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* .  5 NGHIDINH

Quy dinh chuc nang, nhiem vu, quyen han va ca can to chirc cua Bo Y te

Can cuLuat To chuc Chinh phu ngay 19 thdng 6 ndm 2015; Ludt sua dot, 
bo sung mot so dieu cua Ludt To chuc Chinh phu vd Ludt To chuc chinh quyen 
dia phucmg ngay 22 thdng 11 ndm 2019;

Can cu Nghi dinh so 123/2016/ND-CP ngay 01 thdng 9 ndm 2016 cua 
. Chinh phu quy dinh chuc nang, nhiem vu, quyen han vd ca cdu to chuc cua bp, 
‘ co quan ngang bp; Nghi dinh so 101/2020/ND-CP ngay 28 thdng 8 ndm 2020 

cua Chinh phu sua doi, bo sung mot so dieu cua Nghi dinh so 123/2016/ND-CP 
ngay 01 thdng 9 ndm 2016 cua Chinh phu quy dinh chuc nang, nhiem vu, quyen 
han vd ca cdu to chuc cua bp, ca quan ngang bp;

Theo de nghi cua Bp truang Bp Y te;

Chinh phu ban hanh Nghi dinh quy dinh chuc nang, nhiem vu, quyen han 
r 9 f

vd ca cdu to chuc cua Bp Y te.

Dieu 1. Vi tri va chirc nang

Bo Y te la co quan cua Chinh phu, thirc hien chuc nang quan ly nha nunc 
ve y te, bao gom cac ITnh vuc: Y te du phong; kham benh, chua benh, phuc hoi 
chuc nang; giam dinh y khoa, phap y, phap y tam than; y, duoc cd truyen; trang 

r ? ♦ 9 r r

thiet bi y te; duoc, my pham; an toan thuc pham; bao hiem y te; dan so, sue 
khde sinh san; quan ly nha nude cac dich vu edng trong linh vuc thudc pham 
vi quan ly nha nude cua Bd.

Dieu 2. Nhiem vu va quyen han

Bd Y te thuc hien cac nhiem vu, quyen han theo quy dinh tai Nghi dinh 
so 123/2016/ND-CP ngay 01 thang 9 nam 2016 cua Chinh phu quy dinh chuc 
nang, nhiem vu, quyen han va co cau to chuc cua bd, co quan ngang bd; Nghi 
dinh so 101/2020/ND-CP ngay 28 thang 8 nam 2020 cua Chinh phu sua ddi, 
bd sung mot so dieu cua Nghi dinh so 123/2016/ND-CP ngay 01 thang 9 
nam 2016 cua Chinh phu va nhung nhiem vu, quyen han cu the sau day:
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1. Trinh Chinh phu du an luat, du thao nghi quyet cua Quoc hoi, du an 
phap lenh, du thao nghi quyet cua Uy ban Thuong vu Quoc hoi, du thao nghi 
dinh cua Chinh phu theo chuomg trinh, ke hoach xay dung phap luat hang nam 
cua Bo da duoc phe duyet va cac du an, d£ an theo su phan cong cua Chinh 
phu, Thu tudng Chinh phu; trinh Chinh phu, Thu tudng Chinh phu chien lupc, 
quy hoach, ke hoach phat trien dai han, trung han, hang nam va cac chuong 
trinh, du an, cdng trinh quan trong quoc gia ve y te - dan so thuoc pham vi quam ■ 
ly nha nude cua Bo.

2. Trinh Thu tudng Chinh phu du thao quyet dinh, chi thi va cac van 
ban khac ve nganh, linh vuc thuoc pham vi quan ly nha nude cua Bo hoac 
theo phan cdng.

3. Ban hanh thong tu, quyet dinh, chi thi va cac van ban khac ve quan ly 
nha nude doi vdi nganh, linh vuc thuoc pham vi quan ly nha nude cua Bo.

4. Chi dao, hudng dan, to chuc thuc hien cac van ban quy pham phap luat, 
chien luoc, quy hoach, ke hoach, cac chuong trinh muc tieu quoc gia, cac 
chuong trinh, du an, cdng trinh quan trong quoc gia sau khi duoc phe-duyet; 
kidm tra, ra scat, he thdng hda, tuyen truyen, phd bien, giao due phap luat va 
theo doi tinh hinh thi hanh phap luat ve cac linh vuc thuoc pham vi quan ly nha 
nude cua Bd.

5. Ve y te du phdng:

a) Xay dung, ban hanh theo thdm quyen hoac trinh cap cd tham quyen ban 
hanh cac quy dinh chuyen mdn, cac tieu chuan quoc gia, quy chuan ky thuat 
quoc gia, dinh muc kinh te - ky thuat ve cac linh vuc: Giam sat, phdng, chdng 
cac benh truyen nhiem, HIV/AIDS, benh khdng lay nhiem, benh nghe nghiep, 
tai nan thuong tich; tiem chung; an toan sinh hoc tai phdng xet nghiem y te; 
kidm dich y td bien gidi; vd sinh sue khde mdi trudng, vd sinh lao dong, vd sinh 
sue khde trudng hoc; dinh duong cdng dong; phdng, chdng tac hai cua thuoc 
la; phdng, chdng tac hai cua rupu, bia; chat luong nude sach su dung cho muc 
dich sinh boat; quan ly hda chat, chd pham diet con trung, diet khuan dung trong 
linh vuc gia dung va y td;

b) Ban hanh, sua ddi, bd sung danh muc benh truyen nhiem thuoc cac 
nhdm, danh muc benh truyen nhiem bat budc phai su dung vac xin, sinh pham 
y td va to chuc thuc hien vide tiem chung vac xin va sinh pham y td cho cac ddi 
tuong bit budc theo quy dinh cua phap luat;

c) Chu tri, phdi hop vdi cac bd, nganh lien quan ban hanh, sua ddi, bd sung 
tieu chuan sue khde cho timg loai nghe, cdng vide, danh muc benh can chua tri 
dai ngay dupe hudng chd dp dm dau va danh muc benh nghe nghiep dupe 
hudng chd do benh nghe nghiep tai Viet Nam;
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d) To chuc thuc hien vice giam sat doi voi benh truyen nhiem, benh khong 
lay nhiem, benh khong ro nguyen nhan, cac yeu to nguy co anh huemg den sue 
khde, cac v4n de y te cong cong khac; phat hien sum cac benh truyen nhiem 
gay dich va to chuc thuc hien cong bo dich, cong bo het dich theo quy dinh cua 
phap luat; chu tri, phdi hop voi cac co quan co lien quan cung cap chinh xac va 
kip thbi thong tin ve benh truyen nhiem;

d) Trinh cap cd tham quyen quyet dinh hoac quyet dinh theo tham quyen 
viec to chuc thuc hien cac bien phap dac biet de phdng, chdng dich benh; kiem 
tra, don doc, h§ trq cac don vi, dia phuong trong viec to chuc thuc hien cac 
bien phap phdng, chdng dich benh; xay dung ke hoach va to chuc thuc hien 
viec ung pho voi cac tinh hudng khan cap ve y te cong cong;

e) Hudng dan, to chuc then khai thuc hien boat dong kiem dich y te bien 
gidi tai cac cua khau; thong tin, bao cao kip thdi tinh hlnh benh truyen nhiem 
nguy hiem va cac van de y te cong cong tren the gidi de chu dong phdng, chdng;

g) Quan ly, hudng dan va to chuc thuc hien boat dong quan trie mdi 
trudng lao dong tai co so lao dong, chi dao quan trac mdi trudng lao dong tai 
khu cong nghiep, cum cong nghiep cd nguy co cao gay benh nghe nghiep; danh 
gia, kiem scat, quan ly cac ydu to cd hai tai noi lam vi^c; xay dung co so du 
lieu ve boat dong quan trac mdi trudng lao dong, cong bd to chuc quan trac mdi 
trudng lao dong du dieu kien boat dong va td chuc quan trie mdi trudng bi dinh 
chi boat dong theo quy dinh cua phap luat;

h) Hudng dan theo tham quyen cong tac quan ly ve sinh lao dong, kham 
sue khde ngudi lao dong, kham phat hien benh nghe nghiep, quan ly sue khde 
ngudi lao dong tai noi lam viec; chu tri quan ly vd cong tac cap chung chi chung 
nhan chuyen mdn ve y te lao dong, huan luyen so cuu, cap cuu tai noi lam viec 
theo quy dinh cua phap luat;

i) Chi dao, hudng din td chuc thuc hien cac boat dong cham sdc sue khde 
ban dau cho ngudi dan tai cong dong;

k) Thdm dinh, cap mdi, cap lai va thu hoi gidy chung nhan co so xet 
nghiem dat tieu chuan an toan sinh hoc cap III va cap IV, tru cac co so xet 
nghiem thudc tham quyen quan ly cua Bd Qudc phdng;

l) Cap, cap lai, bd sung, gia han, dinh chi, thu hdi so dang ky luu hanh, 
giay phep nhap khau, giay chung nhan luu hanh tu do ddi vdi hda chat, che 
pham diet edn trung, diet khuan dung trong linh vuc gia dung va y te; cap phieu 
tiep nhan hd so cong bd du dieu kien thuc hien kiem nghiem, thuc hien khao 
nghiem hda chat, che pham diet con trung, diet khuan dung trong linh yuc gia 
dung va y te; cap giay xac nhan noi dung quang cao hda chat, che pham diet 
con trung, diet khuan dung trong linh vuc gia dung va y te theo quy dinh cua 
phap luat;



4

m) To chuc thuc hien vice cap, cap lai, dieu chinh, thu hoi giay chimg 
nhan du di£u kien xet nghiem khing dinh cac truerng hop HIV duong tinh va 
dinh chi boat dong xet nghiem kh&ng dinh cac truong hop HIV duong tinh doi 
vdi cac co so y te true thuoc Bo Y te va cac bo, nganh;

n) Chi dinh cac t6 chuc chung nhan hop quy d6i vdi thuoc la; cap, dinh 
chi, thu hoi, cap lai giay tiep nhan ban cong bo hop quy doi vdi thuoc la theo 
quy dinh cua phap luat;

o) Quan ly, hudng dan td chuc thyc hien boat dong dieu tri nghien chat 
dang thuoc phien va dieu tri nghien thuoc la trong pham vi ca nude;

p) Chi dao, hudng dan, kiem tra, thanh tra viec thuc hien cac quy dinh 
chuyen mon, cac quy chuan ky thuat quoc gia ve ITnh vuc y te du phong trong 
pham vi ca nude;

q) Chi dao, hudng dan to chuc thuc hien va kiem tra, danh gia viec thuc 
hien boat dong phong, chdng HIV/AIDS trong pham vi ca nude.

6. V6 kham benh, chua benh va phuc hoi chuc nang, giam dinh y khoa, *
giam dinh phap y, giam dinh phap y tarn than:

a) Xay dimg, ban hanh theo tham quyen hoac trinh cap co tham quyen ban 
hanh cac quy dinh chuyen mon, cac tieu chuan quoc gia,, quy chuan ky thuat 
quoc gia, cac dinh muc kinh te - ky thuat, cac tieu chi chat luong ve linh vuc: 
kham benh, chua benh, an toan truyen mau, dieu duong, phtic hoi chuc nang, 
dinh duong lam sang, kiem soat nhiem khuan; phau thuat tham my; hien, lay, 
ghep mo, bo phan co the ngudi; giam dinh y khoa, giam dinh phap y, giam dinh 
phap y tarn than theo quy dinh cua phap luat;

b) Phe duyet quy hoach he thdng co so kham benh, chua benh chuyen 
nganh; quy dinh chi tiet phan tuyen chuyen mon ky thuat doi vdi co so kham 
benh, chua benh theo tung tuyen;

c) Quan ly viec c4p, cdp lai, thu h6i chung chi hanh nghe va giay phep 
boat dong trong linh vuc kham benh, chua benh; td chuc thuc hien viec c£p lan 
dau, c4p didu chinh, cdp lai, thu hdi chung chi hanh nghd kham benh, chua benh 
doi vdi ngudi lam viec tai co so kham benh, chua benh thuoc Bo Y te, ngudi 
lam viec tai co so kham benh, chua benh thuoc cac bo khac (trii thuoc Bo Quoc 
phong), ngudi nude ngoai den hanh nghe kham benh, chua benh tai Viet Nam; 
cap lan dau, cap dieu chinh, cap lai va thu hoi giay phep boat dong doi vdi cac 
co so kham benh, chua benh thuoc Bo Y te, benh vien tu nhan hoac benh vien 
thuoc cac bo khac (tru thuoc Bo Quoc phong) theo quy dinh cua phap luat;

d) Th4m dinh va cho phep cac co so kham benh, chua benh ap dung cac 
ky thuat mdi, phuong phap mdi lan dau tien duoc ap dung tai Viet Nam theo 
quy dinh cua phap luat;

d) Cap giiy xac nhan noi dung quang cao boat dong kham benh, chua benh 
thuoc tham quyen theo quy dinh cua phap luat;
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e) Chu tri, phoi hop vai cac bo, nganh co lien quan thirc hien quan ly nha 
nunc ve gia dich vu kham benh, chua benh theo quy dinh cua phap luat;

g) Chi dao, hudng din, kiim tra, thanh trayiec thuc hien cac van ban quy 
pham phap luat, quy dinh chuyen mon, tieu chuan quoc gia, quy chuan ky thuat 
quoc gia ve ITnh vuc kham benh, chua benh, phuc hoi chuc nang, phau thuat 
tham my, giam dinh y khoa, giam dinh phap y, giam dinh phap y tarn than.

7. Ve y, dune co truyen:

a) Xay dung, ban hanh hoac trinh cap co tham quyen ban hanh cac quy 
dinh chuyen mon, tieu chuan quoc gia, quy chuan ky thuat quoc gia ve ITnh vuc 
y, dugc co truyen;

b) Xay dung va trinh cap co tham quyen ban hanh co che, chinh sach thuc 
hien viec ke thira, bao ton, phat trien, hien dai hoa y, dune cd truyen va ket hop 
y, dugc cd truyen vdi y, dugc hien dai;

c) Xay dung, ban hanh danh muc loai, chung loai dugc lieu quy, hiem, dac 
huu phai kiem soat; phat trien vung nudi trdng dugc lieu va to chuc then khai 
cac bien phap bao tdn, khai thac, su dung hgp ly va ben vung ngudn dugc lieu;

d) Cap lan dau, cap dieu chinh, cap lai, thu hdi chung chi hanh nghe kham 
benh, chua benh bang y hoc cd truyen ddi vai nguai lam viec tai co sa kham 
benh, chua benh thudc Bd Y td, ngudi lam viec tai ca sa kham benh, chua benh 
thudc cac bd khac (tru thudc Bd Quoc phdng), nguai nude ngoai den hanh nghe 
kham benh, chua benh y hoc cd truyen tai Viet Nam; cap lan dau, cap dieu 
chinh, cap lai va thu hdi giay phep boat dong ddi vdi cac ca sa kham benh, 
chua benh bang y hoc cd truyen thudc Bd Y te, benh vien y hoc cd truyen tu 
nhan hoac benh vien y hgc co truyen thudc cac bd khac (tru thudc Bd Quoc 
phdng) theo quy dinh cua phap luat;

d) Cap, gia han, thay ddi, bd sung, thu hdi giay dang ky luu hanh dugc 
lieu, thudc cd truyen theo quy dinh cua phap luat; cap, cap lai, dieu chinh ndi 
dung va thu hdi: giay chung nhan du dieu kien kinh doanh dugc ddi vdi cac ca 
sd kinh doanh dugc lieu, thudc cd truyen; giay chung nhan co sd dat tieu chuan 
thuc hanh tot nudi trdng, thu hai dugc lieu (GACP) theo quy dinh cua phap luat;

e) Cap, cap lai giay xac nhan ndi dung quang cao hoat dong kham benh, 
chua benh bang y hoc cd truyen; giay xac nhan ndi dung thong tin, ndi dung 
quang cao thudc cd truyen va dieu chinh ndi dung thong tin, ndi dung quang 
cao thudc cd truyen theo quy dinh cua phap luat;

g) Chi dao, hudng dan, kiem tra, thanh tra viec thuc hien cac ca che, chinh 
sach, cac van ban quy pham phap luat, quy dinh chuyen mdn, quy chuan ky thuat 
quoc gia ve y, dugc cd truyen, ket hgp y, dugc co truyen vdi y, dugc hien dai.
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8. Ve trang thiet bi va cong trinh y te:
a) Xay dung va trinh cap co tham quyen ban hanh hoac ban hanh theo 

tham quyen cac tieu chuan quoc gia, quy chuan ky thuat quoc gia, chien luoc, 
chinh sach, ke hoach ve trang thiet bi y te;

b) Ban hanh quy dinh chi tiet hudng dan ve tieu chuan, dinh muc su dung 
may moc, thiet bi chuyen dung phuc vu hoat dong su nghiep y te; ban hanh 
danh muc trang thi€t bi y t6 phai dune kiem dinh va quy trinh kiem dinh doi 
voi tung loai trang thiet bi y te trong danh muc;

c) Cap moi, dinh chi, thu hdi s6 luu hanh trang thiet bi y te; cap moi, thu 
hoi giay chung nhaii luu hanh tu do doi voi trang thiet bi y te; ban hanh van 
ban thu h6i va cong khai van ban thu hdi ket qua phan loai trang thiet bi y te; 
cap giay phep nhap khau trang thiet bi y te; cong khai thong tin va ho so cong 
bo doi voi nguyen lieu san xuat trang thiet bi y te va chat ngoai kiem co chua 
chat ma tuy va tien chat;

d) Cong khai thong tin va ho so cong bo du dieu kien thuc hien djeh vu tu 
v£n ky thuat trang thiet bi y te; cap moi, cap l^i, cap bo sung, thu hoi giay chung 
nhan dang ky hoat dong ki6m dinh trang thiet bi y t£ trong pham vi duoc phan 
cong quan ly theo quy dinh cua phap luat;

d) Huong dan, t6 chuc thuc hien viec cong khai tren Cong thong tin dien 
tu cua Bo Y te cac thong tin ve: gia trang thiet bi y te ma doanh nghiep ke khai; 
gia trung thau mua sam trang thiet bi y te cua cac co so y te Nha nude tren 
pham vi toan quoc; danh sach cac trang thiet bi y te da bi thu hoi so luu hanh;

e) Chu tri, phoi hop voi cac co quan lien quan chi dao, hudng dan, kiem 
tra thanh tra viec thuc hien cac van ban quy pham phap luat, cac tieu chuan 
quoc gia, quy chuan ky thuat quoc gia trong linh vuc trang thiet bi y te;

g) Chu tri, phdi hop voi cac co ^uan lien quan xay dung, ban hanh cac quy 
chudn ky thuat va cac tieu chuan thiet ke cac cong trinh y te; tieu chuan thiet ke 
cac khoa, phong chuyen nganh trong cong trinh y te.

9. Ve duoc va my pham:
a) Xay dung, ban hanh hoac trinh cap co tham quydn ban hanh cac quy 

dinh chuyen mon, quy chuan ky thuat quoc gia ve duqc, my pham; bo tieu 
chuan quoc gia ve thuoc; ban hanh va cap nhat Duoc dien Viet Nam va Duoc 
thu quoc gia Viet Nam;

b) Ban hanh danh muc thuoc, duoc chat thuoc danh muc chat bi cam su 
dung trong mot so nganh, linh vuc; danh muc thuoc, nguyen lieu lam thuoc 
phai ki£m soat dac biet; danh muc thuoc hiem; danh muc thuoc thiet yeu; danh 
muc thudc khong ke don; danh muc thudc trong nude san xuat duoc dap ung 
yeu c&u v£ di£u tri, gia thuoc va kha nang cung cap; danh muc thuoc dau thau; 
danh muc thuoc dau thau tap trung; danh muc thuoc duoc ap dung hinh thuc 
dam phan gia;



7

c) C4p, gia han, thay doi, bo sung va thu hoi: giay dang ky luu hanh thuoc, 
nguyen lieu lam thuoc; giay phep xuat khau, nhap khau thuoc, nguyen lieu lam 
thubc, bao bi tiep xuc true tiep voi thuoc; cap giay chung nhan san pham duoc 
pham cho cac don vi kinh doanh thuoc theo quy dinh cua phap luat. Duyet don 
hang mua thuoc gay nghien, thuoc hudng than, thuoc tien chat, nguyen lieu lam 
thudc la duoc chat gay nghien, duoc chat hudng than, tien chat dung lam thuoc;

d) Cdp, cap lai, dieu chinh noi dung va thu hoi: chung chi hanh nghe duoc 
theo hinh thuc thi; giay chung nhan du dieu kien kinh doanh duoc doi voi cac 
co so san xuat thuoc, nguyen lieu lam thuoc, co so xuat khau, nhap khau thudc, 
nguyen lieu lam thudc, co so kinh doanh dich vu bao quan thudc, nguyen lieu 
lam thudc, co so kinh doanh dich vu kiem nghiem thudc, nguyen lieu lam thudc, 
co so kinh doanh dich vu thu thudc tren lam sang, co so kinh doanh dich vu thu

♦ f 'I

tuong duong sinh hoc cua thudc; giay chung nhan co so dat tieu chuan thuc 
hanh tot san xuat (GMP) ddi voi thudc, nguyen lieu lam thudc, bao bi tiep xuc 
true tiep voi thudc, thuc hanh tot phdng kiem nghiem (GLP) thudc, nguyen lieu 
lam thudc, thuc hanh tot bao quan (GSP) thudc, nguyen lieu lam thudc, thuc 
hanh tot thu thudc tren lam sang (GCP) theo quy dinh cua phap luat; edng bd 
danh sach cac co so san xuat, kinh doanh thudc, nguyen lieu lam thudc nude 
ngoai dang ky cung cap thudc, nguyen lieu lam thudc vao Viet Nam; danh gia 
viec dap ung thuc hanh tot san xuat thudc cua cac co so san xuat thudc, nguyen 
lieu lam thudc nude ngoai khi dang ky luu hanh tai Viet Nam theo quy dinh 
cua phap luat;

d) Cap, thu hdi so tiep nhan phieu edng bd san pham my pham nhap khau; 
phe duyet thay ddi cac noi dung da edng bd tren phieu edng bd san pham my 
pham; cap, cap lai, dieu chinh, thu hdi giay chung nhan co so dat tieu chuan 
thuc hanh tot san xuat my pham (CGMP) theo quy dinh cua phap luat;

e) Quan ly chat luong thudc, nguyen lieu lam thudc va my pham; quyet 
dinh viec dinh chi luu hanh, thu hdi thudc, nguyen lieu lam thudc va my pham 
theo quy dinh cua phap luat; phdi hop voi cac co quan co lien quan phdng, 
chdng cac hanh vi san xuat, luu thong thudc, nguyen lieu lam thudc, my pham 
gia, kem chit luong, khdng ro ngudn gdc xuat xu va phdng, chdng nhap lau 
thudc, nguyen lieu lam thudc, my pham theo quy dinh cua phap luat;

g) To chuc he thong thong tin thudc va canh giac duoc; cap, cap lai, dieu 
chinh noi dung giay xac nhan noi dung thong tin thudc; giay xac nhan noi dung 
quang cao thudc theo quy dinh cua phap luat;

h) Chu tri, phdi hop voi Bd Tai chinh va cac bd, co quan ngang bd, co 
quan thudc Chinh phu va Uy ban nhan dan cap tinh thuc hien viec quan ly gia 
thudc va edng bd gia thudc theo quy dinh cua phap luat;

i) Hudng din thuc hien viec dau thau thudc phuc vu edng tac phdng benh, 
kham benh va chua benh tu ngudn ngan sach nha nude, ngudn quy bao hiem y 
te va cac ngudn thu hop phap khac trong cac co so y te; to chuc mua thuoc tap 
trung d cap qudc gia va chu tri dam phan gia thudc theo quy dinh cua phap luat;
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k) Chi dao, huong dan, to chuc thuc hien va kiem tra vice su dung thuoc 
hop ly, an toan, hieu qua;

l) Chi dao, hudng dan t6 chuc thuc hien va kiem tra, thanh tra viec thuc 
hien cac quy dinh cua phap luat trong linh vuc duoc, my pham.

10. Ve an toan thuc pham:

a) Chii tri, xay dung, ban hanh quy chuan ky thuat quoc gia doi voi san 
pham thuc pham thuoc linh vuc duoc phan cong quan ly; ban hanh quy chuan 
ky thuat qu6c gia hoac quy dinh ve muc gidi han an toan doi voi cac nhom san 
pham theo d£ nghi cua cac bo quan ly chuyen nganh; ban hanh danh muc cac 
chat phu gia duoc su dung trong thuc pham;

f \ >

b) Xay dung, trinh cap co tham quyen ban hanh quy dinh ve dieu kien bao 
dam an toan thuc ph&m doi voi co so san xuat, co so kinh doanh: thuc pham 
chuc nang, nude khoang thien nhien, nude uong dong chai, nude da dung lien, 
vi chat bo sung vao thuc pham, phu gia thuc pham, huong lieu, chat ho tro che 
bi^n thuc pham, dung cu, vat lieu bao gdi, chua dung ti€p xue true ti8p voi thuc 
phim; bep an tap thi, nha hang tai khach san, khu nghi dudng, nha hang, co so 
kinh doanh dich vu an uong va kinh doanh thuc an dudng pho;

c) Chu tri to chuc thuc hien cong tac thong tin, truyen thong, pho bien kien 
thuc, giao due phap luat v£ an toan thuc ph4m thuoc pham vi quan ly cua Bo;

f f

d) Chu tri, phdi hop voi cac bo, nganh cd lien quan xay dung he, thong 
canh bao su cd an toan thuc pham; quy dinh cu the viec khai bao su cd ve an 
toan thuc pham; td chuc thuc hien viec giam sat, phan tich nguy co, phdng 
ngua, dieu tra va phdi hop ngan chan ngd doc thuc pham, khac phuc su cd ve 
an toan thuc pham thuoc pham vi quan ly cua Bd;

9 r r r r

d) Quan ly an toan thuc pham trong sudt qua trinh san xuat, so che, che 
bien, bao quan, van chuyen, xuat khau, nhap khau, kinh doanh ddi voi san pham 
thuc phdm: phu gia thuc pham, chit hd tro chd bidn thuc phim, nude udng dong 
chai, nude khoang thien nhien, nude da dung lien, vi chat bd sung vao thuc 
pham, thuc pham chuc nang va cac thuc pham khac theo quy dinh cua phap 
luat; quan ly an toan thuc phim ddi voi dung cu, vat lieu bao gdi, chua dung 
tidp xue true tiep voi thuc phim trong qua trinh san xuat, che bien, kinh doanh 
thuc pham thuoc linh vuc duoc phan cong quan ly;

e) Td chuc tidp nhan, quan ly hd so, cip giiy tidp nhan dang ky ban cong 
bd san phdm ddi voi thuc phim bao vd sue khde, phu gia thuc phdm hon hop 
cd cong dung moi, phu gia thuc phim chua cd trong danh muc phu gia duoc 
phep su dung trong thuc pham hoac khdng dung ddi tuong su dung trong thuc 
phim do Bd Y td quy dinh; cap giay xac nhan ndi dung quang cao ddi voi thuc 
phim bao vd sue khde; cip gidy chung nhan luu hanh tu do ddi voi san pham



9

thuc pham thuoc linh vuc dugc phan cong quan ly; cap giay chung nhan y te 
va cac giay chung nhan khac doi vdi cac san pham thuc pham xuat khau khi to 
chuc, ca nhan co yeu cau theo quy dinh cua phap luat;

g) Cap giay chung nhan cof so du dieu kien an toan thuc pham doi voi 
co so san xuat, kinh doanh: phu gia thuc pham hon hop co cong dung moi, 
phu gia thuc pham khong thuoc danh muc cac chat phu gia duoc phep su 
dung hoac khong dung doi tuong su dung trong thuc pham do Bo Y te quy 
dinh; cap, cap lai 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 khde theo quy 
dinh cua phap luat;

h) Chi dinh co so kidm nghiem thuc pham phuc vu quan ly nha nude, 
co sd kiem nghiem kiem chung thuoc pham vi duoc phan edng quan ly; chi 
dinh co sd lam kiem nghiem trong tai va ket luan cudi cung khi cd su khac 
biet ve ket qua kiem nghiem cua cac co sd kiem nghiem thuc pham trong va 
ngoai nganh Y te;

i) Chi dinh co quan kiem tra nha nude ve an toan thuc pham nhap khau 
doi vdi cac san pham thuoc pham vi quan ly cua Bo;

k) Chi dao, hudng dan to chuc thuc hien, kiem tra, thanh tra viec thuc hi|n 
cac van ban quy pham phap luat, tieu chuan qudc gia, quy chuan ky thuat qudc 
gia ve an toan thuc pham thuoc pham vr quan ly nha nude cua Bo;

l) Tdng hop, thong ke, bao cao dinh ky, dot xu4t vd cong tac quan ly an 
toan thuc pham tren co sd giam sat va tong hop bao cao cua cac bo quan ly 
nganh, dia phuong.

11. Ve dan so va sue khde sinh san:
f y ' A A fl

a) Xay dung trinh cap cd tham quyen ban hanh chinh sach ve dan so bao 
gom: Quy md dan sd, co cau dan sd, chat luong dan sd;

b) Xay dung, ban hanh hoac trinh cap cd tham quyen ban hanh cac tieu 
chuan qudc gia ve dan sd, ke hoach hda gia dinh, sue khde sinh san va sue khde 
ngudi cao tudi; xay dung, ban hanh he thong chi tieu, chi bao ve dan so, sue 
khde sinh san, sue khde ngudi cao tudi; quy dinh chuyen mdn, quy chuan ky 
thuat qudc gia ve dich vu dan sd, ke hoach hda gia dinh, dich vu cham sdc sue 
khde sinh san va dich vu cham sdc sue khde ngudi cao tudi d cong dong;

c) Quydt dinh cho phep thuc hien dich vu tu van ddi vdi cac co sd hanh 
nghe dich vu tu van ve dan sd, ke hoach hda gia dinh va cham sdc sue khde 
ngudi cao tudi d cong dong theo quy dinh cua phap luat;

d) Tham dinh va quyet dinh cong nhan cac co sd y te duoc thuc hien ky 
thuat thu tinh trong dng nghiem, ky thuat mang thai ho vi muc dich nhan dao; 
quyet dinh cho phep cac co sd y te duoc thuc hien viec xac dinh lai gidi tinh 
theo quy dinh cua phap luat;



10

d) Chi dao, hudng d^n td chuc thuc hien va kiem tra viec thuc hien cac 
van ban quy pham phap luat, quy dinh chuyen mon, (juy chuan ky thuat quoc 
gia, chinh sach, chuong trinh, du an ve linh vuc dan so, ke hoach hoa gia dinh, 
cham sdc sue khde sinh san va cham sdc sue khde ngudi cao tudi d edng ddng.

12. Ve bao hiem y te:
/ *> '

a) Xay dung, ban hanh hoac trinh cap cd tham quyen ban hanh cac van 
ban quy pham phap luat, co che, chinh sach ve bao hiem y te;

b) Chu tri, phdi hop vdi cac bd, nganh lien quan ban hanh danh muc va ty 
le, dieu kien thanh toan doi vdi thudc, hda chit, vat tu y te, dich vu ky thuat y

, ' ■> r

te thudc pham vi dune hudng cua ngudi tham gia bao hiem y te;

c) Ban hanh gdi dich vu y te co ban do quy bao hiem y te chi tra;

d) Ban hanh quy dinh chuyen mdn ky thuat, quy trinh kham benh, chua 
benh, chuyen tuyen lien quan den kham benh, chua benh bao hiem y te;

d) Chu tri, phoi hop vdi Bd Tai chinh ban hanh gia dich vu kham benh, 
chua benh bao hidm y te thdng nhat giua cac benh vien cung hang tren toan

r

qudc;

e) Xay dung trinh cip cd thim quyen ban hanh cac giai phap nham bao 
dam can ddi Quy bao hiem y te;

g) Chi dao, hudng dan td chuc thuc hien, kidm tra cac co sd y td, cac to chuc, 
ca nhan trong viec thuc hien cac quy dinh cua phap luat ve bao hiem y te.

13. Vd bao vd mdi trudng trong boat dong y td:

a) Xay dung, ban hanh quy dinh vd quan ly chat thai y td, bao v$ mdi 
trudng trong khudn vien co sd y te va vd sinh trong mai tang, hda tang ddi vdi 
cac trudng hop chdt do dich benh nguy hiem;

b) Chi dao, hudng dan to chuc thuc hien ndi dung kiem soat tac ddng cua 
d nhiem mdi trudng ddn sue khde con ngudi: xac dinh va edng bd vd gidi han 
cua cac chat d nhiem trong co thd con ngudi cd nguy co tac ddng ddn sue khde 
con ngudi; xac dinh, danh gia, canh bao, theo doi va phat hien tridu chung, 
nguydn nhan cua benh tat va cac vdn dd ve sue khde con ngudi cd lien quan 
true tidp ddn cac chdt d nhidm; cac bidn phap bao vd sue khde con ngudi trudc 
tac ddng cua bien ddi khi hau, d nhidm mdi trudng va cac yeu td mdi trudng 
bat loi; quan ly, thdng ke, chia se, edng bd thdng tin vd cac van de benh tat 
lien quan den cac chat d nhidm; danh gia chi phi va thidt hai kinh td do benh 
tat, cac van de vd sue khde lien quan ddn d nhidm mdi trudng; xay dung, 
hudng dan, td chuc tridn khai bidn phap giam sat, du phdng benh tat, cac van 
de vd sue khde con ngudi do cac chat d nhiem gay ra; quan ly, chia se, trao 
ddi, edng bd thdng tin vd cac chat d nhidm co tac ddng ddn sue khde con ngudi 
theo quy dinh cua phap luat;
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c) Chi dao, huang dan to churc thuc hien viec danh gia pham vi, doi tirgng, 
muc do tac dong cua su c6 moi truong den sure khde con ngurdi; phong ngua, 
ung pho sir cd moi truong do dich benh truyen nhilm nguy hiem; thuc hien cac 
bien phap phong ngua, han chd tac dong cua su co moi truong den sue khde 
con ngubi;

d) Chi dao, hudng din td chuc thuc hien va kiem tra, thanh tra viec thu-c 
hien cac quy dinh cua phap luat ve phan loai, thu gom, luu giu, quan ly chat 
thai y te va chat thai khac, bao ve mdi truong trong khudn vien co so y te, ve 
sinh trong mai tang, hda tang ddi vdi cac truong hop chet do dich benh nguy 
hiem theo quy dinh cua phap luat.

14. Ve quan ly vien chuc chuyen nganh y, duoc, dan so:

a) Xay dung, ban hanh, sua ddi, bd sung quy dinh tieu chuin chuc danh 
nghd nghiep cua vien chuc chuyen nganh y, duoc, dan so sau khi thong nhat

. vdi Bd Ndi vu;

b) Hudng dan ve vi tri viec lam lanh dao, quan ly va vi tri viec lam cua 
chuc danh nghe nghiep chuyen nganh y, duoc, dan so, co cau vien chuc theo 
chuc danh nghe nghiep va dinh muc so luong ngudi lam viec trong cac don vi 
su nghiep y te edng lap sau khi cd y kien thong nhat cua Bd Ndi vu;

c) Chu tri, phdi hop vdi co quan cd lien quan xay dung, sua ddi, bd sung 
ban hanh cac quy dinh cu the ve tieu chuan, dieu kien thi, xet thang hang chuc 
danh nghe nghiep va ndi dung, hinh thuc, viec xac dinh ngudi trung tuyen trong 
ky xet thang hang chuc danh nghe nghiep vien chuc chuyen nganh y, duoc, dan 
sd sau khi thdng nhat vdi Bd Ndi vu; td chuc thi, xet thang hang chuc danh nghd 
nghiep vien chuc chuyen nganh y, duoc, dan sd theo quy dinh cua phap luat;

d) Chu tri, phdi hop vdi co quan cd lien quan xay dung trinh cap cd tham 
quyen ban hanh, sua ddi, bd sung che do, chinh sach ddi vdi vien chuc chuyen 
nganh y, duoc, dan sd;

d) Quy dinh chi tidt vd ndi dung, chuong trinh, hinh thuc, thdi gian bdi 
duong vien chuc chuyen nganh y, duoc, dan sd theo tieu chuan chuc danh nghe 
nghiep cua vien chuc chuyen nganh y, duoc, dan sd va hudng dan, td chuc tridn 
khai thuc hien.

> f

15. Ve dao tao nhan luc y td:

a) Xay dung, ban hanh theo tham quyen hoac trinh cap cd tham quyen ban 
hanh chidn luge, kd hoach dao tao nhan luc nganh y td va co che, chinh sach 
dac thu trong dao tao nhan luc nganh y td va hudng dan td chuc thuc hien;
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b) Xay dung va ban hanh tieu chuan nang luc nghl nghiep y te lam co sd 
xay dung va phat trien chuan chuong trinh dao tao, chuan dau ra cua cac trinh 
do dao tao nhan luc y te; phoi hop vdi Bo Giao due va Dao tao, Bo Lao dong - 
Thuong binh va Xa hoi thuc hien xay dung chuan chuong trinh dao tao, chuan 
dau ra cua tung nganh, tung trinh do dao tao nhan luc y te;

c) Xay dung va ban hanh cac dieu kien dam bao chat luong va chuan dau 
ra ddi vdi dao tao chuyen khoa dac thu nganh y te va dao tao lien tuc nguon 
nhan luc y te;

d) Quan ly dao tao chuyen khoa dac thu va dao tao lien tuc nguon nhan 
luc y te theo quy dinh cua phap luat;

d) Hudng din, ki6m tra, danh gia theo thlm quyln viec thuc hien cac quy 
dinh cua phap luat trong dao tao ngudn nhan luc y t6; kiem tra, ra soat viec bao 
dam yeu clu trong td chuc dao tao thuc hanh doi vdi co sd thuc hanh cua co sd 
giao due trong dao tao khdi nganh sue khde;

e) Quy dinh, hudng dan to chuc thuc hien viec thi dd xet cap chung chi 
hanh nghd trong ITnh vuc y td theo quy dinh cua phap luat.

16. Vd khoa hoc, edng nghd trong lihh vuc y td:
a) Xay dung, trinh cap co tham quydn ban hanh co chd, chinh sach, chidn 

luge, kd hoach nghidn cuu khoa hoc, phat trien edng nghd va doi mdi sang tao 
trong cac linh vuc thudc pham vi quan ly nha nude cua Bd Y td;

b) Quan ly, hudng dan, td chuc thuc hien cac nghidn cuu y sinh hoc trdn 
ddi tugng con ngudi;

c) Hudng dan, kiem tra vide thuc hien cac quy dinh cua phap luat trong td 
chuc thuc hien nhidm vu khoa hoc va edng nghd; chuyen giao edng nghd va 
phd bien, ung dung cac kdt qua nghidn cuu khoa hoc va phat trien edng nghd 
trong cac ITnh vuc thudc pham vi quan ly cua Bd Y td; quan ly, su dung ngudn 
luc khoa hoc va edng nghd thudc ITnh vuc dugc phan edng phu trach;

d) Td chuc thuc hien quy dinh cua phap luat ve sd huu tri tud, hoat dong 
sang kien thudc pham vi quan ly cua Bd Y td;

d) Quan ly vide xay dung va ban hanh quy chuan ky thuat qudc gia trong ITnh 
vuc y te theo quy dinh cua phap luat; hudng din, theo ddi, quan ly vide phd bien, 
ap dung tieu chuln qudc gia, quy chuan ky thuat qudc gia trong ITnh vuc y td;

e) To chuc thuc hien hidp dinh vd hang rao ky thuat trong thuong mai 
(TBT) thudc ITnh vuc y td.

17. Vd edng nghd thong tin:
a) Xay dung, ban hanh hoac trinh dp cd tham quydn ban hanh chidn luge, 

ke hoach vd ung dung, phat trien edng nghd thong tin, an toan thong tin va 
chuydn doi sd trong ITnh vuc y td;
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b) Xay dung, ban hanh hoac trinh cap co tham quyen ban hanh quy dinh 
chuyen mon, quy trinh ky thuat, tieu chuan quoc gia, quy chuan ky thuat quoc 
gia ve ung dung, phat then cong nghe thong tin, chuyen doi so trong ITnh vuc 
y te va bao dam an ninh, an toan thong tin y te tren moi truong mang;

c) Xay dung, duy tri, cap nhat, to chuc thuc hien Kien true Chinh phu dien 
tu cua Bo ¥ te hudng tdi Chinh phu so; xay dung, quan ly, duy tri, cap nhat, 
dam bao an ninh, an toan he thong thong tin y te va co so du lieu quoc gia ve y 
te, cac he thong thong tin y te; quan ly, ket noi va chia se du lieu so y te theo 
quy dinh cua phap luat;

d) Chi dao, hudng dan to chuc trien khai thuc hien va kiem tra viec thuc 
hien chien luge, ke hoach, quy dinh, quy trinh ky thuat trong ung dung, phat 
trien cong nghe thong tin, ung dung tri tue nhan tao, chuyen doi so trong ITnh 
vuc y te, bao dam an ninh mang, an toan he thong thong tin y te tren pham vi 
toan quoc theo quy dinh cua phap luat.

18. Xay dung chuong trinh, ke hoach va chi dao, hudng dan to chuc thuc 
hien va kiem tra viec thuc hien cong tac truyen thong, giao due sue khde va 
cong tac cung cap thong tin boat dong nganh y te.

19. Quan ly nha nude cac dich vu cong trong nganh, linh vuc thuoc pham 
vi quan ly nha nude cua Bo theo quy dinh cua phap luat; xay dymg trinh cap co 
tham quyen ban hanh hoac ban hanh theo tham quyen co che, chinh sach ve 
cung ung cac dich vu su nghiep cong thuoc ITnh vuc y te; ban hanh dinh muc 
kinh te - ky thuat ap dung trong cac linh vuc dich vu su nghiep y te do Nha 
nude quan ly; quy dinh tieu chi, tieu chuan chat lugng dich vu su nghiep y te; 
co che giam sat, danh gia, kiem dinh chat lugng dich vu su nghiep y te va hieu 
qua boat dong cua don vi su nghiep y te cong lap.

20. Chu tri, phdi hgp vdi cac co quan lien quan phdng, chdng, cap cuu va 
dieu tri nan nhan trong thien tai, tham hoa.

21. Xay dung ke hoach va to chuc thuc hien du tru quoc gia v£ thuoc, hda 
chat, trang thiet bi y te, phuong tien phdng, chdng dich benh, thien tai tham hoa 
theo danh muc du tru quoc gia da dugc Chinh phu quyet dinh va theo cac quy 
dinh cua phap luat.

22. Quan ly hoi, to chuc phi Chinh phu boat dong trong ITnh vuc thuoc 
pham vi quan ly nha nude cua Bo theo quy dinh cua phap luat.

23. Xay dung va chi dao thuc hien ke hoach cai each hanh chinh cua Bo 
Y te theo muc tieu va noi dung cua Chuong trinh tong the cai each hanh chinh 
nha nude cua Chinh phu.

24. Quan ly ve to chuc bd may, bien che cong chuc, so lugng vien chuc, 
vi tri viec lam, co cau ngach cong chuc, co cau vien chuc theo chuc danh nghe 
nghiep; quyet dinh luan chuyen, dieu dong, bd nhiem, mien nhiem, thdi giu
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chuc vu, tu chuc, each chuc, biet phai, khen thuong, ky luat, thoi vice, nghi 
him; thyc hien che do tien luong va cac chinh sach dai ngo; to chuc dao t^o, 
bdi duong doi vdi can bo, cong chuc, vien chuc, nguoi lao dong thuoc tham 
quyen quan ly cua Bo theo quy dinh cua phap luat.

25. Thue hien hop tac quoc te ve cac linh vuc thuoc pham vi quan ly nha 
nude cua Bo theo quy dinh cua phap luat.

26. Quan ly tai chinh, tai san duqc giao va to chuc thuc hien ngan sach 
ducrc phan bo theo quy dinh cua phap luat; quan ly Quy Phong, chong tac hai 
cua thuoc la theo quy dinh cua phap luat.

27. Thanh tra, kiem tra viec thuc hien cac quy dinh cua phap luat va giai 
quySt khieu nai, to cao, ki£n nghi lien quan den cac linh vuc thuoc tham quyen 
quan ly nha nude cua Bo; thuc hien phdng, chong tham nhung va xu ly cac 
hanh vi vi pham phap luat trong cac linh vuc thuoc pham vi quan ly nha nude 
cua Bo theo quy dinh cua phap luat.

28. Xay dung, ban hanh he thong chi tieu thong ke va che do bao cao thong 
ke cua nganh y t£ theo quy dinh cua phap luat; td chuc thu thap, tdng hop, phan 
tich, quan ly va luu tru thong tin thong ke nganh y te; xay dung co sd du lieu

r f

quoc gia nganh y te.

29. Thuc hien cac nhiem vu, quyen han khac do Chinh phu, Thu tudng 
Chinh phu giao va theo quy dinh cua phap luat.

Dieu 3. Co cau to chuc

1. Vu Bao hiem y te.

2. Vu Sue khde Ba me - Tre em.

3. Vu Td chuc can bd.

4. Vu Ke hoach - Tai chinh.

5. Vu Phap che.
f >

6. Vu Hop tac quoc te.

7. Van phdng Bd.

8. Thanh tra Bd.

9. Cue Khoa hoc edng nghe va Dao tao.

10. Cue Y te du phdng.
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11. Cue Phong, chong H1V/AIDS.
/

12. Cue Quan ly Moi trudmg y te.

13. Cue Quan ly Kham, chua benh.

14. Cue Quan ly Y, Dugc cd truyen.

15 . Cue Quan ly’Duroc.

16. Cue An toari thuc pham.
' ' ' '

17. Cue Co so ha tang va Thiet bi y te.

18. Cue Dan so.*

19. Vien Chien luge va Chinh sach y te.

20. Trung tarn Thong tin y te Quoc gia.

21. Bao Sue khde va Doi song.

Cao to chuc quy dinh tu khoan 1 den khoan 18 Dieu nay la cac to chuc 
giup Bd trudng thuc hien chuc nang quan ly nha nude, cac to chuc quy dinh tu 
khoan 19 ddn khoan 21 Dieu nay la cac doh vi su nghiep true thudc, phuc vu 
chuc nang quan ly nha nude cua Bd Y te.

Vu Ke hoach - Tai chinh cd 5 phdng.

Bd trudng Bd Y td trinh Thu tudng Chinh phu ban hanh danh sach cac don 
vi su nghiep khac true thudc Bd Y te.

Bd trudng Bd Y te quy dinh chuc nang, nhiem vu, quyen han va co cau td 
chuc cua cac td chuc thudc Bd.

Dieu 4. Hieu lye thi hanh

Nghi dinh nay cd hieu luc thi hanh tir ngay 15 thang 11 nam 2022.

Nghi dinh nay thay the Nghi dinh so 75/2017/ND-CP ngay 20 thang,6 
nam 2017 cua Chinh phu quy dinh chuc nang, nhiem vu, quydn han va co cau 
td chuc cua Bd Y te.

Tdng cue Dan so, Vu Trang thidt bi va Cong trinh y td, Cue Cong nghd 
thong tin, Tap chi Y Dugc hoc tiep tuc thuc hien chuc nang, nhiem vu, quydn 
han va co cau td chuc theo cac quy dinh hien hanh cho den khi Bd trudrng Bd 
Y td quydt dinh quy dinh chuc nang, nhiem vu, quydn han va co cau td chuc 
cua Cue Dan sd, Cue Co so ha tang va Thidt bi y td, Trung tarn Thong tin y td 
Qudc gia thudc Bd Y td.
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Dieu 5. Trach nhiem thi hanh

i.

Nffinhan:
- Ban Bi thir Trung uong Dang;
- Thu tuang, cac Pho Thu tudug Chinh phu;
- Cac bp, co quan ngang bo, co quan thuoc Chinh phu;

Cac B6 truong, Thu tnrang co quan ngang bo, Thu truong co quan thuoc 
Chinh phu, Chu tich Uy ban nhan dan tinh, thanh ph6 true thuoc trung uang 
chiu trach nhiem thi hanh Nghi dinh nay.

SHUTirdNG 
MteTVdNG

Tiani Binh Minh

TM. CHINH PHU

- HDND, UBND cac tinh, thanh pho true thuoc trung uxm®
- Van phong Trung uong va cac Ban cua Dang; |( I O
- Van phong Tong Bi thu; \
- Van phong Chu tich niroc; r
- Hoi dong Dan toe va cac Uy ban cua Quoc hpi; ------
- Van phong Qu6c hoi;
- Toa an nhan dan toi cao; Ph
- Vien kiim sat nhan dan toi cao;
- KiSm toan nha nude;
- Uy ban Giam sat tai chinh Quoc gia;
- Ngan hang Chinh sach xa hoi;
- Ngan hang Phat trien Viet Nam;
- Uy ban trung uong Mat tran To quoc Vift Nam;
- Co quan trung uong cua cac doan the;
* VPCP: BTCN, cac PCN, Tro ly TTg, TGD C6ng TTDT, 

cac Vu, Cue, don vi true thuoc, Cong bao;
- Luu: VT, TCCV (2b).^0
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