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UY BAN NHAN DAN CONG HOA XA HOI CHU NGHIA VIET NAM

TINH PONG NAI Poc 1ap — Tw do — Hanh phic
S§2766 QDb-UBND Pong Nai, ngay 06 thang 08 niam 2020
QUYET PINH

Duyét K¢ hoach lwa chon nha thiu mua thudc (b6 sung lin 3)
str dung tai cac co s y te trén dia ban tinh Pong Nai nam 2020

CHU TICH UY BAN NHAN DAN TINH PONG NAI

Can cit Ludt T6 chirc chinh quyén dia phwong ngay 19 thing 6 nam 2015;

Can cir Ludt Sra doi, bo sung mot s6 diéu cua Ludt T6 chirc Chinh phii va
Ludt Té chirc chinh quyén dia phwong ngay 22 thang 11 nam 2019;

Can civ Ludt ddu thau ngay 26 thang 11 nam 2013;

Can cir Nghi dinh sé 63/2014/NP-CP ngay 26/6/2014 cia Chinh phii quy
dinh chi tiét thi hanh mot sé dieu cia Ludt dau thau vé lira chon nha thau;

Can cit Théng tw s6 15/2019/TT-BYT ngay 11/7/2019 ciia BS Y té quy dinh
viée ddu thau thubc tai cdc co sé'y té cong lap:;

Can cit Quyét dinh sé 08/2016/0D-TTg ngdy 26/02/2016 ciia Thii tudng
chinh phii quy dinh viéc mua sdam tai san nha nwée theo phirong thire tdp trung;

Xét d@é nghi ciia S6' Y té tai To trinh sé 4208/TTr-SYT ngay 28/7/2020.

QUYET PINH:

Piéu 1. Duyét K& hoach Iya chon nha thdu mua thudc (b6 sung lan 3) st
dung tai cic co sd y té trén dia ban tinh Pong Nai ndm 2020 nhu sau:

1. Tén g6i thau:

1.1. Goi thau s6 12: Thube biét duoc gbe hodc twong duwong diéu tri: gdm 34
mat hang; gia goi thau 28.693.974.304 ddng (Hai muwoi tam ty, sau tram chin muwoi
ba triéu, chin tram bdy mwoi bon nghin, ba tram linh bon dong).

1.2. Goi thau s6 13: Thubc generic: gdm 84 mit hang; gid goi thau:
74.475.397.800 dong (Bdy muwoi bon ty, bon tram bdy mwoi lam triéu, ba tram
chin muoi bdy nghin, tam tram dong).

- Nhém 1: gdm 18 mat hang, tri gia 23.713.642.800 dong.

- Nhém 2: gdm 25 mat hang, tri gia 31.455.728.400 dong.

- Nhém 3: gdm 06 mat hang, tri gia 4.087.008.000 dong.

- Nhém 4: gdm 24 mat hang, tri gia 10.327.266.900 dong.

- Nhém 5: gdm 11 mat hang, trj gia 4.891.751.700 dong.

(Danh muc dinh kem)



2. Phan chia géi thau:

Vi¢c phan chia goi thau va nhom thudc thye hién theo quy dinh tai Chuong
I, Thong tu 15/2019/TT-BYT nhu sau:

2.1. G6i thau sd 12: Thude biét duoc gé)c hodc tuong duong diéu tri: co thé
c6 mot hodc nhiéu thudc biét duoc géc hoac tuong duong diéu tri v6i thudc biét
dugc gbe hodc sinh phim tham chiéu, mdi thudc 13 mot phan ctia goi thau. Cac
thudc du thau vao goi thau thude biét duoc gbe hodc twong duong diéu tri gdm cac
thude dép ting dong thoi 02 (hai) tiéu chi sau:

a) Thudc danh muc thudc biét duoc géc, thude tuong duong diéu tri voi
thude biét duoc géc va sinh phém tham chiéu do B Y té cong b, trir thudc biét
dugc gbc thudc danh muc thube ap dung hinh thirc dam phén gia do B6 Y té ban
hanh va di dugc cong bd két qua dam phan gia.

b) Puogc san xuét toan b tai cac nuée thudc danh sach SRA, trir truong hop
co s& dé nghj cong bd chirmg minh thude biét duge gbe hodc sinh pham tham chiéu
luu hanh 1an dau tai nude khong thudc danh sach SRA hodc san xuit mot hodc
nhiéu cong doan tai Viét Nam.

2.2. G6i thau sb 13: Thudc generic:

- Nhom 1: bao gdom cac thude dap tmg 01 (mot) trong 03 (ba) tiéu chi sau
day:

a) Puoc san xut toan bo trén day chuyén san xuat thudc dat nguyén tic, tiéu
chuan EU-GMP hoic day chuyén san xuit thudc dat nguyén tic, tiéu chuan twong
duong EU-GMP tai nudc thugc danh sach SRA;

b) Thudc thudc danh muyc thude biét duge gdc hodc sinh pham tham chiéu
do BO Y té cong b, trir thude biét duoc géc thuéc danh muc thube duge ap dung
hinh thirc dam phan gia do B Y té ban hanh va di dugc cong bd két qua dam
phan gia;

c¢) Puogc san xuét toan bd cac cong doan tai Viét Nam va phai dap ang déng
tho1t céc ti€u chi sau day:

- San xuét toan b trén day chuyén san xuét thudc dat nguyén tic, tiéu chuan
EU-GMP hoic day chuyén san xuat thudc dat nguyén tac, tiéu chuan tuong duong
EU-GMP va dugc co quan quan 1y duge Viét Nam danh gia dat nguyén tic, tiéu
chuan EU-GMP hoic nguyén tac, tiéu chuan tuong duong EU- GMP;

- Pugc co quan quan 1y duoc cua nude thude danh sach SRA cép phép luu

hanh theo huéng dan Khoan 8 Piéu 50 Théng tu nay;
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- Thudc luu hanh tai Viét Nam va thudc duogc nudc thudc danh sach SRA
cap phép luu hanh phéi c6 cing cong thirc bao ché, quy trinh san xuét, tiéu chuan
chét luong, phuong phap kiém nghiém; duoc chét, td duoc phai c6 cung tiéu chuin
chit lugng, co s& san xuét, dia diém san xuét theo huéng dan Khoan 8 Piéu 50
Thong tu nay.

- Nhom 2: bao gdm céc thude dap tng 01 (mdt) trong 02 (hai) tiéu chi sau
day:

a) Puoc san xut toan bo trén diy chuyén san xuat thudc dat nguyén tic, tiéu
chuan EU-GMP hodc diy chuyén san xuat thubc dat nguyén tic, tiéu chuin tuong
duong EU-GMP va dugc co quan quan 1y dugce Viét Nam danh gia dat nguyén tac,
tiéu chuan EU-GMP hoic nguyén tic, tiéu chuan tvong duwong EU- GMP.

b) Puoc san xut toan bo trén dy chuyén san xuat thude tai nude 1a thanh
vién PIC/s dong thoi 1a thanh vién ICH, duoc co quan quan 1y c6 thim quyén cia
nudc nay cap ching nhan dat nguyén tac, tiéu chuan PIC/s-GMP va dugc co quan
quan 1y dugc Viét Nam danh gia dat nguyén tac, tiéu chuan PIC/s-GMP.

- Nhom 3: Bao gém cac thube duge san xuit trén day chuyén san xuét thude
duoc co quan quan 1y duoc Viét Nam danh gia dat nguyén tic, tiéu chudn GMP va
c6 nghién ctru tuong duong sinh hoc dugc co quan quéan 1y dugc Viét Nam cong
b6.

- Nhém 4: Bao gdm céc thudc duoc san xuit toan bo trén diy chuyén san
xudt tai Viét Nam duoc co quan quan ly dugc Viét Nam danh gia dat nguyén tic,
tiéu chuan WHO-GMP.

- Nhém 5: Bao gém cac thudc san xuat trén ddy chuyén san xuat thude dugc
co quan quan Iy duoc Viét Nam danh gid dat nguyén tic, tiéu chuan WHO-GMP
va khong thudc cac truong hop quy dinh tai cac Nhém 1, 2, 3, 4.

3. Ngudn vén:

TAt ca cac go1 thau st dung nguén thu tir dich vu kham bénh, chira bénh va
ngudn thu do co quan Béo hiém xa hoi thanh toan.

4. Hinh thic lua chon nha thau: Pau thau rong rai.

5. Phuong thirc Iya chon nha thau: Mot giai doan, hai tai hd so.

6. Thoi gian bat dau to chirc lya chon nha thau: Quy 111 nam 2020.

7. Loai hop dong: Hop dong theo don gia ¢ dinh.

8. Thoi gian thuc hién hop dong: Ké tir ngay két qua mua thudc tap trung va
thoa thuan khung cé hiéu luc dén hét thang 06/2021.
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Piéu 2. Quyét dinh nay c6 hiéu luc ké tir ngay ky.
Piéu 3. Chanh Van phong Uy ban Nhan dan tinh; Giam ddc cac So: Y té,
Ké hoach va Pau tu, Tai chinh chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nhn: KT. CHU TICH
- Nhu Dicu 3; PHO CHU TICH
- Chu tich va cac Phé Chu tich UBND tinh; >

- Chanh, Pho Chanh Van phong UBND tinh;
- Luu: VT, KTNS.

Ky boi: Uy ban nihan dan
tinh Bong Nai

Ngay ky: 06-08-2020
14:01:19 +07:00

Nguyén Qudc Hung
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