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Abstract 

This article clarifies some issues related to pharmaceutical in EU - Vietnam 

Free Trade Agreement and how these commitments are addressed in Vietnam's 

legislations. This paper mil analyze (i) regulations on tax reduction for 

pharmaceuticals in the EVFTA; (ii) trading rights and related rights for 

pharmaceutical products; (iii) registration of pharmaceuticals and Government 

Procurement and Reimbursement; (iv) intellectual property (IP) and data protection 

rights for pharmaceuticals. 
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1. Tdng quan vfe Hiep dinh T h u o n g mai tu do Lien minh chau 

Au - Viet N a m va quy dinh vfe duoc ph^m trong hiep dinh nay 

Hifep dinh Thuong m^i tU do E U - Vifet Nam (EU - Vietnam Free 

Trade Agreement, EVFTA) la mdt hifep dinh thUdng mai thfe hfe mdi 

giila Vifet Nam va 28 midc thanh vifen EU. EVFTA la mOt hifep dinh 

cd pham vi cam kfet rOng va mdc dO cam kfe't cao cua Vifet Nam. Ngay 

1/12/2015, hai bfen da chinh thdc kfet thiic dam phan EVFTA va dfen 

ngay 1/2/2016 van ban hifep dinh da dilOe cOng bd. Ngay 26/6/2018, 

EVFTA duoe tach lam hai hifep dinh, mOt hi^p dinh vfe thuOng mai 

va mOt hifep djnh vfe dan tu. Thang 7/2018, hai bfen cdng bo chinh 
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thdc hoan ta't vifec ra soat phap ly d6i vdi EVFTA va Hifep dinh Bao 
ho dau tu {EU~Vietnam Investment Protection Agreement, EVIPA).' ^a^ 
hifep dinh nay da duoc Oy ban chSu Au thfeng qua vao 17/10/2018 ^a 
dfe trinh Ifen HOi dbng chau Au vao 12/11/2018. Hfei dbng ch^u Au 
CUng du kifen sfe thao lu^n vfe thoa thuan nay vao khoang thang ^'''^^j?'. 
EVFTA duoc ky vgng sfe sdm c6 hifeu lue trong nSm 2019, trong khi 
do, EVIPA CO thfe sfe m^t nhifeu thbi gian chd doi hon do can sU phfe 
chuan cua tilng qubc gia thanh vifen vi Hfen quan dfe'n cO chfe giai quyfet 
tranh cMp d'au tU c^n sU cha'p thuin cua tUng thanh vi6n.^ 

Hifep dinh EVFTA duoe coi la mbt trong nhung hiep dinh thUOng 
mai toan difen va tham vong nh^t ma Lifen minh chau Au {European 
Union - EU) ti3ng ky vdi mOt qubc gia phat trifen. Sau Singapore, day la 
hifep dinh thu hai E U ky kfet vdi mbt qube gia thuOc khu vUc ASEAN 
va dudc ky vpng sfe tang cuOng quan hfe song phUOng giUa Viet N a m 
va EU. Trong bbi canh hOi nh^p kinh tfe sau rbng, tac dOng cbng 
hubng cUa hi^p dinh nay la r^t ldn dbng gbp vao qua trinh phat trifen 
kinh tfe, dbi mdi cua eae doanh nghifep Vifet Nam cung nhU t^o ra cO 
hoi tife'p can thi trUOng manh mfe c^a cac nha d^u tU ciia EU.^ 

Hifep dinh EVFTA bao gbm phan mb d'au va 17 chuong vdi nhifeu 
cam kfe't sau rong vfe md ciia thi trUbng hang hba, dich vu, dau tU va 
cac va'n dfe phi thUOng mai. Trong db, quy dinh vfe dUOc p h i m la mbt 
trong nhUng ph'an nOi dung ra't quan trpng eda hifep dinh. Bbi le, cac 
con sb thbng kfe cho tha^y dupc p h i m lubn nam trong sb' cac mat hang 
xua't khiu nhifeu nhi t ciia E U sang thi trUbng Vifet Nam. N a m 2015, 
duoc pham chife'm ty trpng 8% trong tbng sb cac mat hang EU xuat 
sang thi trUdng Viet N a m va con sb nay dat dfen gSn 10% trong nam 
2016.'' Con sb nay cung dupc du doan sfe tifep tuc tang qua cac nam vi 
nhu c^u duOc ph im chat luong b mbt thi trUbng dfeng dan nhu Vifet 
Nam ngay cang tang cao va EU dupc xem la thi trUbng san xuat duoc 
phim uy tin trfen thfe gibi. Chi'nh vi tam quan trpng cua san ph im nay 
trong quan he thuong mai giUa hai b^n dbi tac nfen EVFTA danh ri t 
nhifeu su quan tam cho mat hang nay. 

Xem: http://ec europ a. eu / trade/p olicy / coun tri es-and-re gio ns/countries/Vietnam/, truy cap 
ngay 26/2/2019. 
Xem: http / /www europarl.europa eu/legislative-train/iheme-a-balanced^and^ 
progressive-trade-pohcy-to-harness-globalisation/file-eu-vietnam-fta, truy cap n ^ y 
26/2/2019. 
Nguyen Thanh COng - Pham Hhng Nhung, "Tdc diJng cuia EVFTA ddi vdi nSn kinh tg Vifit 
Nam", Ky yiu Diin dan H(ft nhdp kmh td qudc li Viil Nam, 2017. 
Guide to the EU-Vietnam Free Trade Agreement http://trade.eceuropa.eu/dochb/ 
docs/2016/june/ffadoc_154622.pdf, ttuy cSp ngay 2/3/2019. 

http://ec
http://trade.eceuropa.eu/dochb/
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Cac quy dinh vfe dupc p h i m khbng chi dupc quy dinh tai nhifeu 
ph^n nbi dung ciia Hifep dinh thuong mai tU do E U - Viet Nam nhu 
ChuOng 2 vfe Mb ciia thi trUbng hang hoa, Chiidng 9 vfe Mua sam 
Chi'nh phii, Chuong 12 vfe Sb hUu tri tufe... ma dac bifet EVFTA cbn 
cb mOt ph'an phy luc 2C danh rifeng cho linh vUc nay. Tai Phu luc 2C 
vfe dupc phim, cac bfen thbng nhi t khai nifem chung vfe dupe phim, 
cac v in dfe co lifen quan dfen giam thifeu va tifen tdi xba bb cac hang rao 
phi thufe quan, cac phan bifet dbi xii dbi vbi dupc pham. Dbng thbi, cac 
bfen cam kfet sii dung cac tifeu chuan qubc tfe, eae hubng din qubc tfe 
dbi vbi nhUng v in dfe ky thuat trong m$t hang dUOc phim. NhUng quy 
dinh khac vfe thufe, vfe quy'en kinh doanh dupc phim, dang ky duOc 
phim, bao hb quy'fen sb hflu tri tufe, bao vfe da lifeu dbi vbi cac sang ehfe 
dupc p h i m dupc quy dinh tai cac chuong hfen quan trong EVFTA va 
trong bifeu cam kfe't mb e^a thj trUbng ciia Lifen minh ehau Au va Vifet 
Nam. Cac quy dinh mbi vfe duoc p h i m trong EVFTA khi cb hifeu luc 
sfe tao ra khubn khb phap ly quan trpng cho quan hfe thuong mai gifla 
hai bfen ky kfe't, dem l^i lpi i'eh cho cbng dan Vifet Nam khi duoc tifep 
cjn ngubn dupe pham chat lUOng cao tfl EU va dbng thbi cflng dem 
dfen cd hbi xul t kh iu va kinh doanh m^-t hang nay thuSn lpi hon cho 
cac thuOng nhan EU t$i thi trUbng Viet Nam. 

2. Quy dinh vfe duoc ph^m trong Hifep dinh T h u o n g mai tu do 
l i e n minh chdu Au - Vifet N a m 

2.1. Quy dinh v'i thui'hdi quan ddi vdi dupc phdm 
Trubc hfe't, cac mat hang dupc p h i m duoe quy dinh trong EVFTA 

dupe hifeu la mbt chit hoac kfe't hpp cac chit cb the dupc dUng cho 
con ngflbi nham phuc vu cho vifec chin doan, di'feu tri hoac phong 
bfenh hoac dfe phuc hbi, difeu chinh hoac s^a dbi chdc nang hoac eau 
tnic sinh ly. Dupe p h i m bao gbm cac loai thubc hba hpc, sinh ph im 
(vac-xin, chbng dbc tb, thanh phan mau, san p h i m c6 ngubn gbc tU 
mau), cac loai thubc thao dupc, thubc phbng xa, san p h i m tai tb hpp. 
Cac san ph im sau cung dupc quy dinh la san pham dupe ph im ciia 
ca hai bfen, san p h i m tri hfeu gen, san p h i m hfeu phap tfe hao ho$c eac 
san ph im tai tao mb thubc pham vi difeu chinh ciia Phu luc nay.^ Cac 
quy dinh vfe thufe dbi vbi mat hang duoc p h i m duOc nfeu tai ChUPng 
2 Dbi xU qubc gia va mb ciia thi trflbng hang hba, Phu Iuc 2 vfe giam 
va/ hole xba bb thufe quan dbi vbi hang hba nhap khiu, Phu luc 2A-1 
Bifeu cam kfet thufe ctia EU va Phu luc 2A-2 Bifeu cam kfe't thufe ciia 
Vifet Nam. 

DiSu 5 PhiA luc vfe Duoc phdm va thiSt bi y ti Hi^p djnh EVFTA. 
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Khao sat bifeu cam kfet cua hai bfen ky kfe't, c6 thfe tha'y r ing khoang 
mbt nda sb san p h i m dupc pham efla E U se dflpc giam thufe vfe 0% 
ngay khi hifep dinh co hifeu lfle, phan cbn lai se dflpc giam thue theo 
lb trinh 8 nam. Nhflng mat hang dflpc ph im dflpc xfe'p vao nhbm A 
trong bifeu cam kfe't thufe la nhbm san p h i m se dupc xba bb hoan toan 
va hang hoa do sfe khbng chiu bit ky lo^i thufe quan nao kfe tfl ngay 
Hifep dinh nay co hifeu Iflc.^ Bifeu cam kfe't mb cUa thi trflbng ciia E U 
ghi nhan dbi vOi cac san ph im dupe ph im tU Viet Nam h'au hfet dfeu 
thubc nhbm A - nhbm duoc giam thufe vfe 0% ngay khi hifep dinh cb 
hifeu luc. Nhu v^y, E U da danh Uu thfe rat Ibn vfe thufe cho mat hang 
duoc ph im tu Vifet Nam. Trong khi db, bifeu cam kfe't efla Vifet N a m 
CO ph'an mb cUa han chfe hPn khi chi cb mbt trong tbng sb bay nhbm 
san p h i m dupc phim tfl EU dupc ghi nh§n thubc phan nhbm A, db la 
mJt hang mang ma sb HS 3004.90.20. Cung trong bifeu cam kfe't thufe 
efla Vifet Nam, bbn trong tbng sb bay mat hang hfen quan den san xul t 
dflpc phim dupc xfep vao nhbm B - thufe hai quan dflOc xba bb dUn 
trong bbn nam bat dau tfl ngay hifep dinh nay co hifeu lfle va tU db trb 
di hang hoa db sfe khong chju bat ky loai thufe' quan nao.^ Mbt trong 
tbng sb bay mJt hang dflpc ph im thuOc phan nhbm B5^ - thufe quan se 
dupc xba bb dan trong sau nam bi t dau tfl ngay hifep dinh nay eb hifeu 
luc va tfl db trb di hang hba db sfe khbng chiu bat ky Ioai thufe quan 
nao. Mot trong tbng sb bay mat hang dupc p h i m dupc Vifet Nam xfe'p 
vao nhbm B7^ - thufe quan se dupc xba bb dan trong tam nam b i t diu 
tfl ngay hifep dinh nay cb hifeu lUc va tfl db trb di hang hba db se khbng 
ehiu bat ky loai thufe quan nao. 

Tfl vifec khao sat bifeu cam kfet nay, co thfe nhan thiy rang E U 
dang cb nhflng Uu dai r i t Ibn vfe thufe cho nhifeu san pham dflpc p h i m 
tfl Vifet Nam khi mUc thufe duoe h? xubng 0% ngay khi hiep dinh cb 
hifeu lfle. Trong khi db, cam kfet cua Vifet N a m vfe mSt hang nay cb 
ph'an han chfe hon khi cae mJt hang dflpc p h i m tU EU c'an eb Ip trinh 
dupe cat giam thufe. Difeu nay cb phan hpp ly trong bbi canh cae doanh 
nghifep dflpc ph im Vifet N a m chfla thuc sU cb sflc canh tranh manh 
me Crfen thi trflbng nbi dia, nfen cin cb khoang thbi gian cai thien nang 
lUc canh tranh tranh trUbng hop hang dupc pham EU tran ng^p th; 
trubng ngay khi hifep dinh c6 hitu luc. Tuy nhifen, mUe cam kfet mb 
efla thi trubng dupc p h i m nay cua Vifet Nam vin dupc xem la se tac 

Xem Phu lye 2 EVFTA-
Nhom mJt hang mang mi HS 1212.29.11; 3926.90.92, 4014.90.40, 9602 00,10 
MJt hang mang ma HS 1905.90.60, 
M?t hang mang ma HS 3005.10.10. 
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dbng dang kfe dfen nganh dflpc p h i m trong nflbc khi Viet N a m hifen 
v in dang nh^p khiu dflpc p h i m nhifeu nha t̂ la tfl EU.^" Do dO, n i m ro 
lb trinh cat giam thufe va Iflbng trflbe tac dbng cua vifec ci t giam thufe 
theo EVFTA la v in dfe ca Chi'nh phu va cac doanh nghiep Viet Nam 
c'an luu tam dfe co sU chuan bi tbt, tranh nhflng tac dbng bi t lpi den sfl 
phat trifen c^a nganh dupc p h i m Vifet Nam. 

2.2. Quy dinh vi quy'in kinh doanh dupc phdm trong Hiip dinh 
Thucfng mai t^ do EU - Viit Nam 

Trong Hifep dinh EVFTA, Vifet Nam ghi nh in quy'fen thanh lap 
cac doanh nghiep cb vbn diu tfl nflbc ngoai dfe kinh doanh dupe pham 
va kem theo cb cac quyfen lifen quan trong linh vUe nay. Cu thfe, Difeu 
2.15 Chuong 2 Hifep dinh EVFTA quy dinh Viet Nam se thbng qua 
va duy tri hifeu lue van b in phap luat phu hpp cho phfep cac cbng ty 
dupc p h i m nUbc ngoai thanh l |p doanh nghifep c6 vbn d'au tU nfldc 
ngoai dfe nhap khiu cac dflpc p h i m da dflpc Viet Nam cho phfep Iflu 
hanh. Cac doanh nghifep cb vbn d iu tfl nfldc ngoai db dflpc phep ban 
dflbe p h i m nhap kh iu hpp phap efla minh cho cac nha phan phbi hoac 
ban bu6n cb quyfen phan phbi dflpc p h i m tai Vifet Nam. NhUng doanh 
nghifep cb vbn d iu tu nubc ngoai nfeu trfen nfeu dupc phep nhap khiu 
dupe p h i m thi cung dupe phep: 

(i) xay dling kho rifeng dfe luu trfl dflpc ph im nhap khiu hpp phap 
vao Vifet Nam cua minh; 

(ii) cung elp thbng tm lifen quan dfe'n dflpc p h i m nhap khiu hpp 
phap efla minh cho ngflbi hanh nghfe y tfe' phu hpp vbi cac quy dinh 
cua Bb Y tfe; 

(ifl) thflc hifen nghifen cUu lam sang va thfl nghifem theo quy dinh 
tai phu lye 2 vfe san p h i m dupc p h i m va thifet bi y tfe va phfl hpp vbi 
cac quy dinh ciia Bb Y tfe dfe bao dam cac dupe p h i m nhap khiu hpp 
phap efla minh phu hpp dfe tifeu thu trong nflbc. 

Vfe quy'fen kinh doanh dflpc p h i m va cac quyfen hfen quan, cac cam 
kfe't eiia EVFTA gan nhfl khbng co nhifeu khac biet dbi vbi cam kfe't mb 
efla thi trubng ciia Vifet Nam trong W T O . Quyfen thanh lap cac doanh 
nghifep kinh doanh dflpc p h i m cb vbn d'au tfl nubc ngoai tai Vifet Nam 
hifen da dupe ghi nhan trong phap luat Vifet Nam, cii thfe la Di'feu 42 
Luat Dflpc nam 2016 vfe quyfen ciia cac cO sb kinh doanh dupc. Day 
dupc xem la van ban b t im mbt dao luat dUa ra quy dinh cac doanh 
nghiep cb vbn d'au tU nUbc ngoai cb quyfen nhap khiu dupc pham 

"̂  Vfl Thanh Huong, "Assessing potential impacts ofthe EVFTA on Vietnam's pharmaceutical 
imports &om the EU: an appheation of SMART analysis", Springer Pius, 2016, Vol. 5 (1), p 
1 -22. 
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nhung kh6ng cb quySn phan ph6i cac san ph im dUdc tai Vift Nam. 
Tuy nhien, Lujt Ducjc n5m 2016 khftng dua ra cac dtnh nghia va giai 
thich chi tift ve vin d i nay. Nght dtnh stf 54 /2017 /ND-CP quy •H"^ 
chi ti«t mtft stf dicu va b i to phap thi hanh Lujt DUdc nSm 2016 da 
quy dtnh ro hon cac quySn cua nhom chu th^ nay tai DiSu 91. Theo 
do, cac doanh nghiep dudc pham co von diu tU nildc ngoai cUn luu 
y r ing ho CO quyto nhjp khiu nhung lai khtfng CO quyin phan phoi, 
ban le trUc titfp ma chi duoc phep ban duoc ph im nhjp khiu hop phap 
Cila minh cho cac nha phan phtfi hojc ban butfn co quyin phin phoi 
duoc ph im tai Viet Nam. D&ng thdi, cac doanh nghiep nay phai dJng 
ky nha ban butfn ciia rmnh vdi B6 Y te trudc khi thuc hien ban hang 
(ke ca khi ho chim diit hop d&ng vdi nha ban butfn). Btf Y te se ctfng 
btf tren trang thtfng tin cua minh v i danh sach cac nha ban butfn dii 
diiu k i to d i mua hang tU cac doanh nghiep nhjp khiu cd vtf'n dau tU 
nudc ngoai nay. Tuy nhien, mot luu y ri t quan trgng la Nghi dtnh stf 
54 /2017 /ND-CP nghiem cim cac doanh nghiip co vtfn diu tU nUdc 
ngoai t i in hanh cac hoat d&ng Hin quan d in ph in phtf'i duoc phim. 
Cu thi , khoan 10 Di iu 91 Nght dinh stf 54 /2017 /ND-C P quy dinh 
cac cd stf cd quyin nhjp khau nliung khtfng duoc thUc hien cac hoat 
dtfng Hen quan true tiip d in phin phtfi thutfc, nguyin heu lam thutfc 
tai Viet Nam, trU thutfc va nguyin heu lam thutfc do chi'nh cd stf san 
xui't tai Viet Nam, bao g&m; 

- Ban thutfc, nguyen Heu lam thutfc, giao thutfc, nguyin l i iu lam 
thutfc chd cd stf kham binh , chUa benh, cd stf ban le, ca nhjn, ttf chUc 
khtfng phai la ca stf ban butfn thutfc, nguyin heu lam thutfc; 

- Nhjn ddn dat hang, nhjn thanh td in thutfc, nguyin li iu lam 
thutfc ciia cd stf kham benh, chUa benh, ctf stf ban le, ca nhJn, ttf chiic 
khtfng phai la cd stf ban butfn thutfc, nguyin heu lam thutfc; 

- VJn chuyin, nh in bad quan thutfc, nguyin lieu lam thutfc; 
- Xac dtnh, ap dit gii ban thutfc, nguyen heu lam thutfc do cd stf 

kinh doanh dUOc khac ph in phtfi; 
- Quyi t dinh chien lUOc phan phtfi, chinh sach kinh doanh ciia 

thutfc, nguyen h iu lam thutfc do cti stf kinh doanh dUtfc khac phJn 
phtfi; 

- Xiy dung k i hoach cung Ung thutfc, nguyen h iu lam thutfc cila 
cac Cii stf kham binh , chUa b inh tai Vi i t Nam; 

- Htf trO tai chi'nh dutfi moi hinh thUc cho ttf chUc, ca nhan trilc 
ti ip mua thutfc, nguyin Hiu lam thuoc ciia co sd n h i m muc dich thao 
tung viic phin phtfi thutfc, nguyin h iu lam thutfc nhjp khau. 
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Nhfl vay, vdi quy djnh nay, m ic du EVFTA dflbng nhfl dang cb 
xu hflbng mb rbng efla cho cac nha d iu tfl E U bflbc vao thi trflbng 
Vi^t Nam thi phap luat Vifet N a m dU cb ghi nh§.n quyfen nhap kh iu 
nay nhUng lai dang kem theo rat nhifeu gidi han lifen quan dfen cac 
quyfen phfin phbi san p h i m m'a nhbm cac doanh nghifep c6 vbn diu tU 
nflbc ngoai phai tuan thii. Vi du nhfl EVFTA cho phfep doanh nghidp 
dflpc quyfen lap kho rifeng dfe bao quan thubc n h | p khau cua minh 
thi Nghi dinh sb 5 4 / 2 0 1 7 / N D - C P hifen nay lai yfeu elu nhbm doanh 
nghifep nay khi nh^p khiu thubc vao Vifet Nam khbng dupc phep vSn 
chuyfen va nh^n bao quan thubc, nhflng doanh nghiep nay chi dflpc 
van chuyfen va nhan bao quan dbi vbi thubc va nguyen hfeu lam thubc 
do chi'nh cO sb san xul t tai Vifet Nam. Dbng thbi, nhUng quy dinh 
hifen tai ciia Nghj dinh n'ay cung gay ra nhifeu ban khoan khac. Bbi lfe, 
trfldc khi Nghj djnh sb 5 4 / 2 0 1 7 / N D - C P hubng dJn thi hanh Lu| t 
Dupe dflpc ban hanh, cic cbng ty dflpc p h i m da qubc gia chi c6 lfla 
chpn hifen difen t̂ ii Vifet N a m duOi hinh thUc v in phbng dai di^n ho§c 
doanh nghifep cb vbn d iu tu nUbc ngoai hoat dbng trong hnh vflc san 
xult ho§c cung d p dich vu kho bai va van chuyfen tai Vifet Nam. Kfe tU 
db tbi nay, cac doanh nghifep cb vbn diu tfl nflbc ngoai da diu tfl xay 
dflng tai Vifet N a m nhifefl nha kho, hfe thbng cO sb vat chat hifen dgi, 
phflC vu cho vifec bao quan nhifeu loai thubc.^^ Nghj djnh sb 54/2017/ 
N D - C P cb hifeu lfle tfl ngay 1/7/2017 da cho phfep cac doanh nghifep 
cb vbn d'au tfl nflbc ngoai nh^p khiu, nhflng lai dua ra nhifeu han chfe 
khac. Trong db, viec mb rbng khai nifem phan phbi thubc bao gbm ea 
cac dich vy kho bai va van chuyfen da dem dfen nhifeu nguy cO dbi vbi 
kha nang hoat dbng hfen tyc cua nha dau tfl hifen t̂ ii dang boat dbng 
trong linh vflc dich vu kho bai va van chuyfen dflpc p h i m tai Viet 
Nam. 

2.3. Cdc thA ttfc liin quan din ddng fej? dupc phdm vd mua sdm 
Chinh pha vi dupc phdm 

Thii nhdt, vfe eae thfl tuc dang ky Iflu hanh, kifem dinh dflpc 
phim, eac ben cam kfet trong EVFTA r ing se sii dung eac tieu chuin, 
thbng lfe qubc tfe va hfldng dan cho san p h i m dupc p h i m hoac thifet 
bi y tfe', bao gbm ca nhflng tifeu chuin va thbng lfe ciia Tb chflc Y tfe 
thfe gibi (World Health Organisation, W H O ) , Tb ehflc HOp tac phat 
trifen kinh tfe {Organisation for Economic Co-operation and Development, 
OECD), Hbi nghj qubc tfe vfe Hfe thbng hai hba eae yfeu c'au ky thu^t 

" Thhy Dung, "Tranh cai quanh Nghi djnh 54 vS thudc", Bdo difn lit ciia Chinh phu nudc Cdng hoa 
xd h^i chil nghia Vi(l Nam, hctp://baochinhphu vn/Chinh-sach-va-cuoc-song/Tranh-cai-quanh-
Nghi-dinh-54-ve-thuoc/334722,vgp, tmy dp ngay 15/2/2019. 
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dbi vbi cac san ph im dflpc p h i m danh cho ngflbi (Intemational Council 
for Harmonisation of Technical Requirements for Pharmaceuticals for Human 
Use, ICH) va Cbng ubc kifem tra dflpc p h i m va Dfe an hpp tie ki^m 
tra dupc ph im {Pharmaceutical Inspection Convention and Pharmaceutical 
Inspection Co-operation Scheme, PIC/S) cho san pham dflOc phim va 
Difen dan qube tfe vfe thife't bi y tfe (International Medical Device Regulators 
Forum, IMDRF) cho cac thifet bi y tfe nhfl mbt c6 sd cho cac quy djnh 
ky thuat cua minh.'^ 

Dfe thflc hifen nOi dung nay, Vifet Nam cam kfe't trong EVFTA rang 
Vifet Nam sfe sfla dbi phap lu^t eila minh dfe bai bb quy djnh yfeu elu 
mbt khoang thbi gian cho phep tbi thifeu trfen lanh thb EU trflbe khi 
nbp mbt yfeu cau cho phep tifep thj va phan phbi tai Vifet Nam va b i t 
ky yfeu cau ky thuat nao khac lifen quan dfe'n nghifen cflu lam sang vflOt 
qua pham vi quy dinh trong cae thbng lfe qubc tfe (cu thfe la hubng d in 
ciia ICH). 

Phap luat Vifet Nam hifen hanh da ghi nhan diy du cam kfet neu 
trfen. Luat Dflpc nam 2016 da bai bb quy dinh phdi chb dpi 5 nam kifem 
nghifem tai dja phuong noi san xul t dupe ph im mbi dflOc quy'fen yfeu 
ciu Iflu hanh tsii Vifet Nam. Day dflpe xem la mbt bflbc tifen ldn trong 
vifee chuin bj hanh lang phap ly phfl hpp vdi yfeu elu cua EVFTA cflng 
nhu diy nhanh thdi gian bfenh nhan duoc tifep can vbi ngubn dflpc ph im 
uy fl'n da dupc kifem dinh tai EU. Cu thfe, khoan 5 Difeu 3 Thbng tU sb 
29/2018/TT-BYT ve Thfl thube trfen lam sang cung quy djnh: "Hudng 
ddn vi thtfc hdnh tdt thii thudc trin ldm sdng dupc quy djnh trong Hudng ddn 
chung ciia Hdi nghi hba hap qudc ti'cdc yiu cau ky thudt dd'i vdi ddng kf dupc 
phdm sti dung cho ngubi (International Conference on Hamonization of Technical 
Requiments for Registration of Pharmaceuticals for Human use - ICH), Hudng 
ddn thuc hdnh tdt thii thudc trin ldm sdng ciia Td chUe Y ti' thi'gidi (World 
Health Organization - WHO) vd cdc hudng ddn v'i thii thud'c trin ldm sang ctia 
cdc ca quan qudn ly tham chii'u quy dinh tg.i khodn 5 Di'iu ndy". ThOng tu nay 
cung ghi nhan Co quan quan ly tham chifeu quy dinh trong ThPng tU 
nay bao gbm: Co quan Quan ly dflOc ph im ehau Au (European Medicines 
Agency, EMA), My, Nhat Ban, Phap, Dflc, Thyy Difen, Anh, Thuy Si, 
Oc, Canada, Bi, Ao, Ai Len, Dan Mach va Ha Lan. 

Nhu vjy, phap luat Vifet Nam ghi nhan cae yfeu cau eu the vfe tieu 
chuan ky thuat dbi vbi dupe phim se dflOc can cfl theo cac deu chuin 
chung efla qube tfe va tham khao hubng din cua cac tb ehUc qubc tfe uy 
tin dfe bao dam cae yfeu ciu nay tifem c^n vbi yfeu c'au chung efla qu6c 

Dieu 3, Phu lye ve diKjc ph^m va thiĝ t b] y te EVFTA. 
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tfe. Dbng thbi, Co qflan quan ly dflpe p h i m chau Au dflpc xem la mbt 
trong nhflng c6 quan dflOc tham chifeu khi c6 cic vlh dfe vfe ky thuat cin 
tham khao. Vdi quy djnh nay, cac san p h i m dflOc ph im da dflpc kifem 
djnh va Iflu hanh tfl chau Au sfe c6 thfe nhanh chbng dflpc phep tifep thj 
va phan phbi t$i Vifet Nam ma khbng cin trai qua thbi gian chb dpi tbi 
thifeu trfen lanh thb EU. Cflng nhfl cac san ph im da dflOc xac nhan kifem 
nghifem lam sang tai EMA sfe dupc thuin lpi hon trong vifee dflpc chip 
nhan dang ky Iflu hanh tai Viet N a m ma khbng ein thfem cac thU tuc 
kifem tra lgi mbt each phflc tap, tbn kem thbi gian va ehi phi. 

Thti hai, vfe quy djnh mua sIm Chmh phfl lifen quan dfen dflpc 
phim. Hifep djnh EVFTA quy djnh, dbi vbi hanh vi mua sam Chmh 
phfl hfen quan dfe'n dflpc p h i m se dupc thflc hifen dubi eO chfe va yfeu 
ciu efla chflPng mua sIm Chinh phfl (ChflOng 9 EVFTA). Theo 
db, phu luc 9 B Hifep dinh EVFTA vfe cam kfet efla Vifet Nam trong 
mua sIm Chinh phd, dbi vbi hnh vflc dflpc phim, mbi nam sau ngay 
EVFTA cb hifeu lfle, Viet N a m se phai cho phep ty lfe phin tram tflong 
flng cic san p h i m dflpc p h i m nhfl sau: nam 1 - 2 : 100% eho Vifet Nam; 
nam 10 - 15: 60% cho Vifet Nam; nam 3 - 9 : 65% cho Viet Nam; nam 
16 trb di: 50% cho Vifet Nam. Di'feu nay cb nghia la trong giai dojn 2 
n im kfe tfl khi hifep dinh c6 hifeu lfle, thi phan danh cho nha cung d p / 
nha san xul t dflpc p h i m trong nfldc se giam din, sau 15 nam xubng 
cbn 50%. Nhfl vay, ty lfe dflpc p h i m Vifet Nam dflpc duy tri se cang 
ngay cang giam qua eac nam, mb dflbng cho cac san p h i m dflpc p h i m 
nubc ngoai bubc vao thi tnibng. 

2.4. Quy dinh vi bdo h6 quyin sd httu trt tui vd bdo vi dil liiu ddi 
vdi dupc phdm trong Hiip dinh Thuong mai tu do Liin minh Chdu du 
- Viit Nam 

Difeu 12.10 Chuong 12 vfe Sb hflu tri tufe Hifep dinh EVFTA quy 
dinh, cac bfen cbng nhan r ing cac san p h i m dflOc p h i m dflpc bao hb 
theo bang sing chfe trfen lanh thb tflOng flng efla hp nbi ehung phai 
thfle hi^n thfl tuc fly quyfen hanh chmh trflbe khi dfldc dfla ra thi 
trflbng eda hp, sau day gpi tit la "thii tuc fly quyfen tifep thi". Cae Bfen 
quy djnh mbt cP chfe thich hpp va hifeu qua dfe bbi thflOng eho chii 
bang sang chfe nh im giam thbi han bang sang chfe cb do sfl cham trfe 
bi t hpp ly trong vifec cap giiy phep tifep thj d'au tifen trong lanh thb 
tuong flng. Dfen bu nay cb thfe dupe thUe hifen dubi hinh thflc gia han 
thbi gian efla cac quyfen dupc trao bbi bao vfe b ing sang chfe, bang vbi 
khoan thbi gian ma thbi gian bj vUOt qua. Thdi gian gia han tbi da 
khbng duOc vUpt qua 2 nam. 
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Ngdi i ra, mtfi b i n ctf t h i thuc hi in gia hjn khtfng qua 05 nSm 
thai h jn cila cac quyin ctf dUtfc nhtf bad v i bang sang c h i d i bSi 
thutfng cho chu bSng sing chf cho viic giam thdi han cua bing sang 
c h i do k i t qua thii tuc cap phep tiip thi. Thai gian gia han co hiiu 
lUc til cutfi thtfi hjn h(Jp phap c4a bang sang c h i vdi mtft khoang thdi 
gian bang thtfi gian giua ngay nhjn dupc don xin cJp bing sing ch i da 
duoc ntfp va ngay liy quyin tii'p thi diu t i in d i dua sin phim vao thi 
tnltfng cac b in , duoc rut ngin mtft khoan thtfi gian la 05 nam. 

Nhu vjy, theo quy djnh cua EVFTA, thai gian bao h6 sing c h i 
duoc pham cd th i dudc gia ban, diy la quy djnh mdi nhim giim thi iu 
ttfi da tac d&ng tiiu cue cua viic chJm tr i trong cac thii tyc hanh chi'nh 
lam inh hutfng tdi thai gian duoc cip ph ip va bio h& bing sing c h i 
duoc pham cua chii stf hUu. B in canh do, cac b in trong EVFTA con 
cam ki't bao ve thtfng tin va dU Hiu bi m i t dtf'i vdi san pham duoc 
phim. Cu th i la, n iu mtft B in y iu ciu, nhu m&t diiu ki in d i p h i 
duyit viic tii'p thi sin p h i m duoc phim, h& so dil Hiu dudc n6p si 
kh&ng dUtfc tiit 1&. Cac b in se bao v i cic da li iu do khoi viic sil dung 
thuong mai khtfng ctfng bing. 

Tuy nhiin, phap lujt Viit Nam hi in hanh chUa cd quy djnh ct} 
th i v i vin di nay. V i thu tuc cip bing sang c h i cUng nhu thai gian 
b id htf bing sang c h i h i in chi ctf quy dinh chung tai Luat Stf hUu tn' 
tui nam 2005 (seta doi, btf sung nam 2009), chua ctf quy dinh cv t h i 
va ri ing biit trong Lujt DuOc nam 2016 hay cac van ban hutfng d in 
v i viic gia ban thtfi ban bao ho dtfi vtfi sang c h i dudc pham cd ngu&n 
gtfc tu chiu Au theo quy dinh cha EVFTA. 

3. Mtft stf vin d i da t ra c h o Vie t N a m 
TU nhiing phan tich tai phan ngi dung trUdc, co t h i thiy r ing, 

cac quy dinh ciia EVFTA v i dutfc pham bao quat g^n nhu toan b6 
cic vi'n d i quan trong nhi't Hin quan d in m i t hang nay. MUc dtf cam 
k i t mtf ciia ciia cic b i n v i hnh vuc nay cOng dUtfc dinh gia la kha siu 
rtfng. Vl viy, d i thUc h i in ttft cac cam k i t d i ky trong EVFTA, cac 
doanh nghiip Vift Nam va Chinh phii c in ctf nhiJng butfc chuan bi 
ky lutfng trutfc khi hiip dinh nay ctf hi iu luc t r in thuc t i . HiSn nay, 
phap lujt Viit Nam tuy da cd nhung quy dinh k h i phu hdp vtfi y^^ 
c'iu ciia EVFTA v i hnh vuc dUdc p h i m nhUng d&ng thtfi cUng t&n tjii 
m&t so quy dinh chUa phU hop hoic chua dii chi tiit theo y iu cau ciia 
EVFTA. Trong n&i dung dUtfi diy ngUtfi viit n iu l in mtft vai van d i 
dat ra dudi goc d& cac doanh nghiip va dudi gtfc dtf IJp phap v i quy 
dinh dudc p h i m trong EVFTA. 
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Thti nhdt, vfe vin dfe giam thufe dbi vdi dupc phim, cac doanh 
nghifep Vifet Nam cin cap n h | t thbng tin bifeu thufe cam kfe't efla EU 
trong EVFTA hifen da xfep da sb cac san ph im vfe dflpe ph im vao nhbm 
A - nhbm thufe vfe 0% ngay khi eb hifep dinh cb hifeu luc, dfe cb thfe tan 
dung tbt cd hbi xuat khau mat hang dupc ph im vao thi trUbng EU. 
Ngupc lai, Bifeu thufe efla Vifet Nam vfe mat hang dflpc ph im tfl EU cflng 
xfe'p cac m^t hang v'ao nhbm ha thufe vfe 0% ngay khi hiep dinh cb hifeu 
lfle ho§c cb lo trinh giam thufe trong 8 nam. Chi'nh vi vay, cac doanh 
nghifep cin Iflu y van dfe nay dfe nhanh chbng cai thifen nang lfle san xult, 
kinh doanh dflpc pham trfldc lan sbng cac mat hang dflpc pham nhap tfl 
EU vao Vifet Nam se manh me hPn dubi tac dbng efla viec h;i thufe suit. 

Thti hai, vfe quy'fen kinh doanh dflpc ph im cua cac doanh nghifep 
EU tai Viet Nam, mac dfl vfe cd ban Luat Dflpc nam 2016 va Nghi dinh 
sb 54 /2017/ND-CP da c6 nhflng quy dinh chung ghi nhan quyfen nay 
nhflng hifen t^i phap luat Vifet Nam vin chua eb hflbng din thflc sfl cfl 
thfe cho cac doanh nghifep. Nghi djnh sb 54 /2017 /ND-CP chi cho phep 
doanh nghiep c6 vbn d'au tu nube ngoai duoc v^n chuyfen va bao quan 
thubc va nguyen lifeu lam thubc do chinh cP sb san xuat tai Viet Nam. 
Nhfl vay, dbi vbi thubc dflpc nh^p khifl tfl nfldc ngoai thi khbng cho 
phep eac doanh nghifep cb vbn d'au tu nube ngoai duoe thuc hifen bao 
quan va van chuyfen thubc vbn la nhflng dich vu khong bi e lm hay han 
chfe bbi Luat Dflpc nam 2016. Quy dinh nay chfla thflc sfl phU hpp vbi 
yfeu e'au ciia Hifep dinh EVFTA ring doanh nghiep dupc xay dflng kho 
rieng dfe Iflu trfl dflpc p h i m nhap khiu hpp phap vao Vifet Nam ciia 
minh. Vi vay, ngflbi vifet cho rang, dfe chuin bi khubn khb phap ly cho 
vifec thflc hifen Hifep dinh EVFTA khi hifep dinh nay cb hifeu lfle, Vifet 
Nam cin cb cac van ban hubng din chi tifet hPn vfe quyfen efla doanh 
nghiep eb vbn d'an tu nubc ngoai trong hnh vflc duoc phim, theo hubng 
nfen cho phep doanh nghifep dupc thflc hifen bao quan thubc va trflc tife'p 
v^n chuyfen dbi vdi cac mat hang dupc p h i m nhap khau tU nUbc ngoai. 
Cb nhu vay mbi c6 the giam bbt cac rao can vfe hanh chinh va kinh te 
dfe thu^n lpi hPn cho hoat dbng eda doanh nghifep, dap flng tmh th'an tfl 
do thflOng mai ma hai bfen hflbng dfen trong Hifep dinh EVFTA. 

Thii ba, vfe mua sIm chi'nh phii ve dflpc phim, dflbi tie dbng efla cam 
kfet vfe mua sam chinh phu, ty lfe dfldc ph im nbi dia dflpe duy tri se cang 
n ^ y cang giam qua cac nam, mb dflbng cho cac san pham dflpc phim 
nflbc ngoai bfldc vao thi trfldng. Day la qny dinh ma cac doanh nghifep 
Vifet Nam cin Iflu y dfe chuin bi cac difeu kifen canh tranh trong kinh 
doanh dflpc phim. Bfen canh db, hifen tai Quyfe't dinh sb 68 /QD-TTg 
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n ^ y 10/1/2014 dat mue tifeu giai doan 2020 dfen 2030 diubc san xult 
trong nflbc chifem 80% tbng gia tri thube tifeu thu trong nam, quy di"^ 
nay co ph'an khbng phu hpp vbi cam kfet ma Vifet Nam da ky trong Hiep 
djnh EVFTA khi hifep dinh nay cb hifeu lfle tren thflc tfe'. HOn nfla, cae quy 
djnh hifen hanh vfe mua slm cbng dbi vdi dflpe phim hien vin rai rac chfla 
thflc sfl CO tmh thbng nhat va t4p trung. C in co sfl thbng nhit va difeu 
chmh cac quy dinh dfe phfl hpp vbi cac cam kfet trong Hiep djnh E ^ F l A. 

Thti tu, vfe vin dfe gia ban thbi gian bao hO sang chfe dflOe pham do 
tae dbng efla vifec thflc hifen cac thfl tuc hanh chmh cham trfe, hifen t^i 
phap luat Vifet Nam chfla cb quy dinh cu thfe. Vi viy, dfe chuin bi cho 
vifee Hifep dinh EVFTA cb hi^u lfle, Vifet Nam cin ghi nhan cam kfet 
nay va c6 cic van ban hudng din chi tife't cho eae chfl sb hUu bang sang 
chfe dupc ph im tfl EU dfe bao dam thflc hifen dflng cam kfet da ky. Vifee 
bao dam tbi da quyfen lpi efla chfl sb hflu bang sang chfe dflOc p h i m 
cflng nhfl bao vfe tbt cac quyfen sb hflu tri tufe se t?o ra sfl yfen tam va 
Sfl h ip d in vfe mbi trflbng diu tfl dbi vbi cac nha difl tfl nflbc ngoai. 

Tbm lai, Hifep djnh EVFTA dfldc dfl doan se sbm co hifeu lfle. 
Dflbi gbc do, elc doanh nghifep ein cap nh?t nhanh ehbng eac nbi 
dung cam kfet Hifep djnh EVFTA vfe dupc p h i m dfe eb thfe ehuin bi 
chife'n lupc kinh doanh phfl hpp. Dudi gbe dO lap phip , trong giai doan 
nay, vifee chuin bi hanh lang phap ly trong nude dfe bao dam cac quy 
djnh efla phap luat Vifet Nam vfe dflpc p h i m phfl hpp vdi cam kfet efla 
Hifep dinh EVFTA vfe hnh vflc nay la mbt yfeu ciu hfe't sflc thife't yfeu. 
Vifet Nam can nhanh chbng chuin bj va difeu chinh phap luat c6 lien 
quan dfe tflng bfldc giam bdt cae yfeu e'au hanh chmh, ky thuat cflng 
nhfl CO hudng din chi tiet dfe thu hut ngay cang nhifeu nha d iu tu dupc 
ph im tfl EU eflng nhu gia tang cP hpi tifep can ngubn dupe p h i m chat 
lupng tfl EU cho ngflbi tieu dflng. • 
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