BQYTE CQONG HOA XA HQI CHU NGHIA VIET NAM
Doc lap - Tir do - Hanh phuc

SdJwv /QD-BYT Hci Ngi, ngciyvtfthang”nam 2019

QUYET DINH
Ban hanh Quy che hoat dgng ciia To cong tac tir van, ho trg co’ che,
chinh sach, phap luat cho cac nha dau tir, doanh nghiep, dia phirong
trong phat trien cong nghiep dirge; thgc pham anh hirong sue khde
va trang thiet bi y te tai Viet Nam

BQ TRUONG BQ Y TE

Can cu Luat Dirge so 105/2016/QH13 ngay 06 thang 4 nam 2016;

Can cu Luat An toan thirc pham so 55/2010/QH12 ngay 17 thang 6 nam
2010;

Can cu Luat Ho trg doanh nghiep nho va vua so 04/2017/QH14 ngay 12
thang 6 nam 2017;

Can cu Nghi dinh so 75/2017/ND-CP ngay 20 thang 6 nam 2017 cua Chinh
phu quy dinh chuc nang, nhiem vu, quyen han va co cau to chuc cua Bo Y te;

Can cu Nghi quyet so 20-NQ/TW ngay 25 thang 10 nam 2017 cua Ban
chap hanh Trung uong tai Hoi nghi lan thu sau Ban chap hanh Trung trang
khoa XII ve tang cuang cong tac bao ve, cham soc va nang cao sue khoa nhan
nhan trong tinh hinh moi;

Can cu Nghi dinh so 66/2008/ND-CP ngay 28 thang 5 nam 2008 cua Chinh
phu ve ho trg phap ly cho doanh nghiep;

Can cu Quyet dinh so 68/QD-TTg ngay 10 thang 01 nam 2014 cua Thu tudng
Chinh phu phe duyet chien luge qudc gia phat trien nganh dugc Viet Nam giai doan
den nam 2010 va tarn nhin den nSm 2030;

Can cu Quyet dinh so 1976/QD-TTg ngay 30 thang 10 nam 2013 cua Thu tuang
Chinh phu phe duyet quy hoach phat trien dugc lieu den nam 2020 va dinh huang den
nam 2030;

Can ctr Nghi dinh so 36/2016/ND-CP ngay 15 thang 5 nam 2016 cua Chinh
phu VE quan ly trang thick bi y t£;

Can cu Nghi dinh so 169/2018/ND-CP ngay 31 thang 12 nam 2018 cua
Chinh phu sua doi, bo sung mot so dieu cua Nghi dinh so 36/2016/ND-CP ngay
15 thang 5 nam 2016 cua Chinh phu ve quan ly trang thiet bi y te;

Can cu Chi thi so 26/CT-TTg ngay 06 thang 6 nam 2017 cua Thu tuang
Chinh phu ve viec tiep tuc trien khai hieu qua Nghi quyet so 35/NQ-CP ngay 16
thang 5 nam 2016 theo tinh than Chinh phu dong hanh doanh nghiep;



Can cu Quyet dinh so 6116/QD-BYT ngay 10 thang 10 nam 2018 cua
Bo truang Bo Y te ve viec thanh lap To cong tac tu* van, ho tra co che, chinh
sach, phap luat cho cac nha dau tu, doanh nghiep, dia phuang trong phat trien
cong nghiep duQC va trang thiet bi y te tai Viet Nam;

Xet de nghi cua Chanh Van phong Bq, Cue truang Cue Quan ly duoc va
Vu truang Vu Phap che,

QUYET DINH:

Dieu 1. Ban hanh kern theo Quyet dinh nay Quy che hoat dong cua To cong
tac tu van, ho tro- co che, chinh sach, phap luat cho cac nha dau tu, doanh nghiep,
dia phuang trong phat trien cong nghiep duoc; thuc pham anh huang sue khoe va
trang thiet bi y te tai Viet Nam.

Dieu 2. Quyet dinh nay co hieu lire ke tu ngay ky ban hanh.

Dieu 3. Cac Ong/Ba: Chanh Van phong Bo, Cue truang Cue Quan ly duoc,
Cue truang Cue Quan ly Y duoc co truyen, Cue Truang Cue An toan thuc pham,
Cue truang Cue Khoa hoc Cong nghe va Dao tao, Vu truang Vu Ke hoach - Tai
chinh, Vu truang Vu Trang thiet bi va Cong trinh y te, Vu truang Vu Phap che,
Vu truang Vu Hgp tac quoc te; Thu truang cac dan vi lien quan va cac Thanh
vien cua To cong tac tu van, ho tro co che, chinh sach, phap luat cho cac nha dau
tu, doanh nghiep, dia phuong trong phat trien cong nghiep duoc bao gom ca vi
thuoc co truyen, duoc lieu; thuc pham anh huang sue khoe bao gom thuc pham
tang cuang vi chat dinh duang, thuc pham chuc nang va trang thiet bi y te tai Viet
Nam chiu trach nhiem thi hanh Quyet dinh nay./.

Noi nh(tn:

- Nhir dieu 3;

- Bq trirdng Nguyln Thi Kim TiSn;
- Cac d/c Thu trircmg;

- Liru: VT, VPBI, PC, QLD (2b).



BQ YTE CQNG HOA XA HOI CHU NGHIA VI$ST NAM
Dqc lap - Tp do - Hanh phuc

Ha Noi, ngay thang nam 2019

QUY CHE
Hoat dong cua To cong tac tir van, ho trQ' co’ che, chinh sach, phap luat
cho cac nha dau tir, doanh nghiep, dia phuong trong phat trien cong nghiep
duoc thuc pham anh huong sue khde va trang thiet bi y te tai Viet Nam
(Ban hanh kem theo Quyet dinh sd:yl93!../QD-BYTngay thang 5. nam 2019

cua Bo truang Bo Y te)

Chuo'ng |
QUY DINH CHUNG

Dieu 1. Pham vi dieu chinh

Quy che nay quy dinh chuc nang, nhiem vu, nguyen tic, quy trinh lam
viec va trach nhiem cua cac Thanh vien thupc To cong tac tir van, ho trp co che,
chinh sach, phap luat cho cac nha dau tir, doanh nghiep, dia phuong trong phat
trien cong nghiep dupe bao gom ca vi thuoc cd truyen, dupe lieu; thuc pham anh
huong sue khde bao gom thuc pham tang cudng vi chat dinh duong, thirc pham
chuc nang va trang thiet bi y te tai Viet Nam (sau day gpi la Td cong tac 6116).

Dieu 2. Doi tirong ap dung

Quy che nay ap dung cho cac Thanh vien cua To cong tac, cac ca nhan
lien quan dupe thanh lap theo Quydt dinh sd 6116/QD-BYT ngay 10 thang 10
nam 2018 cua Bo trudng Bo Y te.

Dieu 3. Chuc nang, nhiem vu cua To cong tac 6116

1. Chuc nang:

Td cong tac 6116 chiu sir chi dao, dieu hanh cua Lanh dao Bo Y te. To cong
tac 6116 thirc hien chuc nang tham muu, giup Bo Y te tu van, ho trp co che, chinh
sach, phap luat cho cac nha dau tu, doanh nghiep, dia phuong tim hieu trong linh
vuc phat trien cong nghiep dupe bao gom ca vi thuoc co truyen, dupe lieu; thirc
pham anh huong sue khde bao gom thuc pham tang cudng vi chat dinh duong,
thirc pham chuc nang va trang thiet bi y te tai Viet Nam.

2. Nhiem vu:

a) Tu van, ho trp co che, chinh sach, phap luat cho cac nha dau tu, doanh
nghiep, dia phuong tim hieu trong linh vuc phat trien cong nghiep diroc bao
gom vi thuoc cd truyen, dupe lieu, thuc pham anh huong sue khde bao gom
thuc pham tang cudng vi chat dinh duong, thuc pham chuc nang va trang thiet bi y te
tai Viet Nam;



cho cac nha dau tu, doanh nghiep, dia phuong tim hieu trong linh vuc phat trien
cong nghiep dupe bao gom ca vi thuoc co truydn, dupe lieu, thpc pham anh
huong sue khde bao gom thuc pham tang cubng vi chat dinh duong, thpc pham
chuc nang va trang thiet bi y te tai Viet Nam.

Dieu 4. Nguyen tac lam vice cua To cong tac 6116

1. To cong tac 6116 hoat dong theo che dp chuyen gia va y kien tu van
bao dam co sb phap ly, doc lap va khach quan.

2. Moi Thanh vien cua To cong tac 6116 chiu trach nhiem la dau moi tu
van, ho trp va de xuat Bo trubng Bq Y te cac chu truong, chinh sach va giai
phap h§ trp, tao dieu kien cho cac nha dau tu, doanh nghiep, dia phuong thupc
linh vuc ma Thanh vien dang cong tac, quan ly va tuan thu quy dinh Quy che
hoat dong nay, su phan cong cua To trubng To cong tac 6116.

3. Phoi hop thuc hien vbi cac Thanh vien khac trong To cong tac 6116 doi
vbi noi dung de xuat cua nha dau tu, doanh nghiep, dia phuong lien quan den
chuc nang, nhiem vu can phoi hop cac Vu, Cue hoac cac trubng hop phuc tap
hoac can y kien chi dao cua Bp trubng de trao doi, thao luan bao dam tinh thong
nhat cac de xuat cua To cong tac 6116.

4. To trubng To cong tac 6116 chju trach nhiem theo doi, don doc, dieu
phoi hoat dong trong qua trinh thuc hien, tong ket, danh gia ket qua thpc hien va
tong hpp cac noi dung tu van, ho trp, de xuat de bao cao Bp trubng Bp Y te.

5. Hpp giao ban hang quy hoac dot xuat de thong ke cac de xuat, kien
nghi cua doanh nghiep, nha dau tu, dia phuong va ket qua giai quyet cac noi
dung kien nghi, de xuat nay.

6. Trong trubng hpp c£n thidt, To cong tac 6116 moi cac chuyen gia tu
van, co quan quan ly, co quan nghien cuu trong nubc va quoc td tham dp hop de
thuc hien chuc nang, nhiem vu cua To cong tac 6116.

Dieu 5. Quy trinh lam vice

1. Nha dau tu, doanh nghiep, dia phuong muon tim hieu, can ho trp, tu
van trong linh vuc phat trien cong nghiep dupe bao gom ca vi thuoc co truyen,
dupe lieu, thuc pham anh huong sue khde bao gom thuc pham tang cubng vi
chat dinh duong, thuc pham chuc nang va trang thiet bi y te tai Viet Nam gui de
nghi ve Cue Quan ly Dupe, Van phong Bp hoac gui true tiep ve Vp, Cpc co
Thanh vien trong To cong tac 6116 phu trach linh vuc Nha dau tu, doanh
nghiep, dia phuong quan tarn.

2. Trubng hpp Nha dau tu, doanh nghiep, dia phuong gui noi dung de
nghi ho trp, tu van ve Van phong Bo hoac ve Cue Quan ly Dupe nhung khong
thuoc chuc nang, nhiem vu quan ly cua Cue Quan ly Dupe thi Van phong Bo
hoac Cue Quan ly Dupe se chuyen ve Vu, Cue co Thanh vien trong To cong tac
6116 phu trach linh vuc Nha dau tu, doanh nghiep, dia phuong quan tarn de xem xet
giai quyet.



3. Truang hap noi dung de nghi cua Nha dau tu, doanh nghiep, dia
phuang lien quan nhieu Vu, Cue cung phoi hap giai quyet hoac ngi dung can
thong nhat noi dung tu van, hd tra, de xuat de bao cao Bo truang Bo Y te quyet
dinh hoac trong truang hap can thiet, cac Vu, Cue co Thanh vien trong To cong

nghi cua Nha dau tu, doanh nghiep, dia phuong.

4. De dat hieu qua hoat dong cua cac buoi hop cua To cong tac 6116,
Thanh vien To cong tac 6116 thuoc Vu, Cue phu trach linh vuc Nha dau tu,
doanh nghiep, dia phuang quan tarn dira ra noi dung de nghi, kho khan, vudng

5. To truang To cong tac 6116 se gui giay mdi kem theo npi dung hop tai
cac Thanh vien trudc 03 ngay to chuc hop To cong tac 6116. Trong mot so
truang hap theo chi dao cua Lanh dao Bo, To trudng To cong tac 6116 to chuc hop
dot xuat.

6. Truang hap can tham van cac chuyen gia, co quan, don vi khac khong
phai Thanh vien To cong tac 6116, To trudng To cong tac 6116 quyet dinh mdi
chuyen gia hoac dai dien co quan, dan vi lien quan tham du phien hop cua To
cong tac 6116.

7. To trudng To cong tac 6116 chu tri cac phien hop. Trudng hap To
trudng To cong tac 6116 vang mat thi de nghi To pho thudng true hoac To pho
chu tri thay. Trong trudng hap To pho thudng true hoac To Pho chu tri phien
hcjp thi sau phien hop, ngudi chu tri bao cao hoac thong bao ket qua buoi hQp tdi
To trudng To cong tac 6116.

8. Ngudi chu tri mdi buoi hop giao nhiem vu cho mot Thanh vien giup

luan cua ngudi chu tri tai phien hop. Sau buoi hop cua To cong tac 6116, cac
kien nghi cua Nha dau tu, doanh nghiep, dia phuang da duoc To cong tac 6116
thong nhat tu van va ho tro, ngudi chu tri thong bao cho cac Vu, Cue co Thanh
vien To cong tac 6116 phuc trach linh vuc Nha dau tu, doanh nghiep, dia
phuang de trien khai cac budc tiep theo hoac bao cao, de xuat vdi Bo trudng Bo
Y te chi dao cac dan vi trien khai thuc hien hoac de trinh Chinh phu cac chu
truang, chinh sach va giai phap ho tra, tao dieu kien cho cac nha dau tu, doanh
nghiep, dia phuong.

Chuong I
QUYEN VA TRACH NHIEM THANH VIEN CUA TO CONG TAC 6116
Dieu 6. Quyen cua Thanh vien To cong tac 6116

1. Duac cung cap tai lieu, thong tin lien quan den noi dung can tu van, ho
tra khi cac nha dau tu, doanh nghiep, dia phuang de xuat de phuc vu cac phien
hgp cua Tdng cong tac 6116.



2. Dirac mbi tham dir cac Hoi nghi, cube hop, lam viec cua Bq Y te co noi
dung lien quan den thirc hien chuc nang, nhiem vu ciia To cong tac 6116.

3. Dugc huong thu lao theo quy dinh hien hanh.
Dieu 7. Trach nhi”“m cua Thanh vien To cong tac 6116
1. Trach nhiem cua To truong To cong tac 6116

a) Chiu trach nhiem trubc Lanh dao Bo Y te ve hoat dong cua To cong tac
6116. Tong hop va de xuat vdi Lanh dao Bo Y te nhung noi dung tu van, ho tro
va trinh Chinh phu cac chu truong, chinh sach va giai phap ho tro, tao dieu kien
cho cac nha dau tu, doanh nghiep, dia phuong tren co so cac y kien tu van,
thong nhat cua To cong tac 6116;

b) Dieu hanh cac phien hop To cong tac 6116.
2. Trach nhiem cua To pho Thirbng true va To pho To cong tac 6116

Thay mat To truong To cong tac 6116 dieu hanh cac phien hop To cong
tac 6116 va co trach nhiem bao cao hoac thong bao ket qua buoi hop toi To
truong To cong tac 6116.

3. Trach nhiem chung cua Thanh vien To cong tac 6116

a) Chiu trach nhiem trubc To truong To cong tac 6116 trong qua trinh
thirc hien nhiem vu duoc phan cong;

b) Thirc hien theo chuc nang nhiem vu duoc phan cong co trach nhiem
tiep nhan va huong dan cac de nghj cua Nha dau tu, doanh nghiep, dia phuong
muon tim hieu can ho tro theo dung quy dinh hien hanh;

c) De xuat Lanh dao don vi xem xet rut ngan thbi han giai quyet ho so
hon so vdi thbi han toi da quy djnh trong van ban quy pham phap luat doi voi
doanh nghiep, nha dau tu duoc To cong tac 6116 kien nghi;

d) Phat hien nhung vudng mac, bat cap trong qua trinh tiep nhan cac de
nghi cua Nha dau tu, doanh nghiep, dia phuong muon tim hieu can ho tro va de
xuat giai quyet nhung vuong mac, bat cap do bao cao To truong To cong tac 6116;

d) Dinh ky 6 thang, bao cao hoat dong tu van ho tro theo linh vuc duoc
phan cong gui ve Cue Quan ly Duoc hoac Van phong Bo de danh gia ket qua
thuc hien va tong hop cac nQi dung tir van, ho tro de xuat de bao cao Lanh dao
Ba;

e) Hoan thien, cung cap kip thbi he thong co sb du lieu ve van ban quy
pham phap luat va cac co sb du lieu quoc gia ve thu tuc hanh chinh tren trang
Thong tin dien tu Bqg Y te hoac cac Vu, Cue diroc giao phu trach;

g) Chiu trach nhiem ve hoat dong cua can bo tu van ho tro phap luat do
don vi quan ly.

4. Trach nhiem cua Nhom giup viec To cong tac 6116

a) Dau moi tiep nhan, tong hop y kien va chuyen den cac Thanh vien To
cong tac 6116 thuoc Vu, Cue phu trach ITnh vuc Nha dau tu, doanh nghiep, dia
phuong quan tarn db xem Xet giai quyet;



b) Chiu trach nhiem ghi chep, tong hop cac y kien va ket luan cua ngiroi
chu tri tai phien hQp khi dirge phan cong.

5. Trach nhiem Thanh vien To cong tac 6116 la Dai dien Cue Quan ly Dugc

a) Ho trg doanh nghiep cac thu tuc lien quan dang ky luu hanh thuoc,
nguyen lieu lam thuoc; giay phep xuat khau, nhap khau thuoc, nguyen lieu lam
thuoc, bao bi tiep xue true tiep voi thuoc; xac nhan noi dung thong tin thuoc,
quang cao thuoc;

b) Ho tro doanh nghiep cac thu tuc lien quan danh gia thuc hanh tot san
xuat thuoc (GMP); thuc hanh tot phong thi nghiem (GLP), thuc hanh tot bao
quan thuoc, nguyen lieu lam thuoc (GSP); cap gidy chung nhan du dieu kien
kinh doanh dugc doi voi cac co so san xuat, xuat khau, nhap khau thuoc, nguyen
lieu lam thuoc; co so kinh doanh dich vu bao quan thuoc, nguyen lieu lam thuoc;
co so kinh doanh dich vu kiem nghiem thuoc, nguyen lieu lam thuoc; co so kinh
doanh dich vu thu tuong duong sinh hgc cua thuoc;

c) Tu van, ho tro cac dia phuong xay dung chidn luge, quy hoach, dinh
huong, ke hoach, chuong trinh, du an, de an phat trien hoat dong nghien cuu,
san xuat thuoc;

d) To chuc cac lop tap huan, pho bien, huong dan cac van ban quy pham
phap luat va lop dao tao, boi duong huong dan kien thuc chuyen mon, nghiep
vu trong linh vuc dugc;

g) Cung cap du lieu thong ke thuoc linh vuc quan ly de ho tro nha dau tu,
doanh nghiep va dia phuong quyet dinh dau tu, xay dung chuong trinh, du an,
de an trong linh vuc phat trien cong nghiep dugc.

7. Trach nhiem Thanh vien To cong tac 6116 la Dai dien Van phong Bo

a) Dau moi hoac phoi hgp voi To truong To cong tac 6116 theo doi, don
doc, dieu phoi hoat dong trong qua trinh thuc hien, tong ket, danh gia ket qua
thuc hien va tong hop cac noi dung tu van, ho tro, de xuat de bao cao Lanh dao Bo
Y te.

b) Tiep nhan cac de nghi Nha dau tu, doanh nghiep, dia phuong muon tim
hieu, can ho tro, tu van trong linh vuc phat trien cong nghiep dugc bao gom ca
vi thuoc cd truyen, dugc lieu, thuc pham bao ve sue khde bao gom thuc pham
tang cudng vi chat dinh duong, thuc pham chuc nang va trang thiet bi y te tai
Viet Nam va chuyen cho cac Vu, Cyc phu tranh noi dung Nha dau tu, doanh
nghiep, dia phuong xem Xxet giai quyet;

¢) Theo doi, don doc viec thuc hien va bao cao Lanh dao Bg Y te ve tinh
hinh thuc hien cac De an cua cac Nha dau tu, doanh nghiep, dja phuong xin tu
van, ho trg To cong tac 6116;

d) Don doc cac Vu, Cue day manh cai each thu tuc hanh chinh de tao dieu
kien, thong thoang cho Nha dau tu, doanh nghiep, dia phuong sau khi Lanh dao
Bo Y te chi dao trien khai thuc hien sau khi To cong tac 6116 de xuat voi Bo
truong Bo Y td;

e) Thong tin tren Trang thong tin dien tu cua Bo Y te va thong tin cho co
quan truyen thong cac noi dung hoat dong cua To cong tac 6116.



7. Trach nhiem Thanh vien To cong tac 6116 la Dai dien Cue An toan thuc
pham

a) Ho tro cac thu tuc lien quan cap giay tiep nhan dang ky ban cong bo
san pham doi vdi cac san pham thuc pham bao ve sue khoe, phu gia thuc pham
hon hop co cong dung mdi, phu gia thuc pham khong thuoc trong danh muc phu
gia duoc phep su dung trong thuc pham hoac khong dung doi tupng su dung do Bo
Y te quy dinh; giay xac nhan noi dung quang cao doi vdi thuc pham bao ve sire
khoe; giay dang ky luu hanh bo xet nghiem nhanh;

b) Ho tro thu tuc cdp gidy chung nhan co so du dieu kien an toan thuc
pham doi vdi co so san xuat kinh doanh thuc pham bao ve sue khoe, phu gia
thuc pham hon hpp co cong dung mdi; giay chung nhan co so du dieu kien an
toan thuc pham dat yeu cau thuc hanh san xuat tot (GMP) thuc pham bao ve sue
khoe;

¢) Ho tro cac thu tuc lien quan cap Giay chung nhan luu hanh tu do doi
vdi san pham thuc pham xuat khau thuoc pham vi duoc phan cong quan ly cua Bo
Y te khi to chuc, ca nhan co yeu cau; giay chung nhan y te doi vdi cac san pham
thuc pham xuat khau khi to chuc, ca nhan co yeu cau;

d) Cung cap du lieu thong ke thuoc linh vuc quan ly de ho tro nha dau tu,
doanh nghiep va dia phuong quyet dinh dau tu, xay dung chuong trinh, du an,
de an trong linh vuc phat trien cong nghiep san xuat san pham thuc pham bao
gom thuc pham tang cudng vi chat dinh dudng, thuc pham chuc nang.

8. Trach nhiem Thanh vien To cong tac 6116 la Dai dien Cue Quan ly Y
duoc co truyen

a) Ho tro cac thu tuc lien quan dang ky luu hanh duoc lieu, thudc co
truyen; giay chung nhan duoc lieu dat tieu chuan GACP; giay phep xuat khau,
nhap khau duoc lieu, thuoc co truyen va xac nhan noi dung thong tin, quang cao
duoc lieu, thuoc co truyen;

b) Ho tro doanh nghiep cac thu tuc lien quan danh gia dap ung thuc hanh
tot san xuat dupe lieu, thuoc co truyen (GMP), thuc hanh tot bao quan dupe lieu,
thuoc cd truyen (GSP); thuc hanh tot nuoi trong, thu hai dupe lieu (GACP); co
sb du dieu kien san xuat, che bien dupe lieu, vi thudc co truyen; giay chung
nh|n du dieu kien kinh doanh dupe pham vi che bien, san xuat, xuat khau, nhap
khau, kinh doanh dich vu bao quan dupe lieu, thudc co truyen;

¢) Tu van, ho tro doanh nghiep cac noi dung lien quan thu thudc tren lam
sang doi vdi thudc co truyen;

d) Tu van, hd tro cac dia phuong, do'n vi xay dung chien lupc, quy hoach
vung nuoi trong, phat trien dupe lieu an toan va hieu qua; ke hoach, chuong
trinh, du an, de an phat trien hoat dong nghien cuu, hien dai hoa san xuat thudc cd
truyen;

d) Cung cap du lieu thong ke thuoc linh vuc quan ly de hd tro nha dau tu,
doanh nghiep va dia phuong quyet dinh dau tu, xay dung chuong trinh, du an,

de an trong Imh vuc phat trien cong nghiep san xuat vi thudc co truyen va duoc
lieu.



9. Trach nhiem Thanh vien To cong tac 6116 la Dai dien Cue IChoa hoc
Cong nghe va Dao tao

a) Ho tro doanh nghiep cac thu tuc lien quan den danh gia thuc hanh tot
thu thuoc tren lam sang (GCP); cap giay chung nhan du dieu kien kinh doanh
duoc doi voi cac co so kinh doanh dich vu thu thuoc tren lam sang;

b) Tu van, ho tro huong dan to chuc, ca nhan va co so thu thuoc tren lam
sang cac thu tuc, trinh tu lien quan den dang ky nghien cuu thu thuoc tren lam
sang, phe duyet ket qua thu thuoc tren lam sang, to chuc thuc hien thu thuoc tren
lam sang va phe duyet ket qua thu thuoc tren lam sang;

¢) Ho tro doanh nghiep ra soat sua doi bo sung va xay dung tieu chuan co
so cho cac san pham hang hoa;

d) Ho tro doanh nghiep ung dung tien bo ky thuat va doi moi cong nghe,
ap dung cac he thong quan ly, cac mo hinh, cong cu cai tien nang suat, chat
luong tai doanh nghiep;

d) To chuc ap dung tich hop cac he thong quan ly va cong cu cai tien nang
suat chat luong toi uu cho cac doanh nghiep co kha nang canh tranh quoc te.

10. Trach nhiem Thanh vien To cong tac 6116 la Dai dien Vu Trang thiet
bi va Cong trinh y te

a) Ho tro cac thu tuc lien quan cap so luu hanh trang thiet bi y te, giay
chung nhan luu hanh tu do (CFS) cho trang thiet bi y te san xuat trong nude,
giay phep nhap khau trang thiet bi y te, giay xac nhan noi dung quang cao trang
thiet bi y te, phieu tiep nhan ho so cong bo co so du dieu kien phan loai, cap
giay chung nhan dang ky hoat dong kiem dinh trang thiet bi y te;

b) Tu van, ho trg cac dia phuong xay dung chien luge, quy hoach, dinh
huong, ke hoach, chuong trinh, du an, di an phat trien hoat dong nghien cuu,
san xuat trang thiet bi y te;

c¢) Cung cap dir lieu thong ke thupc linh vuc quan ly de ho tro nha dau tu,
doanh nghiep va dia phuong quy6t dinh dau tu, xay dung chuong trinh, du an,
de an trong linh vuc phat trien cong nghiep san xuat trang thiet bi y te tai Viet
Nam.

11. Trach nhiem Thanh vien To cong lac 6116 la Dai dien Vu Ke hoach -
Tai chinh

a) Tu van, ho tro cac tai lieu phap ly, thu tuc cua cac dir an dau tu theo
hinh thuc doi tac cong - tu va giay chung nhan dau tu cho cac du an diu tu co
dieu kien lien quan den vy te;

b) Cung cap du lieu thong ke y te de ho trp' nha dau tu, doanh nghiep va
dia phuong quyet dinh dau tu, xay dung chuong trinh, dir an, de an trong linh vuc y
te;

c) Xem xet bo tri kinh phi hoat dong cua To cong tac 6116 theo cac quy
dinh hien hanh.

12. Trach nhiem Thanh vien To cong tac 6116 la Dai dien Vu Phap che



a) Thuc hien thong tin phap ly cho Nha dau tu, doanh nghiep, dia phuong
dudi nhieu hinh thuc khac nhau: Hgp bao, Hoi thao, tap huan, phat hanh tin,...
bao dam thong tin day du, Kip thbi, cd he thong cac van ban quy pham phap luat
co lien quan den hoat dong san xuat kinh doanh, thuc tien phap ly trong kinh
doanh cho cac Nha dau tu, doanh nghiep. dia phuong;

b) Xay dung va to chuc thuc hien cac chuong trinh pho bien kien thuc co
ban ve phap luat kinh doanh tren cac phuong tien thong tin dai chung cho cac
Nha dau tu, doanh nghiep, dia phuong;

c) To chuc thuc hien cac chuong trinh boi duong kien thuc co ban ve
phap luat kinh doanh cho ngubi quan ly doanh nghiep;

d) To chuc boi duong, nang cao ky nang nghiep vu phap che cho can bo
phap che cua Nha dau tu, doanh nghiep, dia phuong;

d) Xay dung mang ludi tu van phap luat cho cac Nha dau tu, doanh
nghiep, dia phuong ve dupe, an toan thuc pham, trang thiet bi y te;

e) Giai dap phap luat cho doanh nghiep ve y td;

g) Tiep nhan, nghien cuu, xem xet cac kien nghi cua doanh nghiep de sua
doi, bo sung, ban hanh moi hoac trinh co quan nha nude co tham quyen xem Xet,
quyet dinh viec sua doi, bo sung hoac ban hanh moi cac van ban quy pham phap
luat nham tao dieu kien thuan loi cho doanh nghiep hoat dpng va phat trien theo
quy dinh cua Hien phap va phap luat.

13. Trach nhiem Thanh vien To cong tac 6116 la Dai dien Vu Hop tac quoc
te

a) Phoi hop voi cac doi tac ntrdc ngoai cung cap cac thong tin lien quan
den phat trien cong nghiep duoc bao gom ca vi thuoc cd truyen, duoc lieu thuc
pham bao ve sue khde bao gom thuc pham tang cubng vi chat dinh duong, thuc
pham chuc nang va trang thiet bi y te tai cac nude, vung, khu vuc trong pham vi
va kha nang cho phep;

b) Ho tro cac nha dau tu, doanh nghiep va dia phuong to chuc cac dien
dan xue tien dau tu, keu goi dau tu nude ngoai, tang cubng hop tac song
phuong, da phuong, hop tac chuyen giao ky thuat trong linh vuc phat trien cong
nghiep dupe bao gom ca vi thuoc co truyen, dupe lieu; thuc pham bao ve sue
khde bao gom thuc pham tang cubng vi chat dinh duong, thuc pham chuc nang
va trang thiet bi y te tai Viet Nam;

c) Chu tri to chuc va huong dan cac don vi lien quan trong viec giai quyet
viec trao danh hieu khen thubng doi tac nude ngoai co nhieu dong gop trong
phat trien cong nghiep dupe bao gom ca vi thuoc co truyen, dupe lieu; thuc
pham bao ve sue khde bao gom thuc pham tang cubng vi chat dinh duong, thuc
pham chuc nang va trang thiet bi y te tai Viet Nam va cac nha dau tu, doanh
nghiep dong gop cho xuat khau thuoc, thuc pham bao ve sue khoe va trang thiet
bi y te.



Chuong 11
TO CHtTC THVC hien
Dieu 8. To chuc thuc hien

1. Cac Thanh vien To cong tac 6116 va ca nhan lien quan co trach nhiem
thuc hien day du cac quy dinh cua Quy che nay va chiu trach nhiem trubc
Bo truong Bo Y te ve viec thuc hien nhiem vu duoc giao.

2. Trong qua trinh thuc hien neu co phat sinh vuong mac, cac Thanh vien
To cong tac 6116 va ca nhan, don vi lien quan kip thbi phan anh ve Cue Quan ly
Duoc de tong hop, bao cao To truong To cong tac 6116 va Bo truong Bo Y te
xem xet, sua doi, bo sung cho phu hop./.

. Triro'ng Quoc Cudng



