CAC QUY DINH LIEN QUAN DEN
HOAT DONG THONG TIN,
QUANG CAO THUOC

Théng 04/2018




NOI DUNG

.CAC QUY DINH LIEN QUAN BEN THONG TIN

QUANG CAO THUOC

1. Luat Quang cao 2012

2. Luat Dwoc 2016

5. Nghi dinh 54/2017/ND-CP quy dinh chi tiét mot sb
diéu va bién phap thi hanh Luat Dwoc

II. MOT SO TINH HUONG, CAU HOI THUONG GAP




Luat Quang cao

» Diéu 2: Giai thich t ngl

» “Quang cdo la viéc st dung cac phuwong tién nham
gi¢i thiéu dén cdng chung san pham, hang hoda,
dich vu ¢é muc dich sinh loi, san pham, hang héa,
dich vu khdng cé muc dich sinh loi; t6 chlrc, ca
nhan kinh doanh san pham, hang hda dich vu dwoc
giol thiéu, trwe tin thoi sw, chinh sach xa hoi, thong
tin ca nhan”.




Luat Quang cao

» Diéu 7: San pham, hang hoa, dich vu cam quang
cao

» “5. Thudc ké don; thudc khdng ké don nhwng dwoc
co quan nha nwdc co tham quyén khuyén cao han
ché st dung hodc sir dung co sw giam sat cua thay
thudc.”




Luat Quang cao

» Diéu 8: Hanh vi cam trong hoat déng quang cao

C6 16 hanh vi

» 1. Qu‘émg cdo nhirng san pham, hang hoa, dich vu quy dinh
tai Diéu 7 cua Luat nay.

» 2. Quang céo lam tiét 16 bi mat nha nwéc, phuong hai dén
doc lap, chu quyén qudc gia, an ninh, qudc phong.

» 3. Quang céo thiéu tham my, trai voi truyén thong lich s,
van hoa, dao duc, thuan phong my tuc Viét Nam.

» 4. Quang cdo lam anh hwéng dén my quan dé thi, trat tw
an toan giao thong, an toan xa hoi.




Luat Quang cao
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Piéu 8: Hanh vi cdm trong hoat ddng quang céo

5. Quang cao gay anh huwong xau dén sy tén nghiém doi
véi Quoc ky, Qudc huy, Qudc ca, Bang ky, anh hang dan
toc, danh nhan van hoa, lanh tu lanh dao Dang, Nha
nwocC.

6. Quang cao c¢ tinh chat ky thi dan téc, phan biét chung
toc, xam pham ty do tin nguwdng, ton giao, dinh kien ve
gidi, vé ngudi khuyét tat.

7. Quang cdo xuc pham uy tin, danh dw, nhan pham cla t6
chirc, ca nhan.

8. Quang cao c6 sir dung hinh anh, |&i ndi, chir viét cua ca
nhan khi chwa dwgc ca nhan doé dong vy, trv trwong hop
dwoc phap luat cho phép.



Luat Quang cao
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Diéu 8: Hanh vi cAm trong hoat déng quang cao (tiép)

9. Quang cao khéng dung hodc gdy nham lan vé kha nang kinh
doanh, kha nang cung cip san phdm, hang hoda, dich vu cla t6
chirc, ca nhan kinh doanh san phdm, hang hoa, dich vu; vé sbé
lwong, chat lwong, gid, cdng dung, kiéu dang, bao bi, nhan hiéu,
xuat xr, ching loai, phwong thérc phuc vu, thdi han bao hanh cla
san pham, hang hoa, dich vu da dang ky hoac da dwoc céng bd.

10. Quang céo bang viéc str dung phwong phap so sanh truc tiép
vé gia cd, chat lvong, hiéu qua st dung san phdm, hang héa, dich
vu clia minh v&i gia cd, chat lwong, hiéu qua s dung san pham,
hang hoéa, dich vu cung loai cua td chirc, ca nhan khac.

11. Quang cdo co6 s dung cac tlr nglr “nhat’, “duy nhat”, “tét nhat”,
“sd mét” hodc tr nglr 6 y nghia twong tw ma khdng co tai liéu hop
phap ch&rng minh theo quy dinh ctia Bd Van héa, Thé thao va Du
lich.



Luat Quang cao | f‘/J
» Diéu 8: Hanh vi cam trong hoat ddng quang céo (tiép)

» 12. Quang cao c6 ndi dung canh tranh khéng lanh manh theo
quy dinh cua phap luat vé canh tranh.

» 13. Quang céo vi pham phap luat vé s& hiru tri tué.

» 14, Quang cao tao cho tré em co6 suy ngh| I&'l noi, hanh dong

trai v&i dao dirc, thuan phong my tuc; gay anh huong xau dén
strc khde, an toan hodc sw phat trién blnh thwdng cua tré em.

» 15. Ep budc co quan, td chlrc, cé nhan thyc hién quang cao
hoac tiép nhan quang céo trai y mudn.

» 16. Treo, dat, dan, vé cac san pham quang céo trén cot dién,
tru dién, cot tin hiéu giao thdng va cay xanh noi cong cong




Luat Quang cao

v

Piéu 17. Phwong tién quang cao

1. Bao chi

2. Trang thong tin dién t&, thiét bj dién t, thiét bj dau
cudi va cac thiét bi vién thong khac

3. Cac san pham in, ban ghi &m, ghi hinh va céc thiét b
cong nghé khac

4. Bang quang cdo, bang rén, bién hiéu, hép dén, man
hinh chuyén quang cao

5. Phwong tién giao théng

v

v

v

v

v




Luat Quang cao

» 6. HOi cho, hdi thao, hdi nghi, td chirc sy kién, trién
lam, chwong trinh van hoa, thé thao.

» 7. Ngwoi chuyén tai sdn pham quéng cao; vat thé
quang cao.

» 8. Cac phuwong tién quang cao khac theo quy dinh
cua phap luét.




Luat Quang cao

» Diéu 18. Tiéng nai, chi¥ viét trong quang cao
- Bang tiéng Viét triv:
a) Khéng thé thay thé bang tiéng Viét
b) Céac san pham dwoc phép xuat ban bang tiéng dan
toc thiéu sb Viét Nam, cac chwong trinh phat thanh

truyén hinh bang tiéng dan tdoc thiéu so6 Viét Nam,

tiéng nwédc ngoai




Luat Quang cao

Piéu 19. Yéu cau dbi v&i ndi dung quang céo

- Pam bao trung thwc, chinh xac, ré rang

0 th?ng gay hai cho ngwoi san xuat, kinh doanh
va tiép nhan quang cao

Piéu 20. Diéu kién quang cao

+ Theo quy dinh cla phép luat vé y té

+ C6 giay phép Iwu hanh tai VN con hiéu lwc va to
HDSD dwoc BYT phé duyét




Luat Dwoc 2016

\"'

Piéu 6. Nhirng hanh vi bi nghiém cam

10. Quang cao trong cac trwed'ng hop sau day:

a) Quang cao thudc khi chwa dwoc co quan quan ly nha nwéc cé
thAm quyén xac nhan ndi dung hodc khéng dung véi ndi dung da
dwoc xac nhan

b) S dung chirng nhan chwa dwoc BYT cdng nhan, sty dung loi ich
vat chat, loi dung danh nghia clia td6 chirc, ca nhan, cac loai biéu
twong, hinh anh, dia vi, uy tin, thw tin, thw cdm on dé quang cao
thudec.

c) St dung két qua nghién cu lam sang, két qua nghién ctru tién
lam sang, két qua kiém nghiém , két qua th&r twong dwong sinh hoc
chwa dwoc BYT céng nhan dé quang céo thubc

11. Khuyén mai thudc trai quy dinh cta phap luat




Luat Dwoc 2016

Piéu 79. Quang cao thudc

1. Viéc quang cdo thudc thye hién theo dung NDQC da
dwoc BYT xac nhan va theo quy dinh cua phap luat vé
quang cao co lién quan.

2. Diéu kién dbi voi thude dwoc quang cao:

a) Thudéc danh muc thudc khdong ké don

b) Khéng thude trwong hop han ché str dung hoac sur
dung duwéi sw giam sat cua trjéy thucf)c theo khuyén cao
cla co quan nha nwéc cé tham quyén

c) Giay dang ky Iwu hanh thudc con thdi han hiéu lwc
tai Viét Nam.




Luat Dwoc 2016

Piéu 76. Ndi dung va trach nhiém théng tin thudc

1. Théng tin thudc nham muc dich hwdng dan st dung thubc
hop ly, an toan, hiéu qua cho nguw®i hanh nghé kham bénh,
chira bénh va nguwdi str dung thudc.

2. Théng tin thudc phai cap nhat, rd rang, day du, chinh xac
dwa trén bang ching, dé hiéu, phu hop véi doi two’ng duwoc
cung cap thong tin.

3. Can cr dé xay dwng ndi dung théng tin thuéc bao gom cac
tai lieu sau day, trw trwcyng hop thong tin quy dinh ta diém ¢
khodn 5 va diém a khoan 6 Diéu nay:

a) Duoc thw Qudc gia Viét Nam;
b) T& hwéng dan st dung thudc da dwoc BO Y té phé duyét;

c) Tai liéu, hwéng dan chuyén mon co lien quan dén thudc do
BOY té ban hanh hoac cong nhan.



Luat Dwoc 2016

Piéu 76. Noi dung va trach nhiém théng tin thubc

4. Duoc thu Qubc gia Viét Nam la tai liéu chinh thire vé huwéng dan st dung
thuodc hop ly, an toan, hiég qua. B6 trwdng BO Y té co trach nhiém ban hanh
va cap nhat Duoc thw Qubc gia Viét Nam

5. Néi dung théng tin thubc bao gom:

a) Théng tin cho ngwdi hanh nghé kham bénh, chi*a bénh bao gém tén
thudc, thanh phan, nong do, ham lwong, dang bao ché, chi dinh, chéng chi
dinh, liéu dung, cach dung, s dung thudc trén cac dbi twong dac biét, cac
thdng tin lién quan dén canh bao va an toan thudc va cac théng tin can thiét
khac;

b) Théng tin cho ngudi st dung thudc bao gom tén thudc, céng dung, chi
dinh, chdng chi dinh, liéu dung, cach dung va nhirng van dé can lwu y trong
qua trinh st dung thudc;

C) Thong tin cho co’ quan quan ly nha nudc \{é dwoc bao gdm théng tin cap
nhat vé chat lwvgng, an toan, hiéu qua cua thudc.



Luat Dwoc 2016
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Piéu 76. Noi dung va trach nhiém thong tin thudc
6. Trach nhi@m cung cap théng tin thudc dwoc quy dinh nhw sau:

a) Co s& kinh doanh dwoc, van phong dai dién cua thwong nhan
nwédc ngoai hoat dong trong linh vwee dwoc tai Viét Nam, co s dang
ky thudc co trach nhiém cap nhat théng tin thudc cla co s& dang
lwu hanh trén thj trwdng cho co quan quéan ly nha nwéc vé duoc;

b) Co s& kinh doanh dwoc, van phong dai dién cua thwong nhan
nwdc ngoai hoat dong trong linh vwee dwoc tai Viét Nam, co s¢ dang
ky thudc co trach nhi@m cung cap théng tin thuéc phu hop véi théng
tin quy dinh tai khodn 3 Diéu nay cho nguw®i hanh nghé kham bénh,
chira bénh va nguoi st dung thudc.

Nguwdi cla co s& kinh doanh dwoc gidi thiéu thudc cho nguo hanh
nghé kham bénh, chira bénh theo quy dinh ctia B trwdng BO Y té;




Piéu 76. Noi dung va trach nhiém théng tin thudc

c) Ngwoi hanh nghé kham bénh, chiva bénh cé trach
nhiem cung cap thong tin thuoc co lien quan cho nguoi
str dung thudc trong qua trinh kham bénh, chira bénh,;

d) Co quan quan ly nha nwéc vé dwoc trong pham vi
nhiém vu, quyén han cua minh cé trach nhiém céng bd
théng tin vé chat lwvong, an toan, hiéu qua cua thudc.

7. To chire, ca nhan cung cap thong tin thuoc phai chiu
trach nhiém vé nhirng thong tin do minh cung cap.

Ae I |
Luat Dwoc 2016 oo
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» Diéu 78 khoan 3:

» “3. Chinh phd quy dinh chi tiét thdm quyén, ho so, thi
tuc tiép nhan, thdm dinh va xac nhan ndi dung théng tin
thubc”

» Diéu 79 khoan 3:

» “3. Chinh pha quy dinh chi tiét ndi dung quang céo
thudc, hod so, thu tuc tiép nhan, thAm dinh va xac nhan
ndi dung quang cao thudc”.




1.
V.

Nghi dinh 54/2017/ND-CP

Co s& dirng trén dang ky ho so thong tin, quang
cao thuoc

Cac hinh thtrc xac nhan noi dung thong tin,
quang cao thudc

Quy dinh vé ndi dung thdng tin, quang cao thudc

Trinh tw tha tuc tiep nhan va gidi quyet ho so
théng tin, quang cao thudc

Hiéu lwc giay xac nhan ndi dung théng tin, quang
cao thudc




. CO SO BDUNG TEN PANG KY Hé SO
THONG TIN, QUANG CAO THUOC

» Quy dinh trwéc ddy » Nghi dinh

. Co s& dang ky thubc . Co s& dang ky thubc

- Van phong dai dién . Van phong dai dién cla co sé
cla co s& dang ky dang ky thudc
thuoc . Co s& kinh doanh dwoc dwoc

. Co s&@ co6 tw cach co s& dang ky thudc Uy quyén
phap nhan hop phap . Co s& nhap khau thubc trong
dU’OjC CO 35" dang ky trwdng hop hbi thao gidi thiéu
thudc dy quyén thuéc cho CBYT

. B6 sung trach nhiém vé théng
tin, quang cdo thudc cua co
s& DKT/co s& NK trong
trwdng hop Gy quyeén.




Il. CAC HINH THU’C XAC NHAN NOI DUNG
THONG TIN, QUANG CAO THUOC

» Quy dinh trwéc day

. Xac nhan/Tiép nhan (lan
dau)

. Cap lai chi ddi v&i hd so
dé nghi xac nhan néi dung
quang cao

k‘{)

» Nghi dinh

- Xac nhan
. Cap lai
. Diéu chinh ndi dung théng tin,

quang cao (Théng bao co
quan quan ly. Trong vong 7
ngay lam viéc néu co quan
quén ly khéng co y kién, dwoc
thwe hién)

* Cho cd ho so dé nghi xéc
nhén néi dung théng tin thube
va ho so dé nghi xac nhan noi
dung quéng céo thudc



lil. QUY DINH VE NOI DUNG THONG TIN,
QUANG CAO THUOC

1. Can cr dé xay dwng ndi dung

» Quy dinh trwéc day » Nghi dinh
. T& hwong dan s&r dung dwogc - To hwdng dan s dung
phé duyét dwoc phé duyét

. Chuyén luan vé& thubc da - Chuyén luan vé thuéc da

dwoc ghi trong Dwoc thw QG dQuc’;c_yc ghi trong Dwoc thuw

Cac tai lieu ve thuoc da . Tjjligu, hwéng dan chuyén
dwoc co quan co tham quyen  man ¢o lien quan dén thudc
cua nwd@c san xuat cong nhan do BA Y t& ban hanh hoic

cdng nhan




lil. QUY DINH VE NOI DUNG THONG TIN,
QUANG CAO THUOC

k‘{)

2. Cac thong tin, hinh anh khéng dwoc s dung

» Quy dinh trwéc day

. Chi dinh: Gém 05 chi dinh
khéng dwoc quang cao (CP
diéu tri bénh lao, phong;
bénh lay qua dwong tinh
duc; chirng mat ngd; mang
tinh kich duc; bénh ung thu,
khoi u)

- Hwong dan cach ghi noi
dung théng tin, quang cao
thudc dwdi hinh thire sé tay
w@ng dan

» Nghi dinh

. Chi dinh: Bd sung thém chi

dinh diéu tri cat con cai
nghién ma tuy, bénh la moi
noi.

- Phap quy hoa cac ndi dung
trong sb6 tay hwéng dan
trwdc day va bd sung thém
mét s6 ndi dung dé dam bao
quyén loi cho co sé dé nghi
thdng tin, quang cao thubdc.



v

lll. QUY DINH VE NOI DUNG TH@NG TIN,
QUANG CAO THUOC

2. Cac théng tin, hinh anh khéng dwoc str dung:
Cac cau tlr, hinh anh suy dién qua mirc dan dén hiéu nham
hoac vwot qua tac dung, chi dinh, hiéu qua

Hinh anh déng vat, thwc vat thudc danh muc loai nguy cap,
quy, hiém dwoc wu tién béo vé

Céc cau tir mang tinh méach bao, truyén miéng dé khuyén
dung thudc

S dung hinh anh ngwdi bénh dé mé ta tinh trang bénh ly
hodc cdng dung cla thuéc khéng phu hop vai tai liéu lién
quan dén thudc va cac hwéng dan chuyén mén do BYT ban
hanh hoac cong nhan




IV. TRINH TU THU TUC T_|EP NHAN VA
GIAl QUYET HO SO’

1. Co quan tiep nhan

» Quy dinh trwéc day

. BO Y té tiép nhan va giai quyét
hd so dé& nghi xac nhan noi
dung thdéng tin, quang cao
thudc.

. S& Y té: Tiép nhan va giai
quyét hd so dé nghi xac nhan
ndi dung théng tin thudc thdng
qua hinh thrc héi thao gidi
thiéu thudc cho can bd y té

» Nghi dinh
Khong thay doi ve co quan
tiep nhan ho so



IV. TRINH TU THU TUC T_|EP NHAN VA
GIAl QUYET HO SO’

2. Théi han giai quyét ho so’

» Quy dinh trwéc day » Nghi dinh:
.05 ngay lam viéc khi cé yéu Tat ca cac ho so déu co
cau bd sung hd so + 10 ngay  thdi han gidi quyét thong
lam viéc déi voi hd so dang ky ~ nhatla 15 ngay.

xac nhan néi dung quang cao

. 10 ngay lam viéc dbi v&i ho so
dang ky thong tin thudc

. 15 ngay lam viéc dbi v&i ho so
dang ky t6 ch&c hdi thdo gidi
thiéu thudc cho can bd y té




IV. TRINH T THU TUC TIEP NHAN VA
GIAl QUYET HO SO’

» Khoan 4. Dieu 113:

“Trong th&i gian gidi quyét hd so da ndp, co quan tiép nhan
hd so sé tam nglrng xac nhan va cé van ban thdng bao ly do
khi phat hién cac théng tin an toan, hiéu qua trong t& hdsd
thudc chwa phu hop, chwa cap nhat cac théng tin da dwoc co
quan quan ly nha nwdc cd tham quyén yéu cau hodc cac tai
liéu, hwéng dan chuy&n mon lién quan dén thudc do BYT ban
hanh ho&c cong nhan.”




IV. TRINH TU THU TUC T_|EP NHAN VA
GIAl QUYET HO SO’

3. Trinh tw giai quyét ho so

» Quy dinh trwéc day

1. H6 so dang ky théng tin
thudc:

. Co s& duwoc bd sung hd so,
chinh stra ndi dung théng tin.
2. H6 so' dé nghi xac nhan noi
dung quang cao thudc:

-Co s& khbng dwoc phép
chinh stra ndi dung quang
cao.

» Nghi dinh

. Co s& duwoc phép bd

sung ho so; chinh slra
noi dung thong fin,
quang cao thubc



IV. TRINH TY’ THU TUC TIEP NHAN VA
GIAI QUYET HO SO

4. Tam ngirng tiép nhan, giai quyét ho so’

» Quy dinh trwéc day » Nghi dinh
1. Dbi voi hd so dang ky 1. Ap dung chung doi VoI
théng tin thubdc, khong ap ~ ca ho so de nghi xac

dung dbéi v&i hd so quang nhan ndi dung thong tin,
quang cao thuoc.

céo thudc:
2. Thoi han tam ngrng: t 03~ 2. Thot han tam ngung:
- 12 thang. Ty 03 thang dén hai

nam.




IV. TRINH TY’ THU TUC TIEP NHAN VA
GIAI QUYET HO SO

el P

4. Tam ngirng tiép nhan, giai quyét hod so (tiép f

» Quy dinh trwéc day
3. T/hop tam ngwng:

v Théng tin thubc khi chwa
dang ky ndi dung voi co
quan nha nuwdc cé tham
quyen.

v Théng tin thudc khéng
dung v&i ndi dung dang ky
tai co quan nha nuwdc co
thAm quyén

~ Thoéng tin thudc khi co
quan nha nwéc cd tham
én dang xem xét ho so.

~
A B
B X
Py WA\

» Nghi dinh

3. Céac trwong hop tam ngirng: Ké thira

quy dinh trwdc day va bd sung thém 04

ndi dung mai, cu thé:

» Stra chira, gid mao giay t& phap ly;

» St dung chirng nhén chwa dwoc BYT
cong nhan, st dung lgi ich vat chat,
loi dung danh nghia, cac loai biéu
twong, hinh anh, dia vi, ...;

» St dung két qua NCLS, NC tién LS,
kiém nghiém, tht» TDSH chwa dwoc
BYT cOng nhan;

» Théng tin thudc, quang cao thudc sau
khi da cé cac thay doi ndi dung quy
dinh tai diém b khoadn 1 Diéu 107
hodc diém b khoan 1 Diéu 120 cua
Nghi dinh nay.



V. HIEU LUC GIAY XAC NHAN NOI DUNG
THONG TIN, CAO THUOC

» Quy dinh trwéc day

1. Khong quy dinh thoi han hieu lwc doi
v&i gidy tiép nhan ho so théng tin thudc.

Chi quy dinh cac trwong hop tai lieu thong
tin thudc hét gia tri:

- Thubc hét han SPK hodc bi rat SBK

- Thay doi thong tin lién quan dén thudc,
CO' quan c6 thAm quyén khuyén cdo han
ché s dung.

2. Hiéu lwc gidy xac nhan ndi dung quang
cao thudc:
. Hét hiéu Iwc khi thudc hét han SPK hodc
bi rut SDK

- Thay dbi thong tin lién quan dén thudc,
co quan c6 thdm quyén khuyén cdo han

» Nghi dinh

1. Khéng ghi thdi han hiéu

lwc trén gidy xac nhan ndi

dung quéng cao thudc, théng

tin thudc.

2. Quy dinh cac trwong hop

gidy xac nhan sé hét hiéu lyc:

. Ké thira quy dinh trwéc day

. B6 sung thém trudng hop
thudc bi dwa ra khoi Danh
muc thudc khdng ké don.



M6t sO tinh hudng, cau hdi thworng gap

P



Cau hoi

* Claim da co trong hwéng dan s dung hodc mau
nhan cé dwoc dwa vao ndi dung théng tin, quang cao
Khong?

Tra loi: Vé nguyén tép, cac claim da co trong huwéng
dan st dung hoac mau nhan sé dwoc phép dwa vao
ndi dung théng tin, quang cao thudc, tuy nhién sé co
mot sO trwwong hop ngoai lé.




Vi du veé claim da cé trong HDSD, mau
nhan nhwng khéng dwo'c dwa vao QC
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Vi du vé claim da c6 trong HDSD, mau nhin nhwng /4%
khéng dwoc dwa vao -

/

Hoat chat A | Tac dung...

Hoat chat B | Tac dung...
Hoat chat C | Tac dung...

ABCEDF®
Hoat chatA, B, C

Céng thire phoi hop da tac déng:

ABCEDF®

Thanh phan: Hoat chat A,
B, C

Tac dung duoc ly:

- Hoat chat A: Tac dung...
- Hoat chét B: Tac dung...
- Hoat chét C: Tac dung...




Vi du vé claim da cé6 trong HDSD, maiu nhan
nhwng khéng dwo'c dwa vao NDTT,QC

TO hwdng dan str dung
DEFGHI® _
Diing di@u tri... mot cich hién dai, an toan va hiéu qua

N AT 5 1610 | oF SN
DANG BAO CHE: ..o eeeeeee e eeeesssees s sseseesssssessssseessssssssesesmmssessoes
N 2 1N 5 0202 1. N SR
DUOC LUC HOC:

101 918 [0l 310 1.0 ¢ & (6 1oL S
(0 2 1152 1101 2 C S
CHONG CHI DINH: ..oooeeeoeeeeeeseeeeeseeeesssesssssesssssssssssesssssssssessesssssssseeess
CANH BAO VA THAN TRONG: «..coemeeeeereeeeeeeeesesseeseseeeeseseesssemseseessssees
TAC DUNG KHONG MONG MUON: ..o eeeeeeseeeeeesesessenesne
N 010 /(€3 V-l i = L1 0 ) oL IV
(01 07X 751 21




Vi du veé claim da cé trong HDSD, mau nhin nhwng
khéng dwoc dwa vao QC

T& hwdng dan str dung
WKTCBA®

A N 2 1010 | oT TR
Y. N e ;Y- Xo X of 2 1 x0T
N 2 19002 122 7N T
DUOC LUC HOC:

101 618 [of 510 (€3 £ (0 LT S
(o = 115 2) 5,002 CIV O
CHONG CHI PINHf Khong

CANH BAO VA THAN TRONGE: ....ooooeeeeeeeeeeseeeemeseessssesssssssessesesessssssenes
TAC DUNG KHONG MONG MUON({ Khéng c6
(N 010157 V- Vol ¢ 1010 1oL T
QUA LIEU: oo eee e eeeeeeeesees e sseesemess e sesase e e s e eeasee e s eee e




Cau hoi

* Mau thong tin, quang cao da dwoc duyét, khi
di in co the thay doi vé layout, vi du font chi¥,
vi tri hinh nhwng khong thay doi noi dung
dang ky thi c6 dwoc chap nhan khéng?

Tra |oi: Sau khi dwoec cap giay xac nhan noi
dung théng tin, quang cao, don vi phai thuc
hién theo dung mau da dang ky.




Mau dwoc duyét

ABCKML
HIEU QUA TRONG DPIEU TRI TRIEU CHUNG...

TI-IANH PHAN: Digctahedral smectite 3g Tad dwoc vu'a dal géi. DANG BAO
CHE: Thudc bot. cui DINH: Diéu tri triéu chu:ng dau clia bénh thuc quan - da day -
1 trang va dai trang Tiéu chay cap va mén tinh & tré em va ngudi 16n. THAN TRONG
LUC DUNG: Phai bi uu‘ot néu can (bang duong uoug hodc tiém tinh mach) tiy theo
tu6i, co dia bénh nhau va tAm quan trong cla tiéu chay LIEU DUNG, CACH DUNG

* Tré em: Dwéi 1 wdi: Udng 1 gdi/mgay. Tir 1-2 twdi: Udng 1-2 géi/mpay. Trén 2 tudi:

Udng 2-3 gbi/ngdy. Thude co thé hoa trong binh nwodt (50ml -100ml) chia udng trong
ngay hodc trdn déu voi thitc dn sét. * Nguoi 1om: Trung binh 3 géi/ n_géy, héa trong
100ml nrde chin. Théng thu'bng néu tiéu chay cﬁp tinh liéu luong c6 the ting gap dai
khi khéi diu diéu tri. Nén st dung; Sau bita § an & viém thuc quén. Xa bita &n & cic bénh
khic. TAC DUNG KHONG MONG MUON: C6 thd gay ra hodc lam ting tdo bon
nhung rat hlem diéu tri van co thé tiép tuc véi heu ]u’ong glam Gh1 chi “Thong bao
cho béac sy nhlmg tac dung khong mong muon gap phal khi str dung thudc”.

TUONG TAC THUOC Tinh chat hdp phu clia thudc c6 thé thay déi thoi gian va
(hoac) sit hap thu cla céc thudc khéc, do dé nén udng céc thudc khac céch tir 1-2 gi&y
vOi thuGc nay. SU"DUNG CHO PHU NU'co THAI VA CHO CON BU: Thudc dung
wot cho phu nit ¢o thai va cho con bi. HAN sU DUNG: 24 thang k& tir ngay san
udt. Khéng ding néu Lhay thudc co hlen lu'ong_chay, hoac c6 nhitng dau hiéu khic la
a bdg,ngay cho nha san xudt bidt. BAO QUAN: Noi khd, nhiét d§ 15- 30°C. TIEU
CHUAN AP DUNG: TCCS. NHA SAN XUAT: Céng ty C6 phdn Dwge phdm XYZ.

W \

Mau ty y thay dbi

ABCKML

HIEU QUA TRONG PIEU TR] TRIEU
CHUNG...

THANH PHAN: Dioctabedral smectite 3g, T4 duge vim dii 1 géi. DANG BAO CHF': Thudc bét. CHI DINH: Biu i triéu chimg dau ciia
béinh thrc quén —da diy - ﬂuﬁngvﬂdﬂllﬁn&Ti@ud]éycipvﬂmﬂnlinhd‘ﬂéemvinguﬁllfm nﬁnmomnﬂcnﬁm; Phai bit mrée
néu can (bang dudmg udng hom: tiém tinh mach) tiy iheo wdl, cor dia bénh nhan va tm \ quan trong clia tiéu chdy. LIEU DfNG. CAcH
DUNG: * Trd em: Dt 1 méi: Udng 1 g6umngdy. Tir 1-2 wdi: Udng 1-2 géimgy. mnz méi: Ubng 2-3 géimgay. Thudc ¢6 thé hda trong binh
nirée (50ml -100ml) chia véng trong n?y hoac rdn déu véi thifre 4n sér. * Iém: Trung binh 3 géi/ ngay, hda trong 100m] nude chin.
ﬂ'u&ngrhubngnéu tién chdy c&p tinh lién Twong 6 thé dnggépdﬁild\ikhdl u diéu trf. Nén strdung; Sau bita %n &vidm thire quén, Xa bita
#in & céc bnh khic. TAC DUNG KHONG MONG MUON: C6 thé gay ra hodc 1am ting tfo bon nhumg rét hiém, didu ri van c6 thé tiép tuc
vét lidu hwong gidm. Ghi chit Ixiodu:btc lﬁmgucdmgm:gnmgnu&ggp khi sir dung thudc”. TUUNG TAC
THUOC: Tinh chilt hifp ph, ciia ccﬁﬂ'ﬂgthay 1 thi gian va (hoiic) s hip thu clia chc thudc khéc, do d6 nén uding cic thudic Khc cich
tir 1-2 giir véA thudic ndy. sUDUNGcHonNUCOmAIvAcnocoNBﬂ Thudc ding duge cho ph nik 6 thal va cho con bi.
HANSU'D 24 shn xudt. néu thdy thude ¢6 bidn chdy, hodc ¢6 nhing d&u hidn khic la va bio
clﬁr:hl silnuxlnjgt biét. ﬁynm khé, m dﬁdﬁgam: "nmy ] CHU, Awslmymcs NHA XUAT: Céng ty C8 ;&?
Duge phdm XYZ. Pia chi: ..



Mau dwoc duyét

. . D]E'.F_‘MN® i )
HIEU QUA TRONG PIEU TRI TRIEU CHUNG...

Thanh phan: Arginine tidiacicate............. 200 mg
Péng goi: HOp 20 vi x 5 vién

Chi dinh:

- biéu tri duy tri ting ammoniac méau & bénh nhin thiéu arbamyphosphate thiét ornithine
carbamy] transferase va diéu tri duy tri cho bénh nhéan ting amoniac mau bi cirtrulin mau,
arginosuccinic niéu trong trudng hop rdi loan chuyé’n hod cuia gan do ding rwou bia
hoac ngd ddc thudc la, hod chat, thudc

- Diéu tri hd tro réi loan tiéu hod

- Piéu tri h& trg'nham cai thién kha nang luyén tAp clia ngwdi bi bénh tim manh &n
dinh

- B8 sung dinh dudng cho ngwdi bi réi loan qua trinh Ure nhw ting ammoniac Tuyp 1 va
Tuyp 2, ting cirtrulin mau, arginosuccinic niéu va thi€u men N-acetyl glutamate trong
trirong hop co thé suy nhuro, r6i loan dinh dwéng chan én, thoi ky dudng bénh

Liéu ding: 1 vién/lan, ngay 2 1an sau bita in

Ch&ng chi dinh: Bénh nhan man cdm véi bat ky thanh phan nao cla thuéc

hdn trong:

- Chi ding cho phu nit ¢6 thai va cho con bii khi 10i ich ctia viéc diéu tri virot qua nguy

{0
Thén trong khi ding cho tré em dwdi 15 wai

Mau ty y thay dbi

) . DEFA‘MN® . )
HIEU QUA TRONG PIEU TRI TRIEU CHUNG...

Chi dinh:

- Diéu tri duy tri ting ammoniac mdu & bénh nhdn thiéu
arbamyphosphate thiét ornithine carbamyl transferase va diéu tri duy
tri cho bénh nhan tang amoniac mdu bi cirtrulin mdu, arginosuccinic
oA % e a7 - 2 <
ni€u trong trirong hop roi loan chuyén hoad cula gan do diing ruou
bia hodc ngd d@c thudc la, hod chat, thudc
- Diéu tri hé tro'réi loan tiéu hod
- Diéu tri ho tro' nhdm cdi thién kha ning luyén tdp ctia nguoi bi
A & ~7 .
benh tim manh on dinh
- BO sung dinh duéng cho ngurdi bi réi loan qud trinh Ure nhir ting
ammoniac Tuyp 1 va Tuyp 2, tdng cirtrulin mdu, arginosuccinic niéu
B Ty hY ~
va thieéu men N-acetyl glutamate trong trutong hop co' thé suy nhugr,
réi loan dinh dwéng chdn dan, thoi ky duéng bénh

Thanh phi'in: Arginine tidiacicate.............200 mg

Déng goi: Hop 20 vi x 5 vien

Liéu diing: 1 vién/lan, ngay 2 1an sau bira in

Chéng chi dinh: Bénh nhin man cam véi bt ky thanh phdn nao clia thude

Thén trong:

- Chi ding cho phu nit c6 thal va cho con bi khi lot ich cla vide diéu i vuot qui nguy co

- Thén trong khi ding cho tré em dudi 15 wai



Cau hoi

* Khi t& chire hoi thao gidi thiéu thudc khong ké don
cho can b0 y té, cong ty mudn trinh bay céac tai liéu
gIO’I thiéu vé cac nghlen clru bd sung, nghién ctu
g|am sat hau mai...cta thudc khong ké don trén to
roi, trén bang dwng...thi dang ky cac ndi dung nay voi
Cuc QLD hay S& Y té?

Tra 10i: Céc ni dung thong tin, quang céo thudc phat
hanh trong héi thao gidi thiéu thuoc cho ddi twong 1a
can bd y té phai dwoc Cuc QLD cép giay xac nhan noi
dung theo quy dinh.




Cau héi £ By
)

* Thong tin thudc qua "Nguwdi gici thiéu thudc” cé can
phéj ndép hd so dé nghi xac nhan ndi dung théng tin
thuéc khong?

Tra 1&i: Noi dung théng tin thudc cho ngwoi hanh nghé
kham bénh, chira bénh phai dwgc Bo Y té xac nhan
theo quy dinh tai DPiéu 116 cia Nghi dinh s6
54/2017/ND-CP ngay 08/5/2017 cua Chinh phu. Nguoi
gi¢i thiéu thudc chi dwoc cung cap cho nguwdi hanh
nghé kham bénh, chira benh cac thong tin da dwoc xac
nhan tai co’ quan cé thAm quyén.




Cau hoi

* Thong tin thuéc dwoc chira dwng trong ipad cua
trinh dwoc vién cé phai dang ky khéng?

Tra I0i: Ipad chi l1a phwong tién dé Chuyén tai, phat
hanh noi dung thong tin thuoc cac ndi dung thong tin
thudéc cho ngw®i hanh nghé kham bénh, chira bénh
phal duoc BO Y te xac nhan theo quy dinh tai Diéu 116
ctia Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cua
Chinh phu.




Cau hoi 5 B
>4

* P& nghi gidi thich rd hon vé "Gidy xac nhan néi dung théng tin
thudc co gia tri trong pham vi ca nwoéc”

Tra 1oi: Khoan 1 Diéu 117 Nghi dinh s6 54/2017/ND-CP ngay
08/5/2017 clGa Chinh pha quy dinh: "Gidy xac nhan néi dung
thong tin thudc cé gia tri trong pham vi cd nwdc". Trong trudng
hop co s& dé nghi xac nhan ndi dung thdng tin thubc qua hinh
thirc héi thao gidi thiéu thudce, co s& ndp ho so tai S& Y té noi td
chirc héi thdo. Trong trwdng hop hdi thdo td chirc tai nhiéu dia
phwong, chi can dé nghi xac nhan tai mot S& Y té noi td chive va
c6 thé sir dung tai cac dia phwong khac ma khéng can phai dé
nghi xac nhan lai.




Cau hoi K
o

* Piéu 10 cla Thong tw s6 13/2009/TT-BYT ¢6 quy dinh cu thé
vé cac théng tin thudc khdng phai dang ky véi Cuc Quén ly
duwoc. Tuy nhién, Nghi dinh 54/2017/ND-CP khdng co6 quy dinh
twong tw. Vay theo Nghi dinh 54 thi nhirng théng tin nao phai
dang ky v&i Cuc Quan ly dwoc?

Tra 1&i: Noi dung théng tin thuéc cho ngwdi hanh nghé kham
bénh, chira bénh phai dang ky v&i co quan quan ly nha nuwéc
cé thAm quyén theo quy dinh tai Nghi dinh s6 54/2017/ND-CP
ngay 08/5/2017 cua Chinh phu. Cac néi dung théng tin khéng
phai dang ky la cac théng tin quy dinh tai diém c, d Khoan 6
Piéu 76 cla Luét dwoc va ban sao to Hwong dan sr dung
thudc da dwoc BO Y té phé duyét.




Cau hoi |
5

* Co dwoc td chirc hoi thao trc tuyén khéng? Quay phim,
ghi hinh va gtri dwdng link dén cac bac si?

Tra |&i: Théng tin thudc theo hinh thirc hoi thao gidi thiéu
thudc cho HQU’O’I hanh nghé kham bénh, chira bénh phai
dam bao cac néi dung théng tin thudc dé theo dung quy dinh
tai Diéu 76 cuoa Luat Dwoc va cac quy dinh tai Muc 1
Chwong VII cla nghi dinh s6 54/2017/ND-CP ngay
08/05/2017 cua Chinh phu.

Viéc thuc hién hoi thao truc tuyen hoac quay phim, ghi hinh
va gui dwo’ng link den bac si phai tuan thu cac quy dinh cua
phap luat vé van dé nay.




Mot so6 16i thwdng gap

1. Cach thc trinh bay ndi dung théng tin, quang céo thubc
knong dung quy dinh:

» Khéng danh sé thir tw trang

» Ghi khéng chinh xac cau: “Sé6 gidy xac nhan ...”

» Thiéu cum tir “tai liéu théng tin” trén dau tat ca cac trang

» Khdéng dat cau “Sé gidy xac nhan...” , sb trang tai liéu... tai
trang 1 nGi dung thdong tin.

» Trinh bay trén cac khd gidy khong phai A4.

» Khdéng ghi ti Ié so kich thuwde that

2. Giay 0y quyén ghi ngay khéng phu hop

3. N6p bang hinh khéng phai la video clip




a{b

Mot sé 16i thwong gap \ 2

4. C& chir trong phan théng tin sdn phdm qua nhé

5. Phan théng tin chdng chi dinh trén bang hinh doc qua nhanh
6. Viét tén thudc khdng chinh xac theo MA

7. Trich dan chi dinh cua thudc khong chinh xac

Vi du: Thudc A - Diéu tri tdng huyét ap

Thudc A - Diéu tri tng huyét ap & bénh nhan tiéu dwong
Tbuéc A - Puwoc chi dinh diéu tri tdng huyét ap & bénh nhan
tieu dwong co vi dam niéu.

8. Khong mo ta thoi gian gitka cac phan canh, phan thong tin
san pham khéng dirng yén.
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