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

s6: A3 2009/TT - BYT
Ha Néi, ngay o4 thdang g ndm 2009

THONG TU
Hudng dan hoat dong thong tin, quang cdo thuoc

Can cii Nghi dinh sa 188/2007/ND-CP ngay 27/12/2007 cia Chinh phi quy
dinh chitc nang, nhiém vu, quyén han va co ciu t6 chic clia Bo Y (&,

Cin cr Luat Dugc so 34/2005-QHI L ngay 14/6/2005;

Can ci Phap 1énh Quang cdo 6 39/2001/PL-UBTVQH ngay 16/11/2001:

Can cit Nghi dinh s6 24/2003/ND-CP ngay 13/3/2003 cua Chinh phu quy
dinh chi tiét thi hanh Phdp lénh Quing cdo;

Bo Y (¢ hudng din hoat déng thong tin, quang cdo thudc nhu sau:

Chuong I
NHUNG QUY PINH CHUNG

biéu 1. Pham vi diéu chinh va dai tuong ap dung
1. Pham vi diéu chinh:

Thong tu nay quy dinh vé diéu kién thong tin. quang cdo thude: ho so, thi
tuc dang ky thong tin, quang cdo thudc; thanh tra, kiém tra va xu 1y vi pham
thong tin quang cdo thuoe tai Viét Nam.

2. B6i tuong dp dung:

Thong tr nay dp dung doi véi cdac co quan. t6 chic (sau day goi Lt la don
vi), ¢d nhan ¢6 lién quan dén hoat dong thong tin, quang cdo thude trén lanh tho
Viét Nam. _

Dieu 2. Giai thich tir ngiy

Trong Thong tu niy, cdc tir ngir dudi day dugc hiéu nhu sau:

1. Thudc la chat hoac hon hop cic chat diing cho nguoi nham muc dich
phong bénh, chita bénh, chin dodn bénh hoac diéu chinh chiic nang sinh 1y co the
bao gém thudc thanh pham, nguyén liéu lam thuéc, vac xin, sinh phim vy (&, trir
thuc pham chic ning.

2. Théng tin thudc la viéc thu thap va/hoac cung cip cdc thong tin ¢o lién
quan dén thuoc nhu chi dinh, ¢chdng chi dinh, li¢u dung, cdch ding, phan tng ¢6
hai clia thudc, phong ngira khi ding cho nhitng nhém ngudit dac biét (tve em, phu
nit ¢é thai. phu nr cho con bil, ngudi cao tudi va cde doi tugng khidc) cia don vi,



cd nhan cd trdch nhiém thong tin thudc nham ddp ing yéu ciu thong tin ctia cdc
don vi, cd nhan dang truc tiép hinh nghé y. dugc hodc cua nguot su dung thude.

3. Quang cdo thudc Ia hoat déng gidi thiéu thudc do don vi kinh doanh thudc
truc ti€p tién hanh hoac phdi hop, hoac tai trg, uy quyén cho mot don vi khdc tién
hanh dé thic day viéc ké don, cung ttng, ban vi/hoic sir dung thudc trén co so sir
dung thudc hop 1y, an toan va hiéu qua.

4. Quang cdo thude trén cdc phuong lién quang cdo kbde la cdc hoat dong
quang cdo dugc chuyén tii trén cdc phuong tién chua duge dé cap trong Thong
nay.

5. Hoi thio gidi thiéu thude quy dinh tai Thong tu nay 1a cdc budi gidi thiéu
san pham thudc hoic thio luan chuyén dé khoa hoc cho cdn bo y 1€ ¢6 lién quan
dén thuéic do cde don vi kinh doanh thudc t6 chiic, tai tro.

6. Nguoi gidi thiéu thude 1a ngudi cta don vi kinh doanh thudc trén lanh tho
Viét Nam duge don vi nay phan cong lam nhiém vu giét thiéu thude cho can bo y
té.

Pieu 3. Pieu kién chung vé thong tin, quang cio thude

1. Chi don vi dang ky thuée duge dang ky ho so thong tin, quang cio thuoc
do minh dang ky. Trudgng hop don vi dang ky thude muoén uy quyén cho don vi
khic dang k¥ ho so thong tin, quang cdo thi phai ¢6 van ban uy quyén. Don vi
dugc uy quyén phai la don vi ¢d tu cdch phap nhéin hop phip.

2. Thudc di duoc clp s6 dang k¢ luu hanh tai Viét Nam duoc thoéng tin,
quang cao theo quy dinh tai Thong tu nay. Thude chua dugce cap s ding kv huu
hanh tal Viét Nam nhung da duoc phép luu hanh & nude khac chi duge thong tin
cho cdn bd v 1€ thong qua hdi thao gidi thigu thude.

3. Noi dung thong tin, quang cdo thude phai bao dam tinh khoa hoc, khich
quan, chinh xdc, trung thuc, ro rang va khong duge gay hicu lam.

4. Tiéng ndi va chit viét ding trong thong tin, quang cio la tiéng Vict. trur
trudng hop i ngtt da duge quoc 1& hoa hoac thuong hiéu, tir ngti khong thay the
dugc bang tiéng Vict.

5. C& chi bé nhit trong thong tin, quang cdo phai du 16n dé ¢ thé nhin thiy
trong diéu kién binh thuong nhung khong duge bé hon ¢ chiv twong duong & 1 |
VnTime.

6. Don vi thong tin, quang cdo thuée phéi chiu trich nhizm vé noi dung, tinh
phdp 1y nhiing thong tin di cung cip trong cdc hoat dong thong tin, quang cdo
thude ctia minh.

Picu 4. Phi tham dinh ho so dang Ky thong tin, quang cdo thuée

I. Bon vi dang k¥ thong tin. quang cdo thude theo quy dinh tai Thong tw nay
phai nop phi tham dinh hé so tai co quan ti€p nhan hd so dang ky thong tin, quang
cdo thuoc theo quy dinh cua phap luat hién hanh.
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2. Mot mau théng tin, quang cdo thudc tuong Ung véi mot ho so dang ky
thong tin, quang cdo thude phai nop phi tham dinh nhu sau:

a) Truong hop dugc coi la mot ho so dang ky thong tin, quang cdo thudc khi
dap ing mét trong cdc trudng hop sau:

- Mot mau thong tin, quang cio cho mot déi tugng cia mot thude ¢6 mot
ham hegng, mot dang bao ché ;

- Mot mau thong tin, guang cdo cho mot déi twong cia hai hay nhiéu thudc
c6 cung hoat chit nhung c¢6 ham lugng, dang bao ché, dudng dung khic nhau cua
cling mot nha san xudt ;

- Mot mau thong tin, quang cao cta mot thuse cho mot doi tugng rén nhicu
hinh thire (vi du: t& roi, ap phich, sich, bao, ...):

b) Trudng hop khong duge coi 1a mdt ho so thong tin, quang cdo thudc:

- Mot thude duge thong tin, quang cido cho mot déi tugng nhung ¢é nhiéu
mau thong tin, quang cdo khdc nhau. Truong hop nay mdi mau thong tin, quang
cdo dugc coi la mot ho so thong tin, quang cdo thude.

- Mo1 mau thong tin, quang cdo cho mot doi tugng nhung gém nhiéu thudce
khac nhau. Trudng hgp nay mdi thude dugc coi [A mot ho so dang k¥ thong tin,
g nop nay . : £ £
quang cdo thudc.

biéu 5. Hanb vi nghiém cam

1. Quing cdo thudc ké don; viac xin, sinh pham y t€ dung dé phong bénh;
thude khong phai ké don nhung dugce co quan quan 1y Nha nudc ¢6 tham quyén
khuyén cdo bang van ban st dung han ché hoac sir dung ¢d «u gidm sat cua thay
thuoc.

2. Thong tin. quang c¢do my pham, thuc pham chdc nang va cac san pham
khong phai 1a thude véi noi dung khong o rang ¢é thé khién ngudi tiéu dung hiéu
nham san pham d6 la thuéc.,

3. Str dung loi ich vat chit hay tai chinh dudi moi hinh thae dé tac dong 6i
thay thudc, ngudi ding thude nham thic day viéc ké don, su dung thudc,

4. Lot dung s& dang ky cho phép luu hanh thuoc ctia Cuc Quan Iy duve. cia
co quan quan 1y duge pham nude khic dé quang cdo thude.

5. Sit dung danh nghia, biéu twong, hinh anh, dia vi, uy tin, thu tin cta o
chic y, duoc, clia cdn bo y t€, thu cam on cta bénh nhan dé quang cdo, khuyén
diing thudc.

0. Lot dung hinh thic thay thude hudng dan cdch phong bénh, chita bénh
hodc hudng dan sir dung thudce bang cdc bai viét trén bdo, bang cdc chuong rinh
phdt thanh, truyén hinh dé quang cdo thudc.

7. St dung cac loai két qua nghién cdu 1am sang chua di co s¢ khoa hoc,
chua du bang chitng y hoc dé thong tin, quéang cdo thudc.



8. Loi dung két qua kiém nghiém, cic chimg nhan do co quan ¢6 tham
quyén cdp, huy chuong do hoi chg trién 1@m cdp cho san pham va/hoic don vi dé
quang cdo thude,

9. Thong tin, quang cdo thudc cd ndi dung khong phi hop vai thuan phong,
my tuc Viét Nam; lam dung hinh anh ddng vat hoic cdc hinh anh khac khéng lién
quan dé thong tin, quang cdo thudc gay ra cach hi€u sai cho ngudi s dung.

10. Phat hanh cho cong chiing tai liu thong tin thudc cho can bo v (&

I 1. Diing cau, chit, hinh énh, am thanh gay nén cdc &n tuong kicu sau day
cho cong ching:

a) Thudc nay Ia so |, 1a 1ot hon 1at ca;

b) Str dung thudc nay la bién phdp tét nhat;

¢) Sir dung thude nay khong can cd ¢ kién cia thay thude;

d} Thudc nay hoan toan vo hai, khong cé tic dung phu, khong ¢é chdng chi
dinh.

12. So sdnh vé ¥ d6 quang cdo thuGe cua minh t6t hon thuoc, hang hod cua
10 chiic, cd nhan khic.

13. Quing cdo, thong tin (trir trudng hop quy dinh tai Khoan 3, Bicu 9 tai
Thong tu nay) cac thude chua duge cap s6 dang kv hodc sé dang ky hét hiéu fuc.

4. Thong tin (trir trudng hop quy dinh tai Khoan 2 Di¢u 10 cua Thong tu
nay), quang cdo thudc khi chua ndop hé so dang ky thong tin, quang cdo thudc tai
co quan quan 1y nha nuée ¢6 tham quyén; thong tin, quang cdo thude khong ding
vé noi dung da dang ky; thong tin, quang cdo thude dang trong that han xem xét,
gidl quyét ho so theo quy dinh.

Chuong 11 ’
THONG TIN, QUANG CAO THUOC

Muc I )
THONG TIN THUOC

Piéu 6. Triach nhiem chung vé thong tin thuéc

1. Bo Y t&€, S& Y t& cdc tinh, thanh phé truc thude Trung vong., Y € nganh va
ciic ca sO kham bénh, chita bénh (sau day goi chung 1a co s¢ y 1&) ¢o trach nhiem
10 chife thong tin thuoc va theo doi phan tng ¢6 hai cia thudce; kip thot thong bao
t6i cdc doi tugng ké don va st dung thude nhiam dam bdo sit dung thuoce hgp 1y,
an toan va hiéu qua.

2. Trung tam Quéc gia vé thong tin thudc va theo ddi phin tng ¢ hai cua
thudc ¢6 trach nhiém giip Bo Y t€ trong viéc thu thap. tong hop, phin tich. bao
cdo va cung cap cac thong tin ¢é lién quan dén thude, cdc phan Ung co hat cua
thuoc.



biéu 7. Thong tin thuéc trong bénh vién

1. Giam doc bénh vién ¢é trich nhiém quin 1§, chi dao hoat dong thong tin
thudc trong bénh vién. Trich nhiém nay dugc thuc hién thoug qua don vi thong
tin thude clia bénh vién.,

2. Nhiém vu don vi théng tin thudc ctia bénh vién bao gdém:
a) Thu thap, ti€p nhan thong tin thudc;

b) Cung cip thong tin thude nham dam bao st dung thudc an toan, hop ly
trong pham vi bénh vién. Cung cap cic thong tin phan héi di duoc x{r 1y 61 bénh
vién tuyén dudi (d6i véi bénh vien khu vue va tuyén tinh);

¢) Hudng dén, chi dao, kiém tra don vi théng tin thudc bénh vién tuyén dudi
(doi voi bénh vién khu vuce va tuyén tinh):

d) Thu thap, tong hop, bio cio phin tng cé hai cia thuoc (61 Hai dong thuse
vix diéu tri clia bénh vién, Trung tdm Quéc gia/Trung tam khu vuc v¢ thong tin
thudc va theo déi phan ttng ¢é hai cha thudc:

d) Cdc van dé khdc cd lién quan dén théng tin thude.
3. Can bo, nhan vién y t€ ¢6 trach nhiém:

a) Cung cap thong tin v¢ thude ¢é lién quan cho ngudi st dung thude trong
qud trinh kham bénh, chita bénh;

b) Theo d&i va bdo cdo phan Gng ¢6 hai ctia thude téi don vi thong tin thudc
ctta bénh vién.

bieu 8. Thong tin thude coa cac don vi kinh doanh thudc

I. Pon vi, ¢4 nhan kinh doanh thuéc ¢é quyén va trich nhiém thong tin
thudc do minh dang k¥, san xuat, nhiap khau va phan phoi téi cdn bo, nhan vién y
t& va ngutn su dung thuée,

2. Chi dugce cung cdp cdc thong tin vé thude khi ¢6 day du cic dit kien khoa
hoc dd duge ching minh. Nguon gdc, xuit xir coa thong tin, ngudi cung cip
thong tin, thoi diém cung cdp thoéng tin phii chinh xdc, khdch quan, trung thue,
khoa hoc va 1o rang..

3. Trong qud trinh luu hanh thudce, don vi kinh doanh thuéc, don vi dang ky
thudc ¢6 trach nhiém theo doi va bdo cdo kip thoi vé Cuc Quan Iy duge va Trung
tam Quoc gia vé thong tin thude vi theo ddi phan ting ¢6 hai cia thude cac thong
tin mai duoce phdt hién clia thudc, cac phan tng ¢6 hai cia thude va cdc biéu hién
suy giam chét fuong cta thude do don vi kinh doanh.

4. Co 0 bin 1€ thudc cung cap nhitng thong tin ¢é Tién quan, hudng dan sir
dung thuoc khi bdn 1é cho ngudi mua thudce: thu thap va bdo cdo phan dng ¢d hal
cua thuoe, cdc biéu hién suy giam chat luong thude 181 co quan quan 1y chuyén
mon truc t€p. Co sd ban 1¢ thude phai chiu trach nhiém vé nguon goc cua nhiing
tai tieu thong tinfquing cdo thude dang duge trung by, gidi thiéu tai co s minh;
chi cho phép cic don vj kinh doanh thudc/hoiac nguoi duge uy quyen phan phit
nhitng tai liéu thong tin, quang cdo da duoc chap thuin cta Cuc Quan 1y duoc.



Muc II
THONG TIN PE GIGI THIEU THUOC CHO CAN BO Y TE

Diéu 9. Cac hinh thirc thong tin dé gidi thi¢u thudce cho cin bo v 1€

I. Théng qua "Ngudit gidi thiéu thuoce".

2. Phat hanh tai liéu thong tin thude cho can bo y té.

3. Héi thao gidi thiéa thudce cho cdn bo vy t€,

4. Trung bay, gidi thiéu thudc tai cic hoi nghi, hoi thao chuyén nganh y (8.

biéu 10. Triach nhiém va gigi han thong tin dé giéi thiéu thuoc cho cin
bo y te

1. Bon vi kinh doanh thude hodce don vi duge Gy quyén chi dugc thong tin dé
2161 thiéu cic thuoc thuoe pham vi diéu chinh ciia Théng tr nay cho cian bo y té.

2. N1 dung thong tin thude gidi thiéu cho can bo y t€ khong cin phai diang
ky v&i Cuc Quan 1y duge: Cac thong tin vé thuae da duge Cuc Quan |y duge chap
nhan trong ho so dang ky thudc, bao gom nhan thude va o hudng dan su dung
thuoc.

3. NOi dung thong tin thudc phai ndp ho so dang kv tai Cuc Quan ly duge:

a) Cac thong tin vé thudc di ¢6 wong nhin va 1 hudng dan st dung thude
nhung c6 thay déi vé ty 1¢, hinh ddng, kich thudc, mau sic, hinh anh hodc sap xép
lai bo cuc: '

b) Ciéc thong tin vé thuoc di cd trong nhian va t& hudng dan st dung thuoe
¢0 bo sung thém bt ky mot chi tiét nao khac;

c) Céc thong tin vé thudce chua ¢é trong nhin v to hudng dan su dung
thudce:

d) Cic thong tin vé thuoe thu thap duge thong qua theo doi san pham trén thi
truong;

d) Cédc nghién ciu doc lap, nghién ciru moi ¢o lién quan den thuoc.

Don vi chi duge gidi thiéu cho cdan bo y 1€ theo cdc hinh thuc quy dinh tal
Diéu 9 cta Thong tu nay.

biéu 11. Nguoi gidi thiéu thuoc

I. Chi ¢6 nhiing ngudi da duoc cdp the “Nguoi gidi thicu thuoe™ mdt duge
cung ¢ap thong tin, gidi thiéu thuoe cho cdn bo vy té.

2. Nguoi giGi thiéu thude phai ¢é di cdc diéu kién sau day:

a) L ¢dn bo y, duge ¢6 trinh do chuyén mon t trung cap o lén. Trudng
hop Nguoi gidi thiéu thude la can b vy, duge ¢6 trinh dd chuyén mdn trung cap
thi phai cé thém cdc diéu kién sau:

- Caé it nhét hai nam hoat dong tai co so y, duge hop phap;
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- Buge tap huan theo Chuong trinh khung ddo tao cho Ngudi gi6i thieu
thudc do Bo Y & quy dinh

b) Da duge don vi tuyén dung huan luyén, dio tao;

¢) Co du kién thitc vé nhiing thudc dugce phan cong gidi thicu, hiéu biét cic
van ban quy pham phdp luat vé duge ¢6 lién quan.

3. Ngudi sau day khong duoc tham gia gidi thicu thudc:

a) Bi cdm hanh nghé y, dugc theo bin dn, quyét dinh cla Toa dn vi/hoic
dang bi truy citu tréch nhiém hinh sy va/hoac dang bi dp dung bién phdp quan ché
hanh chinh;

b) Khong di nang luc hanh vi dan su;

¢) Dang la ¢dng chic, vién chiic,

4. Trach nhiém cua Ngudi gidi thiéu thuoc:

a) Chi duge gidi thiéu nhitng thude dia duge phép luu hanh & Viét Nam do
don vi tuyén dung phan céng va chi duge cung cép nhimng thong tin vé thudc phu
hop véi ho so dd dang k¥ tai Cuc Quan 1y dugc;

b) Chi duge gidi thiéu thuoce cho déi trong 1 cin bo v (€;

¢) Kht hoat dong gidi thiéu thuoce phai deo the "Nguoin gidi thiGu thuoe™ va
phai dugc sy dong ¥ ciia co s& nhan thong tin thude mdi duoce tién hanh gidi thiéu
thudc:

d) Thu thap cdc bio c¢do vé phan ting ¢é hai clia thude, cdc bdo cdo ¢6 lién
quan dén chit lugng cha thudc dé don vi kip thoi tong hop va bdo cdao vé Bo Y 1€
(Cuc Quan ly duge); Trung tam Quoc gia vé thong tin thude va theo dbi phan dng
¢é hai cua thuoc.

bicu 12. Trich nhiém cha Gidm déc bénh vién khi ¢6 Nguoi gidi thiéu
thudc hoat dong

[. Chi cho phép nhitng nguoi ¢6 the Ngudi gidi thicu thudc tham gia giol
thi¢u thudc, kiém tra viéc thuc hién trich nhiém cta ngudi gidi thieu thuoe da
duge quy dinh tai khodn 4 Diéu 11 clia Thong tu nay.

2. D¢ ra noi quy quy dinh cu thé vé thanh phin, dia diém. thoi gian va 16
chiic cho Ngudi gidi thiéu thudc tép xuc, trao doi thong tin véi ¢can bo y (& trong
don vi.

3. Cé bién phdp dé ngan chan hinh vi ké don, hudng daa st dung thuoc cia
nhan vién trong don vi vi muc dich lgi nhudn do nguoi gidt thiéu thuodce tac déng
bang vat chat, tai chinh hoic bat k¥ hinh thic nio khdc,

4. Pinh chf ngay hoat dong clia ngudi gidi thié¢u thude trong pham vi don vi
minh khi ngudi gién thiéu thude ¢d nhitng hanh vi vi pham Thong (o nay.

5. Chiu trach nhiém vé ngudn goc cia nhitng tar iéu thong tin, quang cdo
thudc dang duoc phit hanh trong don vi minh, chi cho phép cic don vi kinh doanh



thudc, hodc nguot duge uy quyén phan phat nhitng tai liéu thong tin, quing cao da
duge dang ky tai Cuc Quan 1y duoc.

biéu 13. Tai liéu thong tin dé giéi thiéu thuoe cho can bo y té

1. Tai ligu thong tin dé gidi thiéu thudc cho cdn bo y t&€ phai duge soan thao
theo quy dinh tai Diéu 14 clta Thong (u nay.

2. Phan tai lidu ching minh va phan trich ddn dé minh hoa cho noi dung
thong tin phai trung thuc, cip nhap va ghi o 1€n tai liéu, tén tac gia, thoi gian xuat
ban tai ligu.

3. Cac thong tin méi phat minh, phit hién qua nghién ciu khoa hoc hoac
qua theo ddi san pham trén thi trudng phai dugce cung ¢ap theo hinh thiic ¢ap nhat
thomg tin khoa hoc kém theo tai liéu ching minh. Phan thénag tin méi phai ghi
dong chit: “Phan thong tin nay chi diung dé tham khao”.

4. Tat lieu thong tin dé giGi thicu thude cho can bo y 1€ phii ¢6 dong chit
“Tai liéu thong tin cho cdn bo v &7 & trén ddu tat cd cdc trang. DG vat nhimg i
liéu gom nhiéu trang phai ddnb 6 trang, 0 trang ddu phdi ghi ro phan thong tin
chi tiét vé sdn phdm xem & trang ndo (ghi s6 trang cu thé) va in ro: (a) So Gidy
ti€p nhan ho so dang ky tai liéu thong tin thude cua Cuc Quan 1y duge - BO Y (€
XXXX/XX/QLD-TT, ngay ... thang ... nam ..., (b) ngay ... thang ... ndm ... In ti
Héu.

5. Tai liéu théng tin thudc chi duge cung cap cdc thong tin vé thude, khong
dua nhitng thong tin khong lién quan dén thude.

Diéu 14. Noi dung tai liéu thong tin thuac cho cin bo y té
I. Tén thutc: ¢o thé ding tén biét duge hodc tén géc.

2. Thanh phan hoat chat.

a) Doi véi thude tan dugc: Dung tén theo danh phdp quoc te.

b) D61 véi thuse ¢6 ngudn gdc duge lidu; Dung tén theo tiéng VIEL (irir 1én
dugc licu & Viet Nam chua ¢é thi diing theo tén nguyén ban nudce xudt xia kém tén
Latinh).

3. Dang bao ché.

4. Cong dung, chi dinh.

5. Liéu ding.

6. Cach dung.

7. Tac dung phu va phan tmg c¢6 hat.

8. Chéng chi dinh va than trong.

9. Tuong tic thudec.

10. Tén va dia chi cla ¢o s& san xudt va phan phaoi chinh.

11. Nhitng théng tin méi dung dé tham khdo va nhitng tii liu dé ching

T
&

minh ngudn géc¢ cna nhiing thong tin d6.



[2. Danh muc nhiing tai lieu da duge dung trich dan.
bieu 15. Tai liéu thong tin vic xin, sinh pham y té diing dé phong bénh

Ngoai nhiing néi dung quy dinh tai Piéu 14 clia Thong tuw nay. tai liéu thong
tin vac xin, sinh pham y t€ diing dé phong bénh codn phai ¢6 thém nhing noi dung
sau:

l. D61 twong st dung (lién quan dén tuéi, inh trang sitc khoé...):

a) boi tuong duge s dung;

b) Daéi twong khong duoce sir dung,.

2. Phdc do st dung: sir dung lic nao, sir dung may lan, thoi gian nhic lai.

3. Ché do bao quén vdc xin, sinh phdm y 1&: ghi r& dung cu bdo quan, nhiét
do bao quan va cdc diéu kién bao quan khdc (néu ¢d).

4. Luu y vé tuong tic thudc:

4) Tuong tac thuodc: nhiing loai thuée nao khong duge st dung dong thoi
trong thoi gian tiém (hodc uéng) vac xin, sinh pham y € dung dé phong bénh; khi
da sir dung vic xin, sinh pham y 1€ ding d€ phong bénh thi khéng duge sk dung
nhirng loai thuéc nao;

b} Cach str dung: vi tf tiém (tiém bap, tiém dudi da, tiem trong da).
5. Tat bién c6 thé xdy ra va cach xU 1y: tai bién sdm, tai bién muon,
6. Nhimg heu vy khic.

Dicu 16. Héi thao gi6i thiéu thude cho ¢an ho y ¢

1. Don vi kinh doanh thudc, van phong dai dién dd dang ky hoat dong vé
linh vue duoe tai Viét Nam ¢6 quyén 6 chidc hoi thdo gidgi thién véi cin bo y 1&
céc thude da duoc phép san xudt, hwu hanh & nude khic.

Pon vi nude ngoil mudn t6 chitc hoi thdo gidi thiéu thudc tai Viet Nam phai
phéi hop vl mot co s& kinh doanh thuac hoac mot co so y t€ Viet Nam nhu bénh
vién, vién chuyén khoa v €, co s& dao tao ¢an bo v ¢, Hoi nghé nghiép y. Hoi
nghé nghiép duce.

2. Noi dung gi6i thiéu thudce trong hdi thao bao gom:

a) Tén thudc: ¢ thé dimg tén bi¢t duoc hodc tén gac:

b) Thanh phian hoat chat:

- i vai thude tan duge: Dang én theo danh phdp quoc (&,

- D61 véi thude ¢6 ngudon goe duoe ligu: Dung tén theo tigng Viél (it (én
duge lidu ¢ Viét Nam chua c6 thi ding theo tén nguyén ban nudc xuat xi kem tén
Latinh).

¢) Ham luong/ nong do hoat chay,
d) Dang bao ché¢;
d) Nhimg thong tin. két qua nghién ctu vé:
9



- Dugc dong hoc;
- Duae lue hoc;

- Thong tin lam sang: Chi dinh, liéu diing, cdch diing, chéng chi dinh, nhiing
digu can dé phong, luu y khi stir dung, tdc dung phu, phan ng ¢6 hai va cach xi
19, wong tdc thudce, trudng hop dung qud liéu va cdch xr 1¥;

- Thong tin vé mit bao ché, cong thiic bao ché, cich bdo quan, han dung,
quy ciach déng g,

- Thong tin v& phan loai thudc: thude gay nghién. thude hudng tam than.
thudce bin theo don, thude ban khong can don cla bic sy,

- Cic thong tin khdc ¢ lién quan;

- Tén. dia chi nha san xual vi nha phan phai chinh.

3. Bdo cdo vién trong hdi thao phai 1a nhiimg ¢dn bd chuyén mon ¢6 nhiéu
kién thie, kinh nghiém doi véi loai thuse duogc gidi thiéu.

biéu 17. Trung bay giéi thiéu thude tai hoi nghi, héi thao chuyén nganh
y té

[. Cac don vi 16 chic, chi tri hoi nghi, hoi thio chuyén ngianh v & mudn
trung bay, gidi thicu thude tai hoi nghi, hoi thao phai thong bao biang van bin cho
S& Y 1€ noi t6 chie hoi nghi, hoi thdo trude khi 16 chae hoi thao.

2. Moi hoat dong quang cdo kém theo viéc trung bay thudc trong hoi nghi,
ho1 thao phai theo ding cac quy dinh v€ quang cdo thude theo quy dinh cuia
Thong tu nay va cde quy dinh khédce cta phap luat ¢6 lién quan.

bieu 18. Hoat dong gii thiéu, quang cao thuoc cua nha tai tro

[. Cdc don vi, ca nhan dugc quyén tai trg kinh phi, vat chat cho cac hoi nghi
cioa cdn bo y t€ trén co s tu nguyén, cong khai va khong ¢d dicu kién kem theo.

2. Houat dong giGi thiéu thudc cho c¢dn bo y & cha nha tai trg tai hdt nghi
chuyén nganh y 1€ phai theo ding cic quy dinh vé thong tin thuoe cho can bo y té
cua Thong tu nay va cdc quy dinh khic cha phdp luat ¢6 lién quan.

3. Hoat dong gidi thiéu, quang cio thuoc cua nha tai o tai hor nghi khic,
cho cdc chuong trinh phat thanh, truyén hinh phai theo ding cdc quy dinh vé
guang cdo thude cho cong ching quy dinh trong Thong tu nay va cic quy dinh
khdc cua phap fuat co lién guan.

Muc ITI
QUANG CAO THUOC

bieu 19. Cac loai thudc duoe quang cao

1. Thude thuoe Danh muc thudc khong ké don do Bo Y € ban hanh va ¢o so
dang ky dang con hiéu luc dugce quang cdo trén sach, bdo, tap chi, t& roi, bao dién
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tir, website cita doanh nghiép, website clia don vi 1am dich vu quing céo, pano, ap
phich biang ron, vat thé phat quang, vat thé rén khong, dudi nude, phuong tién
giao thong, vat the di ddng khdc va trén cic phuong tién quang cdo khdc.

2. Thudce duge Bo Y t€ cip s6 diang k¥ luu hanh tai Viét Nam, ¢d hoat chat
chinh nam trong danh muc hoat chat thu6c duge dang k¥ quang cdo trén phiit
thanh, truyén hinh do B& Y t€ ban hanh duoc quang cdo trén phit thanh, truyén
hinh.

bicu 20. Cac hinh thitc quang cio thudoc
I. Quang cdo trén sdch, bio, tap chi, o roi, ap phich.

2. Quéng cdo trén bang. bién, pano, bing ron, vat thé phat quang. val thé
trén kKhong. dudi nude, phuong t1én giao thong, vat thé di dong khac.

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

4. Quang cdo trén bdo dién i, website clia doanh nghiép, website cla don vi
lam dich vu quang cdo.

5. Qudng cdo trén cac phuong tién thong tin quang cdo khéac.
biéu 21. Noi dung quang cio thuoc
1. Noi dung quang cdo thudc phdi phit hop vai cac tai lidu sau day:

a) To hwdng dan sir dung thude da duge Bo Y 1€ (Cuc Quan 1y dugc) phe
duyél.

b) Chuyén huan vé thudc dé da duge ghi trong Duge thu Quoc gia hodc trong
cide ta liéu vé thuoe da duoe qudc té ¢ong nhan,

2. Noi dung quang cdo thuéce trén sdch bdo, tap chi, to roi, bang, bién, pano,
dp phich, bang ron, vat thé phdt quang, vat thé trén khong, dudi nudce, phuong tien
giao thong, vat thé di dong khic phai cé du cdc thong tin sau:

a) Tén thudc: 1a tén trong quyet dinh cdp 0 dang k¥ luu hanh tai Vict Nam:
b) Thanh phan hoat chat:
- D1 véi thuge tan duge: Dung tén theo danh phdp quoc (&

- D61 vaéi thude cd ngudn goe duge liéu: Dung tén theo tiéng Viét (irir tén
duogc liéu & Viér Nam chua cé thi dimng theo tén nguyén ban nude xuat xi kem tén
Latinh).

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

¢) Chong chi dinh va/hoac nhimg khuyén cdo cho cac doi tuong déac bict nhu
phu nir ¢é thai, ngudi dang cho con b, tré em, ngudt gia, ngudi miac bénh man
tinh;

¢} Tac dung phu va phan tng c6 hai;



h) Nhiing diéu c¢an trianh, luu y khi st dung thuéc;

1) Tén, dia chi cia co s¢ san xudt thude. (C6 thé thém tén, dia chi nha phan
phor);

k) Lot dan "Poc k¥ hudng dan st dung trude khi dung™;

1) Cudi trang dau cha tai liéu quang cdo thudc phai in:

- S0 Gidy tiép nhan hé so dang ky quang cdo thude ctia Cuc Quan 1y duoc:
XXXX/XX/QLD-TT, ngay ... thdng ... nam;

- Ngdy ... thing ... nam ... in tai liéuo.

Dot v6i nhimg tai liéu gom nhiéu frang phai ddnh s6 trang. & trang diu phai
ghi o tar liéu nay c6 bao nhiéu trang. phan thong tin chi tél vé san pham xem ¢
trang nao.

bieu 22. Quang cio thuoc trén phat thanh, truyén hinh

I. Thuoc cé du cic diéu kién sau day duge quang cédo trén phat thanh. truyén
hinh:

a) C6 hoat chat chinh nam wrong Danh muc hoat chat thuoce dugc dang Ky
quang cdo trén phat thanh, truyén hinh;

b) Trong thanh phan cua thudc khong ¢o hoat chat nam trong danh muc
thuée gay nghién, danh muc thuée hudng tim thian, danh muc tién chat, danh muc
thudce phong xa theo quy ché hién hanh;

2. Danh muc cdc heat char thuoc duge dang ky quang cdo trén phat thanh,
truyén hinh do Bo trudng BO Y (€ ban hanh. Danh muc nay dugc cap nhat dé bo
sung, diéu chinh cho phi hop.

3. Noi dung quang ciio thude phai ddp dng di thong tin quy dinh tai diém u.
b. . e. i vak khodn 2 Biéu 21 coa Thong tu nay: riéng cdce khoan a, b, coe va k
khoan 2 Diéu 21 phai doc to, 16 rang. N¢u thanh phin thucce ¢6 tr 03 hoat chal trd
1&n thi tuy theo thoi luong phdt séng, ¢é thé doc hoat chdt chinh hoac doc tén
chung cdc vitamin, khoang chat, duge ligu.

4. Trudmg hop don vi mudn quang cdo trén Dai phét thanh, truyén hinh dia
phuong thi phai thong biao cho S& Y 1€ s& tai bang van ban kem theo Giay tiép
nhan ho so dang ky quing cdo thuoe cia Cue Quan ly duge va ndi dung gquang
cdo hoac kich hin ¢d déng dadu xdc nhan cua Cuc Quan ly duoc,

bieu 23. Quang cio thudc trén bao dién tix, website cua deanh nghiép,
website cua don vi lam dich vu quang cdo

[. bon vi kinh doanh thudc chi duge quang cdo thude ma don vi do kinh
doanh trén website hgp phdp cua minh. Khong duge phép quang cao thude ma
minh khong kinh doanh.

2. Bon vi kinh doanh thudc hodc don vi duge ty quyén chi duge quang cdo
thudc trén website cliia don vi Iam dich vu quing cdo khi don vt lam dich vy
quang cdo co gidy phép cung cdp dich vu thong tin Internet (ICP) cua Bo Thong
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tin va Truyén thong va gidy ching nhan dang kv kinh doanh dich vu quing cdo
theo quy dinh ctia phép luat.

3. Viéc quang cdo thude trén bdo dién tlr, website ctia doanh nghiép, websile
coa don vi lam dich vu quang cdo phai thuc hién & mot chuyén muc riéng.
Chuyén muc nay phai ghi rd: “Trang danh riéng cho qudng cdo thuoe” va dong
chit nay phai in dam véi ¢d chit to hon ¢& chit binh thudGng va lién tuc xuat hién &
dau trang.

4. N6i dung quang cdo trén bao dién tir, website clia doanh nghiép, website
cua don vi lam dich vu quang cdo:

a) Quang cdo thude trén website phai ddp ting quy dinh tai khodn 2 Diéu 2]
cua Thoéng tu nay. Viéc quang cdo thudc dudi hinh thirc nay phai riéng biét,
khong duge quang cdo chong chéo hodc xen k& nhi¢u thude ciing mot thoi diém
dé tranh hiéu lam.

b) Quang cdo thude trén website dudi dang videoclip phai didp ing quy dinh
tai Di¢u 22 cta Thong tu nay.

5. Cdc don vi da dugc cip Gidy tiép nhan ho so dang ky quang cio thudc
theo cdc hinh thic quy dinh tar cdc khoan 1, 2 va 3 Diéu 20 cta Thong (u nay co
thé st dung ndi dung quang cdo da dugce chdp thuan dé quang cdo trén Website,
ding v&i ndi dung quang cdo da dang ky v&i Cuc Quan 1y duoc.

biéu 24. Quang cio thuéc trén cac phuong tién quang cao khac

Cdc don vi chi duge quing cdo thude trén cdc phuong tién quang cdo khac
khi phuong tién dé chuyén tai di no1 dung thong tin theo quy dinh tai cdc dicm a,
b, ¢, ¢ va k khoan 2 Diéu 21 clia Thong tur nay va phii tuan theo cic quy dinh hién
hanh ¢6 lién quan.

bicu 25. Cic chi dinh kKhong duoc dua vao noi dung quang cio thuoe

Cic thude khi quang cdo khong duoce dua vio noi dung chi dinh sau:

—_—

. Chi dinh diéu tri bénh lao, bénh phong.
2. Chi dinh diéu tri bénh lay qua dudng tinh duc.
3. Chi dinh di¢u uri chimg mat ngu kinh nién.
4. Cic cht dinh mang tinh kich duc.

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

6. Chi dinh diéu tri bénh d4i thao dudng hoic cdc bénh rai Toan chuyén hod
khac twong .

Diéu 26. Trung bay thudc tai hoi chg, trién lam

I. Cac thuoe da duoc Bo Y (€ ¢ip s diang ky luu hanh duge trung bay trong
hoi cho, trién 1am, trir cdc thudce gay nghién, thude hudng tam than, tién chat dung
[am thude va thude phéng xa.



2. Cdc thuoe chua duge BO Y t€ cdp s6 dang ky luu hanh néu muén trung
bay, gidi thicu trong hot chg, trién lam phai duge Bo Y t€ (Cue Quan 1y duge) cap
gidy phép nhap khau thude dé tham gia trung bay trién lim, hoi cho.

Chuong HI
HO SO, TRINH TU THU TUC TIEP NHAN HO SO
THONG TIN, QUANG CAO THUOC

Dieu 27. Co quan tiép nhan, giai quyét ho so thong tin, quang cdo thudc

[. B6 Y & (Cuc Quan ly duoc): Ti€p nhan, gidi quyét ho so ding k¥ quang
cdo thude va hd so dang ky thong tin dé gidi thicu thude cho cin bo y té.

2. 86 Y té: Tiép nhan va giai quyét ho so dang k¥ hoi thie gidi thiéu thude
cho cdn bo v t& va cap thé cho Ngudi gidi thiéu thudc,

bicu 28. Ho so, trinh tu thu tuc cip thé Ngudi gidi thiéu thuoc

I. H6 so cap thé Ngudi gidi thiéu thude ¢ trinh do chuyén moén dai hoc
gom:

a) Bon d¢ nghi ¢dp thé Nguoi giGi thiéu thude (theo mau la - QC):

b) So y&u 1y lich (¢6 xdc nhan cla co quan quan 1y hoac chinh quyén dia
phuong);

c) Ban sao vin bang (6t nghiép hop 1 theo quy dinh tai diém a khodn 2 Diéu
11 cua Thong tu nay;

d) Gidy chimg nhan sic khoe;

d) Danh muc mat hang duoge phan cong gidi thiéu;

e) Ban cam két ctia ngudi duoc tuyén dung, phan cong gidi thicu thude cam
két da nam viing va thue hién ding cdc van bian quy pham phap luat vé dugce co
lien quan.

2. H6 so cap thé Ngudi gidi thieu thuoe ¢6 trinh dé chuyén mon trung cip

Phii ddp ting cdc quy dinh tai Khoan 1 cla Dicu nay va dip tng thém cic
quy dinh cu thé sau :

~a) Giay ching nhan tap huan Nguoi gidi thiéu thude ctia co s¢ tap huin do
- Bo Y € quy dinh;

b) Gidy xdc nhan thoi gian it nhdt hai nam hoat dong tai co s vy, dugc hop
phdp.

3. Trinh tu, thi tuc cap thé Nguoi gidi thigéu thude:

a) Don vi tuyén dung ngudi gidi thiéu thude gt hé so theo quy dinh &1 SO
Y t& dia phuong noi don vi ¢6 tru 8¢ hoac dat van phong dai dien:



b) Trong vong 20 ngay lam viéc, k€ tir ngiy nhan di ho so hop &, So Y &
can cir ho so va tién hanh cap the Ngudi gidi thiéu thude (theo mau 1h - QC).
Truong hop khong cap the phai trd 1o bang viin ban va néu rd 1y do.

4. The Ngudi gidi thiéu thude ¢é gid tri 02 nam ké tir ngiy cap. Néu mudn
dugc cip lat theé Ngudi gidi thiéu thudc, don vi phdi nop lai hé so trude khi thé
Ngudai gidi thiéu thude hét han mot thiang.

5. Pon vi ¢ Nguoi gidi thieu thude phai thu héi vie nop lai thé Neuoi gidi
thieu thudc cho S& Y t& not da cap theé trong cic trudng hop sau day:

a) Ngudi gidi thiéu thusc thay doi don vi cong tic;

b) Ngudi gidi thiéu thude thoi nhigm vu gidi thiéu thuose:

c) The Newdi gidi thiéu thudc bét han sir dung.

6. SO Y 1€ thu hoi the Ngudi gidi thiéu thuoc khi Neudi gidi thiéu thude vi
pham mot trong cdc noéi dung quy dinh tai Diéu 5 chia Thong tu nay.

7. Truong hop Ngudi gidi thiéu thuée hoat dong tai dia ban tinh khic, don vi
tuyén dung cin gui cong van thong bdo thoi gian, dia diém. k& hoach hoat dong
ctia Nguot gidi thiéu thude 161 S& Y € dia phuong do.

bicu 29. Ho so, trinh tu thu tuc giai quyét ho so diang ky hoi thao gidi
thi¢u thuoc cho can bo y té

|. Cac don vi trude khi t6 chitc hoi thao gidi thidu thude cho cin bo y (& 1ai
dia phuong nao thi don vi phai lam ho so gui S Y 2 dia phuong d6. HO so dang
ky hoi thao gidr thi¢u thude cho cin b y (& gom:

a) Gidy dang ky hoi thao gidi thiéu thudc cho cin bo v (€ (theo mau 2a-QC);

by Dia diém to chirc hoi thao, chuong trinh hoi thao (du kién);

¢) Not1 dung ting bao cdo, tén va chirc danh khod hoc cua ngudi bio cao:

d) Tan licu dy dinh trung bay, phit hianh tai hoi thao;

d) Cic tai liéu ¢6 lién quan dén thudc duge gidi thiéu tai hol thao;

e) Cac tai liéu tham khao (néu ¢é).

2. Toan bg cdc tai liéu ¢6 trong hé so phai ¢ dau gidp lai cha don vi lap ho
507,

3. Khi nhan duoc ho so dang ky day da, hop 1& theo ding quy dinh cua
Thong tr nay, S& Y (€ gui cho dom vi ndp hé so dang ky hoi thao mat Gidy tiép
nhan hé so (theo miu 2b-QC). Ngay ghi trén gidy tiép nhin ho so la ngay SO Y @
nhian duge ho so day du, hop 1&. Sau 15 ngay lam viéc, ké th ngay nhan duge ho
so, néu S6 Y 1€ khong ¢6 cong vin yéu cau sua doi, bo sung thi don vi dugce 10
chic hoi thao nhu ndi dung da dang ky.

4. Trudmg hop hé so dang ky hai thio gidi thiéu thude chua day du, hop 1€
thco quy dinh cha Thong tur nay thi trong vong 15 ngay lam viée, S6 Y 1€ ¢é cong
viin thong bido cho don vi dang k¥ hoi thao dé sira doi. bo sung hoac hoan chinh
ho so.
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5. Trudng hop SG Y (6 ¢6 cong vin yéu cdu stra doi, bo sung:

a) Trong cong vin yéu clu sira doi, bd sung phai néu cu thé, chi tiét: BS
sung thém nhitng tai liéu nio, sita doi not dung gi, bé sung thém noi dung nao.

b) Pon vi phii stra doi, bd sung theo ding nhiing noi dung duoc néu trong
cong van yéu ciu stra doi, bo sung vi gli vé S& Y € noi dung hoi thao da dwoc
sta doi, bo sung. Khi don vi stra doi, bo sung ding theo yéu ciu, S& Y 1€ giti don
vi mot Gidy ti€p nhan ho so, ngay ghi trén Gidy ti€p nhan ho so la ngay S& Y Té
nhan duge hé so bo sung. Sau 5 ngay lam viée, ké tir ngay nhan duoc noi dung
dang ky hoi thao da stra doi, bo sung néu S& Y € khong ¢é cong van yéu cau sira
doi, bo sung thi don vi dugc t6 chiic hoi thao nhu noi dung di sia doi.

6. Don vi g ho so dang k¥ hot thao ¢6 trach nhiém thong bdo trude (it nhit
01 ngay) cho S6 Y t& nhan ho so dang ky vé dia diém cu thé va thoi gian chinh
thitc t6 chitc hoi thio.

biéu 30. Ho so, trinh tu tho tuc giai quyét ho so dang ky thong tin,
quang cao thuoc

1. Cac don vi trude khi thong tin, quang cdo thude phai gui hé so diang kv
thong tin, quang cao thuse vé Bo Y 1& (Cuc Quin 1y dugc).

2. HO so dang ky gom:

a) Giay dang ky thong tin, quang cio thude (theo mau 3a-QC);

b) Hinh thic, noi dung théng tin, quang cdo thude du kien:

¢) Tai iéu tham khao, xac minh noi dung thong tin, quang cdo;

d) Ban sao T hudng dan st dung thuse da duoc Cuc Quin 1Y duoce duyét;

dy Ban sao Gidy phép Iwu hanh san pham do Cuc Quén Iy duge cdp hoac ban
sao Quyét dinh ¢ap 6 dang ky thuoc cua Cuc Quan 1y duoc;

e) Ban sao Gidy chitng nhan du diéu kién kinh doanh thudc hoac gidy phép
hoat ddng cong ty nude ngoai tai Viét Nam;

2) Néu qudng cdo tén phat thanh. truyén hinh phai gl kich ban, bang hinh,
bang téng. Kich ban phai mé td rd phan hinh anh, phan 161, phin nhac:

3. Toan bo cac tai 1igu ¢ trong ho so phat déng diau giap lai cua don vi lap
ho so. Cdc tai licu quy dinh tai cde diem d, d va e clia Khodn 2 Diéu nay chi ¢an
ban photocopy va déng dau cua don vi ding ky thdng tin, quang cio.

4, No1 dung du kién thong tin, quang cdo hodc kich ban mé ta phai nop (02
bian. Sau khi hoan chinh, 01 ban s& dugc luu tai co quan quan Iy, 01 ban duge
dong dau xac nhan cua Cuc Quan 1y duoc va giac cho don vi dang ky thong un,
(quang cio.

5. Cuc Quan 1y duge s& khong xem xét noi dung ding ky thong tin, quang
cdo khong lién quan dén thudc quy dinh trong Thong tu nay.

6. Khi nhan duge ho so diang ky day da, hop 1¢ theo ding quy dinh cua
Thong tr nay, Cuc Quan 1v duge s&€ gui cho don vi nop ho so mot Giay tiép nhéan
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ho so (theo mau 3b-QC). Ngay ghi trén gidy tiép nhan hd so la ngdy Cuc Quén ly
duoc nhan da hé so hop 1é. Sau 15 ngay 1am viéc, ké tr ngay ghi trén Giay tiép
nhan, néu Cuc Quan Iy dugce khong ¢é cong vin yéu clu sra doi, bo sung thi don
vi dirge quyén thong tin, quang cdo nhu noi dung di dang ky.

7. Truong hop ho so dang ky thong tin, quang cdo thudc chua day dui. hgp 1¢
theo ding quy dinh cua Thong tu ndy thi trong vong 15 ngay lam viéc, Cuc Quén
1¥ duge ¢ cong van thong bdo cho don vi dang ky thong tin, quang cdo thuse bo
sung, hoan chinh hé so.

8. Trudong hop Cuc Quan Iy dugc ¢6 ¢ong viin yéu cau sia doi, b sung:

a) Trong cong van yéu ciu sua doi, bo sung phdi néu cu thé, chi tict: Bo
sung thém nhitng tai liéu nao, stra doi noi dung gi, bd sung thém noi dung nao:

b) Pon vi phai sira doi, b sung theo ding nhiing noi dung duoc néu trong
cOng vin yéu ciu stta doi, bo sung va el vé Cuc Quin 1v dudce noi dung thong
tin, quang cdo da duge stra do1, bo sung. Khi don vi stta doi, bo sung ding theo
yéu cau, Cuc Quan 1y duogc gl don vi mot Gidy ti€p nhan ho so, ngay ghi trén
gidy tiép nhan ho so 14 ngay Cuc Quin [V duoc nhan duoc hé so bo sung. Sau 5
ngay 1am viéc, ké tir ngay nhan dugc nodi dung thong tin, quang cio da sira doi, bo
sung néu Cuc Quan ly duoc khong ¢é cong van yéu ciu sira déi, bo sung thi don
vi duoc thong tin, quang cdo nhu ndi dung da stra doi;

¢) Trong thoi gian 03 thang ké tir ngay Cuc Quan [y duoc ¢ cong van yéu
cau bo sung, sta doi, néu don vi dang ky thong tin, qudng cdo khong sta doi, ho
sung ho so thi ho so dé khong con gia tri,

9. Trinh ty diang k¥ va thim dinh ho so thong tin, quang cdo duge tham dinh
hé so duge thue hién lai tir daw trong cdc trudng hop
- Bon vi thong tin, quang cdo thudc phii stra do6i, bo sung nhung khong theo
ding nhiing noi dung dugc néu trong cong van yéu ciu stra doi.

- Néi1 dung thong tin, quang cdo dang ky tai Cyc Qudn ly duge vit céd Giay
tiep nhan nhung don vi da thong tin, quang cdo khong tuan thu Diéu 5 cua Thong
tw nay.

Trong cédc trudmng hop nay, Cuc Quan 1y ducc s& ¢6 cong van thong bio cho
don vi dang kv thong tin, quang cdo khong duge théng tin, quiang cdo theo ndi
dung di dang ky.

10. Truomg hop don vi ¢6 hé so dang ky thong tin, quing cido thude khong
tuan thu quy dinh tai khoan 14 Diéu 5 ca Thong tu nay thi Cuc Quan |y duoc sé
¢6 ¢ong vin canh bao don vi va dimg ti€p nhan, xem x€t hd so diang ky thong tin,
quang cio thude cta don vi tir 3- 12 thang trong timg trudng nop cu the nhu sau

a) Dimg tiép nhan, xem xét ho so dang ky thong tin, qudng cdo thude cua
don vi 3 thang d6i vaéi trudng hop khong tuan thi khodn [4 Dieu 5 cia Thong
nay.



b) Ding ti€p nhin, xem xét hod so dang k¥ thong tin, quang cdo thudc cha
don vi tir 3 dén 6 thang doi véi trudng hgp khong tuan thi theo quy dinh khoan 14
Diéu 5 ctta Thong tu nay 2 lan trong mét nam.

c) Dung tiép nhan, xem xét hé so dang ky thong tin, quing cdo thude cla
don vi tlr 6 dén 12 thing d&i véi truong hop khong tuan thi theo quy dinh cla
Thoéng tu nay tir 3 1an ¢ 1én trong mot nam.

Ngoai cdc hinh thice trén, Cuc Qudn Iy duge s€ cong khai noi dung vi pham
cua don vi trén website cira Cuc Quan 1y dugc; thong bio t6i co quan Thanh tra vi
cdc co quan chiic ning ¢6 tham quyén dé xem xét, xi{r 1y theo quy dinh ctia phdp
luat.

bieu 31. Hiéu luc cua tai liéu thong tin, quang cao thuoc
Tar héu thong tin, quing cdo thude da dang ky tai Cuc Quan ly duoce hét giad
tr trong cdc trudng hop sau day:
1. Thudce c6 s6 dang ky di hét han.
2. Thudce bi it so ding ky hoic thude bi co quan quan 1y nha nude ¢d thim
quyén khuyén cdo han ché st dung.

3. Cé nhimg thay doi vé thong tin dai vdi thuéc,

Chuong 1V
KIEM TRA, THANH TRA VA XU LY VI PHAM

Piéu 32. Kiém tra, thanh tra

I. Cuc Quan 1y dugc, Thanh tra Bo Y € t6 chidc kiém tra, thanh tra viéc
thue hién Thong tr nay theo tham quyén d6i voi cdc don vi, ¢d nhan cd lien quan
dén hoat dong thong tin, quang cio thudc trén lanh tho Viét Nam.

2. S6 Y (& ¢dc tinh, thanh phé true thude Trung vong chiu trich nhiém kicm
tra, thanh tra viéc thuc hién Thong tu nay trong pham vi dia phuong minh quan ly.

bicu 33. Xu ly vi pham va khiéu nai, té cdo

L. Don vi, cd nhén vi pham tay theo mic do s& bt xu phat hanh chinh hoac
dinh chi viéc quang cdo hoac rit s6 dang k¥ mat hing thude vi pham hoédc bi truy
clu trach nhiém hinh su theo quy dinh cha phap luat.

2. Pon vi, ¢d nhan ¢6 quyén khi¢u nal, 16 cdo ve hoat dong thong tin, quang
cdo theo quy dinh ctia phdp luat vé khiéu nai, t6 cdo.

Chuong V
PIf U KHOAN THI HANH

bieu 34. Hi¢u luc thi hanh
I. Thong tu nay ¢6 hiéu luc thi hanh sau 45 ngdy k& w0 ngay ky. Bai bo
Quyeét dinh s6 2557/2002/QD-BYT ngay 04/7/2002 cha Bo truong Bo Y té ve viée
ban hanh Quy ché théng tin, quang cdo thudc diing cho ngudi va my pham anh
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huong truc ti€p dén sic khoe con ngudi; Thong twrso 12/2002/TT- BYT ngay 23
thang 8 nam 2002 cta B6 truong Bo Y té vé hudng dan quang cdo vac xin sinh
pham mién dich dung cho ngudi.

2. Co quan tiép nhan, giai quyét ho so dang ky thong tin, quang cdo thudc
co trdch nhiém cong bo nhiing nd1 dung théng tin, quang cdo da dang ky va cac
truong hop vi pham quy dinh vé théng tin, qudng cédo thudc trén website cla co
quan d€ phuc vu céng tdc gidm sit, kiém tra, thanh tra

3. Pon vi dd dang ky ho so thong tin, quang cdo thude va duge co quan
quan 1y nha nude ¢6 thdm quyén cAp phi€u tiép nhéin trude ngay Théng tu nay cd
hiéu lyc duge tiép tuc thuc hién thong tin, quang cdo cho dén khi tai liéu thong
tin, quang cdo hét gia tri.

4. Cuc Quan 1Y duogce, cic don vi truc thude Bo Y (¢, S& Y t& cac tinh, thanh
phé truc thuoc Trung wong, Téng cong ty duoc Vit Nam, cAc doanh nghiép sén
xudl, kinh doanh dugc phiam, céc ¢ong ty nudc ngoai cd gidy phép hoat dong
trong linh vuc dugc va cac don vi, ca nhan lién quan ¢6 trach nhiém thuc hién
Thong tu nay.

4. Trong qua trinh thuc hién néu cé van dé vudng mac, dé nghi cdc don vi,
cd nhan kip thoi phan dnh vé Bo Y t& (Cuc Quan 1Y duoc) dé xem xét, gidi quyét.

Noi nhdn: _KT. BO TRUONG
- Van phong Chinh pht {(Phong Cong bdo, Website CP} Tffﬁ-TRUﬁNG
~THS:] NG
2N ’ﬁt

- Ban Tuvén huan Trung vong;

- Bo Tu phdp (Cuc kiém tra VBQPPL);
- B6 Thuong mai (Vu Phap ché);

- UBND tinh, thanh phé truc thuéc TW;
- Bo Thong tin, truyén thong;

- Paj truyén hinh VN; s
- Dai tigng ndt VN; T Cao Minh Quang
- 3¢ Y t& tinh, thanh pha truc thude TW,

- Céc don vi tryc thudc Bo Y t&; Website BYT;

- Tong hoi Dugc hoc VN, Hoi Dang y VN;

- Cdc Vu, Cuc, Téng cuc, Vin phong, Thanh tra Bo Y té;

- Luu: VT, PC, QLD.
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