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BOY TE

BOYTE

SH: 13/2009/TT-BYT

CONG HOA XA HOI CHU NGHIA VIET NAM

Ddc lap - Tu do - Hanh phac

Ha Noi, ngay 01 thang 9 nam 2009

THONG TU
hwéng din hoat dong théng tin, quang cio thudc

Can cir Nghi dinh so6 188/2007/ND-
CP ngay 27/12/2007 cua chinh phu quy
dinh chirc nang, nhiém vu, quyén han va
co cau 16 chire cua B Y té;

Cdan cir Ludt dwoc s6 34/2005/0H11
ngay 14/6/2005,

Cdn cir Phdp 1énh quéing cdo sé
39/2001/PL-UBTVQH ngay 16/11/2001;

Can cir Nghi dinh s6 24/2003/NP-CP
ngay 13/3/2003 cua Chinh phu quy dinh
chi tiét thi hanh Phép Iénh qudng céo;

Bé Y té huéng dan hoat déng théng

tin, quang cao thuoc nhw sau.

Chuong 1
NHUNG QUY DPINH CHUNG

Pi¢u 1. Pham vi diéu chinh va déi
tuong ap dung
1. Pham vi diéu chinh:

Théng tr nay quy dinh vé diéu kién
thong tin, quang cdo thudc; ho so, thu

tuc dang ky thong tin, quang cdo thudc;
thanh tra, kiém tra va xir Iy vi pham thong
tin quang cao thudc tai Viét Nam.

2. Déi twong ap dung:

Thoéng tu nay ap dung d6i véi cac ccr
quan, to chirc (sau day goi tat la don
vi), ca nhéan c6 lién quan dén hoat dong
théng tin, quang cdo thudc trén lanh tho
Viét Nam.

Picu 2. Giai thich tir ngir
Trong Thdng tu nay, cac tir ngir dudi
diy duoc hiéu nhu sau:

1. Thudc l1a chit hodc hdn hop cac chat
dung cho ngudi nhim muc dich phong
bénh, chita bénh, chan doén bénh hodc
diéu chinh chirc ning sinh ly co thé bao
g6m thudc thanh pham, nguyén liéu lam
thudc, vic xin, sinh phém y té, trir thuc
pham chirc ning.

2. Théng tin thudc 1a viéc thu thap
va/hodc cung cap cac thong tin co lién
quan dén thudc nhu chi dinh, chong chi
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dinh, licu dung, cach dung, phan tng c6
hai ctia thude, phong ngtra khi ding cho
nhtrng nhém nguot dac biét (tré em, phu
na ¢6 thai, phu ntr cho con bu, nguoi
cao tudi va cac dbi twong khac) cua don
vi, ¢a nhan c¢6 trach nhiém thong tin
thudc nham dap tung yéu cau thong tin
cua cac don vi, ca nhian dang truc 1iép
hanh nghé y, duge hodc cua nguoi su

dung thude.

3. Quang cdo thudc 1a hoat dong gidi
thiéu thudc do don vi kinh doanh thudc
truc tiép tién hanh hoac phéi hop, hoac
tai trg, uy quyén cho mot don vi khac
tién hanh dé thic day viéc ké don, cung
ing, ban va’hodc sur dung thudc trén co
s& sir dung thude hop 1y, an toan va hiéu
qua.

4. Quang cdo thudc trén cac phuong
tién quang cdo khac la cac hoat dong
quang c4o dugc chuyén tai trén cac
phuong tién chua duoc dé cap trong

Thong tu nay.

5. Hoi thao gidi thiéu thude quy dinh
tai Thong tu nay la cac budi g101 thiéu
san pham thubc hodc thao luin chuyén
dé khoa hoc cho can b y té ¢6 lién quan
dén thudce do cac don vi kinh doanh thubc
to chire, tai tro.

6. Nguoi gidi thiéu thude 1a nguoi cua
don vi kinh doanh thudc trén lanh thé

Viét Nam duoc don vi nay phan cong

[am nhiém vu gidi thiéu thuoc cho can

bo y té.

« A . A s A - .
Dicu 3. Dicu kién chung v¢ thong tin,

quang cao thuodc

L. Chi don vi diing ky thudc dugc dang
ky ho so théng tin, quang cdo thudc do
minh dang ky. Truong hop don vi ding
ky thude mudn iy quyén cho don vi khac
ding ky ho so théng tin, quang céo thi
phai c¢6 vin ban uy quyén. Pon vi duoc
ty quyén phai 1a don vi ¢ tu cach phap
nhan hgp phap.

2. Thudc di duge cap sb dang ky luu
hanh tai Viét Nam dugc thong tin, quang
cao theo quy dinh tai Thong tu nay.
Thudc chua duge cdp sé ding ky luu
hanh tai Viét Nam nhung d duoc phép
luu hanh & nudce khac chi dugce thong tin
cho can bd y té théng qua hoi thao gidi
thiéu thudc.

3. Noi dung thong tin, quang cdo thudc
phai bao dam tinh khoa hoc, khach quan,
chinh xdc, trung thuc, ré rang va khong
duoc gay hiéu lam.

4. Tiéng noi va chir viét dung trong
thong tin, quang cdo la tiéng Viét, trir
truong hop ta ngir da duoc quéc té héa
hoac thuong hiéu, tir ngir khong thay thé
duoc bang tiéng Viét.

5. C& chit bé nhit trong thong tin,
quang cdo phai du lén dé cé thé nhin
thay trong diéu kién binh thuong nhung
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khong dugce bé hon ¢d chur twong duong

co 11 VnTime.

6. Don vi théng tin, quang cao thudc
phai chiu trach nhiém vé ndi dung, tinh
phap 1y nhiing thong tin di cung cap
trong cac hoat dong thong tin, quang cdo

thudc cuia minh.

Diéu 4. Phi thim dinh hd so dang ky

thong tin, quang cdo thudc

1. Don vi dang ky théng tin, quang
céo thudc theo quy dinh tai Thong tu nay
phai nop phi thdm dinh hé so tai co quan
tiép nhan ho so ding ky thong tin, quang
cdo thudc theo quy dinh ciia phap luat
hién hanh.

2. M6t mau thong tin, quang cdo thude
tuong ng véi mot hd so ding ky thong
tin, quang cao thudc phai ndp phi tham

dinh nhu sau:

a) Trudng hop dugce coi la mot hd so
dang ky thong tin, quang cio thudc khi
dap ung mdt trong cac truong hop sau:

- Mot mau thong tin, quang cdo cho
mot d6i tuong cua mot thudc c6 mot ham
lwong, mot dang bao ché;

- M6t mau théng tin, quang c4o cho
mdt ddi twong cua hai hay nhiéu thube
c6 cung hoat chét nhung c6 ham luong,
dang bao ché, duong dung khéc nhau cua

cung mdt nha san xuat;

- Mot mau thong tin, quang cdo cua
mot thude cho mot doi tuong trén nhiéu
hinh thuce (vi du: to roi, dp phich, sach,
bao,...);

b) Truong hop khong dugce coi 1a mét
hé so théng tin, quang céo thude:

- Mot thube duge thong tin, quang cdo
cho mot déi twong nhung cé nhiéu mau
thong tin, quang cao khac nhau. Trurong g
hop nay méi miu thong tin, quang cdo g
duoc coi 1a mot ho so thong tin, quang%
cao thude.

huVienPh

- Mot mau théng tin, quang cdo chos
mét dbi tuwong nhung gdm nhidu thude

WWW.

khac nhau. Truong hop nay mdi thuﬁc
duoc coi 1a mot ho so ding ky thong tm
quang céo thude. z

Picu 5. Hanh vi nghiém cam

1. Quang cao thuoc ké don; vac xin,

ft * Tel: +84—8—3845 6684 *

sinh-phidm y té dung dé phong bénh;=
thudc khong phai ké don nhung dugc ccg
quan quan 1y Nha nudc cé thaim quyén
khuyén cdo bang vin ban sir dung han
ché hodc sir dung c6 sy giam sat cia thay
thude.

2. Thong tin, quang cdo my pham,
thuc phdm chirc nang va cac san pham
khong phai la thudc voi ndi dung khong
rd rang c6 thé khién ngudi tiéu dung hiéu
nham san pham d6 1a thudc.

3. Str dung loi ich vat chat hay tai
chinh du¢i moi hinh thirc dé tac dong tdi
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thay thude, nguoi ding thude nham thic

day viéc ké don, sir dung thudc.

4. Loi dung s6 ding ky cho phép luu
hanh thude cua Cuc Quan ly duge, cta
co quan quan ly duge pham nuéc khac

dé quang cao thudc.

5. St dung danh nghia, biéu tuong,
hinh anh, dia vi, uy tin, thu tin cua to
chirc y, dugc, cua can bd y té, thu cam
on cua bénh nhan dé quang cdo, khuyén

dung thude.

6. Lot dung hinh thic thfty thude
huéng dan cach phong bénh, chita bénh
hodc huéng dan sir dung thude bang cac
bai viét trén bao, bing cac chuong trinh
phéat thanh, truyén hinh dé quang cao

thuoc.

7. Sir dung cac loai két qua nghién ciru
lam sang chua du co so khoa hoc, chua
du bang chimg y hoc dé thong tin, quang
cao thudc.

8. Loi dung két qua kiém nghiém, céc
ching nhén do co quan c6 tham quyén
cip, huy chuong do hoi cho trién 1am cap
cho san pham va/hodc don vi dé quang

cao thuoc.

9. Théng tin, quang cdo thudc ¢ ndi
dung khéng phu hop véi thuan phong,
my tuc Viét Nam; lam dung hinh anh
dong vat hoac cac hinh anh khac khong

lién quan dé théng tin, quang cdo thudc

gdy ra cach hiéu sai cho nguoi st
dung.

10. Phat hanh cho cong chung tai li¢u
théng tin thudc cho can bd y t&.

11. Dung cau, chir, hinh anh, 4m thanh
gdy nén cac an tuong kiéu sau day cho
cong chung:

a) Thudc nay la sé 1, la tot hon tat ca;

b) St dung thude nay la bién phap t6t2
nhat;

¢) Sir dung thudc nay khong can co y
kién cua thay thudc;

d) Thube nay hoan toan vo hai, khong
co tac dung phu, khong cé chéng chi dinl}.

6684 * www.ThuVienPhapLuat.c

12. So sanh véi y d6 quang cdo thlif;cm

4

’ , , = - o
cua minh tot hon thudc, hang hoa cuato;;
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Thong tu nay) cac thudc chua duoc cé‘ipg
s6 dang ky hodc s6 ding ky hét hiéu':=€
lue.

14. Thong tin (trir trudng hop quy dinh
tai Khoan 2 Dicu 10 cta Théng tu nay),
quang céo thudc khi chua ndp ho so ding
ky théng tin, quang c4o thudc tai co quan
quan 1y nha nudc co tham quyén; thong
tin, quang cao thudc khong ding véi noi
dung da dang ky; thong tin, quang cao
thuéc dang trong thoi han xem xét, gidi

quyét ho so theo quy dinh.
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Chuong II
THONG TIN, QUANG CAO THUOC

Muc I
THONG TIN THUOC

Dicu 6. Trach nhiém chung vé thong
tin thudc

1. B6 Y t&, S& Y té c4c tinh, thanh
phd truc thude Trung wong, Y té nganh
va cac co s¢ kham bénh, chira bénh (sau
diy goi chung la co s& y té) co trach
nhiém td chic thong tin thude va theo
ddi phan tmg 6 hai cua thudc; kip thoi
théng bao téi cac déi tuong ké don va sir
dung thudc nham dam bao str dung thude
hop ly, an toan va hiéu qua.

2. Trung tam quéc gia vé thong tin
thude va theo ddi phan ng c6 hai cua
thude ¢o trach nhiém gitp B Y 1é trong
viéc thu thap, tong hop, phan tich, bao
c40 va cung cip cac théng tin cé lién
quan dén thude, cac phan tmg c6 hai cua
thude.

Diéu 7. Thong tin thudc trong bénh
vién

I. Gidm ddc bénh vién c6 trdch nhi¢m
quan ly, chi dao hoat dong thong tin
thudc trong bénh vién. Trach nhiém nay
dugc thuc hién thong qua don vi thong
tin thudc cua bénh vién.

2. Nhiém vu don vi thong tin thude
cua bénh vién bao gém:

a) Thu thap, tiép nhan thong tin thude;

b) Cung cép thong tin thuéc nham dam
bao st dung thudc an toan, hop ly trong
pham vi bénh vién. Cung cap cac thong
tin phan hoi dd duge xir 1y téi bénh vién
tuyén dudi (d6i vai bénh vién khu vuc

va tuyén tinh);

¢) Hudéng dan, chi dao, kiém tra don vi
thong tin thube bénh vién tuyén dudi (doi
vGi bénh vién khu vue va tuyén tinh);

d) Thu thap, tong hop, bdo cdo phan
(ng co hai cua thudc t¢i Hoi dong thude
va diéu tri cua bénh vién, Trung tim
Quéc gia/Trung tam khu vuc vé thong

tin thudc va theo ddi phan tng ¢ hai cadr

thuoc;

d) Cac van dé khac co lién quan dén

thong tin thudc.

3. Can bd, nhan vién y té co trach
nhié¢m:

a) Cung cap thong tin vé thudc ¢6 lién
quan cho ngudi str dung thude trong qua
trinh kham bénh, chita bénh;

b) Theo doi va bao cdao phan ung cd
hai cua thude tdi don vi thong tin thube
cua bénh vién.

Di¢u 8. Thong tin thudc ciia cac don
vi kinh doanh thudc

I. Pon vi, ca nhan kinh doanh thubc
cd quyén va trach nhiém thong tin thude
do minh dang ky, san xuét, nhap khau va
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phan phdi 161 can bd, nhan vién y & va
nguoi su dung thude.

2. Chi duoc cung cip cac thong tin vé
thuoe khi co dﬁy du cac dir kién khoa hoc
da dugc ching minh. Ngudn gbe, xuat
xur cua thong tin, ngudi cung cAp thong
tin, thoi diém cung cip théng tin phai
chinh xac, khach quan, trung thuc, khoa
hoc va rd rang.

3. Trong qué trinh luu hanh thudc,
don vi kinh doanh thuéc, don vi dang ky
thude co trach nhiém theo doi va bao céo
kip thoi vé Cuc Quan ly duoc va Trung
tam Quéc gia vé thong tin thude va theo
doi phan Gng co6 hai cua thude cac thong
tin mai duoc phat hién cua thudc, céc
phan (ng c6 hai cua thudc va cac biéu
hién suy giam chét luong cua thude do
don vi kinh doanh.

4. Co s& ban 1é thude cung cip nhiing
théng tin c6 lién quan, hudéng dan su
dung thudc khi ban & cho ngudi mua
thudc; thu thap va bao cdo phan ing co
hai cta thudc, cac biéu hién suy giam
chat lugng thudc téi co quan quan ly
chuyén mon truc tiép. Co sd ban 1¢ thude
phai chiu trach nhi¢m vé nguén gdc cua
nhitng tai li¢u théng tin/quang cao thudc
dang duoc trung bay, gidi thi¢u tai co
sd minh; chi cho phép cac don vi kinh
doanh thudc/hodc ngudi dugce uy quyén
phan phat nhirng tai li¢u théng tin, quang
c40 da duge chap thuin ctia Cuc Quan ly
duoc.

Muc II

THONG TIN DE GIOI THIEU
THUOC CHO CAN BOY TE

Didu 9. Cac hinh thuc thong tin dé
gi¢i thiéu thude cho can bo y &

I. Thong qua “Ngudi gidi thiéu thude”.

2. Phét hanh tai liéu théng tin thudc
chocanbdy té,

3. Hoi thao gidi thiéu thudc cho can
by té.

4. Trung by, gidi thiéu thudc tai céc
hoi nghi, hoi thao chuyén nganh y té.

Diéu 10. Trach nhiém va gidi han
thong tin d¢ gidi thidu thude cho can bo
oih

1. Pon vi kinh doanh thudc hodc don
vi dugc iy quyén chi duoc thong tin dé
gidi thiéu cac thube thudc pham vi didu
chinh cua Thong tu nay che can bd y té.

2. Noi dung théng tin thudc gisi thiéu
cho can bd y té khong cdn phai ding ky
v6i Cuc Quan ly dugce: Cac thong tin vé
thuéc di duoc Cuc Quan 1y duoc chip
nhan trong hd so ding ky thude, bao
gdm nhan thudc va t& hudng dan str dung
thudc.

3. Noi dung théng tin thudc phai ndp
héd so dang ky tai Cuc Quan ly duoc:

a) Cac thong tin vé thube da co trong
nhin va to huéng dan s dung thude
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nhung c6 thay doi vé ty 1¢, hinh déng,
kich thudc, mau sac, hinh anh hodc sip
xép lai bd cuc;

b) Cac thong tin vé thudc da c6 trong
nhan va t& huéng dan st dung thude co
bd sung thém bat ky mot chi tiét nao
khac;

¢) Céc thong tin vé thude chua c6 trong

nhin va t& huéng dan sir dung thudc;

d) Cac théng tin vé& thudc thu thap
duoc thong qua theo doi san pham trén
thi trudng;

d) Cac nghién ctru doc 1ap, nghién ciru
méi ¢6 lién quan dén thube.

Pon vi chi duge gidi thi¢u cho can
bd y té theo cac hinh thirc quy dinh tai
Diéu 9 cia Thong tu nay.

Diéu 11. Ngudi gidi thidu thude

1. Chi c6 nhitng ngudi da duoc cap
thé “Ngudi gioi thiéu thuée” méi duoc
cung cép thong tin, gidi thiéu thude cho
can bo y té.

2. Ngudi gisi thiéu thude phai co du
cac diéu kién sau day:

a) La can bd y, dugc coO trinh do
chuyén moén tir trung cap trd 1én. Trudng
hop Ngudi gidi thiu thude 1a cdn bd vy,
duoc cé trinh dd chuyén mén trung cap
thi phai c6 thém cac diéu kién sau:

~ C6 it nhat hai nam hoat dong tai co

sO' y, duoc hgp phap;

- PBuoc tap huan theo Chuong trinh
khung dao tao cho Ngudir gion thiu
thudc do Bo Y té quy dinh

b) DBa dugc don vi tuyén dung huin

luyén, dao tao;

¢) Co du kién thirc vé nhitng thudc
duoc phén cong gidi thicu, hicu biét cac
vin ban quy pham phap ludt vé duogc ¢

lién quan.

3. Nguoi sau day khong dugc tham
gia giGi thiéu thudc:

a) Bi cAm hanh nghé y, duoc theo ban
an, quyét dinh cua Toa 4n va/hodc dang
bi truy ctru trach nhiém hinh sy va/hodc
dang bi 4p dung bién phap quan ché hanh
chinh; 5

b) Khong du nang lyc hanh vi dan su,

¢) Pang la cong chirc, vién chirc.,

4. Trach nhiém cua Nguoi gidi thiéu
thudc:

a) Chi dugc giéi thiéu nhing thudc da
duoc phép luu hanh & Viét Nam do don
vi tuyén dung phan cong va chi duoc
cung cip nhirng thong tin vé thudc phu
hop voi ho so da diang ky tai Cuc Quan
ly duoc;

b) Chi duoc gidi thiéu thude cho doi
tuong la can bo y té;

¢) Khi hoat dong gidi thiéu thudc phai
deo thé “Nguoi gi6i thiéu thudc” va phai
duoc sy dong y ciia co s& nhan thong
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tin thude moi duoc tién hanh gidi thidu
1111150;

d) Thu thip cac bao cdo vé phan ung
¢o hai cua thudc, cic bao cdo cd lién
quan dén chat lugng cia thude dé don
vi kip thoi tdng hop va bdo cdo vé BoY
té (Cuc Quan ly dugc); Trung tdm Québc
gia vé& théng tin thudc va theo ddi phan
ing c6 hai ctia thude.

Diéu 12. Trach nhiém cua Giam déc
bénh vién khi ¢6 Nguoi gioi thiéu thude
hoat dong

1. Chi cho phép nhiing nguoi co thé
Ngudi gidi thiéu thudc tham gia gidi
thiéu thude, kiém tra viée thuc hién trach
nhiém cua nguoi gidi thiéu thude da
dugc quy dinh tai khoan 4 Diéu 11 cua
Thong tu nay.

2. Dé ra néi quy quy dinh cu thé vé
thanh phén, dia diém, thoi gian va to
chirc cho Ngudi gidi thiéu thude tiép
xtc, trao doi thong tin vdi can bd y té
trong don vi.

3. C6 bién phap dé ngin chin hanh
vi ké don, hudng dan sir dung thude cua
nhan vién trong don vi vi muc dich loi
nhuan do ngudi gidi thiéu thude tac dong
bang vit chat, tai chinh hoic bat ky hinh
thirc nao khac.

4. DBinh chi ngay hoat dong cua nguoi
gidi thiéu thudce trong pham vi don vi
minh khi ngudi gioi thiéu thude co nhing
hanh vi vi pham Thong tu nay.

5. Chiu trach nhiém vé nguén gdc cia
nhimg tai lidu thong tin, quang céo thude
dang dugc phat hanh trong don vi minh,
chi cho phép cac don vi kinh doanh
thude, hodc ngudi duge uy quyén phan
phat nhirng tai liu thong tin, quang cao
da dugc dang ky tai Cuc Quan ly dugc.

Diéu 13. Tai lidu thong tin dé giGi
thiéu thude cho cén bo y té

1. Tai liéu thong tin dé gidi thicu thude
cho can bd y té phai duoc soan thao theo
quy dinh tai Diéu 14 cua Thong tu nay.

2. Phan tai liéu ching minh va phan
trich din dé minh hoa cho ndi dung
thong tin phai trung thuc, cdp nhéap va
Ehl ro tén tai li¢u, tén tac gia, thoi glan
xudt ban tai lidu.
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3. Cac théng tin mdi phat minh, phdl
hién qua nghién ciru khoa hoc hoac qud
theo doi san.pham trén thi truong phai

t* Tel

duoc cung cap theo hinh thirc cap nhét=
thong tin khoa hoc kém theo tai licu g
chimg minh. Phan thong tin méi phai gln
dong chir: “Phan thong tin nay chi ding
dé tham khao”.

4.Tai liéu théng tin dé gidi thiéu thube
cho can bd y té phai co dong chir “Tai li¢u
théng tin cho can bd y t&” & trén dau tat
ca cac trang. Doi véi nhing tai liu gdm
nhiéu trang phai danh sé trang, & trang
ddu phai ghi rd phan thong tin chi tiét vé
san pham xem & trang nao (ghi sb trang
cu thé) va in rd: (a) SH Giéy tiép nhan



CONG BAO/SH 459 + 460/29-9-2009/VBQPPL/TT-BYT/903 26083

hd so dang ky tai lidu théng tin thudc
cta Cuc Quan ly duge - Bo Y & XXXX/
XX/QLD-TT, ngay... thang... nam..., (b)
ngay... thang... ndm... in tai liu.

5. Tai liéu thong tin thudc chi duge
cung cip cac thong tin vé thube, khong
dua nhirng thong tin khong lién quan dén
thude.

Diéu 14. Noi dung tai lidu thong tin
thudc cho can bo y té

1. Tén thudc: c6 thé dung tén bigt dugc
hodc tén goc.

2. Thanh phén hoat chit.

a) Doi véi thude tan duge: Dung tén
theo danh phép quéc té.

b) Dbi voi thude c6 ngudn gde duoc
lidu: Dung tén theo tiéng Viét (trir tén
dugc liéu ¢ Viét Nam chua co thi dung
theo tén nguyén ban nudc xuat xir kém
tén Latinh).

3. Dang bao ché.

4. Cong dung, chi dinh.

5. Liéu dung.

6. Cach dung.

7. Tac dung phu va phan Ung co hai.
8. Chdng chi dinh va than trong.

9. Twong tac thude.

10. Tén va dia chi cua co s& san xuat
va phan phoi chinh.

11. Nhitng thong tin méi ding dé tham

khao va nhimng tai liéu dé chimg minh
ngudn gdc cua nhitng thong tin do.

12. Danh muc nhitng tai lic¢u da dugc
dung trich dan.

Dic¢u 15. Tai liéu thong tin vac xin,
sinh pham y té dung dé phong bénh

Ngoai nhimg nd1 dung quy dinh tai
Diéu 14 ciia Thong tu nay, tai liéu thong
tin vic xin, sinh pham y té dung dé phong £
bénh con phai ¢é thém nhiing ndi dung E
sau.

1. Ddi tuong sir dung (lién quan dén
tudi, tinh trang strc khoe...):

a) Déi tugng dugc sir dung;
b) Pdi tugng khong dugc sir dung.

2. Phéac dd sir dung: st dung lic ndo,
sir dung may lan, thoi gian nhic lai.

* Tel: +84-8-3845 6684 * www.ThuVienPhapLua

3. Ché d6 bao quan vac xin, sinh pham

A = e @ a = A .
y té: ghi rd dung cu bdo quan, nhiét do%s
bao quan va cac dicu ki¢n bao quan khac =

. =
(néu c0).

4. Luu y vé tuong tac thudc:

a) Tuong tac thudc: nhitng loai thudc
nao khéng dugc str dung déng thoi trong
thoi gian tiém (hodc udng) vic xin, sinh
pham vy té ding dé phong bénh; khi da
sir dung véc xin, sinh phim y té ding
dé phong bénh thi khong duoc st dung
nhirng loai thudc nao;

b) Cach sir dung: vi tri tiém (tiém bip,
tiém dudi da, tiém trong da).
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5. Tai bién ¢6 thé xay ra va cach xu ly:
tai bién som, tai bién muon.

6. Nhirng luu y khac.

Diéu 16. Hoi thao gidi thi¢u thude cho
can bo y té

I. Don vi kinh doanh thudc, van phong
dai dién da dang ky hoat dong vé linh
vue duge tai Viét Nam co quyén to chire
hoi thao giGi thiéu voi can bo y té cac
thubc da duoc phép san xudt, luvu hanh &
nuoc khac.

Don vi nudc ngoai mudn t6 chic hoi
thao gi6i thidu thudc tai Viét Nam phai
phéi hop véi mét co sa kinh doanh thudc
hodic mdt co s& y t& Viét Nam nhu bénh
vién, vién chuyén khoa y t€, co s& dao
tao can bd y t&, Hoi nghé nghiép y, Hoi
nghé nghiép duoc.

2. Noi dung gidi thiéu thudc trong hoi
thao bao gom:

a) Tén thude: co thé dung tén biét dugc
hoidc tén goc;

b) Thanh phfin hoat chat:

- D6i voi thude tan duge: Dung tén
theo danh phap qudc té;

- Déi voi thude co nguén géc duoc
liéu: Dung tén theo tiéng Viét (trir tén
duoc liéu ¢ Viét Nam chua co thi dung
theo tén nguyén ban nudc xuat xi kém
tén Latinh).

¢) Ham luong/ndng do hoat chat;

d) Dang bao ch¢;

d) Nhitng thong tin, két qua nghién
ciru vé:

- Dugce dong hoc;

- Duoc luc hoc;

- Thong tin 1am sang: Chi dinh, liéu
dung, cach dung, chdng chi dinh, nhitng
diéu can d¢ phong, luu y khi sir dung, tac
dung phu, phan Ung c6 hai va cach xu
1y, twong tac thude, trudng hop ding qué
liu va cach xur Iy;

- Théng tin vé mat bao ché, cong thirc
bao ché, cach bao quan, han dung, quy
cach dong goi; A

- Théng tin vé phan loai thubc: thube
o4y nghién, thudc hudng tim than, thube
ban theo don, thude ban khéng can don
cua bac sy;

- Céc thong tin khac co lién quan;

- Tén, dia chi nha san xuét va nha phan
phfii chinh.

3. Bao cao vién trong hdi thao phai la
nhimg can by chuyén moén co nhiéu kién
thire, kinh nghiém dbi vé&i loai thude
duoc gioi thiéu.

Didu 17. Trung bay gidi thiéu thude
tai hoi nghi, hoi thao chuyén nganh y té

1. Cac don vi td chire, chu tri hoi nghi,
hoi thao chuyén nganh y t&é mudn trung
bay, gidi thiéu thudce tai hoi nghi, hdi thao
phai théng bao bang vin ban cho So Y té

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com
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noi t6 chire hoi nghi, hoi thao trude khi
16 chire hoi thao.

2. Moi hoat dong quang cao kém theo
viéc trung bay thudc trong hdi nghi,
hoi thao phai theo dung cic quy dinh
vé quang cdo thube theo quy dinh cua
Thong tu nay va cac quy dinh khac cua
phap luat ¢é lién quan.

Dicu 18. Hoat dong gidi thiéu, quang
cao thudce cua nha tai tro

1. Cac don vi, ca nhan dugc quyén tai
trg kinh phi, vat chat cho cac hoi nghi cua
can bo y té trén co so tu nguyén, cong
khai va khong c6 diéu kién kém theo.

2. Hoat dong gidi thiéu thude cho cén
bdy té ciia nha tai tro tai hoi nghi chuyén
nganh y té phai theo dung cac quy dinh
vé théng tin thube cho can bd y té cua
Thong tu nay va cac quy dinh khéc cua
phap luat ¢6 lién quan.

3. Hoat dong gid1 thi¢u, quang cao
thudc cta nha tai tro tai hoi nghi khac,
cho cac chuong trinh phat thanh, truyén
hinh phai theo ding cic quy dinh vé
quang céo thudc cho cong chang quy
dinh trong Thong tu nay va cac quy dinh
khac cua phap luat ¢6 lién quan.

Muc II1
QUANG CAO THUOC

Di¢u 19. Cac loai thudc duoc quang
cao

1. Thude thudc Danh muc thude khong
ké don do Bo Y té ban hanh va c6 s6 dang
ky dang con hi¢u luc dugc quang céo
trén sach, bao, tap chi, to roi, bao dién
tr, website cua doanh nghiép, website
cua don vi lam dich vu quang cao, pano,
ap phich bang ron, vat thé phat quang,
vét thé trén khong, dudi nudc, phuong
tién giao thong, vat thé di dong khac va

trén cac phuong tién quang cao khac.

2. Thudc duge Bo Y té cz"ip s6 ding
ky luu hanh tai Viét Nam, c6 hoat chat
chinh nam trong danh muc hoat chit
thudc duge ding ky quang cdo trén phat =
thanh, truyén hinh do B3 Y té ban hanh
dugc quang cao trén phat thanh, lruyélﬂ!
hinh. ;.':':;

Diéu 20. Cac hinh thic quing cao
thude

1. Quang cao trén sach, bao, tap chi,
1o roi, ap phich.

2. Quang cao trén bang, bién, pano,
bang ron, vat thé phat quang, vat thé
trén khéng, dudi nude, phuong tién giao
thong, vat thé di dong khac.

3. Quang céao trén phuong tién phat
thanh, truyén hinh.

4. Quang cao trén bao dién ta, web-
site cua doanh nghiép, website cua don
vi lam dich vu quang cao.

5. Quang céo trén cac phuong tién
thong tin quang cdo khac.

LaWSOft * Tel: +84-8-3845 6684 * www.ThuVienPhapLuat.com
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Diéu 21. Noi dung quang cdo thudce

1. Noi dung quang céo thubc phai phu
hop voi cac tai liéu sau day:

a) To hudng dan sir dung thude da
duoc Bo Y té (Cuc Quan ly duoc) phé
duyét;

b) Chuyén luan vé thude d6 da duoc
ghi trong Dugc thu Qudc gia hoic trong
cac 1ai liéu vé thudc da duge qudc té
cong nhan.

2. Noi dung quéang cdo thudc trén sach
bdo, tap chi, to roi, bang, bién, pano, ap
phich, bang ron, vit thé phat quang, vt
thé trén khong, dudi nude, phuong tién
giao thong, vat thé di dong khac phai ¢6
du cac thong tin sau:

a) Tén thudc: 1a tén trong quyét dinh
cap s6 dang ky luu hanh tai Viét Nam;

b) Thanh phan hoat chat:

- Déi voi thude tan duoc: Dung tén
theo danh phép qudc té;

- Déi véi thude co6 ngudn gdc duoc
licu: Ding tén theo tiéng Viét (trir tén
duoc licu ¢ Viét Nam chua c6 thi ding
theo tén nguyén ban nudc xuit xir kém
tén Latinh).

¢) Chi dinh;
d) Cach dung;
d) Liéu dung;

¢) Chéng chi dinh va/hodc nhing
khuyén cdo cho cac déi tuong dac biét

nhu phu nir ¢6 thai, nguoi dang cho con
bu, tré em, nguoi gia, ngudi mac bénh
man tinh;

g) Tac dung phu va phan ing cé hai;

h) Nhirng diéu can tranh, luu ¥ khi su
dung thudc;

i) Tén, dia chi cia co s& san xuit
thudc. (C6 thé thém tén, dia chi nha phan
phoi);

k) L&i ddn “Doc k¥ hudng dan str dung
trudce khi dung”;

[) Cubi trang ddu cua tai liu quang
cao thubc phai in:

- S6 Gidy tiép nhan hé so dang ky
quang céo thudc ciia Cuc Quan ly duge:

- Ngdy.... thang.... nam..... in tai liéu.

Déi v6i nhirng tai liéu gdm nhiéu trang
phai danh s6 trang, & trang dau phai ghi
rd tai liéu nay cé bao nhiéu trang, phin
théng tin chi tiét vé san phim xem &
trang nao.

Di¢u 22. Quang céo thudc trén phat
thanh, truyén hinh

I. Thude 6 du cac diéu kién sau day
duoc quang céo trén phat thanh, truyén
hinh:

a) C6 hoat chat chinh nam trong Danh
muc hoat chat thuc dugc ding ky quang
cdo trén phét thanh, truyén hinh;

WSOft * Tel: +84-5-3845 6684 * www. ThuVienPhapLuat.com
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b) Trong thanh phﬁn cta thude khong
¢6 hoat chat nam trong danh muc thude
gay nghién, danh muc thude hudng tam
than, danh muc tién chét, danh muc thude
phong xa theo quy ché hién hanh.

2. Danh muc cac hoat chat thude
duoc dang ky quang cao trén phat thanh,
truyén hinh do B¢ trudéng B Y té ban
hanh. Danh muc nay dugc cap nhat dé
bd sung, diéu chinh cho phu hop.

3. Noi dung quang cao thubc phai dap
ing du thong tin quy dinh tai diém a, b,
¢, ¢, i vak khoan 2 Diéu 21 ctia Thong tu
nay; riéng cac khoan a, b, ¢, e va k khoan 2
Diéu 21 phai doc to, rd rang. Néu thanh
phan thudc c6 tir 03 hoat chét trd 1én thi
tuy theo thoi luong phat song, ¢o thé doc
hoat chat chinh hodc doc tén chung cac
vitamin, khoang chit, dugc licu.

4. Truong hgp don vi muén quang
c4o trén Dai phat thanh, truyén hinh dia
phuong thi phai thong bao cho SO 'Y té
s& tai bang vin ban kém theo Gidy tiép
nhén hé so ding ky quang cao thube cua
Cuc Quan ly duoc va ndi dung quang
cao hoac kich ban co dong dau x4ac nhan
cua Cuc Quan ly duoc.

Pidu 23. Quang céo thudc trén bao
dién tr, website cua doanh nghiép,
website cua don vi lam dich vu quang
cao

I. Pon vi kinh doanh thuéc chi dugc
quang cao thuébc ma don vi do kinh

doanh trén website hop phép cua minh.
Khong dugc phép quang cao thuéc ma
minh khoéng kinh doanh.

2. Don vi kinh doanh thude hodc don
vi duge vy quyén chi duoc quang cdo
thudc trén website ctiia don vi lam dich vu
quang cao khi don vi lam dich vu quang
cdo co gidy phép cung cap dich vu thong
tin Internet (ICP) cua B§ Thong tin va
Truyén thong va gidy chimg nhan ding
ky kinh doanh dich vu quang céao theo
quy dinh cua phdp luat.

3. Viéc quang c4o thudc trén bao dién
tr, website cua doanh nghiép, website cua
don vi lam dich vu quang cao phai thuc
hién ¢ mdt chuyén muc riéng. C11uy§p
muc nay phai ghi ro: “Trang danh riéng
cho quing cdo thudc” va dong chir niy
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binh thudng va lién tuc xuat hién & dau

trang.

4. Noi dung quang cdo trén bao dién
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cua don vi lam dich vu quang céo:

a) Quang cao thudc trén website phai
dap Gng quy dinh tai khodn 2 Diéu 21
ctia Thong tu nay. Viéc quang cio thude
dudi hinh thirc nay phai riéng biét, khong
duoc quang cao chong chéo hodc xen ké
nhiéu thudc ciing mot thoi diém dé tranh
hiéu lam.

b) Quang cao thudc trén website dudi
dang videoclip phai dap ing quy dinh tai
Diéu 22 cia Thong tu nay.
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5. Céac don vi da duoc cap Giay tiép
nhén ho so dang ky quang cdo thude theo
cac hinh thie quy dinh tai cac khoan 1, 2
va 3 Diéu 20 cua Thong tu nay co thé st
dung ndi dung quang cao di duoc chip
thuan dé quang cao trén Website, dung
vo1 noi dung quang cao da dang ky voi
Cuc Quan ly dugc.

Diéu 24. Quang cdo thudc trén cac

phuong tién quang cdo khac

Céc don vi chi dugc quang cdo thude
trén cdac phuong tién quang cao khac khi
phuong tién d6 chuyén tai du ndi dung
thong tin theo quy dinh tai cac diém a, b,
¢, e va k khoan 2 Piéu 21 cua Thong tu
nay va phai tudn theo cac quy dinh hién
hanh c6 lién quan.

Piéu 25. Cac chi dinh khéng duoc dua
vao ndi dung quang cdo thube

Céc thudc khi quang cdo khong duoc
dua vao no1 dung chi dinh sau:

I. Chi dinh diéu tri bénh lao, bénh
phong.

2. Chi dinh diéu tri bénh lay qua duong
tinh duc.

3. Chi dinh diéu tri ching mit ngu
kinh nién.

4. Cac chi dinh mang tinh kich duc.

5. Chi dinh diéu tri bénh ung thu, bénh
khoi u.

6. Chi dinh diéu tri bénh dai thao
duong hodc cac bénh rdi loan chuyén
hoa khéc tuong tu.

Diéu 26. Trung bay thudc tai hdi cho,
trién ldm

1. Céc thube da duge Bo Y té cap sb
dang ky luu hanh dugc trung bay trong
hoi cho, trién 1am, trir cac thude gy
nghién, thuéc hudng tam than, tién chat,
dung lam thudc va thude phong xa.

r
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2. Céc thudc chua duge Bo Y te cap soF
F
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dang ky luu hanh néu muén trung bay
=

ThuVi

gidi thiéu trong hoi cho, trién 1dm phai

duge Bo Y té (Cuc Quan ly duoc) cap

WWWW,

gidy phép nhap khau thubc dé thamigia

trung bay trién 1dm, hoi cho. 5 ¢
Chuong II1 §

HO SO, TRINH TU THU TUC TIEP £
NHAN HO SOTHONG TIN, -
QUANG CAO THUOC 2

=
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Piéu 27. Co quan tiép nhan, giai quyét
hé so thong tin, quang céo thude

1. B6 Y té (Cuc Quan 1y duge): Tiép
nhan, giai quyét hd so dang ky quang cdo
thudc va hd so diang ky thong tin dé gioi
thiéu thude cho can bo y té.

2. S&'Y té: Tiép nhan va giai quyét hd
so ding ky hoi thao gidi thiéu thude cho
can bo y té va cép thé cho Ngudi gioi
thiéu thudc.
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Diéu 28. Hd so, trinh tu thu tuc cap
thé Nguoi gidi thiéu thude

1. Hd so cép thé Ngudi gidi thiéu thude
c6 trinh d6 chuyén mén dai hoc gom:

a) Don dé nghi cap thé¢ Nguoi gidi
thiéu thude (theo mau la - QC);

b) So yéu 1y lich (c6 xac nhin cua
co quan quan ly hodc chinh quyén dia
phuong);

¢) Ban sao vian bang t6t nghiép hop 1&
theo quy dinh tai diém a khoan 2 Diéu 11
cua Thong tu nay;

d) Gidy chirng nhan strc khoe;

d) Danh muc mat hang dugc phan
cOng gidi thiéu;

¢) Ban cam két cua nguoi dugc tuyén
dung, phan coéng gii thidu thudc cam
két dd ndm viing va thuc hién ding cic
vin ban quy pham phép luit vé dugc c6
lién quan.

2. Ho so cip thé Nguoi gisi thiéu thude
¢6 trinh d6 chuyén mén trung cap:

Phai dap img céc quy dinh tai khoan 1
ciia Diéu nay va dap img thém céac quy
dinh cu thé sau:

a) Gidy chirng nhan tip huin Nguoi
gi6i thiéu thudc cua co s tap huan do
B Y té quy dinh;

b) Gidy x4c nhan thoi gian it nhat hai
nam hoat dong tai co so y, dugc hgp
phap.

3. Trinh tu, thu tuc cip thé Ngudi gidi
thiéu thudc:

a) Don vi tuyén dung ngudi gioi thiéu
thudc gri hd so theo quy dinh 161 SG Y té
dia phuong noi don vi ¢6 tru s¢ hodc dat
van phong dai di¢n;

b) Trong vong 20 ngay lam viéc, ké tr
ngay nhan du hé so hop 1€, S& Y té cin
ctr hd so va tién hanh cap thé Nguai gidi
thiéu thudc (theo mau 1b - QC). Trudng
hop khong cip thé phai tra 101 bang vin
ban va néu rd ly do.

4. Thé Nguoi gidi thiéu thude co gia tri
02 nam ké tir ngay cap. Néu mudn duge
cap lai thé Nguoi gidi thidu thudc, don
vi phai ndp lai hé so trude khi thé Ngusi
gi6i thiéu thudc hét han mot thang.

5. Pon vi ¢6 Ngudoi gidi thiéu thube
phai thu héi va nop lai thé Nguoi gidi
thiéw thudc cho So' Y té noi di cap thé
trong cac truong hop sau day:

a) Ngudi gidi thiéu thude thay déi don
vi cdng tac;

b) Ngudi gidi thiéu thude thoi nhiém
vu gidi thiéu thudc;

¢) Thé Ngudi gidi thiéu thude hét han
sur dung.

6. SG'Y té thu hdi thé Ngudi giéi thidu
thubc khi Nguoi gidi thiéu thudc vi
pham mot trong cac ndi dung quy dinh
tai Dicu 5 ciia Thong tu nay.
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7. Trufmg hop Nguoi gidgi thicu thude
hoat déng tai dia ban tinh khac, don vi
tuyén dung can gui cong vian thong bao
thoi gian, dia diém, ké hoach hoat déng
ctia Ngudi gidi thiéu thude t6i So Y té
dia phuong do.

Didu 29. Hd s0, trinh tu thu tuc giai
quyét ho so ding ky hoi thao gidi thicu
thude cho can bd y té

I. Cac don vi trudc khi to chac hoi
thdo gi6i thiéu thudc cho can bé y té tai
dia phuong nao thi don vi phai lam ho so
gti SO Y té dia phuong d6. Hb so ding
ky héi thao giodi thidu thude cho cén bod
y té gém:

a) Gidy ding ky hoi thao gidi thiéu
thudc cho can bd y 1¢ (thco miu 2a-QC);

b) Dia diém t6 chirc hdi thao, chuong
trinh hoi thao (du kién);

¢) No1 dung ting bao cao, tén va chirc
danh khoa hoc cua ngudi bao cao;

d) Tai liéu du dinh trung bay, phat
hanh tai hoi thao;

d) Céc tai liéu co lién quan dén thude
dugc gian thiéu tai hoi thao;

¢) Céc tai liéu tham khao (néu cé).

2. Toan bd céc tai lidu co trong hd so
phai c6 dau giap lai cia don vi lap ho
SO.

3. Khi nhan dugc hd so dang ky day
du, hop 1€ theo diing quy dinh cua Thong

tr nay, S& Y té gui cho don vi nop hd
so diang ky hoi thao mét Gidy tiép nhan
hé so (thco mau 2b-QC). Ngay ghi trén
gidy tiép nhan ho so la ngay SO'Y té nhan
duoc ho so day du, hop I¢. Sau 15 ngay
lam viéc, ké tir ngay nhan duoc hd so,
néu So Y té khong co cong vin yéu ciu
stra doi, bd sung thi don vi duoc td chire
ho1 thao nhu ndi dung da dang ky.

4. Truong hop hé so ding ky hoi
thao gidi thi¢u thude chua diy du, hop
I¢ theco quy dinh cua Thong tu nay thi
trong vong 15 ngay lam viéc, S Y té co
cong van thong bao cho don vi dang ky
hoi thao dé stra déi, bd sung hoac hoan
chinh ho so.

5. Tru{mg hop So Y 1é ¢o cong vﬁn
yéu cau sira doi, bd sung:

a) Trong cong vin yéu ciu sira déi, bd
sung phai néu cu thé, chi tiét: B6 sung
thém nhitng tai liu nao, sira dbi ndi dung
gi, bo sung thém ndi1 dung nao;

b) Don vi phai sira d6i, b6 sung theo
dung nhimg ndi dung duoc néu trong
cdng vin yéu cau sira doi, bé sung va
gtri vé S&'Y té ndi dung hoi thao da duoc
stra d6i, bo sung. Khi don vi sira ddi, bd
sung ding theo yéu cau, S& Y té giri don
vi mot Gidy tiép nhan hd so, ngay ghi
trén Gidy tiép nhan hé so la ngay So'Y
té nhan dugc ho so bd sung. Sau 5 ngay
lam viéc, ké tir ngay nhan duoc noi dung
ding ky hoi thao da sira doi, bo sung néu

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com
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S Y té khong c6 cong viin yéu cau sira
déi, b sung thi don vi dugc t6 chire hoi
thao nhu ndi dung da sira doi.

6. Don vi giri ho so ding ky héi thao
c6 trach nhiém thong béo trudc (it nhit
01 ngay) cho S6 Y t¢ nhan hd so ding
ky vé dia diém cu thé va thoi gian chinh
thire t6 chire hdi thao.

Diéu 30. H6 so, trinh tu thd tuc giai
quy¢ét ho so diang ky thong tin, quang céo
thudc

1. Cac don vi truée khi thong tin,
quang cao thudc phai giri hé so ding ky
thong tin, quang cao thude vé Bo Y té
(Cuc Quan ly dugc).

2. Ho so dang ky gom:

a) Gidy ding ky thong tin, quang cdo
thudc (theo mau 3a-QC);

b) Hinh thic, nd1 dung thdéng tin,
quang cao thude du kién;

¢) Tai liéu tham khao, xac minh ndi
dung thong tin, quang cao;

d) Ban sao To huéng dan st dung
thude di duge Cuc Quan ly dugce duyét;

d) Ban sao Gidy phép lvu hanh sin
pham do Cuc Quan Iy duge cip hodc ban
sao Quyét dinh cap sé ding ky thudc cta
Cuc Quan ly dugc;

¢) Ban sao Gidy chimg nhan du diéu
kién kinh doanh thudc hodc gidy phép

hoat dong cong ty nudc ngoai tai Viét
Nam;

g) Néu quang céo trén phat thanh,
truyén hinh phai gui kich ban, bang hinh,
bang tiéng. Kich ban phai mé ta rd phén
hinh anh, phan 161, phan nhac.

3. Toan bd cac tai lidu co trong hé so
phai dong dau giap lai cua don vi lap hod
so. Cac tai liéu quy dinh tai cac diém d, :
d va e cua Khoan 2 Diéu nay chi cin bzanz;}
photocopy va dong dau cua don vi ding &
ky thong tin, quang cao.

4. Noi dung du kién thong tin, quang =
cao hoac kich ban mé ta phai ndp 02 ban.

Sau khi hoan chinh, 01 ban sé dugc Iu'u
tai co quan quan ly, 01 ban duogc dongw

5 0684 * www.ThuVienP

dau xac nhan cua Cuc Quan ly duoc va e
giao cho don vi dang ky thong tin, qudng
cao.

ft * Tel: +

5 Cuc Quan ly dugc sé khong xemz=
xét ndi dung dang ky thong tin, quéng%
cao khong lién quan dén thudée quy dinh
trong Thong tu nay.

6. Khi nhan duoc hd so ding ky diy
du, hop 1€ theo dung quy dinh cia Thong
tu nay, Cuc Quan ly dugc sé gui cho don
vi ndp hd so mot Giéy tiép nhan ho so
(theo miu 3b-QC). Ngay ghi trén gidy
tiép nhan hé so la ngay Cuc Quan ly
duoc nhan du ho so hop 1é. Sau 15 ngay
lam viée, ké tir ngay ghi trén Giay tiép
nhén, néu Cuc Quan ly duoc khong co
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cong van yéu cau sua doi, bod sung thi
don vi dugc quycn thong tin, quang cao

nhu nd1 dung da dang ky.

7. Trudmg hop hé so ding ky thong
tin, quang cio thude chua day du, hop 18
theo dung quy dinh cua Thong tu nay thi
trong vong 15 ngay lam vi¢c, Cuc Quan
ly dugce ¢6 cong van thong bao cho don
vi ding ky thong tin, quang cdo thudc bod
sung, hoan chinh ho so.

8. Truong hop Cuc Quan ly duogc co
cong vin yéu cau sira doi, bo sung:

a) Trong cong vin yéu cau sira doi, bd
sung phai néu cu thé, chi tiét: B sung
thém nhiing tai liéu nao, sura doi nd1 dung
gi, bo sung thém ndi dung nao:

b) Don vi phai sira d6i, bo sung thco
ding nhirng ndi dung dugc néu trong
cong vin yéu cau stra doi, bd sung va
guri vé Cuc Quan 1y duoc noi dung thong
tin, quang cdo di duoc sira déi, bo sung.
Khi don vi stra d6i, bd sung ding theo
yéu cau, Cuc Quan 1y duoc gui don vi
mét Gidy tiép nhan hd so, ngay ghi rén
gidy tiép nhdn ho so 1a ngay Cuc Quan
ly duge nhan duogc hod so bo sung. Sau
S ngay lam viéc, ké tir ngay nhan duoc
ndi dung thong tin, quang cao di sira doi,
bé sung néu Cuc Quan ly duoc khong co
cong van yéu cau sua doi, bo sung thi
don vi dugce thong tin, quang cdo nhu noi
dung d sira doi;

¢) Trong thdi gian 03 thang ké tir ngay
Cuc Qudn ly dugc co cong van yéu cau
bo sung, stra doi, néu don vi dang ky
thong tin, quang cio khéng stra doi, bo
sung hé so thi hd so dé khong con gia
tri.

9. Trinh tu ding ky va tham dinh ho
so thong tin, quang céo dugce tham dinh
ho so duge thue hién lai tr ddu trong cac
truong hop:

- Don vi thong tin, quang cdo thudc
phai stra doi, bé sung nhung khong theo
diang nhting ndéi1 dung dugc néu trong
cong vin yéu cau stra doi.

* www. ThuVienPhapLuat.com

- NOi dung thong tin, quang céo dang
ky tai Cuc Quan ly dugc va ¢ Gidy tlep 3
nhan nhung don vi da thong tin, quang 3
cdo khong tuan tha Dicu 5 cia Thong s
nay.

Trong cac truong hop nay, Cuc Quan
Iy dugc s& ¢6 cong vin théng bao cho

awSoft = Tel: +84-

don vi dang ky thoéng tin, quang cdo
khong dugc thong tin, quang cao theo
no1 dung da dang ky.

10. Truong hop don vi ¢d ho so ding
ky thong tin, quang céo thudc khong
tudn thi quy dinh tai khoan 14 Diéu 5
ctia Thong tu nay thi Cuc Quan ly duoc
s€ ¢6 cong van canh bdo don vi va dirng
tiép nhan, xem xét ho so ding ky théng
tin, quang céo thudc cua don vi tir 3 - 12
thang trong ting truomg hop cu thé nhu

sSau.
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a) Dimg tiép nhan, xem xét ho so ding
ky thong tin, quang c4o thudc ctia don vi
3 thang dbi voi trudng hop khong tuan
thu khoan 14 Diéu 5 cua Thong tu ndy;

b) Dirng tiép nhin, xem xét hé so dang
ky thong tin, quang cao thude cua don
vi tr 3 dén 6 thang ddi véi truomg hop
khong tudn thu theo quy dinh khoan 14
Diéu 5 cua Thong tu nay 2 lan trong mot
nam;

¢) Dirng tiép nhin, xem xét ho so ding
ky thong tin, quang cdo thuéc ctia don
vi tir 6 dén 12 thang dbi véi truong hop
khong tuan thu theo quy dinh ctia Thong
tu ndy tir 3 1an tré [én trong mot nam.

Ngoai cac hinh thirc trén, Cuc Quan
ly dugce sé cong khai ndi dung vi pham
cua don vi trén website cua Cuc Quan ly
dugc; thong bao té1 co quan Thanh tra
va céc co quan chirc nang co thim quyén
dé xem xét, xir Iy theo quy dinh cuia phap
luat.

Diéu 31. Hiéu luc cua tai liéu thong
tin, quang c4o thudc

Tai liéu thong tin, quang céo thude da
dang ky tai Cuc Quan ly duoc hét gia tri
trong cac truong hop sau day:

1. Thudc cé sb ding ky da hét han.

2. Thudc bi rit s6 dang ky hoac thuoc
bi co quan quan ly nha nudc cdé tham

quyén khuyén cdo han ché sur dung.

3. C6 nhirng thay déi vé thong tin doi

vO1 thuoc.

Chuong 1V

KIEM TRA, THANH TRA VA
XU LY VI PHAM

Didu 32. Kiém tra, thanh tra

I. Cuc Quan ly dugc, Thanh tra Bo Y
té t& chirc kiém ftra, thanh tra viée thuc
hién Thong tu nay theo tham quyén dbi
vii cac don vi, ca nhan ¢o lién quan dén
hoat dong thong tin, quang cao thudc

trén lanh thd Viét Nam.

2. S& Y té cac tinh, thanh pho trie
thuéc Trung uwong chiu trach nhlém
kiém tra, thanh tra viéc thuc hién Théng'
tu nay trong pham vi dia phuong minh
quan ly.

Didu 33. Xt 1y vi pham va khiéu nai,
t0 cao

1. Don vi, ca nhan vi pham tuy theo
murc dd s& bi xur phat hanh chinh hodc
dinh chi viéc quang cao hoic rat s6 ding
ky mat hang thude vi pham hodc bi truy
ctru trach nhiém hinh sy theo quy dinh
cua phap luat.

2. Don vi, ¢4 nhan ¢6 quyén khiéu nai,
td cao vé hoat dong thong tin, quang cao
theo quy dinh cua phép ludt vé khiéu nai,

10 cao.
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Chuong V
DIEU KHOAN THI HANH

Diéu 34. Hicu luc thi hanh

1. Théng tu nay c6 hic¢u luc thi hanh
sau 45 ngay, ké tir ngay ky. Bai bo Quyét
dinh s6 2557/2002/QD-BYT ngiy
04/7/2002 cua Bo trudmg Bo Y té vé viée
ban hanh Quy ché théng tin, quang céo
thudc dung cho ngudi va my pham anh
hudng truc tiép dén sirc khoe con nguoi;
Thong tu s6 12/2002/TT-BYT ngay 23
thang 8 nam 2002 cua Bo truong BO Y
té v& hudng din quang cdo vic xin sinh
phiam mién dich dung cho ngudi.

2. Co quan tiép nhan, giai quyét hod
so dang ky thong tin, quang céo thude
¢6 trach nhiém cong bd nhiing ndi dung
thong tin, quang cao da dang ky va cac
truong hgp vi pham quy dinh vé thong
tin, quang c4o thudc trén website cla co
quan dé phuc vu cong tac gidm sat, kiém
tra, thanh tra.

3. Don vi di dang ky ho so thong tin,
quang cao thude va duoc co quan quan
ly nha nudc co tham quyén cép phicu
tiép nhan trude ngdy Thong tu nay co
hicu luc duoc tiép tuc thuc hi¢n thong
tin, quang cao cho dén khi tai liéu thong
tin, quang cao hét gia tri.

4. Cuc Quan ly duogc, cac don vi truc
thudc Bo Y &, S& Y té cac tinh, thanh
phd truc thudc Trung wong, Tong cong
ty dugce Viét Nam, cac doanh nghiép san
xut, kinh doanh duoc phim, cdc cong ty
nudc ngoai co gidy phép hoat dong trong
linh vuc dugce va cac don vi, ca nhan lién
quan ¢é trach nhiém thuc hién Thong tu
nay.

5. Trong qua trinh thuc hién néu cé
vén dé vuéng mic, d& nghi cac don vi, ca
nhan kip thoi phan anh vé Bo Y té (Cuc
Quan ly dugc) dé xem xét, giai quyét./.

KT. BO TRUONG
THU TRUONG

Cao Minh Quang
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Maiu 1a-QC

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

DON DI NGHI CAP THE NGUO!I GIOI THIEU THUOC

Kinh gui: SO'Y é tinh (thanh phd)..............

1. Tén don vi cir ngudi gidi thiéu thude:
2. Dia chi:

3. S6 dién thoai, Fax, E-mail:

4. S6 gidy phép hoat dong cua don vi:

5. Danh sich nhitng ngudi dé nghi cdp thé: Nguoi gisi thiéu thude

S6 Ngay/thang/nam Trinh do Dang cu

. Ho va tén . o .ot
T1 sinh chuyén mon tru tai

AWSOIL * Tel: 18483845 6684 * www. ThuVienPhapLuat.com

6. Don vi (ghi tén cua don vi nop ho so) cam két da va sé€ to chue cac 16p huan
luyén, dao tao va dao tao thudng xuyén cho nhimg ngudi gidi thiéu thude (1) Nhing
kién thuc vé thubc ma ho s& gidi thiéu va (2) Nhing quy ché chuyén mon ¢o lién
quan.

7. Xin g kem don nay:

- Ban sao van bang hodc chirng chi chuyén mén

- So yéu ly lich tirng ngudi ¢6 xac nhén cua cdp ¢6 tham quyén

- Giay chirng nhén stre khoe tung nguoi
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- Danh muc mat hang duogc phan c¢ong gidi thi¢u cua tirng nguoi

- Ban cam két cua ngudi dugc tuyén dung, phan cong gidi thiéu thude cam két da
nam ving va thuc hién dung céc vdn ban quy pham phép luit vé dugc ¢é lién quan.

- Gidy chung nhan tap hudn Ngudi gidi thiu thude cua co so tap huan do B Y

té quy dinh.

- Gidy xac nhan thoi gian it nhat hai ndm hoat ddng tai co so y, dugce hop phép.

Ngay.... thang...... nam......
THU TRUGNG DON VI
(Ky tén, dong diu)
Ghi 10 ho, tén nguoi ky

LawSoft = Tel: +84-8-3845 6684 * www.ThuVienPhapLuat.com
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Maiu 1b-QC
MAU THE NGUOI GIOI THIEU THUOC

THE NGUOI GIOI THIEU THUOC | Ghi chi:
Anh (1) @ Kich thudc thé 5.5 x
(3 x4) Ho va tén, trinh dé chuyén mén (2) | 20 ¢m
Teadon ‘Vl' Cl_]u ’quar,l (3) (@ Font va size chu
Thé co gia tri dén hét ngay.../..../.... (3) ‘
SOY TE TINH/TP () 1 (1):.VnT}.mcH, 10 A
o Chirc danh ngudi ky (3) +(2):-VnTime, 14, dam
Dong dau +(3):.VnTime, 10
Sé:.../SYT-QLD (3) (Ky tén)
Ho va tén nguot ky (3)

THE NGUOI GIO1 THIEU THUOC
Anh
(3x4) DS. Nguyén Vin X
Cong ty TNHH ABCD
Thé cb gia tri dén hét ngay 12/02/02
SOYTE Z
Déng diu Giam doc
S4:.../SYT-QLD

(Ky tén, dong dau)

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com



26098 CONG BAO/S6 459 + 460/29-9-2009/VBQPPL/TT-BY T/903

Mau 2a-QC

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

GIAY DANG KY HO SO HOI THAO GIOI THIEU THUOC

I. Tén don vi dang ky ho so:
2. DPia chi:

3. SO dién thoai, Fax, E-mail:

4. 86 gidy phép hoat dong: <
5. Ho, tén, sb dién thoai cua nguol hodc bo phan chiu trach nhiém dang ky hd o

6. Danh muc thudc dang ky hoi thdao cho can bo y té:

Tén thudce S6 ding ky Dai tugng du héi thao | Lén thir |

AWIOIL ¥ Tel: +84-8-3845 6684 * www.ThuVienPhapLuat.com

7. Dia diém va thoi gian du kién t6 chire hoi thao:
8. Tai liéu guri kém:

- Chuong trinh héi théo (du kién).

- N6t dung ting bdo cao.

- Tar liéu du dinh trung bay, gid1 thiéu tai hoi thao.

- Céc tar iéu tham khao.
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9. Cam két cua don vi dang ky hoi thao thudc:

Ching 161 da nghién ciru ky Thong tu hudng dan hoat dong théng tin, quang cdo
thudc cua Bo truong B Y 1é ban hanh ngay... va cam két s€ tuan thu cdc quy dinh
ctia Thong tu vi sirc khoe va loi ich cua nguot bénh.

Tén tinh/thanh phd, ngay...thang..... nam......
THU TRUONG DON VI

(Ghi ro chirc danh)

(Ky tén, dong diu)

Ho va tén cuia nguoi ky

LawSoft = Tel: +84-8-3845 6684 * www.ThuVienPhapLuat.com
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Méiu 2B-QC

UBND TINH/TP... CONG HOA XA HOI CHU NGHIA VIET NAM
SOY TE... Dac lap - Tu do - Hanh phic

GIAY TIEP NHAN HO SO HQOI THAO GIOI THIEU THUOC

S¢' Y té tinh/thanh phd......... d3 tiép nhan hd so dang ky hoi thao gici thiéu thude
sd: (ghi s6 phiéu dang ky hd so hoi thao, gidi thidu thude cia don vi)

Ctia don vi: (ghi tén don vi dang ky ho so).

Dia chi: (ghi dia chi ciia don vi ding ky hd s0).

Dién thoai: (ghi s6 dién thoai cua don vi diang ky hd so).

Ping ky hoi thao thude: (tén thudc)

H6 so day du va hop 1&

Sé gidy tiép nhan: ****/hai s6 cudi cia nam nhén hé so/YT-HTT.
Tén tinh/thanh phd, ngay...thang..... nam........
THU TRUONG DON VI (Ghi rd chirc danh)

(Ky tén, dong dau)

Ho va tén cua nguoi ky
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Mau 3a-QC

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

GIAY DANG KY HO SO THONG TIN/QUANG CAO THUOC
S6:.......(do don vi tur ghi dé theo dai tai don vi).....

Kinh giri: Cue Quén ly Dugc - B§ Y té

1. Tén don vi ding ky hd so:

2. Dia chi:

3. S6 dién thoai, Fax, E-mail:

4. 86 gidy ph¢ép hoat dong: _
5. Ho, tén, sd di¢n thoai cia nguot hodc bg phén chiu trach nhiém diang ky hd w

6. Danh myc thudc dang ky thong tin, quang cdo:

T Tén thude S6 dang ky Hinh thirc va d6i twgng | Lan tha

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com

................................................................................................................

7. Tai licu guri kém:
- Du kién noi dung thong tin/quang cdo cua tirng thude.
- Tai liGu xac minh ni dung théng tin/quang cdo cua tirng thudce.

- Ban sao Gidy phép luu hanh san phiam do Cuc Quan ly duoc cip hoidc ban sao
Quyét dinh cip s6 din g ky thude tai Cuc Quan ly duoc.

- Ban sao T¢ hudng dén sir dung thude
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- Bén sao gidy phép hoat dong hanh nghé.
8. Cam két cua don vi ding ky thong tin, quang céao thudc:

Ching t6i da nghién ctru ky Thong tu huéng din hoat dong théng tin, quang cio
thudc cua Bo truémg BO Y 1€ ban hanh ngay..... va cam két s& tuan thu cac quy dinh
cua Thong tu vi stre khoe va loi ich cua nguoi bénh.

Tén tinh/thanh phd, ngay...thang..... nam...
THU TRUONG DON VI (Ghi 13 chirc danh)

(Ky tén, dong diu)

Ho va tén cua nguai ky

NOEA A G
ch-A BT B S
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Maiu 3b-QC

BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Déc lap - Tu do - Hanh phic

GIAY TIEP NHAN
HO SO THONG TIN/QUANG CAO THUOC

Cuc Quin Iy Duoc - B Y té

Di tiép nhan hé so ding ky thong tin/quang cio thude so:
Cua:

Dia chi:

Dién thoat:

Ding ky théng tin/quang céo thudc:

Hinh thirc théng tin/quang céo:

Sé gidy tiép nhan:

Ngay nhén du hd so hop 1¢:

THU TRUONG DON VI
(Ky va ghi ro chirc danh)

Ho va tén nguoi ky

NOEAEA 2407
s AL BT B S
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