Téng hop giai dap vwéng mic cia Doanh nghiép vé Thong Tuw
09/2015/TT-BYT Quy dinh vé xdc nhin ndi dung quing cdo d6i v6i san
phim, hang héa, dich vu thudc linh vic quan 1y cia By Y té

Cau 1: Vin phong dai dién ciia cong ty nwdc ngoai dwgc phép ding
ky quéng cdo nhung cé dwoc tw minh tién hanh cdc hoat dpng quing cdo
khéng hay phdi thong qua doanh nghiép cé chirc ndng qudng cdo (vi du:
cd dwoc phdt to roi, truec kiép kj hop dong véi cdc bdo, dai truyén hinh hay
khong?

Trd loi:

Khoan 4, diéu 5 TT 09/2015/TT-BYT quy dinh: Don vi dé nghi x4c
nhan nodi dung quang céo 1a don vi dung tén trén gidy chimg nhan ding ky
lru hanh san phém ho#c vin phong dai dién tai Viét Nam cia don vi dung
tén trén gidy chung nhan ding ky lvu hanh san phdm hodc don vi c6 tu
céch phap nhan duoc don vi dimg tén trén gidy ching nhén ding ky luu
hanh san phdm @y quyén bing vin ban.

Khoan 2 diéu 12 Nghi dinh 181/2013/ND-CP quy dinh: B0 Y t€ ... c6
tréch nhiém x4c nh4n noi dung quing cdo d6i vé6i céc san phdm, hang héa,
dich vu dic biét thudc linh vuc duoc phan cong quéan 1y hodc theo phan cép
thdm quyén x4c nhan theo quy dinh.

Theo dé vian phong dai dién tai Viét Nam cia don vi ding tén trén
gidy chimg nhén ding ky luu hanh san phim 12 don vi dé nghi Bo Y t&€ x4c
nhan ndi dung quang cdo. Con quy dinh v& ngudi tién hanh céc hoat dong
quang cdo va cic quy dinh khéc cé lién quan thuc hién theo Luat quang céo
va huéng dan ctia B6 chuyén nganh.

Cau 2: DPiéu 13, khodn 2: hé so ding ky bao gom nhdn sin phim.
Nghia la cé bdt bupc phdi ngp nhan hip/nhin chai hay chi cdn ngp to
HDSD.

Traloi:

Don vi phai ndp nhan thudc da duge phé duyét.

Céu 3: Diéu 13, khodn 2: Cé phdi ndp file mém ciia mau quing cdo
trén sdach, bao, tap chi khong? Hinh thicc ngp?

Traloi:

Don vi phai ndp file mém cia miu quang cao trén sach, béo, tap chi
dudi hinh thifc: c4c thiét bi cé thé ghi/luu file mém (dia CD, USB...)



Ciu 4: Npi dung cia miu quing cdo: cé bdt bupc phdii néu ham
lwgng ciia hoat chét, tdc dung phu khong (Khodn 5, diéu 5 khéng nhdc dén
hai thong tin nay)?

Trdloi:

Noi dung quang céo thudc theo diing quy dinh tai khoan 5 diéu 5 TT
09/2015/TT-BYT.

Khuyén khich viéc ghi ddy di ham lugng cla ting hoat chét, tic dung
khong mong muén cua thudc, khéng bit budc noi dung nay.

Cau 5: Npi dung mdu quing cdo: Khodn 5, diéu 5 yéu cdu néu tén
co' s& chiu trdach nhigm dwa sin phdm ra thi trwong. vy phdi néu tén nha
nhdp khau hay phan phoi hay cong ty ding ky?

Traloi:

Viéc ghi tén, dia chi t8 chifc, c4 nhan chiu trich nhiém vé thudc thuc
hién theo quy dinh tai khoan 7 phan III TT 04/2008/TT-BYT, theo d6 thudc
nhap khdu phéi ghi tén, dia chi clia co s& san xuét va tén, dia chi clia co s&
nhap khdu. C6 thé ghi thém tén, dia chi don vi phan phéi.

Cau 6: Qudng cdo trén truyén hinh: Phan chi dinh, chong chi dinh
c6 dwgc lam thanh phu dé va khong doc thanh tiéng hay khong?

Traloi:

Khoéng, théng tin vé€ chi dinh, chéng chi dinh phai doc rd rang theo
ding quy dinh tai diém b khoan 5 diéu 5 TT 09/2015/TT-BYT.

Cau 7: Qudng cdo trén website: phin thong tin sin phim cé dwoc
chia thanh nhiéu trang/phin cinh hay khong?

Traloi:

Phan thong tin san phdm phai ding yén, khong chuyén dong dé ngudi
doc tim hiéu k¥ vé théng tin san phdm.

Cau 8: Hji thdo, hji nghi, té chikc sw kién: bdo cdo vién la bdc si cd
dwoc khong? cé dwoc moi nhiéu bdo cdo vién trong dé cé 1 bdo cdo vién cé
chuyén mén vé dwoc trinh bay vé théng tin sin phdm con cdc bdo cdo vién
khdc khéng cé chuyén mon vé dwoc trinh bay cdc thong tin khdc (vi du
trong hoi thdo co thém bai trinh bay ciia bdc si vé bénh hoc).

Traloi:

Quéang céo thuSc théng qua hoi thdo, hoi nghi, t6 chic su kién, bdo céo
vién phéi c6 bang cép chuyén moén vé duge. Noi dung quang cdo thudc theo
quy dinh tai khoan 5 diéu 5 TT 09/2015/TT-BYT cdn cic ndi dung khic
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khoéng lién quan dén thudc phai tuan thu theo cdc quy dinh ctia phép luit hién
hanh.

Cau 9: Cdc hinh thiec(phuong tién) qudng cdo néu trong diéu 5,
thong tw 09 khong ddy dii nhw trong diéu 17 cia ludt quing cdo. Viy cé
dwoc qudng cdo trén cdc hinh thiec con lai co néu trong diéu 17 ciia lugt
quadng cdo hay khong?

Trd loi:

Phuong tién quang cdo thuc hién theo diéu 17 luit quang cdo nhung
phdi ddm bdo no6i dung theo quy dinh tai khoan 5 diéu 5 TT 09/2015/TT-
BYT.

Cau 10: C6 dwoc qudng cdo trén phwong ti¢n giao thong khong?

Trd loi:

c6 duogc quy dinh tai khoan 5 diéu 17 luat quang cdo

Cau 11: Véi cdc méu quing cdo dwoc duyét truéc ngay 16/07/2015
theo thong tw cii thi cé dwoc dp dung hinh thiec xin cdp lai miu quéng cdo
hay khong (c&’fp lai khi mat, s6 DK hét hiéu luc..)

Traloi:

Khoéng vi TT 09/2015/TT-BYT chi quy dinh cap lai Gidy x4c nhan noi
dung quang cédo khong quy dinh c4p lai Gidy ti€p nhéan theo quy dinh tai TT
13/2009/TT-BYT.

Cau 12: Bién quing cdo dung & cita higu thudc hodc treo trén mit
ngoai ciia hig¢u thuéc thupc hinh thirc quing cdo nao (cé phdi la quang cdo
ngoai troi khong?)

Trdloi:

Bo Y t€ c6 trdch nhiém x4c nhan ndi dung quang cdo d6i véi cdc san
phdm, hang héa, dich vu dac biét thudc linh vic duoc phan céng quéan 1y hoac
theo phéan cép thdm quyén x4c nhén theo quy dinh.

Con quy dinh vé quang cdo ngoai trdi thuc hién theo Luat quang cdo
va huéng din ctia B chuyén nganh.

Ciu 13: Npi dung quéng cdo ngodi troi chi bao gom: Tén thuoc, tén
hoat chét, t6 chirc chiu trdach nhiém vé thudc va ciu khuyén cdo “doc
ky....”, dung khong?

Trd loi:

Noi dung quang céo thudc trén phuong tién quang cdo ngoai troi phai
c6 du thong tin quy dinh tai khoéan 4 diéu 3 Nghi dinh 181/2013/ND-CP
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Chu 14: Vigc té chikc Hpi thdo gidi thiéu thudc cé dwgc thuc hién
ddi véi thudc c6 SPK, khong ké don cho di twgng la cdn bg y té thuc hi¢n
theo Thong tw 09/2015/TT-BYT hay Théng tw 13/2009/TT-BYT? Va Cuc
QLD sé cip tiép nhin hé so hay Sé Y té cdp tiép nhan hé so ding ky Hpi
théo gidi thiéu thudc khong ké don cho cdn bj y té?

Ngoai ra khi té chiec Hpi thio gidi thiéu thudc khong ké don, cé
SDK cho cdn bj y té, Cong ty mudn trinh bay cdc tai lidu giéi thigu vé cdc
nghién citu bo sung, nghién cieu gidm sdt hdu mai ... ciia thuéc khong ké
don tai Hpi thdo trén to roi, trén bing dieng ... thi xin phép Cuc QLD hay
S¢Yité?

Trd loi:

Hoi thao gidi thiéu thubc ke don/khong ké don cho dbi tuong la can bd
y té duoc thuc hién theo quy dinh tai Thong tu 13/2009/TT-BYT do S& Y té
tiép nhan hd so dang ky Hoi thao giéi thiéu thudc cho can by y té.

Quéng cdo thuéc thong qua hoi thdo, hoi nghi, té chic su kién thuc
hién theo Théng tu 09/2015/TT-BYT do Cuc QLD cép giffy x4c nhan noi
dung quang céo.

Céc no6i dung quang cdo thu6c phdt hanh trong Hoi thdo gisi thiéu
thube khong ké don cho dbi twong 14 can bd y té phai duge Cuc Quéan 1y Dugce
cép gidy xdc nhan ndi dung quang cédo thudc theo quy dinh.

Cau 15: Dé nghi Cuc Qudn ly Duwoc cho biét viéc cap xdc nhin nji
dung quéng cdo thudc véi hinh thikc t6 chivc Hpi thdao gidi thiéu thuéc co
SPDK, khong ké don cho cong chiing theo Thong tw 09/2015/TT-BYT sé do
Cuc Qudn Iy dwoc - By Y té cap hay S6 Y té cdp?

Trd loi:

Hoi thao gi6i thiéu thubc khong ké don cho dbi tuong 13 can bo y té
duoc thuc hién theo quy dinh tai Thong tw 13/2009/TT-BYT do S& Y té tiép
nhén hd so ding ky Hoi théo gi6i thidu thube cho can bo y té.

Quéng cdo thudc théng qua héi thdo, hoi nghi, té chic sy kién thuc
hién theo Théng tu 09/2015/TT-BYT do Cuc QLD cép gidy x4c nhin noi
dung quang céo.

Cau 16: Theo Thong tw 09/2015/TT-BYT, Diéu 20, khodn 2,3 cé ghi:



“2. Trwong hop hé so chwa hop I¢, trong thoi gian 05 ngay lam viéc
ké tie ngay nhdn hé so theo diu tiép nhdn cong vin dén ciia co quan tié'p
nhén hé so, co quan tiép nhgn hé so cé vin bin dé nghi don vi sita dbi, bo
sung. Thoi gian @é don vi dé nghi xdc nhin nji dung quéng cdo sira doi,
bé sung hoan chinh ho so theo yéu cdu téi da la 90 ngay ké tir ngay nhan
dwgc vin bin thong bdo siva doi, bo sung ciia co quan tiép nhin ho so.
Qud thoi han nay thi ho so dénghj xdc nhin ndi dung quing cdo hét gid
tri.

3. Trong thoi gian 10 ngay lam viéc ké tie ngay nhan dii ho so hop 1é
theo diu tiép nhdn cong vin dén ciia co quan tiép nhin ho so, coquan nha
nwéc cd tham quyén cdp gidy xdc nhin npi dung quéng cdo theo mdu quy
dinh tai Phu luc 03 ban hanh kém theo Thong tw nay. Truong hop khong
cdp gidy xdc nhdn ndi dung qudng cdo, co quan nha nwéc cé thim quyén
phdi trd 10i bdng vin bdn va néu ro 1y do khong cap”

Dé nghj lam ré:

- theo quy dinh tai Khodn 2: hé so sau khi nhdn chwa hop Ié, thi sau
05 ngay lam viéc Cuc QLD sé co cong van yéu cdu siva @i bé sung. Nhung
doi v6i trwong hop hé so di hop 1é thi thoi gian xdc nhdn ndi dung sé la
bao lidu ? Pé nghi Cuc Qudn 1y Dwgc cho biét Quy trinh cu thé cip gidy
xdc nhdn ndi dung quang cdo thudc @é Cong ty dioc biét, tir @6 cd dwgc ké
hoach ding ky xdc nhdn nji dung quing cdo thuic cho phit hop ?

- néu sau 10 ngay tham dinh thi Cong ty cé dwoc gidi trinh, bo sung
ho so khong?

Trd loi:

Khoan 2 Diéu 20 Thong tw 09/2015/TT-BYT quy dinh: hd so sau khi
nhén chua hgp 1€, thi sau 05 ngay lam vi¢c Cuc QLD s€ c6 cong vin y€u cdu
sira di bd sung. Nhung d6i véi truong hop hd so da hop 18 thi thoi gian xdc
nhén ndi dung s& 1a 10 ngay 1am viéc ké tlr ngdy nhan di hé so hop 1&.

Sau 10 ngay thdm dinh noi dung quang cdo, Cuc Quan ly Dugc s& cip
Gidy x4c nhan noi dung quang cdo thudc theo quy dinh néu noéi dung quang
cédo thudc dat yéu cdu. Trudng hop khong cap gifly xdc nhan ndi dung quang
céo thuée, Cuc Quan 1y Dugc phai tra 161 bang van ban va néu 1 1y do khong
cdp. Vi vay cong ty khong duoc b sung, stta déi ndi dung quang céo thudc,



néu cong ty c6 nhu céu thi phai nop hé so dé nghi x4c nhan noi dung quang
cdo thudc theo quy dinh tai Thong tu 09/2015/TT-BYT.

Bo Y t€ sap ban hanh Quyét dinh cong b6 thu tuc hanh chinh thudc
pham vi chirc ning quén ly cia B§ Y té duoc quy dinh tai Théng tu sb
09/2015/TT-BYT ngay 25/5/2015 v& xac nhan ndi dung quang céo dbi véi
san phém, hang hoéa, dich vu dic biét thudc linh vuc quan ly ciia Bo Y té.
Ti€p theo Cyc Quan Iy Dugc s& ban hanh Quy trinh (SOP) cp gidy xac nhan
ndi dung quang céo thubc va cong b6 cong khai trén trang web dé céc don vi
biét, thuc hién.

Cau 17: Hién nay viéc quing cdo thudc trén cdc vat dung nhuw: trén
bia ciia s6 ghi chép, trén hdp dén, trén quat gidy, trén do mura, trén lich v
cd dwge phép nép ho so dang ky xdc nhdn nji dung quding cdo hay khong
? néu dwoc dé nghi Cuc QLD cho biét Yéu cdu hé so cing nhw nji dung cu
thé sé bao gom nhing quy dinh gi ?

Traloi:

Céc don vi dugc quang cdo trén cdc phuong tién quing céo theo quy
dinh tai diéu 17 luat quang cdo nhung phai ddm bao noi dung theo quy dinh
tai khoan 5 diéu 5 TT 09/2015/TT-BYT.
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