.

b) B6i voi thudc thuéc Danh muc thudc dau thau tap trung cép dia phuong:

Pon vi mua sdm thudc tap trung cdp dia phuong co trach nhiém t6 chirc lua
chon nha thau cung cép thudc theo quy dinh tai Chuong IV Théng tv nay.

c) B6i voi cac thubc khong do Trung tdm Mua sdm tap trung thuc Qudc
gia, Don vi dugc giao nhiém vu mua sdm tap trung thudc quéc gia va Pon vi
mua sam thudc tap trung cdp dia phuong t6 chirc lwa chon nha thau quy dinh tai
diém a va diém b khoan nay thi co s& y té cd trach nhiém t6 chirc lva chon nha
thau cung cép thudc theo quy dinh tai Chwong Il Thong tv nay.

3 Trudng hop céc co s¢ y té ¢cd nhu cau mua sdm ddi véi thudce tai Muc C
Danh muc thudc dau thau tap trung cap quéc gia do BO trwéng BO Y té ban hanh
dé phuc vu cong tac kham bénh, chita bénh thi duoc tién hanh mua sdm theo quy
dinh tai Chuong 11l Théng tv nay.”.



4. Slra doi Diéu 7 nhu sau:
“Diéu 7. Goi thau thubc generic

G6i thau thudc generic ¢ thé c6 mot hodc nhiéu thubc generic, mobi danh
muc thudc generic phai duoc phan chia thanh cac nhém, moi thudc generic trong
mot nhdm la mot phan cua géi thau. Gaéi thau thudc generic dugc phan chia
thanh 05 (ndm) nhdm theo tiéu chi k¥ thuat, cu thé nhu sau:

1 Nhom 1bao gébm cac thudc dap ung 01 (mét) trong 03 (ba) tiéu chi sau day:

a) Buoc san xudt toan bod trén day chuyén san xuédt thudc dat nguyén tac,
tieu chudn EU-GMP hodc day chuyén san xuét thubc dat nguyén tac, tiéu chuén
tubng dwong EU-GMP tai nwéc thudc danh sach SRA hoac EMA va duoc co
quan quan ly duoc Viét Nam cong b8 dap (rng nguyén tic, tiéu chudn EU-GMP
hodc nguyén tac, tiéu chun tvong duong EU- GMP;

b) Thudc thudc danh muc thudc biét dwgc goc hodc sinh pham tham chiéu
do BO Y té€ cong b6, trir thudc biét dugc gbc hoac sinh pham tham chiéu thudc
Danh muc thu6c dwoc ap dung hinh thirc dam phan gia do BO truéng B0 Y té
ban hanh va da dugc cong bd két qud dam phan gié;

c) Bugc san xuat toan bd cac cdng doan tai Viét Nam va phai dap ung dong
thoi céc tiéu chi sau day:

- San xuét toan bd trén day chuyén san xuét thudc dat nguyén tic, tiéu
chudn EU-GMP hodc day chuy&n san xudt thudc dat nguyén tic, tiéu chudn
tvong duong EU-GMP va dugc co quan quan ly dwgc Viéet Nam cong bd dap
rng nguyén tic, tiéu chudn EUY-GMP hodc nguyén tac, tiéu chudn twong dwong
EU-GMP;

- Buvgc co quan quan ly dwoc cua nudc thube danh sach SRA hodac EMA
cdp phép lru hanh theo hurdng dan khoan 8 Diéu 50 Thong tw nay;

- Thubc lwu hanh tai Viét Nam va thudc dwoc co quan quan ly duoc cla
nwdc thudc danh sach SRA hodc EMA cép phép lvu hanh phéi c¢6 cung cong
thirc bao ché, quy trinh san xudt, tiéu chuan chéat lvgng, phwong phap kiém
nghiém; dugc chat, ta dwoc phai c6 cung tiéu chuan chat lvong, co sé san xuat,
dia di€ém san xuét theo huwdng dan khoan 8 Diéu 50 Thong tu nay.

2. Nhém 2 bao gém céc thu6c dap Gng 01 (mot) trong 02 (hai) tiéu chi sau day:

a) Buoc san xudt toan bd trén day chuyén san xudt thubc dat nguyén tac,
tiéu chudn EU-GMP hodc day chuyén san xudt thuc dat nguyén tac, tiéu chuén
tvong duong EU-GMP va dugc co quan quan ly dugc Viét Nam cong bo dap
ung nguyeén tic, tieu chudn EU-GMP hoic nguyeén téc, tiéu chudn tvong dwong
EU-GMP.

b) Bwoc sdn xuat toan bd trén day chuyén san xuat thudc tai nwéc la thanh
vién PIC/s dbng thoi la thanh vién ICH, dwgc co quan quan ly c6 thdam quyén cla
nudc nay cdp chung nhan dat nguyén tac, tiéu chudn PIC/s-GMP va dwoc co quan
quan Iy duvoc Viét Nam cong bd dap ung nguyén tac, tiéu chudn PIC/s-GINA
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3. Nhém 3 bao gém cac thudc dugc cap gidy dang ky lvu hanh hoac duoc
cdp gidy phép nhap khau dé lun hanh tai Viét Nam va duoc co quan quan ly
dugc Viét Nam cong bb cé chirng minh tvong dwong sinh hoc.

4. Nhém 4 bao gébm cac thu6c dwoc san xuat toan bo trén day chuyén san
xuat tai Viét Nam duoc co quan quan ly dwgc Viét Nam cbng b6 dap tng
nguyeén tac, tiéu chuan GMP.

5. Nhém 5 bao géom cac thudc duoc cap gidy dang ky lvu hanh hoac duoc
cap gidy phép nhap khau dé lvu hanh tai Viét Nam.”.

5. Stra doi khoan 2 Biéu 8 nhw sau:

“2. Goi thau thubc biét duoc goc hodc tvong dwong diéu tri cd thé cd mot
hodc nhiéu thudc biét dwoc gbéc hodc twong duong diéu tri v&i thudc biét duoc
g6c hodc sinh pham tham chiéu, méi thudc 1a mdt phan cla goi thau. Cac thudc
tai goi thau thudc biét duoc goc hodc twong dwong diéu tri dap (’ng dong thoi 02
(hai) tiéu chi sau: \

a) Thudc danh muc thu6c biét duvgc goc, thube twong dwong diéu tri voi
thu6c biét duoc goc va sinh pham tham chiéu do B6 Y t€ cong bd, trir thubc biét
dwoc goc thudéc Danh muc thu6c ap dung hinh thicc dam phan gia do B trudng
B0 Y té ban hanh va da duoc cong b6 két qua dam phan gia.

b) Buoc sdn xudt toan bd tai cac nuéc thudc danh sach SRA hodac EMA;
hodc dwgc san xudt mot, mot s6 cdng doan tai Viét Nam va cac cong doan con
lai dwoc san xuat tai cac nwéc thudc danh sach SRA hodac EMA; hoac dwoc san
Xuat toan bd cong doan tai Viét Nam; hodc dwoc co quan quan ly dugc cac nuéc
thudc danh sach SRA hoac EMA cép phép Iuvu hanh.”.

6. Stra doi Piéu 9 nhu sau:

“Diéu 9. Goi thau thudc dwoc liéu, thube cé thanh phan dugc liéu phoi
hop véi duwoc chat héa dwoc, thudc co truyén (khong bao gom vi thudc co
truyén)

Goéi thau thudc duoc liéu, thubée cé thanh phan dwoc liéu phéi hop véi duoc
chat héa duoc, thuée co truyén (khdng bao gom vi thuée cd truyén) co thé co
mot hodc nhiéu thudc, mdi danh muc thudc phai dwvoc phan chia thanh cac
nhém, moi thudc trong mot nhom 1a mot phan clia goi thau. Goéi thau thudc dwoc
liu, thuoc c6 thanh phan dwoc liéu phoi hop véi dugc chat héa dwoc, thude cod
truyén dwoc phan chia thanh 04 (b6n) nhém theo tiéu chi ky thuat nhv sau:

1 Nhém 1 bao gobm cac thudc duwoc sdn xuat toan bd trén day chuyén san
xuat thudc tai Viét Nam duoc co quan quan ly dvoc Viét Nam cdng bd dap (ng
nguyén tic, tiéu chudn GMP va trong thanh phan céng thtc thudc co toan bod
duoc liéu dwoc co quan quan ly duoc Viét Nam cong b8 dap (ng nguyén tac,
tiéu chuan GACP.

2. Nhém 2 bao gébm céac thu6c dwoc san xuat toan bd trén day chuyén san
xudt thudc tai Viét Nam dugc co quan quan ly dugc Viét Nam cong bd dap ¢ng
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nguyén téc, tiéu chudn GMP va trong thanh phan cong thic thubc cd tir 50% s6
lugng thanh phan duoc liéu tré 1én dwoc co quan quan ly dugc Viét Nam cong
b6 dap tng nguyeén tac, tiéu chudn GACP.

3. Nhém 3 bao gém cac thuéc duoc san xuat toan bd trén day chuyén san
xuat tai Viét Nam dugc co quan quan ly duoc Viét Nam cong bd dap Gng
nguyeén tac, tiéu chuan GMP.

4. Nhém 4 bao gom cac thuéc dugc liéu, thudc c6 thanh phan dwoc liéu
ph6i hop véi duoc chat hda dwoc, thuée cod truyén da duoc cdp gidy phép luu
hanh tai Viét Nam.”.

7. Stra doi Biéu 10 nhv sau:

“Diéu 10. Goéi thau vi thubc c6 truyén (khdéng bao gom vi thudc co
truyén c6 dang bao ché cao, com, bot, dich chiét, tinh dau, nhwa, goém,
thach da duoc tiéu chuan hoa)

Goi thau vi thubc cd truyén co thé cé6 mot hodc nhiéu vi thude co truyén,
moi danh muc vi thudc c6 truyén phai dwoc phan chia thanh cac nhém, moi vi
thudc trong mot nhém la mot phan cla géi thau. Goéi thau vi thudc co truyén
dwoc phan chia thanh 03 (ba) nhdm theo tiéu chi ky thuat nhw sau:

1. Nhom 1 bao gdm céc vi thudc co truyén dwoc san xudt toan bo trén day
chuyén san xudt thudc tai Viét Nam dugc co quan quan ly dugc Viét Nam cong
b6 dap (ng nguyén tac, tiéu chudn GMP cho vi thudc c6 truyén va dwoc san xuét
tr duoc liéu duoc co quan quan ly deoc Viét Nam cong b6 dap (rng nguyén tic,
tiéu chuan GACP.

2. Nhédm 2 bao gom céac vi thubc cd truyén duwgc san xuat toan bd trén day
chuyén san xudt thudc tai Viét Nam dugc co quan quan ly dugc Viét Nam cong
b6 dap Gng nguyén tic, tiéu chuan GMP cho vi thudc c6 truyén.

3. Nhém 3 bao gom cac vi thudc cd truyén khong dap (rng tiéu chi quy dinh
tai khodn 1va khodn 2 Biéu nay nhung da dwoc cap gidy phép lvu hanh tai Viét

8. B6 sung Diéu 10a vao sau Diéu 10 nhuv sau:

“Diéu 10a. Géi thau vi thudc cd truyén cé dang bao ché cao, c6m, bot,
dich chiét, tinh dau, nhua, gém, thach da dwoc tiéu chuan hda

Goi thau vi thudc co6 truyén cé dang bao ché cao, com, bot, dich chiét, tinh
dau, nhwa, gém, thach dd duoc tiéu chuan hda co6 thé cé6 mot hodc nhiéu vi thude
cd truyén, moi danh muc vi thuc cd truyén phai duoc phan chia thanh céc
nhom, moi vi thudc trong mdt nhém 1a moét phan cia goi thau. Goi thau vi thube
cO truyén cé dang bao ché cao, c6m bot, dich chiét, tinh dau, nhua, gdm, thach
dd duwoc tiéu chuén hoda dwgc phan chia thanh 03 (ba) nhom theo tiéu chi ky
thuat nhuv sau:

1 Nhém 1 bao gbm cac vi thudc cd truyén dwgc san xuat toan bo trén day
chuyén san xuat thudc tai Viét Nam duoc co quan quan ly dugc Viét Nam cbng
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b6 dap ¢ng nguyén tic, tieu chudn GMP va duwoc san xudt tir duoc liu dwoc co
quan quan ly dwoc Viét Nam cong bé dap (ng nguyén tac, tiéu chudn GACP.

2. Nhom 2 bao gom cac vi thudc c6 truyén dugc san xuat toan b trén day
chuyén san xuat thuéc tai Viét Nam dwoc co quan quan ly dugc Viét Nam cbng
b6 dap Gng nguyén tac, tiéu chuan GMP.

3. Nhom 3 bao gom cac vi thudc co truyén khong dap Gng tiéu chi quy dinh
tai khoan 1va khoan 2 Biéu nay nhung da dwvgc cap gidy phép lvu hanh tai Viét

9. Slra d6i Piéu 11 nhuv sau:

“Diéu 11. Goéi thau duwoc liéu (khong bao gom ban thanh pham duwoc
liéu c6é dang bao ché cao, cdm, bdt, dich chiét, tinh dau, nhwa, gdm, thach
da duogc tiéu chuén hoa)

Goi thau duoc lidu c6 thé c6 mdt hodc nhidu dwoc lieu, mdi danh muc duoc
liéu phai duoc phan chia thanh cac nhom, moéi duoc liéu trong mot nhom la mot
phan cla géi thau. Goi thau dwoc liéu dugc phan chia thanh 03 (ba) nhom theo
tiéu chi ky thuat nhv sau:

1 Nhém 1 bao gom cac dwoc liéu dugc co quan quan ly dwoc Viét Nam
cong b6 dap ang nguyeén tic, tiéu chudn GACP.

2. Nhém 2 bao gém cac duoc liéu duwoc so ché toan b trén day chuyén san
xuét duoc co quan quan ly dwoc Viét Nam coéng b6 dap (ng nguyén tac, tiéu
chuan GMP cho nguyén liéu lam thudc tir dwoc liéu.

3. Nhéom 3 bao gobm cac duoc liéu khéng dap ung tiéu chi quy dinh tai
khoan 1va khoan 2 Biéu nay.”.

10. B6 sung Diéu lla vao sau Diéu 11 nhu sau:

“Diéu lla. Gabi thau ban thanh pham dwoc liéu c6é dang bao ché cao,
c6m, bot, dich chiét, tinh dau, nhua, gom, thach da dwoc tiéu chuan hda

Goi thau ban thanh pham duoc liéu c6 dang bao ché cao, com, bot, dich
chiét, tinh dau, nhwa, gom, thach da duoc tiéu chuan héa co thé c6 mot hoac
nhiu ban thanh phdm duoc liéu, moi danh muc ban thanh phdm duoc liéu phai
duoc phan chia thanh cac nhém, moi ban thanh phdm dwoc liéu trong mot nhém
la mot phan cla goi thau. Gaéi thau ban thanh phdm duwoc liéu c6 dang bao ché
cao, com, bot, dich chiét, tinh dau, nhua, gém, thach dwgc phan chia thanh 03
(ba) nhom theo tiéu chi ky thuat nhu sau:

1. Nhdm 1 bao gom cac ban thanh pham dwoc liéu dwoc san xudt toan bo
trén day chuyén san xuat tai Viét Nam dwoc co quan quan ly dugc Viét Nam
cong bd dap ung nguyén tic, tiéu chudn GMP cho nguyén liéu lam thudc tir
duoc liéu va dugc san xuat tir dwoc liéu dugc co quan quan ly dugc Viét Nam
cong bd dap tng nguyén tic, tiéu chudn GACP.

2. Nhom 2 bao goém cac ban thanh phdm dugc liéu dugc san xudt toan bd
trén day chuyén san xuat tai Viét Nam dwoc co quan quan ly dugc Viét Nam
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cong b6 dap Gng nguyén tic, tieu chudn GMP cho nguyén liéu lam thudc tir
duoc liéu.

3. Nhém 3 bao gdm cac ban thanh pham duoc liéu khéng dap ng tiéu chi
quy dinh tai khoan 1 va khodn 2 Biéu nay nhung dd duoc cadp gidy phép luu
hanh tai Viét Nam.”.

11. Stra doi, bd sung Diéu 12 nhw sau:
a) Slra doi, bd sung khoan 3 Biéu 12 nhv sau:

“3. Goi thau thubc duogc liéu, thuée c6 thanh phan dugc liéu phéi hop véi
duoc chat hoa dugc, thudc cod truyén (khéng bao gom vi thudc co truyén):

a) Thudc dap ng tiéu chi tai Nhém 1 dwvoc du thau vao Nhom 1, Nhom 2,
Nhom 3 va Nhom 4;

b) Thudc dap ng tiéu chi tai Nhém 2 dwoc du thau vao Nhém 2, Nhom 3
va Nhom 4;
c) Thudc dap Ung tiéu chi tai Nhom 3 dwgc du thau vao Nhom 3 va Nhom 4;

d) Thubéc khdng dap ng céc tiéu chi cia Nhém 1, Nhém 2, Nhom 3 chi
dwoc dv thau vao Nhéom 4.”.

b) Stra doi, b6 sung khoan 4 Piéu 12 nhv sau:

“4. Goi thau vi thube co truyén (khong bao gom vi thube co truyén co dang bao
ché cao, com, bot, dich chiét, tinh dau, nhua, gém, thach da dwoc tiéu chuan hda):

a) Vi thudc cd truyén dap (ng tiéu chi tai Nhém 1 duoc dy thau vao Nhém
1, Nhém 2, Nhom 3;

b) Vi thudc co truyén déap (rng tiéu chi tai Nhém 2 duoc dy thau vao Nhém
2, Nhém 3;

c) Vi thudc cd truyén khdng dap tng cac tiéu chi caa Nhom 1, Nhém 2 chi
dwoc duw thau vao Nhom 3.”.

c) B0 sung khodn 4a vao sau khodn 4 Biéu 12 nhv sau:

“4a. Goi thau vi thudc co6 truyén cé dang bao ché cao, com, bot, dich chiét,
tinh dau, nhua, gom, thach da dwoc tiéu chuan hoa:

a) Vi thu6c co truyén dap (rng tiéu chi tai Nhém 1 duoc dy thau vao Nhdm
1, Nhom 2, Nhém 3;

b) Vi thudc c6 truyén dap (ng tiéu chi tai Nhém 2 duoc dy thau vao Nhom
2, Nhém 3;

¢) Vi thu6c co truyén khong dap tng cac tiéu chi cia Nhém 1, Nhém 2 chi
duoc dy thau vao Nhém 3.”.

d) Stra d6i, b6 sung khoadn 5 Diéu 12 nhuv sau:

“5. Goi thau duoc liéu (khéng bao gdom ban thanh pham duoc liéu cé dang bao
ché cao, cdm, bot, dich chiét, tinh dau, nhwa, gém, thach da duoc tiéu chuan hoa):
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a) Duwoc liéu dap ng tiéu chi tai Nhom 1 dugc dy thau vao Nhom 1, Nhédm
2 va Nhém 3;

b) Dugc liéu dap ng tiéu chi tai Nhom 2 duoc dy thau vao Nhém 2 va
Nhom 3;

c) Dugc liéu khéng dap tng tiéu chi cia Nhom 1, Nhom 2 chi dwgc du thau
vao Nhom 3.”.

d) B6 sung khoan 5a vao sau khoan 5 Biéu 12 nhu sau:

“5a. GOi thau ban thanh pham duoc liéu c6 dang bao ché cao, cdm, bot,
dich chiét, tinh dau, nhwa, goém, thach da dwoc tiéu chuan héa:

a) Ban thanh pham dwoc liéu dap ¢ng tiéu chi tai Nhém 1 duoc dy thau vao
Nhom 1, Nhém 2 va Nhém 3;

b) Ban thanh pham duwoc liéu dap ¢ng tiéu chi tai Nhom 2 dugc dw thau vao
Nhém 2 va Nhom 3;

¢) Béan thanh pham duoc liéu khong dap ng tiéu chi cia Nhdm 1, Nhém 2
chi dwoc dv thau vao Nhom 3.”.

12. Stra doi diém b khodn 1 Diéu 13 nhu sau:
“b) Ngudn quy bao hiém y té€, nguon thu tir dich vu kham bénh, chira bénh:

Can ct thuc té mua thudc, st dung thudc tir ngudn quy bao hiém vy té,
nguon thu dich vu kham bénh, chi*a bénh cta nam truwéc lién ké va du kién nhu
cau s¢ dung thudc trong nam ké hoach clia co s& y té.”.

13. Stra doi Diéu 14 nhw sau:
a) Slra ddi khoan 2 Biéu 14 nhuv sau:

“2. Viéc ghi dang bao ché thudc thudc goi thau thudc generic, géi thau
thuoc dwoc liéu, thuée cé thanh phan dwoc liéu ph6i hop véi dwoc chat héa
dugc, thudc co truyén tai ké hoach lwa chon nha thau thuc hién theo quy dinh tai
Phu luc 4 ban hanh kém theo Thoéng tv nay. Cac dang bao ché (c6 dau (*) duoc
ghi tach riéng tai ké hoach lya chon nha thau theo nguyén tic sau:

a) Chi duogc tach riéng khi c6 cung dang bao ché véi thubc biét duoc goc
hoac sinh phdm tham chiéu cé cung hoat chat, duong dung hodc thudc c6 cung
hoat chat, dwong dung dad dwgc cap phép lvu hanh tai nwéc SRA hodac EMA;

b) Trwong hop thuéec khong thudc diém a khoan 2 Biéu nay, co s¢ y té phai
thuyét minh rd vé nhu cau st dung ddi voi dang bao ché nay veé tinh can thiét, so
lvong du kién st dung va chi st dung trong trudng hop can thiét khi khong thé
st dung dang bao ché khac hoac s dung dang bao ché khac nhung khoéng dap
tng diéu tri.”.

b) Stra d6i diém c khodn 4 Biéu 14 nhu sau:

“c) Khi lap ké hoach Iwa chon nha thau, don vi tham khao mot trong cac
thong tin, tai liéu sau day dé lam co s& xay dwng don gia cla tirng thudc, dugc
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liéu, vi thudc cd truyeén:

- Gia thuoc, duoc liéu, vi thudc cd truyén trdng thau theo nhém tiéu chi ky
thuat clia cac co s y té hodc tring thau tap trung cdp dia phwong trong vong 12
thang trwdc hoac tring thau tap trung cdp Qudc gia, dam phan gia con hiéu luc
cla théa thuan khung dugc cong bd trén trang Thong tin dién t& cia BO Y té
(Cuc Quéan ly Duoc, Cuc Quan ly Y, Dwoc c6 truyén). Trwong hop chua duwoc
cdng bo trén trang Thong tin dién tr cta BO Y té (Cuc Quéan ly Dugc, Cuc Quan
ly Y, Dugc co truyén) thi can clr quyét dinh tring thau hoac thong béao tring
thau hodc thong tin cong khai theo quy dinh tai khodn 6 Diéu 20 Nghi dinh
s0 63/2014/ND-CP ngay 26 thang 6 nam 2014 cla Chinh phl quy dinh chi tiét
thi hanh mot s6 diéu cia Luat ddu thau vé lya chon nha thau (sau day goi tat la
Nghi dinh s6 63/2014/ND-CP).

- Bao gia hoac hoa don ban hang, cu thé nhu sau:

+ D6i vai thuée hda duoc, sinh phdm, véic xin, thudc dwoc liéu, thudc c6
truyén: tham khao 03 bao gia hodc héa don ban hang cla cac nha cung cap khac
nhau tai thoi diém 1ap ké hoach Iwa chon nha thau. Truong hop thuéc khdng du
03 bao gia hodc hoa don ban hang cta cac nha cung cdp khac nhau, Thu truéng
don vi can ct vao it nhat 01 bao gia hoac héa don ban hang cla nha cung cép tai
thi diém 1ap ké hoach lya chon nha thau, gidi trinh, chiu trach nhiém vé gia ké
hoach dé xuat va bdo ddm khong vuwot gia ban budn ké khai, ké khai lai con hiéu
luc cta thube da tham khdo;

+ Doi voi dwgc lieu va vi thudc cb truyén: tham khdo 03 bao gia hoac héa
don ban hang cla cac nha cung cdp khac nhau tai thoi diém lap ké hoach lya
chon nha thau. Trwdng hop dugc liéu va vi thube cb truyén khong da 03 bao gia
hodc héa don ban hang cla cac nha cung cdp khac nhau, Thu truéng don vi can
clr vao it nhat 01 bao gid hodc héa don ban hang cla nha cung cép tai thoi diém
lap ké hoach Iwa chon nha thau, giai trinh va chiu trach nhiém vé gia ké hoach
dé xudt la phu hop véi gia dwoc liéu, vi thuéc cd truyén do trén thi truong tai
thoi diém 1ap ké hoach lya chon nha thau.”.

14. Stra doi khoan 1 Diéu 15 nhu sau:
“1 Trach nhiém trinh duyét ké hoach lya chon nha thau:

Thu trwéng co s6 y té chiu trach nhiém lap ké hoach lya chon nha thau cung
cap thudc trinh ngwoi c6 thdm quyén hodc co quan, don vi dwgc phan cdp tham
quyén xem xét, phé duyét dé bdo dam viéc cung ng thudc phuc vu cbng tac
kham bénh, chira bénh tai co sé y t6.”.

15. Stra doi, bo sung khoan 1 Piéu 16 nhu sau:
“1. T6 chirc tham dinh:

a) Doi vbi co quan ngang B, co quan thudc Chinh phu, co quan khac &
trung wong: thwc hién theo quy dinh tai khoan 4 Diéu 104 Nghi dinh
s6 63/2014/ND-CP;
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b) D6i véi co quan, don vi thudc pham vi quan ly cia BO Y té: t0 chirc
duoc giao nhiém vu thudc co quan, don vi dwgc phan cap tham quyén quyét
dinh mua s&m chiju trach nhiém thdm dinh ké hoach Iva chon nha thau:

c) Bdi v6i co s& y té cong lap thudc pham vi quan ly cla dia phuong: thuc
hién theo quy dinh tai khoan 3 Diéu 104 Nghi dinh s6 63/2014/ND-CP;

d) DBG6i v6i co s y té€ khong thudc diém a, diém b va diém ¢ khoan 1Diéu
nay don vi chuyén mén trec thudc co s¢ y té t6 chic tham dinh ké hoach lua
chon nha thau.”.

16. Stra dbi khoan 1Piéu 17 nhu sau:

“1. Tham quyén phé duyét ké hoach Iya chon nha thau dwoc thic hién theo
quy dinh tai khoan 1Diéu 76 Nghi dinh s6 63/2014/ND-CP.”.

17. Stra doi, bd sung Diéu 18 nhu sau:

“Diéu 18. Quy dinh vé viéc t6 chirc iwva chon nha thau déi véi thudc
thuéc Danh muc thuéc dau thau tap trung, Danh muc thu6c dwoc ap dung
hinh thirc dam phan gia cla co o*y té

1. Co s& y té dwoc td chirc Iva chon nha thau theo quy dinh tir Diéu 13 dén
Diéu 17 Thong tw nay déi véi thube thudc Danh muc thudc dau thau tap trung, Danh
muc thudc duoc &p dung hinh thirc dam phan gia theo théng béo bang van ban cua
DPon vi mua sam thudc tap trung khi thudc mot trong cac trueong hop sau day:

a) Co s& y té c6 nhu cau st dung thudc thuéc Danh muc thu6c dau thau tap
trung, Danh muc thudéc dugc ap dung hinh thirc dam phan gia néu tai thoi diém
phé duyét ké hoach lwva chon nha thau chuwa cé két qud dau thau tap trung, két
qua dam phan gia dugc cong bé hodc dad cé két quad dau thau tap trung, két qua
dam phan gia dwgc cong bd nhwng hiéu luc cla théa thuan khung da ky con toi
thiéu 03 thang can td chic Iwva chon nha thau dé st dung khi hét hiéu luc cla
thda thuan khung;

b) Thubc thudéc Danh muc thuéc dau thau tap trung, Danh muc thudc duwoc
ap dung hinh thicc dam phan gia da dwoc ky hop déng cung cdp nhung nha thau
tring thau khong cung cép duogc thudc;

c) Co sO y té da sir dung hét sd lvong thuéc dwoc phan bé trong thda thuan
khung va vuot qua khd nang diéu tiét quy dinh tai khoan 5 Diéu 37, khoan 13
Diéu 40 va khoan 12 Diéu 41 Thong tv nay;

d) Co so y té duoc thanh 1ap sau khi hoan thanh viéc tong hop nhu cau mua
thubc va vuot quéa kha ning diéu tiét cia Bon vi mua sdm thubc tap trung.

2. Dé céc co so y té chl dong té chirc lwa chon nha thau bdo dam viéc cung
trng thudc phuc vu cdng tac kham bénh, chita bénh, trwvéc ngay 15 thang 3 hang
nam, khi khong kip tién d6 mua sadm va trwdc khi hét hiéu lwc cla théa thuan
khung da ky t6i thiéu 03 thang, Bon vi mua sdm thudc tap trung co trach nhiém
thong bao Kip thoi viéc té6 chirc lwa chon nha thau déi véi cac truon2 hon auv
dinh tai khoan 1 Diéu nay.”.
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18. B0 sung Phu luc 14 tai Phu luc 01 va Phu luc 15 tai Phu luc 02 ban
hanh kém theo Théng tw nay nhu sau:

a) Phu luc 14: Mau hd so moi thau qua mang d6i véi goi thau mua sdm dwoc
liéu va vi thudc c6 truyén (khéng bao gom cac duwoc liéu, vi thudc cd truyén céd
dang bao ché cao, com, bot, dich chiét, tinh dau, nhya, gébm, thach da duoc tiéu
chuén hoa) ap dung phuong thirc moét giai doan mot tdi ho so.

b) Phu luc 15: Mau hd so mdi thau qua mang d6i véi goi thau mua sdm dwoc
liéu va vi thudc co truyén (khong bao gom cac duoc liéu, vi thudc cod truyén co
dang bao ché cao, cdm, bot, dich chiét, tinh dau, nhya, gom, thach da duoc tiéu
chuan héa) ap dung phwong thirc mot giai doan hai tdi ho so.

19. Stra doi, bd sung khoan 1 Diéu 27 nhu sau:

“1. Viéc lap hd so moi thau, ho so yéu cau mua thudc phai thuc hién theo
quy dinh tai Luat dau thau, cac van ban quy dinh chi tiét thi hanh va quy dinh
sau day:

a) Boi voi hd so moi thau géi thau thude biét duwoc gbéec hoac twong dwong
diéu tri; goi thau thudc generic; goi thau thudéc dwoc liéu, thudéec c6 thanh phan
dwoc liéu phéi hop voi dugc chat héa duoc, thube co truyén (khong bao gom vi
thudc cd truyén); géi thau vi thuéec cO truyén cé dang bao ché cao, com, bot,
dich chiét, tinh dau, nhwa, gom, thach dd dwoc tiéu chuan hoa; géi thau ban
thanh pham duoc liéu cd dang bao ché cao, com, bot, dich chiét, tinh dau, nhua,
gom, thach da duoc tiéu chuan hoéa:

- Trwdng hop lwa chon nha thau qua mang, st dung mau so 7A va mau sé
7B ban hanh kém theo Thong tv s6 08/2022/TT-BKHDT ngay 31 thang 5 nam
2022 clha B0 trwvdng BO Ke hoach va Bau twv quy dinh chi tiét viéc cung céap,
dang tai thong tin vé dau thau va lya chon nha thau trén Hé thong mang dau thau
qudc gia (sau day goi tat la Théng tw s6 08/2022/TT-BKHDT) dé 1ap E-HSMT
theo quy dinh tai Biéu 35 Thong tv s6 08/2022/TT-BKHDT;

- Treong hop lwa chon nha thau khéng qua mang, st dung mau hd so moi
thau quy dinh tai Phu luc 7, Phu luc 8 ban hanh kém theo Thong tv nay.

b) B6i véi ho so moi thau goi thau dugc lieu (khdng bao gobm ban thanh
pham duwoc liéu cé dang bao ché cao, c6m, bot, dich chiét, tinh dau, nhua, gom,
thach da tiéu chuan hda) va gdi thau vi thuéc co truyén (khéng bao gom vi thude
c6 truyén c6 dang bao ché cao, cdm, bot, dich chiét, tinh dau, nhua, gbm, thach
da tiéu chuéan hoa):

- Tredng hop lwa chon nha thau qua mang, s dung mau hd so moi thau
quy dinh tai Phu luc 01, Phu luc 02 ban hanh kem theo Théng tv nay.

- Trwdng hop lwa chon nha thau khéng qua mang, st dung mau hd so moi
thau quy dinh tai Thong tv s6 09/2022/TT-BYT ngay 09 thang 9 nam 2022 cla
B6 trwdng BO Y t& quy dinh chi tiét mau hd so moi thau mua sdm duoc liéu va
vi thudc c6 truyén tai co s¢ v té. --E
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c) D6i voi hd so yéu cau cla gdi thau mua thubc theo hinh thirc mua sam
triec ti€p, chao hang canh tranh, chi dinh thau: Céac don vi tham khdao ndi dung va
mau hd so moi thau, hd so yéu cau do BO Y t&, BO Ke hoach va Pau tu ban hanh
dé xay dung cho phu hop.”.

20. Stra doi, bd sung khoan 3 Diéu 30 nhuw sau:
“3. Hinh thirc bdo dam dv thau:

Nha thau phai thuc hién bién phap bao dam du thau trwdc thoi diém dong
thau (trir treong hop quy dinh tai diém ¢ khoadn nay) theo cac hinh thirc sau day:

a) Boi vbi goi thau ap dung lwva chon nha thau qua mang, nha thau thuc
hién bién phap bdo ddm dy thau theo hinh thitc thu bdo Ianh do ngan hang hoac
td chirc tin dung hoat ddng hop phéap tai Viét Nam phat hanh.

b) Boi voi goi thau ap dung lva chon nha thau khéng qua mang, nha thau
duoc luva chon mot trong cac hinh thirc bdo dam du thau sau day:

- bat coc;

- Ky quy;

- Thu bao ldnh do ngan hang hodc to chirc tin dung hoat ddng hop phéap tai
Viét Nam phat hanh.

c) Boi véi goi thau cé gia tri bdo dam du thau dwéi 10 triéu dong, nha thau
khéng can nop bdo lanh dv thau trwdc thoi diém dong thau. Trwdng hop nay,
nha thau cé cam két vé viéc néu dwoc moi vao thwong thdo hop doéng nhung
khong dén thwong thao hodc tir chdi thwong thdo hop dong hoac vi pham quy
dinh cla phap luat vé ddu thau dan dén khong duoc hoan tra gia tri bao dam du
thau thi phai nop mot khoan tién theo quy dinh ctia hd so md&i thau, hd so yéu
cau. Nha thau sé bi néu tén trén Hé théng va bi khéa tai khoan trong vong 06
thang ké tr ngay Cuc Quan ly dau thau, B6 Ke hoach va Bau tv nhan duoc van
ban dé nghi ctia bén m&i thau.”.

21. Stra doi, bd sung khoan 2 biéu 31 nhu sau:

“2. Bén moi thau danh gia ho so du thau, hd so dé xuéat theo tirng phan doi
V@i gbi thau goém nhiéu phan trén co s cac quy dinh cua Luat déu thau, cac vén
ban quy dinh chi tiét thi hanh Lu4t ddu thau, cac van ban hudng dan cta Bo Ke
hoach va Bau tv, BO Y té vé luva chon nha thau; can ct thdng tin vé thubc (gidy
dang ky lvu hanh, gidy phép nhap khau), thong tin vé nguyén tic, tiéu chuén
GMP cula co s& sdn xuéat tai cong van, quyét dinh phé duyét clia Cuc Quéan ly
Duoc, Cuc Quan ly Y, Duwoc c6 truyén hoac dwgc cong bb trén Trang thdng tin
dién tir cua Cuc Quan ly Dwgc, Cuc Quan ly Y, Duwgc c6 truyén va cac théng tin
khac. D6i v6i viéc danh gia vé nang luc, kinh nghiém cuta nha thau, thwc hién
theo tong cac phan trong géi thau ma nha thau tham du.”.

22. Slra doi, bd sung khoan 1 va khoan 2 biéu 32 nhu sau:

“1. Viéc thuvong thdo hop dong thuc hién theo quy dinh tai Diéu 19 N’
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s0 63/2014/ND-CP va duwoc tién hanh truedc khi bén moi thau dé xuat tring thau.

Nha thau c6 gia dv thau sau stra 16i va hiéu chinh sai léch, trir di gia tri
giam gia (néu cd) thap nhat déi voi phwong phap gia thdp nhat; c6 gia danh gia
thdp nhat d6i véi phuong phéap gia danh gia; c6 diém tong hop cao nhat doi voi
phuwong phéap két hop gilta ky thuat va gia dwoc xép hang thi nhat va dwoc moi
dén thwong thao hop dong. Trwong hop nha thau dwgc moi dén thwong thao hop
dong nhung khoéng dén thwong thdo hoac tir choéi thwong thdo hop dong thi nha
thau sé khong dugc hoan trd gia tri bdo ddm dv thau cua phan nha thau khéng
thvong thao.

2. Biéu kién dwgc xem xét dé xuat tring thau thyc hién theo quy dinh tai DBiéu
43 Luat dau thau, hd so moi thau, hd so yéu cau da phat hanh va cac quy dinh sau:

a) Bén moi thau dé xuat trang thau theo tirng phan trong ké hoach lua chon
nha thau da dugc phé duyét (trir géi thau quy dinh tai diém b khodn 2 Biéu nay).
MOi phan trong g6i thau chi dwgc dé xuét tring thau 01 thudc hodc dwoc liéu, vi
thudc co truyén dat yéu cau vé ky thuat, chat lvong quy dinh trong ho so moi
thau, hd so yéu cau va cé gia du thau sau stra 16i va hiéu chinh sai léch, trir di
gia tri gidm gia (néu cd) thdp nhat ddi voi phuong phap gid thdp nhéat; c6 gia
danh gia thap nhat doi véi phuwong phap gia danh gia; cé diém tong hop cao nhat
doi voi phuong phéap két hgp gilra k§ thuat va gia trong nhom thuéc do;

b) Riéng d6i véi goi thau phuc vu cong tdc phong chdng thién tai va tim
kiém ctru nan, phong chéng dich duoc giao mua sdm theo co s6 va phai dong
g0i theo co s6 gdm nhiéu mat hang thudc: bén moi thau dwgc xem xét dé xuat
tring thau theo co sé (gdm nhiéu phan, goi chung la géi thau) khi cac phan trong
goi thau dap Ung yéu cau vé k¥ thuat, chat lwgng quy dinh trong hd so moi thau,
hd so yéu cau va co gia dy thau cla tung phan khéng vuwot gia ban budn ké khai,
ké khai lai con hiéu lyc va téng gia goi thau sau stra 16i, hiéu chinh sai I&ch, trir
di gia tri giam gia (néu cé) thap nhat ddi vai phrong phap gia thadp nhat; cé gia
danh gia thap nhat doéi véi phwong phap gia danh gia. Truwong hop nay, gia goi
thau phai bao goém chi phi thuc hién dong gdi theo co s6.”.

23. Stra doi khoan 5 Diéu 35 nhu sau:

“5. Truong hop c6 mot phan hoac nhiéu phan thudc goi thau khéng c6 nha
thau tham dv thau hodc khdong cé nha thau dap ung yéu cau néu trong hé so mai
thau, ho so yéu cau hodac khong x ly duoc theo quy dinh tai khodn 3 Diéu 32
Thong tu nay, bén moi thau tach cac thuéc d6 thanh goi thau riéng dé trinh
nguoi cé thdm quyén hodc don vi dwgc phan cdp tham quyén phé duyét diéu
chinh ké hoach lva chon nha thau. Viéc lwa chon nha thau déi voi cac phan cé
nha thau tham du va danh gia dap (ng yéu cau vé ky thuat van dwoc thuc hién
theo quy dinh.”.

24. Stra doi khoan 6 Diéu 37 nhuv sau:

“6. Trvong hop thudc duv thau cé thay dbi trong qua trinh lwa chon nha thau
hodc cung Ung thu6c trang thau nhung thudc thay thé chua dwoc chao tro""
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so du thau, chd dau tv duwoc xem xét dé nha thau thay thé thuéc nham bao dam
cung ng da thudc phuc vu Kip thoi cong tac kham bénh, chitra bénh cta don vi,
cu thé:

a) Thay d6i mot hodc mot s6 thong tin lién quan dén thudc (bao gom ca
thudc biét duoc goc va sinh pham tham chiéu) nhung khong thay do6i sd gidy
dang ky lun hanh hodc so6 gidy phép nhap khau bao gom: tén thudc; tén co s&
san xuat thudc; cach ghi dia chi co s& san xudt thudc (dia diém san xuat khong
thay déi); thay d6i dia diém san xudt nhung tinh dap rng nguyén tic, tiéu chuin
GMP cla co s& san xuat khong thay doi; tdng han dung (tudi tho) cda thudc;
thay doi quy cach déng goi san pham. Riéng thudc biét duoc gbc, sinh pham
tham chiéu c6 phé duyét thay doi dia diém san xudat thi thudc thay thé phai duoc
sdn xuat toan bo tai nuwéc thudc danh sach SRA hodac EMA;

b) Thay doi so gidy dang ky lvu hanh hoac dwoc cap gidy phép nhap khau
mé&i nhwng cac thong tin khac khong thay doi (tén thudc, co so san xuat, tudi tho
cla thudc, tinh dap ¢ng nguyén tic, tiéu chudn GMP cla co s san xuét, tiéu
chuan chat lvgng; riéng tiéu chuan chét lvgng cla thudc thay thé cé thé thay doi
nhung khong dwgc thap hon tiéu chuan chat lugng clta thu6c da tring thau hodc
dd chao trong ho so du thau hodc tiéu chuan chéat lvong thudc duoc cap nhat
phién ban m¢i cua dwoc dién). Riéng thudc biét dwoc goc, sinh pham tham chiéu
khi thay doi so gidy dang ky lwu hanh hoac duoc cap gidy phép nhap khau méi
thi théng tin thay ddi phai duoc B6 Y té€ cong bo trong Danh muc thudc biét
duoc goc, sinh phdm tham chiéu;

c) Thay ddi cach ghi tén dugc lieu ma khoéng lam thay d6i ban chat cac
thanh phan trong cong thirc va da dwgc co quan quan ly nha nwéc cd tham quyén
phé duyét;

d) Khi thyc hién thay thé thudc theo céac truong hop quy dinh tai diém a,
diém b, diém c khodn nay, nha thau phai cung cép tat ca cac thong tin can thiét
dé bén moi thau c6 thé danh gia viéc thay thé, bao gom: cac quyét dinh, cong
van phé duyét lién quan dén ndi dung thay doi, b0 sung clia co quan quan ly nha
nwéc c6 thdm quyén va thuyét minh, cam két vé tiéu chuan chat lvong khong
thay doi cta thudc du thau, thuc dé xuéat thay thé.”.

25. Stra doi khoan 5 Diéu 38 nhuv sau:

“5. Phuong thic Iya chon nha thau: Can ct vao quy md goi thau va
phuong phap danh gia ho so dy thau, ho so dé xuat dé dé xuat phuong thirc lva
chon nha thau theo quy dinh tai Diéu 28 va Diéu 29 Luat dau thau.”.

26. B0 sung khoan la vao sau khoan 1 Diéu 41 nhu sau:
“la. Tai liéu kém theo van ban dang ky nhu cau mua thuéc tap trung:

a) B&o cdo tom tat tinh hinh thuc hién két qua lwa chon nha thau, tinh
str dung thubc ctia nam truéc lién ké, s6 lvong thudc ton kho va sé lwgng trong
ké hoach chua thuc hién tai thoi diém lap dy tru clia cac co s6' y té;

hinh
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b) Giai trinh tom tat k& hoach mua thudc dang dé nghi; néu co thay déi ting
hodc giam trén 30% s6 lugng da st dung cua nam trudc phai giai trinh, thuyét
minh cu thé;

c) Bién ban hop HO6i déng thudc va diéu tri hodc Bién ban hop ra soat cla
co s& y té vé danh muc, s6 lugng thudc, nhu cau st dung thudc cla cac co sb y
t€ do dia phwong, cac B, nganh quan ly vay té co quan trén dia ban.”.

27. Slra doi, bd sung khoan 5 Diéu 42 nhuv sau:
“5, Can ct dam phan va thyc hién dam phan gia thudc:

a) Boi véi thubec dam phan la cac thude biét dwgc goc do Bo Y té cong bo
dwoc san xuat toan bo tai cac nwdc thudc danh sach SRA hodac EMA c6 tr hai
(02) gidy dang ky lwu hanh thuéc generic Nhom 1, phuvong &n dam phén va thyc
hién dam phan gia thudc can ci vao s6 lugng gidy dang ky lwu hanh cla thudc
generic; gia tring thau thudc generic va kha nang thay thé thudc tai thoi diém
thuc hién dam phan gia.

b) B4&i véi thudc dam phan la cac thudc biét dwoc goc do Bo Y té cdng bo
dwoc san xuat toan bo tai cac nwdc thudc danh sach SRA hodc EMA c6 tir hai
(02) gidy dang ky lwvu hanh thudc generic Nhém 1 can thiét cho nhu cau diéu tri;
cac thu6c biét duoc géc do B Y té cong b6 dugc san xuat toan bd tai cac nudc
thudc danh sich SRA hodc EMA c6 it hon hodc bang mot (01) gidy dang ky luu
hanh thu6c generic Nhom 1; cac thudc co tr mot (01) dén hai (02) co s& san
Xudt, ngoai can ct quy dinh tai diém a khoan nay thi phwong an dam phan va
thwc hién dam phan gia thu6c con can ct vao viéc danh gia gilta chi phi - an
toan, hiéu qua, chi phi - lgi ich va chi phi - cong dung;

c) Céc thudc biét duoc goc do Bo Y t€ cong bo gia cong, chuyén giao cong
nghé tai Viét Nam thi phuvong an dam phan va thuc hién dam phan gia theo 10
trinh gia céng, chuyén giao cong nghé.”.

28. Stra do6i diém g khoan 4 Diéu 45 nhu sau:

“g) Gia dé nghi trung thau thdng qua dam phan gia la gia dugc Hoi dong
dam phan va nha thau théng nhat. Trung tdm Mua sam tap trung thuéc Quéc gia
thong bao cho nha thau gia th6ng nhéat sau dam phan trong thoi gian 07 ngay
lam viéc ké tir ngay hai bén thdng nhéat gid dam phéan va tién hanh thvong thdo
théa thuan khung véi nha thau.”.

29. Stra do6i diém b khoan 2 Diéu 46 nhu sau:

“b) B6i voi cac thudc thudéc Danh muc thuéc dwoc ap dung hinh thirc dam
phan gia, khi dam phan khong thanh céng (bao gom ca thudc biét duoc gbc gia
cdng, chuyén giao cdng nghé tai Viét Nam), Trung tam Mua sam tap trung thuéc
Qudc gia théng béo cho cac co s¢ y té vé phwong an mua sam hodc giai phap
thay thé thudc trén co sé y kién clia HOi dong dam phan gia.

Da6i véi thude biét dwoc goc do Bo Y té cong bd dwgc san xudt toan bo tai
cac nu¢c thudc danh sach SRA hoac EMA c6 tir hai (02) gidy dang ky hrn hanh
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thuéc generic Nhém 1 theo quy dinh tai Biéu 7 Thong tuv nay dam phan gia
khong thanh cbng, cac co s¢ y té dugc td chirc lwa chon nha thau theo hinh thic
dau thau rong réi tai géi thau thudc generic theo thong bao cla Trung tim Mua
sam tap trung thudc Qudc gia.”.

30. Stra déi, bo sung Diéu 50 nhu sau:
a) Stra d6i khoan 2 Biéu 50 nhu sau:

“2. B trudng BO Y té phan cdp thdm quyén quyét dinh mua sdm thudc
cho cac co quan, don vi truc ti€p st dung ngudn von thuéc pham vi quan ly
clia BO Y té dé mua thu6c phuc vu hoat dong cua co quan, don vi d6 va phuc
vu nhiém vu do B0 truédng BO Y té giao.”.

b) Stra d6i khodn 4 Biéu 50 nhu sau:

“4. Cuc Quan ly Duoc, Cuc Quan ly Y, Dwoc cb truyén cé trach nhiém cap
nhat, cong bd trén Trang théng tin dién tl cac thdng tin sau day:

a) Cac danh sach phuc vu cong tac lwa chon nha thau, bao gém:

- Danh sach co quan quan ly duoc cac nwéc thubec danh sach SRA hodc
EMA va danh sach cac nuéc thuéc danh sach SRA hoac EMA;

- Danh sach co quan quan ly dugc cac nudc la thanh vién PIC/s va ICH;

- Danh sach co s& san xuat thudc tai Viét Nam dwoc co quan quan ly dugc
Viét Nam danh gia dat nguyén téc, tiéu chudn WHO-GMP;

- Danh sach co s& san xuét thudc dat nguyén tac, tiéu chudn EU-GMP hoéc
co s& san xudt thubc dat nguyén tic, tiéu chuén tvong dwong EU-GMP; Danh
sach co s& san xudt dat nguyén tic, tiéu chuén PIC/s-GMP; Danh sach co s& san
xuét dat nguyén tac, tiéu chudn WHO-GMP;

- Danh sach co s& san xudt dwoc BO Y t€ Viét Nam danh gia dat nguyén
tac, tiéu chudn GMP cho thudc dwgc liéu hodc thudc c6 truyén;

- Danh sach co s& san xudt thudc tai Viét Nam dwoc BO Y té Viét Nam
danh gia dat nguyén tic, tiéu chudn GMP cho duoc liéu, vi thubc cd truyén;

- Danh sach co s& san xuat thudc tai Viét Nam dugc BO Y t€ Viét Nam danh
gia dat nguyén téc, tieu chudn GMP cho nguyén liéu l1am thudc ti' duoc liéu;

- Danh sach cac thudc da dwoc cap gidy dang ky lvu hanh dugc san xuat tlr
duoc liéu nubi trong, thu hai hodc khai thac tw nhién dugc BO Y té Viét Nam
danh gia dat nguyén tac, tiéu chuadn GACP.

b) Cac danh muc thudc phuc vu cong tac lwa chon nha thau, bao gom:

- Danh muc thuéc dugc cap gidy dang ky luu hanh hodc gidy phép nhap khau;
- Danh muc thu6c biét dwvoc goc;

- Danh muc sinh phdm tham chiéu;

- Danh muc thuéc gia cong, chuyén giao cong nghé tai Viét Nam;
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- Danh muc thudc biét dwgc goc va sinh pham tham chiéu gia céng, chuyén
giao cbng nghé tai Viét Nam;

- Danh muc thu6c c6 tai liéu chirng minh tuong dwong sinh hoc;

- Danh muc thudc san xuat toan bo trén day chuyén san xuat tai Viét Nam
dap ng tiéu chi nhém 1 quy dinh tai diém c khoan 1BDiéu 7 Thong tw nay;

- Danh muc vi thu6c c¢b truyén c6 dang bao ché: cao, com, bot, dich chiét,
tinh dau, nhua, gdbm, thach bdo dam chéat lvong theo quy dinh B6 Y té vé quan ly
chat lwvong dwoc liéu, thube co truyén;

- Danh muc bén thanh pham duoc liéu c¢6 dang bao ché: cao, com, bot, dich
chiét, tinh dau, nhuya, gém, thach bdo ddm chat lvong theo quy dinh BO Y té€ vé
quan ly chat lwvgng nguyén liéu lam thudc;

- Danh muc thuéc thuéc Danh muc san phdm qudc gia;

- Danh muc thubc dat giai thwdng “Ng6i sao thudc Viét” clia Bo Y té;

- Danh muc dwgc liéu dugc nudi trong, thu hai hodc khai thac tu nhién cua
co so duoc Bo Y té Viét Nam danh gia dat nguyén téc, tieu chudn GACP;

- Danh muc thudc san xuéat tai Viét Nam dap Ung yéu cau vé diéu tri, gia
thu6c va kha nang cung cép;

- Danh muc thudéc duogc san xudt tir nguyén liéu (dvoc chat) dwgc san xuat
tai cac nuéc thudc danh sach SRA hodac EMA, nguyén liéu (dugc chat) dugc cap
gidy ching nhan CEP;

- Danh muc céc thubc va co s& san xuat, nha cung cdp c6 vi pham vé chat
lvgng hodc cac quy dinh vé dau thau va cung Ung thudc;

c) Thong tin vé gia thudc ké khai, ké khai lai;

d) Théng tin vé gia thudc, vi thubéc cb6 truyén, duoc liéu tring thau tai cac
co SOy té;

d) Danh sach cac co s& san xuat, nha cung cép thuéc dap ung yéu cau vé
nang lwc, kinh nghiém va uy tin dé lam co s& cho viéc moi tham gia dau thau
han ché.”.

c) Stra déi khoan 8 Biéu 50 nhu sau:

“8. Co s& dé nghi cong b6 thong tin quy dinh diém ¢ khoan 1Biéu 7 Thong
tv nay cung cdp va chiu trach nhiém truéc phap luat vé tinh chinh xac cla cac
tai liéu sau:

a) Gidy t& phap ly do co quan quan ly duoc cla nwéc thude danh sach SRA
hodc EMA cép c6 da chit ky, tén nguwdi ky, dau xac nhan clta co quan quan ly
nha nwéc c6 thdm quyén cia nuwdéc cap gidy to phap ly va phai dwoc hop phap
héa lanh su theo quy dinh (ban chinh hodc ban sao cé ching thuc).

Trwdng hop gidy to phap ly dwoc cép la ban dién tl, bao gom ca trwong
hop khong c6 du chir ky, tén nguoi ky va ddu xac nhan cla co quan quan lv nha
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nwdc co tham quyén cla nudc cdp gidy to phap ly, co so glri két qua tv tra clru
gidy to phap ly tr website tiéng Anh clia co quan cdp gidy to phap ly cé dong
ddu xac nhan cta co s& kém theo van ban cung cdp théng tin vé duong dan tra
ctru triec tuyén dén BO Y té (Cuc Quan ly Dugc). Co s& dang ky phai chiu trach
nhiém trwéc phap luat vé tinh hop phéap, tinh chinh xac cla cac gidy to, thong tin
nay va két qud tu tra clru cla co sé.

Gidy to phap ly phai bao gom ndi dung téi thiéu sau day: tén thudc, hoat
chat, néng dd hodac ham lvgng hoat chat, dang bao ché, tén va dia chi co s& san
Xuat, c6 xac nhan thuéc dugc cdp phép lwu hanh tai nuéc do.

b) Bang ké khai cac thong tin dé ching minh thudc luv hanh tai Viét Nam
va thuéc co quan quan ly dwoc clha nwéc thudc danh sach SRA hoac EMA cép
phép lvu hanh cé cung cong thirc bao ché, quy trinh san xuét, tiéu chuan chat
lvgng, phuong phap kiém nghiém; duoc chét, ta dwgc phai co cung tiéu chuén
chat lvong, co s& san xuat, dia diém san xuat theo quy dinh tai Phu luc 13 ban
hanh kem theo Théng tv nay.”.

d) B6 sung khoan 10 Diéu 50 nhu sau:

“10. Cac nha thau tham dv gdéi thau thudc dugc liéu, thudc cé thanh phan
duoc liéu phéi hop véi dwge chat héa duwoc, thude cb truyén; goi thau duoc liéu,
ban thanh pham duoc liéu, vi thudc co truyén duoc san xuat tir ngudn duwoc liéu
dwoc co quan quan ly duoc Viét Nam cong b6 dap ung nguyén tic, tiéu chuén
GACP phai chiu trach nhiém hoan toan trué¢c phap luat vé cac ndi dung sau:

a) Tinh chinh xac cta ho so, tai lieu chirng minh thuéc, dugc liéu, vi thudc
cO truyén tham dv thau dwoc sdn xuét tir ngudn duoc liéu dwgc co quan quan ly
duoc Viét Nam cong b6 dap rng nguyén tac, tiéu chuan GACP.

b) Thudc, vi thube co truyén, dwoc liéu tring thau duoc san xudt, cung Ung tu’
ngudn duoc liéu dwgc co quan quan ly dwgc Viét Nam cong bd dap Ung nguyén
tac, tieu chudn GACP va theo ding tiéu chuén k¥ thuat tai hd so moi thau.”.

31. Slra d6i, bd sung Phu luc 2 tai Phu luc 03 ban hanh kém theo
Thoéng tv nay.

32. Slra do6i, bdo sung Phu luc 4 tai Phu iuc 04 ban hanh kém theo
Thong tv nay.

33. Stra doi Phu luc 7, Phu luc 8 nhuw sau:

a) Slra doi Phan 4. Phu luc Bang tiéu chuan danh gia vé ky thuat thudc tai
Phu luc 05 ban hanh kem theo Théng tu nay.

b) Sra doi muc 18.1 tai muc 18 Bao dam du thau tai Chwong I, Phan 1nhuv sau:

“18.1. Khi tham du thau, nha thau phai thwc hién bién phap bdo dam dv
thau trudc thoi diém dong thau theo hinh thirc thv bao lanh do ngan hang hoac
td chic tin dung hoat dong hop phép tai Viét Nam phat hanh hodc dédt coc nhu
quy dinh tai Muc 18.2 CDNTTruwong hop st dung thu bao lanh thi tl
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d6 phai theo Mau s6 04 (a) hodc Mau s6 04 (b) Chuong IV - Biéu mau dy thau.
Trwdng hop gia tri bdo dam dv thau dudi 10 triéu dong thi thuc hién theo quy
dinh tai diém c khoan 3 Diéu 30 Théng tv nay. Trwong hop HSDT duoc gia han
hiéu luc theo quy dinh tai Muc 17.2 CDNT thi hiéu luc cta bado dam dy thau
cling phai duoc gia han twong &rng.

Trwong hop lién danh thi phai thuc hién bién phap bdo ddm du thau theo
mot trong hai cach sau:

a) Tirng thanh vién trong lién danh sé thyc hién riéng ré bao dam dv thau
nhung bdo dam téng gia tri khong thdp hon mic yéu cau quy dinh tai Muc 18.2
CDNT; néu bdo ddm dv thau ctia mot thanh vién trong lién danh dwgc xac dinh
la khdng hop Ié thi HSDT cua lién danh dé sé khéng duoc xem xét, danh gia
tiép. Neu bat ky thanh vién nao trong lién danh vi pham quy dinh cta phap luat
dan dén khong duoc hoan trd bdo dam du thau theo quy dinh tai Muc 185
CDNT thi bdo ddm dv thau cua tat ca thanh vién trong lién danh sé khong duwoc
hoan tré.

b) Cac thanh vién trong lién danh thda thuan dé mét thanh vién chiu trach
nhiém thuc hién bién phap bdo dam dv thau cho thanh vién lién danh d6 va cho
thanh vién khac trong lién danh. Trong trudng hop nay, bdo ddm dv thau cé thé
bao goém tén cla lién danh hoac tén cla thanh vién chiu trach nhiém thyc hién
bién phap bao dam du thau cho ca lién danh nhwng bao dadm téng gia tri khong
thdp hon mic yéu cau quy dinh tai Muc 18.2 CDNT. Neu bat ky thanh vién nao
trong lién danh vi pham quy dinh cta phap luat dan dén khong dwgc hoan tra
bdo dam dv thau theo quy dinh tai Muc 18,5 CDNT thi bdao ddm du thau sé
khong dugc hoan trd.”.

c) Stra ddi muc 40.1 tai muc 40 Bao dam thuc hién hop dong tai Chuong I,
Phan 1nhu sau:

“40.1. Trudc khi hop dong c6 hiéu luc, nha thau tring thau phai cung cép
mot bdo dam thuc hién hop déng theo hinh thirc thr bao lanh do ngan hang hoac
td chic tin dung hoat dong hop phap tai Viét Nam phat hanh hodc dat coc voi
ndi dung va yéu cau nhu quy dinh tai Muc 6.1 BKCT. Truong hgp nha thau st
dung thw bao lanh thuc hién hop dong thi phai s dung Mau s6 15 Chuong VIII
- Biéu mau hop dong hodc mot mau khac duoc Chi dau tw chdp thuan.”.

d) Stra doi diém e muc 1.2 tai Muc 1. Kiém tra va danh gia tinh hop Ié cla
HSDT tai Chwong I nhv sau:

“g) C6 bdo dam dv thau khdng vi pham mot trong cac tredng hop quy dinh
tai Muc 18.3 CDNT. BG6i véi trvong hop quy dinh bdo ddm dv thau theo hinh
thirc ndp thu bdo lanh thi thu bao lanh phai dwoc dai dién hop phéap cla tdé chirc
tin dung hodc chi nhanh ngan hang nwéc ngoai dwoc thanh lap theo phap luat
Viét Nam Kky tén véi gia tri va thoi han hiéu luc, tén cta Bén moi thau (don vi
thu hudng) theo quy dinh tai Muc 18.2 CDNT. D6i vei truong hop quy dinh bao
dam dv thau theo hinh thirc dat coc thi Bén moi thau sé quan ly phan
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dat coc theo quy dinh tai Muc 18.4 va Muc 18,5 CDNT;”.
d) Stra doi gach dau dong tht nhat muc DKC 6.1 tai Chwong VII nhu sau:

Hinh thirc bdo d&dm thwc hién hop dong: __ [can cl tinh chat, yéu cau
cla g0i thau, quy dinh Nha thau cung cdp mot bado dam thuc hién hop dong theo
hinh thirc thu bdo 1&nh do Ngan hang hodac td chirc tin dung hoat déng hgp phap
tai Viét Nam phat hanh hoac theo hinh thirc dat coc. Trwvong hop Nha thau nop
Thu bdo lanh cia Ngan hang hodc té chirc tin dung hoat dong hop phap tai Viét
Nam phéat hanh thi phai la bao dam khong cé diéu kién (tra tién khi c6 yéu cau,
theo Mau s6 15 Chuong VIII - Biéu mau hop dong)]T.

Diéu 2. Biéu khoan thi hanh
1. Théng tw nay co hiéu lwc tr ngay 27 thang 4 nam 2023.

2. Cac quy dinh sau day hét hiéu lwc thi hanh ké tlr ngay Thong tw nay cé
hiéu luc:

a) Khoan 2 Diéu 3, khoan 4 Diéu 27, diém c khoan 3 Diéu 32, diém h
khodn 4 Diéu 45 va khoan 9 Biéu 50 Théng tv s6 15/2019/TT-BYT ngay 11
thang 7 nam 2019 cua B truéng BO Y té€;

b) Biéu 5 Thong tw s6 15/2020/TT-BYT ngay 10 thang 8 nam 2020 cua Bd
trvdng BO Y té ban hanh Danh muc thu6c dau thau, Danh muc thudc dau thau
tap trung, Danh muc thuéc dugc ap dung hinh thirc dam phan giga;

c) Diém a, diém b, diém c, diém d khoan 8 Diéu 1 Thong tu sb
29/2020/TT-BYT ngay 31 thang 12 nam 2020 cla B0 trudng BO Y té€ sira doi,
bd sung va bdi bd mot s6 van ban quy pham phap luat do Bo truédng BO Y té€ ban
hanh, lién tich ban hanh.

Diéu 3. Diéu khoan chuyén tiép

Do6i v6éi nhitng géi thau da dwoc phé duyét ké hoach lva chon nha thau
trvdc ngay Thong tv nay co hiéu lwc thi ti€p tuc thuc hién theo cac quy dinh tai
Théng tv s 15/2019/TT-BYT ngay 11 thang 7 nam 2019 cla B6 truéng BO Y
t€ va cac quy dinh tai Thong tw s6 15/2019/TT-BYT ngay 11 thang 7 nam 2019
cla B0 truéng BO Y té dwgc stra ddi, bo sung béi:

a) Thong tv s 15/2020/TT-BYT ngay 10 thang 8 nam 2020 cua B trwéng
B0 Y té ban hanh Danh muc thuéc dau thau, Danh muc thu6c dau thau tap trung,
Danh muc thudc dwgc ap dung hinh thirc dam phan gia;

b) Théng tv s6 29/2020/TT-BYT ngay 31 thang 12 nam 2020 cla B0
trvdng B Y té stra doi, bd sung va bai b6 mot s6 van ban quy pham phap luat
do B0 trwéng BO Y t€ ban hanh, lién tich ban hanh;

c) Thong tv s6 15/2021/TT-BYT ngay 24 thang 9 nam 2021 cla B0 trwéng
BO Y té stra doi, bd sung mot s6 diéu clia Thong tw sO 15/2019/TT-BYT ngay 11
thang 7 nam 2019 cla B truéng BO Y té. la /'
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Diéu 4. biéu khoan tham chiéu

Truong hop cac van ban dwoc dan chiéu trong Thong tw nay bi thay thé hoic
stra do6i, b0 sung thi ap dung theo van ban da duoc thay thé hoac van ban da duoc
stra d6i, bb sung do.

Piéu 5. Trach nhiém thi hanh

Vu truéng Vu Ke hoach - Tai chinh, Cuc treéng Cuc Quan ly Duwoc, Cuc
trudng Cuc Quan ly Y, Dugc cO truyén, Cuc trwéng Cuc Phong, chdng
HIV/AIDS, Chanh Van phong B, Chanh Thanh tra Bo, Giam d6c Trung tam
Mua sam tap trung thuéc Quéc gia, Tha trudng cac don vi thudc va tryc thude
Bo Y té, Giam doc S& Y té cac tinh, thanh phé truc thuéc Trung vong, cac co s&
kinh doanh dwgc va céc co quan, to chirc ca nhan khac cé lién quan chiu trach
nhiém thi hanh Théng tv nay./.

Noi nhan: KT.B0 TRUONG
-Van phong Trung wong Bang; Van phong Cha tich nuérc;
- Van phong Quéc hdi; Hoi dong Dan téc va cac UB cula
Québc hoi;

- Van phong Chinh phi (Vu KGV X, Céng bao, cdng
Chinh pha);

- B6 trwdng (d€ b/c);

- Céac d/c Thi truéng;

- BO Tu phap (Cuc Kiém tra van ban QPPL);

- Cac B, co quan ngang B6, co quan thudc CP;

- UBND céc tinh, TP tric thugc TW; Xuan Tuyén
- Kiém toan Nha nud'c;

- 0y ban TW Mt trdn T6 quéc Viét Nam;

- Co quan Trung wong cla cac doan thé,

- S&' Tai chinh, s@'Y té cac tinh, TP trwc thudc TW;

- Lién doan Thuwong mai va Céng nghiép Viét Nam;

- Cac don vi thubc, trwec thudc BO Y t€;

- B4o hiém xa hoi Viét Nam:

- Cuc Y té, B6 Cong an;

- Cuc Quéan y, B6 Qudc phong;

-CucY tE GTVT, B0 GTVT,;

- Hiép hoi DN Dugc Viét Nam;

- Hiép héi Bénh vién tw nhan Viét Nam;

- Téng Cong ty Dwoc Viét Nam;

- C6ng Thong tin dién t&r BO Y té;

- Trang Thdng tin dién t&* Cuc QLD;

- Trang Thong tin dién tr Cuc QL YDCT;

- Lwu: VT, KHTC(02), QLD(02), YDCT(0$ PC(02).



