BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
— Doc lap - Tu do - Hanh phuc

S6: [2025/TT-BYT Ha Ngi, ngdy  thang  nam 2025
THONG TU
Quy dinh chi tiét mot s6 Piéu vé kinh doanh dwgc cia Luit Dugc
va Nghi dinh 0 ......... [2025/ND-CP ngay ...... thang ..... nam 2025

ciia Chinh phi quy dinh chi tiét mét s6 Piéu va bién phap dé t6 chirc,
hwong dan thi hanh Luat Dwgc

Can cuir Ludt Duoc ngay 06 thang 4 nam 2016;

Can cir Ludt sira doi, b6 sung mét sé diéu cia Ludt Duoc ngay 21 thing 11
nam 2024;

Can cit Nghi dinh so ........../2025/ND-CP ngay ... thang ... ndm 2025 ciia
Chinh phu quy dinh chi tiet mét so diéu va bién phap dé to chire, hudng dan thi hanh
Ludt Duoc;

Can cit Nghi dinh s6 42/2025/ND-CP ngay 27 thang 02 nam 2025 cua Chinh
phii quy dinh chive ndng, nhiém vu, quyén han va co cdu té chirc ciia B3 Y té;

Theo dé nghi ciia Cuc trwéng Cuc Qudn Iy D,

Bé trucng B3 Y té ban hanh Thong tw quy dinh chi tiét mét sé diéu vé kinh doanh
duwoc cua Ludt duoc va Nghi d‘znh ;6 ....... , .../2025/NB-CP ngd)i s thang ... nam 2025
cua Chinh phu quy dinh chi tiét tiet mot so diéu va bién phdp dé to chirc, huong ddn thi
hanh Luat Duoc.

N Chuwong I
NHUNG QUY PINH CHUNG

Piéu 1. Pham vi diéu chinh

Thong tu nay quy dinh chi tiét vé kinh doanh dugc, bao gom:

1. Yéu cau vé sir dung ngdn ngit trong hanh nghé duogc tai Viét Nam dbi voi
nguoi nude ngoai va nguoi Viét Nam dinh cu ¢ nude ngoai theo quy dinh tai khoan 2
bicu 14 Luat Dugc 2016, dugc stra do1, bd sung nam 2024 (sau day goi chung la Luat).

2. Thong bao, cong khai danh sach nguoi c6 Chimg chi hanh nghé dugc dang
hanh nghé tai co s¢ kinh doanh dugc theo quy dinh tai diém g khoan 2 Di€u 42 cua
Luat va trach nhiém cua co so to chirc chuoi nha thude theo quy dinh tai diém g khoan
2 Dbiéu 47a cua Luat.

3. Co s& c6 hoat dong duoc khQng thudc dién cép Giéy ching nhan du diéu kién
kinh doanh dugc theo quy dinh tai Pi¢u 35 cua Luat.


https://thuvienphapluat.vn/van-ban/The-thao-Y-te/Luat-Duoc-2016-309815.aspx
https://thuvienphapluat.vn/van-ban/The-thao-Y-te/Nghi-dinh-54-2017-ND-CP-huong-dan-Luat-duoc-321256.aspx
https://thuvienphapluat.vn/van-ban/The-thao-Y-te/Luat-Duoc-2016-309815.aspx
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4. Ban thubc thudc Danh muc thudc han ché ban 1¢ theo quy dinh tai diém k
khoan 2 Diéu 42 cua Luat.

5. Ban thém thudc tai quay thudc & ving dong bao dan toc thiéu sd, mién nui,
hai ddo, vung cé diéu kién kinh té - xa ho1 dac biét kho khan theo quy dinh tai diém b
khoan 1 Biéu 48 cua Luat.

6. Nguoi gidi thiéu thude cua co s¢ kinh doanh duge cho nguoi hanh nghé khédm
bénh, chira bénh, ngudi hanh nghé dlI()’C’ theo quy dinh tai diém b khoér} 6 Diéu 76 cua
Luat; hinh thtre, cach thirc thong tin thudc theo quy dinh tai khoan 2 Biéu 78 cua Luét.

7. T6 chirc va hoat dong cua Hoi dong tu van cdp Chung chi hanh nghé duogc

theo quy dinh tai khoan 11 Diéu 6 Nghi dinh 6 .......... /2025/ND-CP ngay ... thang

. ndm 2025 cta Chinh phu quy dinh chi tiét mot sé diéu va bién phap dé t6 chuc,
huéng dan thi hanh Luat Duoc.

Pidu 2. Giai thich tir ngir
Trong Thong tu nay, cac tir nglt dudi day dugc hiéu nhu sau:

1. Tai liéu thong tin thudc 1 vat mang tin gan lién véi thong tin thude. Tai liéu
thong tin thudc bao gom tai liéu giay, tai liéu dién tir va tai liéu trén vat mang tin khac.

2. Hoi thao gidi thiéu thude 12 budi gidi thiéu thudc hodc thao luan chuyén dé
lién quan dén thudc cho ngudi hanh nghé kham bénh, chita bénh, ngudi hanh nghe
duoc.

Chuwong 11 )
THONG BAO, CONG KHAI DANH SACH NGUOI HANH NGHE
DUQC; TRACH NHIEM CUA CO SO TO CHUC CHUOI NHA THUOC KHI
CO LUAN CHUYEN NGUOI CHIU TRACH NHIEM CHUYEN MON VE
DUQC HOAC THAY POI NHA THUOC TRONG CHUOI NHA THUOC

Piéu 3. Thong bao danh sach nguoi co Chung chi hanh nghe dwgc dang
hanh nghe tai co so dén co quan co tham quyen

1. Co s6 kinh doanh duge, trir nha thude thudc chudi nha thudc, thong bao dén
S& Y té tinh, thanh phd truc thudc Trung wong (sau diy goi tit 1a SO Y &) noi co s
kinh doanh dugc hoat dong danh sach ngudi ¢ Ching chi hanh nghé dugc dang hanh
nghé dugc tai co so trong thoi han 30 (ba muoi) ngay, ké tr ngay dugc cap Gidy chimg
nhan du diéu kién kinh doanh dugc hodc ¢6 su thay d6i vé nguoi dugc cap Ching chi
hanh nghé dugc dang hanh nghé dugc tai co so.

2. Co s0 to chirc chudi nha thube thuc hién quy dinh tai khoan 1 diéu nay va
thong bao dén S¢ Y té noi ¢6 nha thudc thudc chudi nha thudc dang hoat dong danh
sach ngudi co6 Chimg chi hanh nghé dugc dang hanh nghé dugc tai cac nha thudc thude
chudi trong thoi han 30 (ba muoi) ngay, ké tir ngay dugc cap Glay chtng nhan du diéu
kién kinh doanh dugc hodc ¢ sy thay d6i vé nguoi dugce cap Chimg chi hanh nghé
dugc dang hanh nghe duoc tai co so.

Picu 4. Trach nhiém ciia co s& to chire chudi nha thudc
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Ngoai cac trach nhiém quy dinh tai Luat, co sé to chic chudi nha thube con cé
cac trach nhiém sau:

1. Trach nhiém khi c6 thay doi nha thudc trong chudi nha thude:

a) Co s t6 chtrc chudi nha thube ¢ trach nhiém thong bao tdi co quan quan 1y
nha nude c6 thim quyén quy dinh tai diém b khoan nay tdi thiéu 07 (bay) ngay trudc
khi bd sung thém hodc loai bé nha thude ra khéi chudi nha thude. Viée thong béo thyc
hién theo Mau s 03 quy dinh tai Phu luc I kém theo Thong tu nay, kém theo tap tin
dién tr, np truc tiép hodac gui qua dudng buu dién hodc gui hd so truc tuyén. Viéc bd
sung thém hodc loai bé nha thude duogc tinh tr thoi diém néu tai van ban thong bao cua
cO SO.

b) Co s¢ gri thong bao viée thay d6i nha thubc trong chudi nha thudc t6i B6 Y
té va S& Y té noi c6 nha thude dugc bo sung thém vao hoic loai bo ra khoi chudi nha
thude.

2. Trach nhiém khi co6 luan chuyén ngudi chiu trach nhi€ém chuyén moén vé duoc
gitra cac nha thudc trong chudi nha thuoc:

Trudng hop co sd t6 chirc chudi nha thude ¢ su luan chuyén ngudi chiu trach
nhiém chuyén mon vé dugc giira cic nha thude trong chudi nha thude, co sé t6 chirc
chudi nha thudc o trach nhiém thong bao tdi S& Y té noi nha thude cé hoat dong ludn
chuyén tdi thiéu 07 (bay) ngdy trude khi thye hién vige luén chuyén. Viéc théng bao
thyc hién theo Mau s0 04 quy dinh tai Phy luc I kém theo Thong tu nay, kem theo tap
tin dién ttr, ndp truc tiép hodc gui qua duong buu dién hodc gii hé so tryc tuyén. Viée
ludn chuyén dugc tinh tir thoi diém néu tai vin ban théng bao ciia co so.

3. Truong hop c6 thay d6i vé ngudi phu trach chuyén mon vé dugc clia nha thuéc
trong chudi nha thudc ma khong phai la luan chuyen nguoi phy trach chuyén mén vé
dugc trong chudi nha thudc, nha thude c6 thay ddi phai thue hién cac thu tuc diéu chinh
Gidy chuing nhan du diéu kién kinh doanh duoc tai S& Y té theo quy dinh hién hanh.

Picu 5. Cong khai danh sach nguéi c¢6 Chirng chi hanh nghé dwoc, danh
sach nha thuoc thudc chuoi nha thuoc

1. Trong thoi han 05 (ndm) ngay lam viéc, ké tir ngay nhan duoc danh sach nguoi
c6 Chung chi hanh nghé duoc dang hanh nghé cta co so hoat dong trén dia ban theo
quy dinh tai Diéu 3 Thong tu nay, S& Y té c6 trach nhiém cong khai trén Trang Thong
tin dién tir ciia SO Y t& danh sach nguoi c6 Chimg chi hanh nghé duge hién dang hanh
nghé tai co so d6 trén dia ban.

2. Trong thoi han 15 (mudi lam) ngay, ké tir ngay nhan duoc thong béo cua co
s& tO chirc chudi nha thude quy dinh tai diém a khoan 1 Diéu 4 Thong tu nay, B0Y té
c6 trach nhiém cap nhat danh sach cac nha thude thudc chudi nha thude trén Cong
Thong tin dién tir ciia Bo Y té.

3. Trong thoi han 15 (muoi 1dm) ngay, ké tir ngay nhan duoc thong béo cua co
sO 0 chire chudi nha thude vé viée luan chuyen nguoi chiu trach nhiém chuyén moén vé
dugc giita cac nha thude trong chudi nha thudc theo quy dinh tai khoan 2 Diéu 4 Théng
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tu nay, S6'Y té c6 trach nhiém cap nhat thong tin vé nguoi chiu trach nhiém chuyén
mon vé dugc clia cac nha thude co thay doi trén Trang Thong tin dién tir ciia S& Y té.

o Chuong IIT ) ) ]
CO SO CO HOAT D(:)NGQDU’(!)’C KHONG THUQC DIEN CAP GIAY CHUNG
NHAN DU PIEU KIEN KINH DOANH DUQC

Piéu 6. Quy dinh chung vé co sé' c6 hoat dong dwec khong vi muc dich
thwong mai

1. Co s& c6 hoat dong duoc khong vi muc dich thuong mai bao gom cac co so
sau day:

a) Pon vi su nghiép;

b) Co s¢ thudce lyc lugng vii trang c6 hoat dong duge nhung khong phai la co so
kinh doanh dugc va khong thudc truong hop quy dinh tai diém d khoan 1 Diéu 35 Luét
duoc;

¢) Co s¢ kham bénh, chita bénh, co sé cai nghién ma tay, co sd'y té khac c6 khoa
duoc, bd phan dugc hoac cé cac hoat dong quy dinh tai khoan 2 Diéu nay; co so tiém
chung; t6 chtc khoa hoc va cong nghé, co so dao tao co hoat dong nghién ciru, giang
day lién quan dén dugc.

2. Hoat dong duoc khong vi muc dich thuong mai bao gdm cac hoat dong san
xudt, pha ché, ché bién, bao quan, vén chuyen cap phat thudc, nguyén liéu 1am thudc,
kiém nghiém thudc, nguyén liéu lam thudc, thir tuong duong sinh hoc cua thude, thir
thubc trén 1am sang ma khong sinh 10i.

3. Viéc danh gia dap tng Thuc hanh t6t cua co s¢ ¢ hoat dong duoc khong vi
muc dich thuong mai thyc hi¢n theo quy dinh vé Thyc hanh to6t do B) truong B Y té
ban hanh.

Piéu 7. Ho so, thii tuc cong bd co sé kinh doanh cé to chirc ké thude

1. Hb so cong bd co sé kinh doanh c6 t6 chirc ké thude

a) Ban cong bd co so kinh doanh ¢6 t6 chirc ké thude theo Mau s6 05 quy dinh
tai Phu luc I kém theo Thong tu nay;

b) Ban sao ¢o ky, dong ddu x4c nhdn cta co s¢ dbi véi tai lieu phép ly chung
minh viéc thanh 1ap co s& d6i vai co so khong c6 Gidy chimg nhan dau tu hoic Gidy
ching nhan dang ky doanh nghiép;

¢) Ban sao c6 chung thyc vin bang, chimg chi so cap duoc tro 1én cua nguoi
chiu trach nhiém chuyén mon trir truong hop co s dit liéu chung vé van bang, ching
chi duoc chia sé;

d),Danh muc thube du ki,é'n ban tai ké thuéc. Danh muc nay phai nam trong Danh
muc thudc dugc ban tai k¢ thude theo quy dinh tai Phu luc II kém theo Thong tu nay;

d) Ban chup ti, quay, ké bao quan thudc;

e) Quy trinh kiém tra, giam sat: chat lugng thudc; xuat, nhap thudc cia co so.

2. Thu tyuc cong bd co s6 kinh doanh c6 t6 chire ké thude



5

a) Trudc khi hoat dong, co s& kinh doanh co t6 chure ké thude nop truc tiép hoac
giri qua dudng buu dién hodc gui hd so truc tuyén 01 bd hd so cong bd co sé kinh
doanh ¢6 6 chuc ké thudc theo quy dinh tai khoan 1 Diéu ndy dén So Y té noi co s&
d6 dat ké thudc;

~ b)Khinhan ho s0, SO Y Eé céip cho co s6 kinh doanh c6 to chuc ké thude Phiéu
tiép nhan ho so cong bo theo Mau s6 01 quy dinh tai Phu luc I kém theo Thong tu nay;

c) Trong thot han 05 (nam) ngay 1am viéc, ké tir ngay ghi trén Phiéu t1ep nhan
hé so, S& Y té c6 trach nhi¢m cong b trén Trang Thong tin dién tr cua SO Y té danh
sach co so kinh doanh c6 t6 chirc ké thudc du diéu kién. Trudong hop khong cong bd
phai c6 van ban tra 161 va néu 10 1y do.

Piéu 8. Trudng hop hity cong bo co sé kinh doanh c6 to chire ké thude

1. Cham durt hoat dong t chirc ké thude hodc chdm duat hoat dong cua co s¢ kinh
doanh c6 t6 churc ké thuoc.

~2. Co s0 kinh doanh ¢ t6 chirc ké thubc khong dap tmg mot trong cac quy dinh
tai diém b khoan 2 Biéu 35 Luat duoc.

3. Noi dung cong bd co so kinh doanh c6 t6 chire ké thude khong dung thim
quyén hodc c6 ndi dung trai phap luat.

4. Gia mao gidy to trong hd so cong bd co sé kinh doanh c¢6 t6 chirc ké thude.

5. Khong hoat dong trong thoi gian 12 (muoi hai) thang lién tuc ma khong thong
béo v6i S& Y té noi co sé d6 dat ké thude.

Piéu 9. Cong khai viéc hity cong bd co sé kinh doanh c6 to chirc ké thudc

1. Trong thot han 05 (nam) ngay lam viéc, ké tir ngay co két luan cta co quan c6
tham quyén trong do c6 ndi dung kién nghi hity cong bd hodc nhan duoc dé nghi huy
cong bd lién quan dén cac truong hop quy dinh tai Dleu 8 Thong tu nay, S0'Y £ ban
hanh quyét dinh huy céng bd co so kinh doanh c6 t6 chuc ké thuoc thudc tham quyen
quan 1y; trudng hop khong huy cong bd, phai ¢6 vin tra 1i cho to chirc, c nhan kién
nghi huy va néu 0 ly do.

2. Trong thoi han 05 (nam) ngay lam viéc, ké tr ngay ban hanh quyét dinh huy
cong bd co s6 kinh doanh co to chirc ké thude, SO Y té ¢o trach nhiém:

a) Dang tai quyét dinh hay cong bd co sd kinh doanh ¢6 t6 chirc ké thude trén
Trang Thong tin dién tr cia S¢' Y t€ va giri quyét dinh nay dén Bo Y t€ va cac S6 Y té
khéc trén pham vi toan quoc;

b) Cap nhat thong tin hity cong bd co sé kinh doanh ¢o to chic ké thude trén
Trang Thong tin dién tir ciia S& Y te.

Picu 10. Trach nhiém ciia co sé' c6 hoat ddng dwoe khong thudc dién cip
Giay chirng nhin da dieu kién kinh doanh dwge

1. Phai ¢6 bién hiéu cho cac khu vuc c6 hoat dong vé duoc dugc dat ¢ vi tri dé
quan sat va co kich thudc phu hop dé nguoi dan dé dang nhan biét va dép ing quy dinh
sau.
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a) DPdi véi co so ¢b hoat dong dugc khong vi muc dich thuong mai: Bién hiéu
phai c6 thong tin v€ hoat dong dugc trién khai.

b) Béi véi co s6 0 t6 chuc ké thude: Bién hiéu phai co tén va dia chi cua co so,
tén cta nguoi chiu trach nhiém chuyén mén.

¢) Péi vai co sé nudi trong, thu hai duge liéu: Bién hiéu phai co tén, dia chi co
sO, pham vi hoat dong.

d) Ddi v6i co so v té thude luc lwgng vil trang nhan déan, co so kham bénh, chira
bénh quén dan y c6 hoat dong cung tng thudc tai viing dong bao dan toc thiéu s, mlen
nai, hai dao, ving ¢ diéu kién kinh té - x4 hoi kho khan, ving co diéu kién kinh té -
x4 hoi dic biét kho khan: Bién hiéu phai ¢ pham vi hoat dong, tén cua ngudi chiu trach
nhiém chuyén mon.

Riéng bién hiéu tai noi ban 1é thude luu dong ciaco sdy té thuoc luc lugng vii
trang nhan dan, co s kham bénh, chita bénh quin dan y c6 hoat dong cung tng thudc
tai vung déng bao dan toc thiéu sb, mién nui, hai dao, vung cé diéu kién kinh té - xa
hoi khé khin, ving c6 diéu kién kinh té - xa hoi dic biét kho khan thuc hién theo quy
dinh tai khoan 4 Piéu 38 Nghi dinh 54/2017/ND-CP.

2. Chiu trach nhiém vé viéc dap tng va duy tri cac diéu kién hoat dong cua co
s& theo quy dinh tai khoan 2 Piéu 35 ciia Luat, ngudn gde thude va chat lugng thude
do co so cung Ung.
Chwong IV )
BAN THUOC THUQC DANH MUC THUOC HAN CHE BAN LE
VA BAN THEM THUOC TAI QUAY THUOC

Pi¢u 11. Danh muc thudc han ché ban 1é

1. Thubc han ché ban 1¢ 1a thudc co yéu cau giam sat chat ché viéc ké don, ban
thudc theo don va st dung dé bao dam an toan, hiéu qua, tranh lam dung thude trong
diéu trj ma viéc lam dung thube c6 thé gay ra tinh trang 1¢ thudc thudc hodc khong dap
g khi sir dung thudc d6 hoic thude khéc.

2. Danh muc thudc han ché ban 1¢ duoc quy dinh tai Phu luc III kém theo Thong
tu nay.

Piéu 12. Ban thém thudc tai quay thuoc & viung dong bao din toc thiéu so,
mién nui, hai dao, vung co diéu kién kinh té - xa hoi dac biét kho khan

Cin cr co cau bénh tat cua dia phuong, S6'Y té c6 van ban cho phép quay thudc
& ving dong bao dan toc thiéu sb, mién nui, hai dao, ving c6 diéu kién kinh té - xa hoi
dac bict kho khan ban thém mot sb thudc ké don khong thuoc Danh muc thudc thiét
yéu.
Chuong V
QUY PINH VE CACH THUC, HINH THUC THONG TIN THUOC VA
NGUOI GIOI THIEU THUOC CUA CO SO KINH DOANH DUQC

Picu 13. Cac cach thirc thong tin thudc
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1. Théng tin thudc cua co so kinh doanh duge, van phong dai dién cia thuong
nhan nudc ngoai hoat ddng trong linh vuc dugc tai Viét Nam, co s¢ dang ky thuoc cho
ngudi hanh nghé kham bénh, chira bénh, ngudi hanh nghé dugc dugce thuc hién qua cac
cach thure sau:

a) Thong qua “Nguoi gi6i thiéu thude”.

b) Phat hanh tai liéu thong tin thudc.

¢) Hoi thao gidi thiéu thude.

2. Thong tin thube cho nguoi su dung thube duogc thuc hién qua cac cach thirc
Sau:

a) Thong qua tu van hudng dan st dung thude cta nguoi hanh nghé kham bénh,
chira bénh; tu van ciia nguoi hanh nghé dugc 12 nguoi hoat dong dugc 1am sang, ngudi
tur van st dung thudc tai co s& ban 1é thude;

b) Thong qua t& hudng dan sir dung thudc da duge co quan co thim quyén phé
duyét;

¢) Co s¢ kinh doanh dugc, van phong dai dién ctia thuong nhan nudc ngoai hoat
d6ng trong linh vyc dugc tai Viét Nam, co sé dang ky thudc phat hanh tai liéu thong
tin thudc cho nguoi bénh, nguoi dai dién cua nguoi bénh dé huéng dan cach sir dung
thudc, theo ddi tinh an toan cua thude.

Pi¢u 14. Quy dinh vé thyc hién cach thirc thong tin thudc
1. Phat hanh tai liéu thong tin thudc:

a) Co so kinh doanh dugc, van phong dai dién cua thuong nhan nudc ngoai hoat
dong trong linh vyc dugc tai Viét Nam, co s& dang ky thube xay dung tai li¢u thong tin
thubc phu hop vé6i d6i tuong dugc théng tin theo quy dinh tai khoan 5 Diéu 76 Luat
duogc va quy dinh tai Didu 20, 21 Thong tu nay. Trén tai liéu thong tin thudc phai ghi
10 tén co s¢ phat hanh tai liéu.

b) Khi thyc hién thong tin thubc, co so kinh doanh dugc, van phong dai dién cua
thuong nhan nudc ngoai hoat dong trong linh vuc duogc tai Viét Nam, co sé dang ky
thudc phai phat hanh tai liéu thong tin thude téi dung ddi tugng dugc thong tin.

¢) Co sé kinh doanh duogc, van phong dai di¢n ctiia thuong nhan nudce ngoai hoat
dong trong linh vuc dugc tai Viét Nam, co sé ding ky thudc phai luu mau tai lidu thong
tin thudc va cac tai liéu 1a can ctr xdy dung tai liéu thong tin thube d6 tai co so dé xuat
trinh cho co quan c6 tham quyén khi dugc yéu cau.

2. Hoi thao giéi thiéu thude:

a) Thudc chua c6 gidy dang ky luu hanh nhung da duoc cip phép nhap khau chi
thuc hién thong tin thudc theo hinh thirc hoi thao gidi thiu thube bai chinh co s nhap
khau thudc cia Viét Nam hodc co s¢ kinh doanh dugc khac dugc co s¢ nhap khau thuoc
uy quyeén.



8

b) Bao cao vién trong hdi thao phai la nguoi co trinh @6 chuyén mon y hoac
duogc, ¢o kién thuc, kinh nghiém chuyén mén doi véi loai thuoc dugce gidi thicu.

¢) Co s to chirc hoi thao gidi thiéu thude phai dam bao thong tin thue dung ddi
tuong theo quy dinh, phai luu gitr c4c tai li¢u lién quan dén hdi thao gioi thiéu thuoc dé
xuat trinh cho co quan c6 tham quyén khi dugc yéu cau.

d) Trudc khi tién hanh thong tin thudc theo hinh thirc hdi thao gidi thiéu thude it
nhat 02 (hai) ngay lam viéc, co s& to chirc hoi thao phai ¢ vin ban thong bao cho S¢
Y té noi to chirc vé chuong trinh hoi thao, cac bai bao cdo sur dung tai hoi thao, thanh
phan tham dy hoi thao, thoi gian va dia diém t6 chirc hoi thao gidi thiéu thude.

Piéu 15. Yéu ciu doi véi ngudi gidi thiéu thude

1. Nguoi gidi thidu thude 12 nguoi duge co so kinh doanh dugc tuyén dung va
dugc nguoi ding dau cua chinh co sé cap thé “Nguoi gidi thiu thuoc” dé thong tin
thudc cho ngudi hanh nghé kham bénh, chira bénh, nguoi hanh nghé dugc.

2. Nguoi gi6i thiéu thude phai dép tmg cac yéu cau sau day:
a) La nguoi 6 trinh do cao dang chuyén nganh y, dugc trd 1én;

b) Puoc co sé kinh doanh dugc tuyén dung va huén luyén, dao tao vé k¥ nang,
nghiép vu chuyén mon lién quan dén hoat dong gioi thi¢u thudc va van ban quy pham
phap luat vé duoc.

3. Cac trudng hop sau day khong duoc tuyén dung 1am nguoi gidi thiéu thude:

a) Nguoi dang trong thoi gian bi truy ctru trach nhiém hinh su, dang chap hanh
ban an, quyét dinh ctia Toa an; trong thoi gian bi cam hanh nghé, cam lam cong viéc
lién quan dén hoat dong dugc theo ban an, quyét dinh cua Toa an;

b) Nguoi bi mat nang lyc hanh vi dan su hoac c6 kho khan trong nhan thtrc, lam
chu hanh vi hodc han ché nang luc hanh vi dan su.

Pi¢u 16. Trach nhiém ciia nguoi gioi thiéu thudc

1. Phai deo thé "Nguoi gidi thiéu thudc" do co s kinh doanh dugc cap va tuan
thil ndi quy do co s kham bénh, chita bénh ban hanh theo quy dinh tai khoan 2 Diéu
19 Théng tu nay khi hoat dong gioi thiéu thudc. Nguoi gioi thiéu thude chi duge thuc
hién gi6i thiéu thube khi c6 sy dong ¥ ciia nguoi hanh nghé kham bénh, chita bénh,
ngudi hanh nghé duoc.

2. Gi6i thiéu nhitng thudc di c6 gidy phép luu hanh ¢ Viét Nam theo dang danh
muc thudc di duoc co s kinh doanh dugc phan cong va chi dugc cung cap nhiing
thong tin vé thudc ghi trén nhén, to hudng dan st dung thude di dugc cap phép luu
hanh va céc tai li¢u khac quy dinh tai khoan 3 Diéu 76 cua Luit.

3. Xuit trinh tai liéu phap 1y chimg minh noi dung thong tin thudc hop 1¢ theo
quy dinh khi c6 yéu cau cta ngudi ding dau co so kham bénh, chita bénh hodc nguoi
hanh nghé kham bénh, chitra bénh, ngudi hanh nghé duoc.
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4. Thu thap cac bao céo vé phan tmg c6 hai cta thude, cac bao céo co lién quan
dén chat luong cua thude trong qua trinh gioi thiéu thudc dé co s0 kinh doanh duoc kip
thoi tong hop va bao cao ve€ co quan c6 thim quyén ctiia B Y té theo Huéng dan quéc
gia vé canh giac dugc do Bo Y té ban hanh.

5. Khong dugc thuc hién cac hanh vi sau day:
a) G101 thiéu thude khong duoc co sd kinh doanh dugc phan cong gidi thi€u;

b) St dung loi ich vat chat dudi moi hinh thic dé tac dong dén nguodi hanh nghé
kham bénh, chita bénh, ngudi hanh nghé duoc, ngudi st dung thude dé thuc day viée
ké don, mua ban, str dung thuoc;

¢) Gi6i thiéu, cung cap thong tin thubc khong phu hop véi céc tai liéu quy dinh
tai khoan 3 Diéu 76 Luat duoc;

d) So sanh, gidi thi¢u thude cta co s& minh tot hon thube cua co sé khac ma
khong co6 tai liéu khoa hoc da duoc co quan c6 tham quyén phé duyét kém theo dé
ching minh;

&) Gidi thiéu san pham khong phai 1a thudc;

e) C6 hoat dong lién quan dén viéc mua, ban, ky giri thudc véi ngudi hanh nghé
kham bénh, chira bénh;

2) Tiép can nguoi bénh, hd so bénh an, don thudc, thao luan hodc yéu cau cung
cap thong tin lién lién quan dén ngudi bénh;

h) Phat hanh tai liéu thong tin thudc khong dung ddi tuong.

Piéu 17. Trach nhiém ciia ngwoi ding dau co sé kinh doanh dwoc c6 ngudi
gidi thi¢u thuoc

1. Chiu trach nhiém vé hoat dong va thong tin vé thuc do Ngudi gidi thiéu thude
cua co s¢ kinh doanh dugc thuc hién.

2. Pao tao, tap hudn cho ngudi duge co sd tuyén dung lam nhiém vy Nguoi giGi
thi¢u thudc dap ung yéu cau tai khoan 2 Diéu 15 Thong tu nay.

3. Cung cap cho nguoi gidi thiéu thudc day du gidy to phap 1y, tai liéu chuyén
mon ky thuat dé dam bao viéc thong tin thudc ctia nguoi gidi thiéu thudc hop 18 theo
quy dinh tai Thong tu nay.

4. Cap thé “Nguoi gidi thiéu thudc” theo Mau s6 06 quy dinh tai Phu luc I kém
theo Thong tu nay cho ngudi cua co s¢ dap ting quy dinh tai khoan 2 Bi€u 15 Thong
tu nay.

5. Cham nhat 07 (bay) ngay lam viéc, ké tir ngdy cap thé, co s¢ kinh doanh dugc
phai giri danh sach nguoi duoc cap thé “Nguoi gisi thiéu thube” theo Mau s6 07 quy
dinh tai Phu luc I kém theo Thong tu nay kém theo tap tin dién tir hoac cap nhat truc
tuyén danh sach nguoi duoc cip thé “Nguoi gisi thidu thude” theo hudng dan cia So
Y té dén S¢'Y té noi nguoi gidi thiéu thudce thuc hién hoat dong gidi thiéu thudc.
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Truong hop cé bo sung, thay d6i vé nguoi gidi thiéu thude, co sé kinh doanh
dugc phai thuc hién cip bd sung, thay doi the “Nguoi gioi thiéu thuoc va c@p nhat
danh sach b sung, thay ddi nguoi gi6i thiéu thudc theo ding trinh tir cdp 1an dau.

6. Thu hoi thé “Ngudi gioi thiéu thude” da cip trong cc trudng hop sau day:

a) Nguoi giéi thiéu thude chAm dat hop dong lao dong véi co s¢ kinh doanh
duoc;

b) Ngudi gidi thiéu thude ngung nhiém vu giéi thiéu thude;

¢) Nguoi gidi thi¢u thudc sau khi dugc cap thé thudc mot trong cac trudng hop
quy dinh tai khoan 3 Diéu 15 Thong tu nay;

d) Nguoi gidi thiéu thude vi pham mdt trong cac hanh vi quy dinh tai khoan 5
bicu 16 Thong tu nay.

7. Trong thoi han téi da 07 (bay) ngay lam viéc, ké tir ngay thu hoi the, co so
kinh doanh duoc phai giri danh sach ngudi bi thu hoi thé “Ngudi gidi thiéu thube” theo
Mau sb 08 quy dinh tai Phu luc I kém theo Thong tu ndy kém theo tap tin dién tir hoic
cap nhat tryc tuyén danh sach nguoi bi thu hoi thé “Nguoi gidi thiéu thude” theo hudng
dn ctia S¢' Y t€ dén S¢'Y t€ noi nguoi gidi thiéu thude thyc hién hoat dong gidi thiéu
thudc.

8. Khong cap lai thé “Nguoi gidi thiéu thudc” trong thoi han it nhit 12 (mudi
hai) thang, ké tr ngay thu hoi thé cho ngudi cua co s¢ dé bi thu hoi thé thude truong
hop quy dinh tai diém d khoan 6 Diéu nay.

Piéu 18. Trach nhiém ciia nguwoi dirng dau co sé' kham bénh, chira bénh khi
c6 nguwoi gidi thiéu thuoc hoat dong

1. Chi cho phép nhitng ngudi c6 thé “Ngudi gidi thiéu thude” thuc hién tai co so
cac hoat dong gidi thi€¢u thudc va phat hanh nhiing tai li€u thong tin thuoc dap ing quy
dinh cua phap luat c6 lién quan.

2. Ban hanh va td chuc thuc hién ndi quy quy dinh cu thé vé thanh phﬁn, dia
diém, thoi gian td chirc viée thong tin thude cho nguodi hanh nghé kham bénh, chira
bénh va quy dinh khac c6 lién quan dé nguoi gidi thiéu thude thuc hién hoat dong gidi
thiéu thudc tai co sé bao dam tuan thi quy dinh vé giéi thiéu thudc tai Thong tu nay.

3. CO bién phap dé ngan chin hanh vi ké don, hudéng dan sir dung thubc cia
nguoi hanh nghé kham bénh, chira bénh’ cua chinh co sé vi muc dich lo1 nhuan do bi
tac dong bang vat chat, tai chinh hodc bat ky hinh thirc nao khac ctia nguoi gidi thiéu
thuoc.

4. Pinh chi ngay hoat dong ctia ngudi gidi thiéu thudc trong pham vi co s& minh
khi phat hién nguoi gidi thi€u thuoéc khong thue hién ding trach nhiém cua nguoi gioi
thiéu thuoc quy dinh tai Diéu 16 Thong tu nay.

Piéu 19. Trach nhiém ciia S&' Y té noi c6 nguoi gidi thiéu thue hién hoat
dong gidi thi¢u thuoc

1. Cong bd hodc huy cong bd danh sach ngudi duge cap thé “Nguoi gidi thiéu
thudc” trén Trang Thong tin dién tir cia SG' Y t€ trong thoi han 07 (bdy) ngay lam viéc,
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ké tur khi nhn dugc danh sach ngudi dugc cip hodc ngudi bi thu hoi thé “Nguoi gidi
thiéq thudc” do co so kinh doanh dugc cung cap theo quy dinh tai khoan 5 hodc khoan
7 biéu 17 Thong tu nay.

2. Chi dao co s6 kham bénh, chﬁ:g bénh trén pham vi dia ban thuc hién c’[ﬁy du
va ding trach nhiém cua nguoi dimg dau co so kham bénh, chita bénh quy dinh tai
bicu 19 Thong tu nay khi ¢6 ngudi gidi thi¢u thuoc hoat dong.

3. Kiém tra, thanh tra hoat dong giéi thiéu thudc; xtr Iy vi pham ngudi gidi thidu
thudc va co sé kinh doanh dugc c6 nguodi gidi thi¢u thude hoat dong trén dia ban bao
dam tuan thu dung quy dinh vé gidi thi¢u thuoc tai Thong tu nay.

Piéu 20. Quy dinh dbi véi hinh thirc thong tin thudc

1. Tai liéu thong tin thude phai hién thi day du ndi dung thong tin thudc theo quy
dinh tai diém a, b khoan 5 Piéu 76 cua Lut; khong dugc co6 cac thong tin, hinh anh
khong lién quan tryc tiép dén thudc hoic sir dung thude va cac thong tin, hinh anh quy
dinh tai Diéu 21 cta Théng tu nay. Truong hop tai lidu thong tin thudc duoc trinh bay
duoi dang ban ghi 4m, ban ghi hinh, cac thong tin vé thudc phai dugc doc to, 16 rang
hoic hién thi ddy du theo quy dinh.

2. Tai liéu thong tin thude phai ghi chd thich rd rang tai liéu chimg minh dong
thoi phai chi 1o phén thong tin dugc trich dan trong tai liéu chirg minh. Viée trich dan
phai dam bao truyen dat chinh xac thong tin, khong suy dién hodc thém bét thong tin
theo hudng gay hiéu sai vé tinh an toan, hiéu qua cta thudc.

3. Can clr dé xay dung thong tin thudc dugce thuc hién theo quy dinh tai khoan 3
Piéu 76 cua Luat. Trudng hop thong tin vé thudc tai cac tai liéu quy dinh tai khoan 3
Piéu 76 ctia Luat chua thong nhat, thong tin thudc phai dua trén T hudng dan st dung
thube d3 duge BO Y té phé duyét.

4. Tai liéu thong tin thude phai co dong chir “Tai li¢u thong tin thudc” & phan
dau tai lidu. Doi voi nhimg tai liu gom nhiéu trang, phai c6 dong chir “Tai liéu thong
tin thude” & trén dau tat ca cac trang, phai danh s trang, ¢ trang dau phai ghi rd phan
thong tin chi tiét vé san phim xem & trang ndo (ghi s6 trang cu thé).

5. Noi dung thong tin :[huoc phai thé hién bar,lg tiéng Viét, trir truong hop cac
thong tin khong thé dich ra tiéng Viét hoac dich ra tiéng Viét khong c6 nghia.

6. CG chir trong ndi dung thong tin thudc phai bao dam 6 rang, dé doc nhung
khong duoc nho hon ¢& chir 12 cua ki€u chit VnTime hodc Times New Roman trén kho
giay A4.

7. Trudng hop thong tin thudce theo cach thire hoi thao gi6i thigu thudc, thong tin
thuoc phai c0 tén, chirc danh khoa hoc ctia bao cao vién.

8. Truong hop thong tin thudc theo cach thirc phat hanh tai liéu huéng dan cach

sir dung thudc, theo ddi tinh an toan ctia thude phai ghi 1d “tai lidu thong tin thudc cho
nguoi bénh/ nguoi dai dién cua ngudi bénh™.

Piéu 21. Cac thong tin, hinh 4nh khong dwoc sir dung trong thong tin thudc
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1. Cac th()nqg tinq, hinh anh khong dugc str dung theo quy dinh tai Luat Quang cao
2012, dugc sura doi, bé sung nam 2018.

2. Cac thong tin, hinh dnh gay hiéu nham vé thanh phan, tac dung, céng dung,
chi dinh, xut x{r cia thudc.

3. C4c thong tin, hinh anh tao ra cach hiéu: Thudc nay 1a sé mot; thude nay 1a tot
hon tat ca; st dung thudc nay 12 bién phép t6t nhat; st dung thudc nay khong can ¥ kién
cta thay thudc; thubc ndy hoan toan vo hai; thubc khong co chdng chi dinh; thudc
khong co tac dung khong mong mudn; thude an toan; thude khong co tac dung co hai.

4. Cac cau, tir, hinh anh mang tinh suy dién qua muac dan dén hiéu nham 14 tac
dung, cong dung, chi dinh, hi¢u qua cia thudc hodc vuot qua tac dung, cong dung, chi
dinh, hiéu qua cua thuoc da dugc phé duyét.

5. Ghi tac dung ciia timg thanh phan c6 trong thudc dé thong tin qua cong dung
cua thuoc hodc gay nham lan tdc dung ctia moi thanh phan voi tac dung cua thude.

99 <6 99 ¢

6. Cac tlr, cum tir: “diéu tri tn gdc”, “tiét trir”, “chuyén tri”, “hang dau”, “dau
bang” “dau tay”, “lwa chon”, “cht luong cao”, “dam bao 100%”, “dat”, “cat dat”,
“chan dung”, “giam ngay”, “giam lién”, “giam tirc thi”, “khoi ngay”, “khoi han”, “yén
tam”, “khong lo”, “khéi lo”, “khuyén dung” “hotline” va céc tur, cum tir c6 y nghia

tuong tu.

29 ¢¢

7. Céc két qua kiém nghiém chét lugng thude, nguyén liéu lam thude.
8. Két qua nghién ctru tién 1am sang.

9. Két qua nghién ctu 1am sang hodc két qua thir tuong duong sinh hoc chua
duoc BO Y t€ cong nhan.

10. St dung chung nhan chua dugc BO Y té cong nhan, st dung hinh anh, tén,
bi€u tuong cua can bd y t€; lgi dung danh nghia cta t6 chure, ca nhan, cac loai biéu
tuong, hinh anh, dia vi, uy tin, thu tin, thu cdm on dé thong tin thudec.

11. Théng tin xuat x ciia thude, nguyén liéu lam thudc khong day du.

12. Hinh 4nh dong vat, thyc vat thudc danh muc loai nguy cép, quy, hiém duoc
uu tién bao vé.

13. Cac cu, tir mang tinh méch bao, truyén miéng dé dinh hudng, khuyén ding
thude.

14. Su dung hinh anh nguoi bénh dé mo ta tinh trang bénh ly hodc cong dung
cua thude khong phu hop voi tai liéu lién quan dén thudce va cac hudng dan chuyén
moén do B Y t€ ban hanh hoac cong nhan.

) ) Chuong VI ) )
YEU CAU VE SUDUNG NGON NGU TRONG HANH NGHE DUQC POI
VOI NGUOI NUOGC NGOAI VA NGUOI VIET NAM PINH CU G NUOC
NGOAI; TO CHUC VA HOAT PONG CUA HOI PONG TU VAN CAP
CHUNG CHI HANH NGHE DUQC


https://thuvienphapluat.vn/van-ban/Thuong-mai/Luat-Quang-cao-2012-142541.aspx
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Piéu 22. Yéu cau vé sir dung ngdn ngir trong hanh nghé dwore ciia ngudi chiu
trach nhiém chuyén mon vé dwgc ciia co sé ban 1é thuoc va ngwoi phu trach cong
tac dwoc 1am sang cia co s6' kham bénh, chira bénh

1. Ngudi chiu trach nhiém chuyén mon vé dugc cia co sé ban 1é thude va nguoi
phu trach dugc 1am sang cua co sé kham bénh, chira bénh 1a ngudi nude ngoai va nguoi
Viét Nam dinh cu & nude ngoai phai biét tiéng Viét thanh thao, truong hop khong biét
tiéng Viét thanh thao thi phai dang ky ngén ngit sir dung va co nguoi phién dich.

2. Nguoi nude ngoai va ngudi Viét Nam dinh cu tai nudc ngoai chua biét tiéng
Viét thanh thao trong hanh nghé duoc, trén Chang chi hanh nghé duoc phai ghi “yéu
cau c6 phién dich trong hanh nghé”. Khi hanh nghé dugc, trong hd so dé nghi cap Gidy
chtng nhan du diéu kién kinh doanh dugc phai c6 hop dong véi ngudi phién dich.

3. Truong hop phat hién ngudi hanh nghé dugc 13 nguoi nudc ngodi va ngudi
Viét Nam dinh cu ¢ nudc ngoai khong dap umg yéu cau vé sir dung ngdn ngit trong
hanh nghé duoc quy dinh tai khoan 1 va khoan 2 DPiéu ndy trong qua trinh hanh nghé,
co quan c6 tham quyén thuc hién thu hdi chimg chi hanh nghé dugc.

Co s6 ban 1¢ thudc c6 ngudi chiu trach nhiém chuyén mon vé dugc bi thu hodi
chtng chi hanh nghé duoc theo quy dinh tai khoan 3 diéu nay s& bi thu hdi Gidy ching
nhan du diéu kién kinh doanh dugc; ngudi ding dau co so kham bénh, chita bénh cé
ngudi phu trach cong tac duge 1am sang bi thu hdi chung chi hanh nghé dugc theo quy
dinh tai khoan nay phai b tri ngudi thay thé dam bao thyuc hién ding quy dinh cia
phap luat vé t6 chirc, hoat dong dugc 1am sang.

Piéu 23. Thanh lap Hoi dong tw van cap Chirng chi hanh nghé dwoc

1. B truéng BO Y té ra quyét dinh thanh lap Hoi déng tu van cép Chting chi
hanh nghé dugc theo hinh thuc thi (sau day goi tat 1a Hoi dong tu van cip Chung chi
hanh nghé dugc Bo Y té).

2. Giam d6c S Y té ra quyét dinh thanh 1ap Hoi dong tu van cap Chung chi
hanh nghé duoc theo hinh thirc xét hd so (sau day goi tat 1a Hoi dong tu van cap Ching
chi hanh nghé dugc So' Y té).

Piéu 24. Thanh phin ciia Hi dong tw van cap Chirng chi hanh nghé dugc

1. Thanh phan Hoi dong tu van cap Chimg chi hanh nghé duoc Bo Y té phai c6
it nhat 05 (nam) thanh vién bao gdm: Chu tich Hoi dong, Pho Chu tich Hoi dong, Thur
ky va cac uy vién, cu thé: Lanh dao BO Y té, Lanh dao Cuc Quan 1y dugc, Lanh dao
Cuc Quéan 1y Y, Duoc co truyén d6i véi truong hop cdp ching chi hanh nghé dugc
pham vi chi c6 kinh doanh dugc li¢u va thude cd truyén, Lanh dao Cyc Khoa hoc cong
nghé va Pao tao, Lanh dao Vu Phap ché, dai dién Hoi vé duogc va can bd cac don vi co
lién quan thudéc Bo Y té.

2. Thanh phan Hoi dong tu van cip Chung chi hanh nghé duoc S¢' Y té phai co
it nhat 03 (ba) thanh vién, trong d6 c¢6 01 thanh vién 1a dai dién Ho1 vé dugc.
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Piéu 25. Hoat dong ciia Hoi dong tw van cAp chirng chi hanh nghé dwoc

1. Hoi dong tu van cap Chimg chi hanh nghé duoc c6 trach nhiém xay dung Quy
ché hoat dong ctia Hoi dong tur van dé trinh Bo truong B Y té hoic Giam doc S¢' Y té
phé duyét va t chirc thyuc hién sau khi dugc phé duyét.

2. Hoi dong tu van cap Ching chi hanh nghé dugc 6 trach nhiém tu van cho Co
quan cdp Chimg chi hanh nghé duoc trong viéc cip, cap lai, thu hdi Chung chi hanh
nghé dugc.

Chuong VII
DIEU KHOAN THI HANH

Pi¢u 26. Hiéu hrc thi hanh

1. Thong tu ndy c6 hiéu luc thi hanh ké tir ngay 01 thang 7 nim 2025.

2. Thong tu s6 07/2018/TT-BYT ngay 12 thang 4 nam 2018 ctia Bo truong Bo
Y té quy dinh chi tiét mot sd diéu vé kinh doanh duoc cia Luat duoc va Nghi dinh $6
54/2017/ND-CP ngay 08 thang 5 nam 2017 cta Chinh phu quy dinh chi tiét mot sé diéu
va bién phap thi hanh Luat duoc hét hiéu luc tur ngay 01 thang 7 nam 2025.

Diéu 27. Diéu khoan tham chiéu

Trong truong hgp céc van ban quy pham phap luat va cac quy dinh dugc vién
dan trong Thong tu ndy co su thay doi, bd sung hodc dugc thay thé thi ap dung theo
van ban quy pham phép luat méi.

Diéu 28. Trach nhi¢m thi hanh

1. Cyc Quan ly dugc, Cuc Quan ly Y, Dugc ¢ truyén, cac don vi thuoc BO Y té,
S& Y té cac tinh, thanh phé) tryc thuoc Trung wong, co quan, td chirc va ca nhan co lién
quan co trach nhiém thyuc hién Thong tu nay.

2.S&' Y té cac tinh, thanh phé truc thuoc Trung wong c6 trach nhi€m:

a) Kiém tra, giam sat cc co sé ban 1¢ thude trén dia ban ¢ ban thudc thudc Danh
muc han ché ban 1¢ quy dinh tai Thong tu nay;

b) Kiém tra, gidm sat cic co sd ¢ hoat dong thong tin thude trén dia ban;

d) Kiém tra, giam sat viéc dap tmg quy dinh vé ngdn ngir trong hanh nghé duoc
cua nguoi chiu trdch nhi€ém chuyén mon vé dugc cta co s& ban 16 thude va nguodi phu
trach cong tac dugc 1am sang cia co s¢ kham chira bénh.

3. Cac co s& quy dinh tai khoan 1 Diéu 6 Thong tu ndy c6 trach nhiém dam bao
viéc trién khai thuc hién thuc hanh tét theo 16 trinh quy dinh tai Dicu 142 Nghi dinh s
54/2017/ND-CP. Co sé chi dugc thuc hién cac hoat dong thuong mai lién quan dén
linh vire duoc khi dugc co quan c6 tham quyén cip Gidy chimg nhan du diéu kién kinh
doanh dugc theo quy dinh tai Luat Dugc va Nghi dinh s6 54/2017/ND-CP.
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Trong qua trinh thyc hi¢n néu ¢o van dé vuong méc, dé nghi co quan, td chire,
ca nhan kip thoi phan anh vé B Y té (Cuc Quan ly dugc, Cuc Quan ly Y, Duoc ¢

truyén) dé xem xét, giai quyét./.

Noi nhan:

- Van phong Chinh phu (Phong Cong béo,
Cong thong tin dién Chinh phu; Vu KGVX);
- Céc Thtr truong BO Y té;

- B6 Tu phap (Cuc kiém tra vin ban QPPL);
- B§ Khoa hoc va Cong ngh¢;

- B6 Cong Thuong;

- B6 Qudc phong (Cuc Quén Y);

- B§ Cong an (Cuc Y té);

- B¢ Tai chinh (Cuc Hai quan);

- Cac Vu, Cuc, Thanh tra Bd Y té;

- S&'Y té cac tinh, thanh phd truc thudc TU;

- Ho1 déng tu van cép GDKLH thube, nguyén liéu [am thudc;

- Tong cong ty Duoc Viét Nam - CTCP;

- Hi¢p hoi Doanh nghiép dugc Viét Nam;

- Hoi Duogc hoc Viét Nam;

- Céng thong tin dién tr BYT, Website Cuc QLD;
- Cac DN SX, KD thudc trong nudc va nudc ngoai;

- Vién kiém nghiém thuéc TW; Vién kiém nghiém thuc TP. HCM;

Vién Kiém dinh Qudc gia vac xin va sinh pham y té;
- Luu: VT, PC, QLD (02b).

BO TRUONG

Pao Hong Lan



Phulucl
CAC BIEU MAU

(Kém theo Théng t 56 ......... [2025/TT-BYT ngay ....... thang .... nam 2025 cua

Bo truong Bo Y té)

Mau s6 01

Phiéu ti€ép nhan ho so

Mau s6 02

Danh sach ngudi ¢6 Chimg chi hanh nghé dugce dang hanh nghé
duoc tai co sO

Mau s6 03 [Danh sach nha thudc nha thudc dugc bd sung thém vao chudi nha
thuoc / loai khéi chuoi nha thudc

Mau s6 04 |Danh séach nguoi chiu trach nhi¢ém chuyén mon vé duoc luan
chuyén gilta cac nha thudc thudc chuoi nha thuoc

Mau s6 05  [Ban cong bd co so kinh doanh ¢6 t6 chuc ké thude

Mau s6 06  [Thé “Ngudi gidi thiéu thude”

Mau s6 07  [Danh sach nguoi duge cap thé “Nguoi gidi thiéu thude”

Mau s6 08 [Danh sach ngudi gidi thiéu thudc bi thu hoi thé “Ngudi gidi thicu

thudc”




MAu s6 01. Phiéu tiép nhan hd so

TEN CAP TINH (hoic) BO, CONG HOA XA HQI CHU NGHIiA VIET NAM
NGANH... Poc 1ap - Tw do - Hanh phic

TRUNG TAM PHUC VU HANH

CHINH CONG (hoic) BQ PHAN

TIEP NHAN VA TRA KET QUA

S6..0...... (Dia danh), ngay thdng nim.........
PHIEU TIEP NHAN
| § (01510 @) e

R 5 703 T V4 T4 T o
2. Dia chi don vi ndp hé so (trudng hop ndp ho so qua dudng buu dién):
3. Hinh thtrc nop: Truc tiép | Buu dién |
Nop lan dau o Nop bd sung 1an .@)... o
4. S6, ngay thang ndm van ban cta don vi (Néu €O): «...ovvvrevneieeeeennn. ..

5. Danh muc tai

Khi nhéan két qua, dé ngh1 mang theo Phiéu tiép nhan nay va xuét trinh
Chtng minh thu hodc céc gidy to tuong duong cia ngudi nhan®

NGUOI NHAN HO SO
(Ky va ghi ro ho tén)

Ghi chu:

(1) Sé tiép nhan hd so

(2) Tén thu tuc hanh chinh.
(3) Ghi 1an b6 sung hd so.

) (4) Céc tai liéu tuong tng theo thu tuc hanh chinh dugc quy dinh tai Thong tu (liét ké chi
tiét hoac danh muc kem theo).
(5) Truong hop nguoi nhén khong phai la c6 tén trén Chung chi hanh nghe duoc, Gidy

chtng nhan du diéu kién kinh doanh duoc thi yéu cau c6 Gidy ty quyén hoic Gidy gidi thiéu
cta co so.



MAu s6 02. Danh sich ngudi c6 Chirng chi hanh nghé dwgc dang hanh nghé
dugc tai co s¢

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tw do - Hanh phic

DANH SACH NGUOI PUQC CAP CHUNG CHI HANH NGHE DUQC

3. Thoi gian hoat dong cua co sé kinh doanh dugce: O.......coovvveveeeeen,

4. Danh sach nguoi dugc cap chung chi hanh nghé hién dang hanh nghé tai
co s¢ (do61 voi co sé mdi duge cap Giay ching nhan du diéu kién kinh doanh dugc)
va danh sach ngudi hanh nghé dugc bo sung thém (doi véi co so da coé thong bao
nhung b6 sung thém) @

. n .| S6 chung chi s
Ho va tén Pham vi hanh ngh 2 d3 Thoi gian hanh Vi tri

STT| nguoi hanh | hoat dong nghé tai co so kinh

A A chuyé&n mon
nghé chuyén mén doanh dugc y

duoc cap, ngay
cap, noi cap

5. Danh sach ngudi dugc cap chimg chi hanh nghé khong tiép tuc hanh nghé
tai co so:

\ A . S6 chimg chi o . .y
Ho va tén |Pham vi hoat hanh ngh 2 d3 Thoit gian ngung Vi tri

STT| nguoi hanh |ddng chuyén hanh nghé tai co s&| chuyén

nghé mon  |GU9C CaP, NEAY iy doanh dugc mén

cap, noi cap
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Co s& cam két va hoan toan chiju trach nhiém vé tinh chinh x4c ctia cac thong
tin d4 cung cap.
(Dia danh), ngay... ... thang .. nam.....
Nguoi dirng dau
co s¢ kinh doanh dwgc
(ky va ghi ro ho, tén)

Ghi chu:

(1) Ghi 15 tir may gio dén miy gid trong ngay va may ngdy trong tuan;

(2) Truong hop da c6 thong bao nhung bd sung thém ngudi hanh nghé, co s& chi liét ké
danh sach nguoi dugce bo sung.

Vian ban sir dung phong chir tiéng Viét, kiéu chit Times New Roman, bd mi ky tw Unicode
theo Ti€u chuan Viét Nam TCVN 6909:2001.
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MAu s6 03. Danh sich nha thudc nha thudc dwoc bo sung thém vao chudi nha
thudc / loai khéi chudi nha thudc

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tu do - Hanh phic

DANH SACH NHA THUOC PUGQC BO SUNG THEM VAO CHUOI NHA
THUOC / LOAI KHOI CHUOI NHA THUOC

Kinh gui: SO Y té......

1. Tén co s& t0 chirc chuol Nha thuOC: ... i eees

3. Danh sach cac nha danh sach nha thudc nha thudc dugc bo sung thém vao
chuoi nha thudc / loai khéi chudi nha thuoce

Tén nha thudc 7
dugc bd sung Sé Giy chimg nhan Thoi diém

. x. thém vao . R SR thém vao
Tén chuoi x. 1. |Diachinha | dua di€u kién kinh x.
STT g A chuoi nha X , .| chuoi/
nha thudc X : thuoc  |doanh duogc cua nha .
thuoc / loai X loai khoi
\ . x. thuoc X
khoi chuoi chuoi

nha thudc

Co s cam két va hoan toan chiu trach nhiém vé tinh chinh x4c cua cac
thong tin da cung cap.
(DPia danh), ngay... thang ... nam.....
Nguoi dieng dau
o s¢ t6 chire chudi nha thude
(ky va ghi ro ho, tén)

Ghi chu: Vian ban str dung phong chir tiéng Viét, kiéu chir Times New Roman, bd ma ky
tu Unicode theo Tiéu chuan Viét Nam TCVN 6909:2001.
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Mau so 04. Danh sach nguwoi chiu trach nhiém chuyén mén vé dwgc luan
chuyeén giira cac nha thuoc thudc chuoi nha thuoc

CONG HOA XA HQI CHU NGHIA VIET NAM
Déc lap - Tw do - Hanh phuc

DANH SACH NGUOI CHIU TRACH NHIEM CHUYEN MON VE DUQC LUAN
CHUYEN GIUA CAC NHA THUOC THUQC CHUOI NHA THUOC

Kinh gui: So Y té......

3. Danh s&ch ngudi chiu trach nhiém chuyén mon vé duoc luan chuyén giita cac nha
thudc thudc chuoi nha thudc:

Tén nguoi chju | Nha thude truée khi luan | Nha thude sau khi luan
trach nhiém chuyén chuyén Thér didm
chuyén moén vé 36 Gi4 S6 Gia o1 e
STT ¢ mon 0 Giay 0 Liay luan
uge, sochung |- .. .chungnhandul., .. .chingnhin du .huvén
chi hanh ngh¢  |Ten, dia chil ya e i |TEm 418 ChT gia Yign kinh|
dugc doanh duoc doanh dugc
1
2

Co s cam két va hoan toan chiu trach nhiém vé tinh chinh x4c cta cac thong
tin da cung cap.
(Dia danh), ngay... thang ... nam.....
Nguoi dirng dau
o s6 t6 chirc chudi nha thudc
(ky va ghi ro ho, tén)

Ghi chu:
Vian ban sir dung phong chir tiéng Viét, kiéu chit Times New Roman, bd mi ky tw Unicode
theo Tiéu chuan Viét Nam TCVN 6909:2001.
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MAu s6 05. Ban cong bd co sé kinh doanh c6 t6 chic ké thude

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tw do - Hanh phic

BAN CONG BO
Co sé kinh doanh c6 to chirc ké thudc

Kinh gti: SO Y té......

2. DA ChI: oo —————
3. bién thoai: .............. Email (néu co)......... Website (néu ¢O)....ooevveee...

4. Sau khi nghién ctru Thong tu so ........ /2025/TT-BYT ngay.....[.../2025
ctia BO truong Bo Y té quy dinh chi tiét mot s6 didu vé kinh doanh dugc cta Luét
dugc va Nghi dinhsé .......... /2025/ND-CP ngdy ... thang ... nam 2025 ctia Chinh
pha quy dinh chi tiét tiét mot s6 diéu va bién phap dé to chire, huéng dan thi hanh
Luat Dugc va cac vin ban hudng dan hién hanh, chiing t6i céng bd co s kinh doanh
c6 to chire ké thude.

Kém theo ban cong bd nay 1a cac tai liéu ndp kém theo quy dinh tai Khoan
1 Biéu 7 cia Thong tu.

Co s& cam két va hoan toan chiju trach nhiém vé tinh chinh xéc, hop 1€ ctua
cac tai li€u, thong tin da cung cap trong ho so.

(Pia danh), ngay... thang ... nam.....

NGUOI PAI DIEN TRUOC PHAP
LUAT/NGUOI PUQC UY QUYEN
(ky ghi ré ho, tén, chirc danh va déng dau
(néu cd))

Ghi chu:
Van ban st dung phong chir tiéng Viét, kiéu chir Times New Roman, bd ma ky tu Unicode
theo Tiéu chuan Viét Nam TCVN 6909:2001.
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MAu s6 06. Thé “Nguoi giéi thiéu thudc”

Anh 3x4 THE NGUOI GIOI THIEU THUOC (1)

Dong dau giap lai Ho va tén (2):

Trinh d chuyén mén (3):

Tén co sé kinh doanh dwgrc (4):

.... Dia danh, ngay... thang... nam..
Ngudi ding dau co sé

(ky tén, dong dau co so)

Sb:....../NGTT (5)

Ghi cha:
- Kich thuéc thé 5,5 x 9,0 cm.

- Phong chir tiéng Viét, kiéu chit Times New Roman, bd ma ky tu Unicode theo Tiéu
chuan Viét Nam TCVN 6909:2001.

- Cd chir
+(1): 10, dam
+(2): 12, dam
+(3): 12
+(4): 14, dam
+(5): 12
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MAu s6 07. Danh sich nguwoi dwge cap thé “Nguoi gi6i thiéu thude”

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tu do - Hanh phuc

DANH SACH NGUOI PUQC CAP THE “NGUOI GIOI THIEU THUOC”

Kinh gti: SO Y té......

3. Danh sach nguoi dugc ’cép thé “Ngudi gidi thiéu thude” thude co sé thuc
hién hoat dong gid1 thi¢u thude trén dia ban:

Ho va tén ngudi gidi thidu | Bang cap chuyén

STT thube mén So thé dugc cap/ngay cap
1
2

Co s& cam két va hoan toan chiu trach nhiém vé tinh chinh x4c cua céac thong tin
da cung cap.
(Pia danh), ngay... thang ... nam.....
Nguoi dirng dau
co s6 kinh doanh dugc
(ky va ghi ré ho, tén)

Ghi chd: Van ban st dung phong chir tiéng Viét, kiéu chit Times New Roman, bo mi ky
tu Unicode theo Tiéu chuan Viét Nam TCVN 6909:2001.
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MAu s6 08. Danh sach ngwoi giéi thiéu thudc bi thu hdi thé “Nguwoi giéi thiéu

thuoc”

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tu do - Hanh phuc

DANH SACH THU HOI THE NGUOI GIOI THIEU THUOC

Kinh gti: S0 Y té.........

3. Danh sach ngudi duge cap thé “Ngudi gidi thiéu thude” bi thu hoi theé:

Ho va tén nguoi giéi| Bang cap S6 thé duoc Ly do thu hoi thé
STT Y N SN
thi¢u thude chuyén mon cap/ngay cap
1
2

Co s& cam két va hoan toan chiu trach nhiém vé tinh chinh xac cua cac thong tin
d3 cung cap.
(Dia danh), ngay... thang ... nam.....
Nguoi dirng dau
co s& kinh doanh dwgc
(ky va ghi ro ho, tén)

Ghi chd: Vén ban st dung phong chir tiéng Viét, kiéu chir Times New Roman, b mi ky
tu Unicode theo Tiéu chuan Viét Nam TCVN 6909:2001.




~ PhulucII ] )
DANH MUC THUOC bUQC BAN TAI KE THUOC

(Kém theo Thong tw 56 ... TT-BYT ngay oo thang ... nam 2025 cua
Bo truong Bo Y té)
. ) Duong dung, dang bao| Cac quy dinh cu
TT Thanh phan hoat chat ché, giéi han ham  (thé vé chi dinh cua
lwgng, nong do thuoc
1 |Attapulgit Uong : cac dang
2 |Acid boric don thanh phan hoic [Dung ngoai

phdi hop

3 |Amylmetacresol dang phoi hop  [Vién ngdm
trong cac thanh pham vién ngam
(nhu véi céc tinh dau,
Bacitracin...)
4 [Benzoyl peroxid don thanh Dung ngoai: cac dang
phan hodc phoi hop vai lod vO1 gidi han nong
va/hodc luu huynh A0 <10%
5 [Benzyl benzoat phdi hop trong  [Dung ngoai: cac dang
cac thanh pham dung ngoai (voi |
cac tinh dau, Con Isopropyl...) [Miéng dan
6 |Dexpanthenol Dung ngoai: kem, dang Ton thuong da nhe,
Xit bong nhe
7 [Enoxolon don thanh phan hoac  |Dung ngoai: thudc boi  [Viém niém mac
phoi hop trong cac thanh pham  |ngoai da, kem bdi niém miéng
dung ngoai, vién ngam mac miéng, nudc SUc
miéng
8 [Hexetidin don thanh phan hodc  [Dung ngoai: thude bdi  [Stic miéng
phoi hop (vo1 Benzydamin, ngoai da, dung dich stc
Cetylpyridinum, Cholin Salicylat,miéng
Methyl salicylat, tinh dau...)
9 [K&m oxid, K&m pyrithion, K&m [Dung ngoai San ngira , man do
Gluconat, Kém undecylenat don da
thanh phan hodc ph6i hop trong
cac thanh phan dung ngoai
(CaCOsg, bot talc, glycerin)
10 |Natri clorid. Dung dich dung ngoai

vl nong do 0,9%
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11 |Natri bicarbonat don chat hoic  |Dung ngoai
phoi hop
12 [Povidon lodin Dung dich dung ngoai
(bao gom dung dich suc
miéng <1%)
13 [Sucralfate Udng: cac dang
14 Selenium sulfide Dung ngoai

15

Tinh dau hodc ¢ dang phoi hop
v&i duoc 1iéu, menthol, pinen,
camphor, cineol, borneol,
methylsalicylat. ..

Dung ngoai: cac dang
(bo1 ngoai da; 6ng hit,
miéng dan).

Giam dau, cam
lanh. Thong miii

16

Tyrothricin don chat hodc phoi
hop (v61 Benzalkonium,
Benzocain, Formaldehyd,
Trolamin, tinh dau, cac thanh
phan trong tinh dau)

Vién ngam

Dung ngoai: dung dich
sic miéng, xit mi¢ng,
boi ngoai da

17

Xanh Methylen

Dung ngoai

18

Tra thudc, roeou thuoc tir duoc

li¢u khong chira dugc liéu doc.

Uo6ng, Dung ngoai




Phu luc 111

DANH MUC THUOC HAN CHE BAN LE

(Kém theo Théng tw s6 ......... IT-BYT ngay ...... thang ......
Bo truong Bo Y té)

nam 2025 cua

Puong dung, dang bao

Han ché ban 1é
doi va&i cac chi

TT Thanh phan hoat chat Clll::;ilm ;162.‘;1 l:;‘ﬁm dinh dwoc ghi
ong, g d¢ trén don thuoc
1 |Artesunat phéi hop véi Ubng: cac dang Dicu tri sot rét

Amodiaquin hodc piperaquin
hodac Mefloquin hodc Pironaridin

Artemether phdi hop véi
Lumefantrin

Udng: cac dang

Diéu tri sot rét

Piperaquin phéi hop véi
Dihydroartemisinin

Ubng: cac dang

Dicu tr1 sot rét

[soniazid don thanh phan hodc
pho1 hgp vé1 Rifampicin va/hoac
Pyrazinamid

Ubng: cac dang

Diéu tri lao

Pyrazinamid don thanh phan
hodc phoi hgp véi Rifampicin,
Isoniazid

Udng: cac dang

Diéu tri lao

6 [Ethambutol don thanh phan hodc [Udng: cac dang Diéu trj lao
phoi1 hgp vé1 Rifampicin,
Isoniazid
7 [Streptomycin Puong tiém: cic dang  [Piéu trj lao
8 |[Kanamycin Puong tiém: cic dang  [Piéu trj lao
9 |Amikacin Duong tiém: cic dang  [Piéu trj lao
10 |Capreomycin Duong tiém: cic dang  [Piéu trj lao

11

Prothionamid

Udng: cac dang

Diéu tri lao

12

Cycloserin

Udng: cac dang

Diéu tri lao

13

Para aminosalicylic acid (PAS)

Ubng: cac dang

Diéu tri lao

14

Levofloxacin

Ubng: cac dang

Diéu tri lao

15

Moxifloxacin

Udng: cac dang

Diéu tri lao

16

Abacavir don thanh phan hoic

ho6i hop vo1 Lamivudin

Ubng: cac dang

Diéu tri HIV




17 [Efavirenz don thanh phan hogc  [Udng: céc dang Diéu tri HIV
phoi hop véi Tenofovir,
Emtricitabin

18 [Lamivudin don thanh phan hodc |[Udng: cac dang Diéu tri HIV

phdi hop véi (Tenofovir, hodc/va
Efavirenz, hoac/va Zidovudin,
hodc/va Nevirapin)

19 Ritonavir don thanh phan hodc  |[Ubng: cac dang Diéu tri HIV
ho1 hop véi Lopinavir

20 |Nevirapine Ubng: cac dang Diéu tri HIV

21 [Tenofovir Ubng: cac dang Dicu trj HIV

22 [Zidovudin Ubng: cac dang Dicu trj HIV

23 [Cac thuéc dugc BO Y té cap gidy dang ky luu hanh quan 1y dic biét trong d6
cO yéu cau han ché ban 1¢

* Ghi chit: doi véi cdc thude c6 trong Danh muc tqi 6 thir tw tir 1 dén 22 nhung trén don
thuoc khong co chi dinh néu tai cot “Han ché ban lé doi vai cac chi dinh dwgc ghi trén don thuoc”
thi khong dp dung quy dinh vé han ché ban le.



