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Tom tat:
woe pham la doi twong khong thé thiéu & bat ky xd héi nao boi nhu cau phong
Db_énh, chita bénh va bao vé suc khoé con nguoi. Tuy nhién, trong mot 56
tru’ong hop viéc tiép can dwoc pham gdp phai khé khdn nhat la tai cdc quoc
gia dang phat trién. Quy dmh ciia phap ludt so hivu tri tué va néi bdt la Hlep dinh TRIPS
da tang cuwong kha nang tiép cn dwoc pham ciia ngueoi dan. An D¢ la quoc gia da vin
dung 6t cdc quy dinh nay vao nganh cong nghiép duwoc pham Bai viét nghién ciru va
phan tich nhitng kinh nghzem tee quoc gia nay ma VN c6 thé hoc hoi.
Tir khod: Sdng ché, dwoc pham, An D§, sé hivu tri tué.

Abstract:

Pharmacy is an indispensable object in any society by the need to prevent, cure
and protect human health. However, in some cases, approaching to pharmaceuticals is
difficult, especially in developing countries. The provisions of intellectual property law and
prominently that the TRIPS Agreement has enhanced people’s access to pharmaceuticals.
India is a country that has well applied these regulations to the pharmaceutical industry.

The article analyzes experiences from this country that Vietnam can learn.
Keywords: Patent, medicine, India, intellectual property.

Dan nhap

An D6 1a qubc gia dong dan
thir hai trén thé giéi vdi ude
tinh khoang 1,19 ty ngudi (nam
2006), trong do, 70% dan sb séng
tai cac vung nong thon. Bén canh
do, day 1a mot qudc gia dang phat
trién, thiéu hé théng bao hiém y
té qudc gia va thuong xuyén phai
dbi mat voi cac can bénh nhiét
d6i nhu sot rét, sot xuat huyét.
Cung v6i Nam Phi, An D6 1a
qudc gia co ty 1& nhiém HIV cao.
Giai quyét cac van dé vé dan sb
va stc khoe cong dong 1a mot
noi dung 16n trong chuong trinh
phat trién cua quoc gia nay, trong

6, phat trién nganh céng nghiép
duoc pham & An D6 hién dang 1a
mot thé manh.

Trén thé gidi, bao vé sirc khoe
cong dong cling 1a mdt van dé
l6n dang nhan duogc nhiéu su
quan tdm. V& phia WTO, vén
dé thudc men va an sinh xa hoi
dang rat dugc quan tim, dic biét
la & cac nudc nghéo boi nhitng
han ché trong viéc tiép can duoc
pham va chim séc sitc khoe
cong dan. Thang 9.2000, WTO
hop cung WHO, chuong trinh
UNAIDS cua Lién Hiép Quédc va
Lién hiép Chau Au, ban vé ndi
dung vira bao vé quyén so hiru

tri thire vi d6 1a dong co dau tu
va kinh doanh, vira bao dam cho
cac nude ngheéo c6 kha nang mua
dugc nhirng thuéc men can thiét.
Thang 4.2001, WTO va WHO
cung t6 chirc mot budi hop voi
80 chuyén gia va cac NGO tai
Hosbjer (Na Uy) vé viéc lap ra
mot ché do gia ca sai biét cho
phép cac nudc nghéo huong gia
thdp nhat. Va thang 6.2001, theo
101 yéu cdu cia cic nude chau
Phi, WTO t6 chirc budi hop chinh
thirc dau tién vé van dé TRIPS
va nhu cdu thubc men cua cac
nudc nghéo. Sy chu trong bao
vé quyén con ngudi noi chung
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va quyén bao dam strc khoe noi
riéng 1a mot tin hi¢u tbt cho toan
xd hoi. Tuyén bd sb 254/WTO/
VB (Tuyén bé Doha vé viéc thuc
thi Hi¢p dinh TRIPS va stc khoe
cong ddng) ra doi da thé hién mbi
quan tim sdu sic cua toan thé
gidi trong viéc bao v¢ suc khoe
ngudi dan. Tuyén bd nay da thira
nhén tAm quan trong cuia bao ho
quyén s& hiru tri tué trong viée
phat trién cac loai thudc moi.!
La mdt thanh vién cua WTO, lai
dang & vi thé ciia mot qudc gia
dang phat trién va gip phai nhiéu
van dé nghiém trong trong cong
tac bao vé strc khoe cong dong,
An Do dd c6 nhimg chinh sach
tich cyc va hiéu qua trong qua
trinh thuc thi Hi¢p dinh TRIPS
va ung dung vao tinh hinh kinh
té - x4 hoi. C6 thé néi, An D¢ va
nganh cong nghiép dugc pham
nuée nay di cé nhimng budc tién
bd to 16n dang hoc hoi trong viéc
thuc hién Hi¢p dinh TRIPS va
phat trién nganh cong nghiép
duogc, nang cao doi sdng va sirc
khoe con ngudi. Trong d6, quyén
tiép can dwgc pham 13 bo phan
c4u thanh co ban, khong thé thiéu
ctia quyén duoc bao vé va chim
soc stre khoe noi chung. Bai viét
dué6i day hy vong chi ra mot sb
diém tich cuc trong viéc thuc thi
Hiép dinh TRIPS vao phat trién
cong nghiép dugc & An Do va rit
ra bai hoc kinh nghiém cho VN
trong van dé dam bao stc khoe
cong dong.

1. Tac dong cua Hiép dinh TRIPS
dén nganh cong nghiép dugc
pham An Dd

Dbi voi An D6 cho dén thap
ky 80, chién lugc hudng ndi va
ké hoach héa nén kinh té da kim

1 Muc 3 Tuyén b6 vé Hiép dinh TRIPS va
stre khoe cong dong.

ham sy phat trién. Cong cudc
cai cach bat dau tir cudi thap ky
80, dau 90 v&i qua trinh ty do
héa thuong mai va tu nhan hoa
da thuc ddy nén kinh té ting
truong manh. Bdo cdo cua hang
dich vu chuyén nghiép da quic
gia Pricewaterhouse Co. (PwC),
c6 tru so tai London, Anh, cho
biét nganh cong nghi¢p duoc
pham An b6 dang trén da tang
trudng t6t va An Do c6 thé tro
thanh 1 trong 10 thi truong duoc
pham hang dau thé gisi vé gia tri
vao nam 2020. Cac chuyén gia
dugc pham tin rang nganh cong
nghiép dugc pham ctua An Do s&
dat ty 1€ tang trudng hang nam
tir 15% dén 20% trong vong 10
nam t6i. Theo Cuc duoc pham
An Do, nhitng san pham duoc
tir An Do 1a mot nguon cung cap
16n cho thé gidi, v6i tong doanh
thu ctia nganh cong nghiép duogc
nude ndy tir nim 2008 dén thang
9/2009 dat 21,04 ty USD, trong
do6 gia tri cua thi truong trong
nude 1a 12,26 ty USD. 2

Ciing glong nhu nganh cong
nghiép phan mém tin hoc ma An
Do da rat ndi tiéng trén thé gioi,
cac doanh nghiép dugc phim An
Do trong nhitng nim qua da ¢
ging khai thac chudi cung ung
gia ré, ngudn nhan lyc trinh do
cao dé l1am ra nhimg vién thudc
theo cong thure ctia cac hang duoc
pham danh tiéng thé gidi, trong
khi gia thanh lai ré hon nhiéu
14n — @6 chinh 1a thudc generic®.

2 Xem thém: Cong thong tin tong hop
- Trung tam Nghién cvu va Phan tich di
liéu tai chinh Gafin/dn P c6 thé la thi
truong duwoc pham hang dau, http://gafin.
vn/2012110510499987p0c40/an-do-co-the-la-
thi-truong-duoc-pham-hang-dau.htm (truy cdp
ngay 13/4/2019)

3 Generic la cdc dong thuéc ¢6 cing
hoat chat cong dung nhw thuée ¢é nhan hiéu
va quyen Sang ché da dang ky cia cdc hang
thuée trén thé gioi (hay con goi la thuée brand
name ma trén san pham sé c¢é chir ® kém theo).
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Thi truong thudc generic qua
thuc rdt 16n va tiém ning cho
cac doanh nghiép dugc An Pb.
Theo udc tinh cuia cong ty quan
1y va tu van dau tu Dolat Capital
¢6 tru sé tai Mumbai - An Do,
thi truong thude generic s& ting
truéong khoang 12% mdi nim va
c6 thé dat toi 430 ty USD vao
nam 2016, tuc tang khoang 188
ty USD so véi muc 242 ty USD
cua ndm 2011. S¢ di co6 su ting
truong nhanh nhu vay vi nhiéu
loai thudc brand name s& hét han
d6i v6i van bang bao ho sang ché
vao thoi gian tdi. Hon nira, cong
ty nay du béo, thi phan cta thudc
generic s& chiém toi 35% vao
nam 2016, so v6i mirc chi 25%
cta nam 2011%. Pay chinh 1a co
héi lon cho cac doanh nghiép
duoc An Do.

Trude ddy, Chinh phu An Do
bit dau khuyén khich cac cong
ty trong nudc san xuat thudc tir
nhitng nam dau thap nién 1960.
Nam 1970, nuéc nay ra Luat
Bing sang ché (Patents Act)’, cho

Nhung thiong quyén sang ché cia mét logi
duroc phzfm thuong chi dwoc bdao ho trong mot
khodng thoi gian nhat dinh. Khi hét han, cdc
cong ty khdc dwoc quyén sao chép cong thirc
va tao ra logi thuéc tuwong ty. Loai thuée “Gn
theo” nay cé thé mang thuwong hiéu khdc nhung
khong cé quyén sdng ché, va dioe goi chung la
thuée generic. Va day la cach ma nhiéu doanh
nghiép diroc pham ciia An DG khai thac trong
nhitng ndm vira qua. Néi cach khde, thudc
Generic la thuéc khong dmrc bdao h¢ sang
ché (thude san xudt & mot quoc gia ma sang
ché lién quan khong dwoc bao ho hodc da hét
thoi han bdo hg) hodac thuéc dwoc san xudt ma
khong cé su cho phép tu nguyén ciia nguoi ndm
ddc quyén sir dung sang ché. (Xem thém: Lé Thi
Nam Gzang (2011), Hoan thién phap luat Viét
Nam vé bdt bugc chuyen giao quyén sur dung
sdang ché trong diéu kién hi nhdp kinh té quoc
té: Ludn dn Tién si, truong DH Ludt Tp. Ho6 Chi
Minh, tr. 30).

4 D6 Pham (2013), “Nganh dioc pham An
D¢ dang gap kho khan”, Thoi bao Ngan hang
- Co quan cua Ngan hang Nha nuoc Viét Nam
(18/9/2013).

5 Trude Ludt Bang sing ché 1970 la
Ludt nam 1911. Xem thém: Anitha Ramannna
(2002), “Policy Implications of India’s Patent
Reforms” - Economic and Political Weekly, tap
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phép céac cong ty An Do néu du
diéu kién san xudt mot cong thure
thudc ndo d6 co thé duge cong
ty dang so hitu bang sang ché
thudc d6 cap gidy phép (li xang)
tu nguyén (voluntary licence) dé
san Xuat. D1eu 84 cua Luat nay
con cho phép cap i xang bit budc
(compulsory license), bt budc
cong ty sé hitu bang sang ché
ddi v6i mot loai duoc phém phai
cap i xang cho cong ty khac san
xudt thude do, néu (1) khong dap
g d nhu cdu sir dung thudc va
tiép can thudc cua cong ching;
(2) gia thudc qué cao so véi kha
nang chi tra cua cong chiing; (3)
dang san xuit san pham duogc
bao ho sang ché trén 1anh thd An
Do. Tir nam 1978, An Do vuon
1én tro thanh trung tim hang dau
vé san xuét thuéc ma khong co
bang doc quyén sang ché do co
quan c6 thim quyén cip (thudc
generic). Bén canh d6, nam 1970,
An D6 ban hanh quyét dinh kiém
soat gia dugc phém trong do quy
dinh muc gla tran gbp phan glu’
cho gia thudc An Do & muc thap
nhét trén thé gidi. Cac sang ché,
dic biét 1a cac sang ché trong linh
vuce duoc phém, cling chua thuc
su du’oc bao ho ding muc tai
qubc gia nay ciing la mot nguyén
nhan giit gia thuéc & muc thap.
Tuy nhién, sau qué trinh thuc
thi Hi¢p dinh TRIPS va bao ho
cac bang sang ché, didu nay da
khong con dugc dam bao.

Ké tir nam 1990, nganh cong
nghiép dugc pham An Do di gip
phai mot sé trd ngai trong viéc
thuyc hién cac quy dinh cua T
chtc thuong mai thé gigi WTO
vé s¢ hiru tri tué lién quan dén
thwong mai. Trude hét, trong linh
vuc so hiru tritué ndi chung vabao

37,56 21, tr: 2065-2075.

ho sang ché néi riéng, Hiép dinh
TRIPS dwa ra mot sd quy dinh
that chat bao ho cac ddi tuong so
hiru tri tué dit ra yéu cu cho cac
van ban phap luat An Do can ¢
su thay d6i dé phu hop véi cac
quy dinh cua TRIPS. Nhitng quy
dinh nay it nhiéu tac dong dén
hoat dong san xuét duoc phém
ctia qudc gia nay. Nhu da dé cap
& trén, tuyén bd Doha vé viéc
thuc thi Hiép dinh TRIPS va suc
khoe cong dong ra doi thang 11
ndm 2001 da danh diu mot bude
quan trong trong linh vuc bao
v€ stc khoe nguoi dan, dac bi¢t
1a & cac qudc gia dang va cham
phat trién véi ty 1& nguoi dan
dugc cham soc stc khoe thap.
Ban tuyén ngdn ndy co ba diém
chinh : Thtr nhét, mdi thanh vién
co quyen dung bi¢n phap nhuong
quyén bét budc va duoc tu do 4 an
dinh 1y do tai sao. Thtr hai, mdi
thanh vién c6 quyén an dinh thé
nao la tinh trang khan cdp hay
hét strc cdp bach cua qudc gia,
va theo thoa thuan cia hoi nghi,
céc tinh hinh nguy kich, ké ca khi
do céc bénh HIV-AIDS, lao, sbt
rét va cac bénh dich khac gay ra,
déu c6 thé dugc coi 1a tinh trang
khan cdp hay hét stc cip bach
cta qubc gia. Thr ba, cic thanh
vién c6 it hay khong c6 kha nang
ché tao duoc pham c6 thé s& gap
kho khan khi can ap dung i xiang
bét budc theo Hiép dinh TRIPS.
Hoi déng TRIPS cia WTO duoc
uy thac phai nhanh chong tim ra
giai phap cho van dé nay va bao
c4o 1én Dai hoi ddng WTO trude
cubi nam 2002. Piém nay ghi
trong Poan 6 ciia Tuyén bd Doha.
Vong thuong thao phat dong tai
Doha dugc dit tén rat hira hen 1a
Vong thuong thao cho phat trién
(Doha Development Round)

vi dat trong tam 1én nhiéu van
dé quan trong ddi véi cac nude
nghéo, trong dé ¢6 nhu ciu thudc
men cho nguoi dén 1a van dé
thiét yéu. Tuyén b Doha danh
diu mot thay ddi co ban : Quyén
bao vé suc khoé nguodi dan duoc
dét cao doc quyén cua nguoi
nim doc quyen sang ché. Do 1a
nguyén tic, con ap dung thé nao
trong thuc té thi cac thanh vién
WTO dugc cho phép thoi han
mot nam dé ban bac nham di dén
mot co ché cu thé.

Thang 3 nam 2005, An Do
da hoan thanh viéc stra d6i Luat
sang ché (1970) dé tuan thi theo
Hiép dinh TRIPS. Pao ludt vé
bang sang ché méi co hiéu luc
tr ngay 4 thang 4 nam 2005. Noi
dung quy dinh vé cac bang sang
ché cip cho cic san pham thudc,
thuc phdm va cac san pham héa
hoc va thoi han hiéu luc cia cac
bang sang ché nay ting 1én dén
20 nim. Ban ddu, nguoi ta cho
rang viéc stra d6i nay s& giy ra
cac tac dong tiéu cuc dén nganh
cong nghiép duge-thuc pham nodi
chung & An Do, do su gia ting
thoi han bao ho bing sang ché
cho nhing san pham nay. N6 s&
can trd sy tang trudng cua nganh
cong nghiép duoc phim An Do
boi vi s& khong con c6 thé san
xuit bang ky thudt phan tich
ngugc hodc xuat khau cac san
pham thudc voi bang sang ché
dang c6 hi¢u lyc. Voi viéc nay,
thi truong thudc generic An Do
d3 mat hang trdm triéu USD cho
cac chi so hitu sang ché. Tuy
nhién, trai voi du doan ban dau,
nganh coéng nghiép duoc pham
nuéc nay da phat trién nhanh
chong. Ho theo dudi mot mo
hinh moi trong do gla ting xuat
khau san pham thubc generic &
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ca hai thi truong: Thi truong bi
kiém soat va thi trudng khong bi
kiém soat (“regulated markets”
va “unregulated markets™) va dua
trén chinh sach R&D (Nghién
cru va phat trién) dé ty minh
phét minh céc cong thic thude

1.6 V6i nhirng thay d6i 1on vé
mat chinh sach quan Iy thi truong
ciing nhu thuc ddy su phat trién
kinh té, nganh cong nghiép dugc
An D6 di c6 nhiing thay dbi 16n
va ngay cang git hai nhiéu thanh
tuu.

Bén canh nang cao ap dung
cac chinh sach R&D, tang nang
sudt san xudt cac san pham noi
chung va san phim duoc noi
riéng, qudc gia nay con tién
hanh mo¢ rong phuong thuc
« outsourcing business » (O day
duogc hiéu 1a nhap cac san pham,
ngudn nguyén liéu tir nhitng noi
khac). Truoc day, cac cong ty
dugc nude ngoai van con ngan
ngai khi ddu tu vao An Do boi
1& Luat 1970 khong bao ho bang
sang ché cho cac san pham dugc
ctia ho. Nguy co bi « mat » nhiing
sang ché nay 1a rit cao. Thuc
hién Hi¢p dinh TRIPS thong qua
viéc stra d6i Luat 1970 nham
giam thiéu rui ro nay 1a mot cach
thiic dy cac cong ty nudc ngoai
mang sang ché vao An Po. Bén
canh do, bao ho sang ché cling
khuyén khich viéc boc 16 cong
nghé méi va chuyén giao, phd
bién cong nghé néi chung, trong
linh vuc duoc phém noéi riéng’.

Thubc chira bénh 14 mot san

S Atsuko Kamiike and Takahiro Sato, “The
TRIPS Agreement and the Pharmaceutical
Industry: The Indian Experience”, http://
www.researchfindr.com/trips-agreement-and-
pharmaceutical-industry-indian-experience
(truy cdp ngay 10/4/2019).

7Lé Thi Nam Giang (2012), “Viét Nam
voi viéc phé chuan Nghi dinh thu sia doi Hiép
dinh TRIPS”, Tap chi Nghién ciru lap phdp, s6
03(212), tr. 20.

pham khong thé thiéu trong viéc
bao dam stc khoe cong ddng.
Nguoi bénh — vén ciing 14 ngudi
tiéu dung (d6i v6i san phim
thudc), nhung nguoi tiéu dung
nay thue sy van chua duge ding
& vi thé “nguoi tiéu dung” trong
hoat dong lya chon san phém. Su
“thiéu kha nang lya chon” nay
thé hién & chd, khic véi céc san
pham thong thuong, ngudi tiéu
dung c6 quyén lya chon sir dung
hodc khong su dung (Khi chua
thue su can thiét) hoac lua chon
sir dung san pham cua rat nhiéu
nha cung cép khac nhau. Nhung
dugc pham khong thé duoc ap
dung theo nguyén tic nay. Nguoi
bénh can thudc dé chita bénh, va
can ding loai thudc dac tri cho
bénh cua ho. C6 1€ ciing khong
phai 1a qua khap khiéng khi so
sanh “ngudi bénh can thude hon
12 nha san xuét thudc can ho”.
Do d6, & nudc ta hién nay, gia
thuc chita bénh van con dang
0 muc cao ma khong phai nguoi
dan nao cling c6 kha nang mua
cac san pham thudc ma ho can.
RO rang, viéc bao dam strc khoe
cong déng chua duogc thuc hién
hiéu qua.

Nhiéu nim gan day, An Do it
khi chip nhdn bang sang ché cia
nhiing cong ty dugc nudc ngoai
vi cho rang nhimng cong ty nay
chi thay doi cac san pham khong
nhiéu dé kiém thém loi nhuan —
cu thé 1a khong cip bang sang ché
cho nhiing san pham/cong thirc
dugc pham méi ma khong nang
cao 1d rang vé hiéu qua, khong
dap ung day du cac didu kién bao
ho dbi véi sang ché nhu yéu ciu
vé tinh m&i, tinh sang tao hay kha
ning ap dung cong nghiép. Bang
cach d6, An Po gitp nganh cong
nghiép duogc trong nudc phat
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trién manh ciing nhu mang lai co
hoi mua thude gia ré cho hang
triéu nguoi dan. Pidu 3(d) Luat
Bing sang ché An D6 quy dinh
nhung gi khong phai l1a sang
hé” (What is not patentable).’
Llen quan dén mot phién xir tai
Toa 4n tdi cao An D0 tai khu vuc
trung tdm ctia New Delhi, subt
6 nam qua, Novartis (mot hang
dugc Thuy Si) kién tri theo dudi
dé nghi chinh quyén va cac toa
an & An Do cong nhan bang sang
ché cho loai thudc chira ung thu
Glivec cta hing. Loai thudc nay
da mang vé nhidu ty USD cho
Novartis, tir khi ndé duoc cip
phép nam 2001. Gan 40 quc gia,
trong d6 c¢6 Trung Qubc va Nga,
d3 cong nhan bang sang ché cia
hang dwoc Thuy Si, nhung An
Do thi khong. Co quan chiu trach
nhiém cdp Bang sang ché cua
An Do cho ring loai thuc nay
khong thuyc sy moi, ma chi thay
doi mot chut tir loai thude da co
trudc d6. Pao luat sang ché cua
An Do sira d6i nam 2005 khong
cho phép hanh vi nay. Phién toa
tai Toa an tdi cao An P9 khong
chi dé dwa ra phan quyét vé mot
loai thubc, ma néi 1én mot van dé
16n ma nhiéu hang duogc da qubc
gia dang vap phai. Nhiing t6 chirc
phi chinh pht nhu Medecins Sans
Frontieres (MSF - con goi 1a T
chure Céc bac si khong bién gidi)
c40 budc Novartis cb ging mé
rong doc quyén ddi voi Glivec
thém 20 nim nita bang cach thay
d6i khong dang ké loai thudc
dang ban trén thi truong.
Mot mat, cac cong ty dugc
$Khéng cdp bang sang ché cho cdc truong
hop nhu: C}}i phat hién ra mét hinh thirc moi
cua mot chat da dwoc biet dén ma khong tao
ra hiéu qua maoi hodc 'chi dua ra cd,ch {hzkc Stk
dung méi cho mot chat da dwoc biet dé,n hodc
mot qua trinh, mot logi may moc hay thiét bi ma

khéng mang lai san pham méi hay it nhat mot
chat phan tng mdoi.
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da qudc gia dang theo dudi myc
tiéu mé rong thi phan & tiéu luc
dia, noi co gan 1,2 triéu dan co
doi séng va thu nhap ngay cang
cao hon. Mat khac, nganh cong
nghiép dugc cia An P dang
tan dung co hdi tir nhitng cudc
tranh chip bang sang ché cua cac
hang dugc phuong Tay dé san
xudt ra nhiing san pham tuong ty
nhung c6 gia ré hon. Khong chi
Novartis, nhiéu hing dwoc 16n
khac cua phuong Tay cing yéu
cau toa an cong nhan bang sang
ché cua ho tai thi trudng An Do.
Pau nim 2012, Vin phong
Bang sang ché An Do tir chdi
cong nhan bing sang ché cua
hing dugc Bayer cua Pic dbi
v6i loai thudc ung thu Nexavar,
tr d6 mo duong cho hang Natco
ciia An Do san xuat loai thudc
tuong tu. Dé hop thirc hoa diéu
nay, An Do vién dan Hiép dinh
TRIPS, trong d6 cac nude co thé
cap gidy phep bt budc dé yéu
cau san xuét loai thudc nao dé
trong truong hop c6 tinh hudng
khan cip lién quan stc khoe
cong ddng, nhu bénh dich... Pay
1a cach dé bao vé nganh cong
nghiép dugc trong nudc. Trong
bét ky truong hop nao, chinh phu
An P9 ciing tim cach giam manh
gi4 cua cac loai thude nude ngoai
nhu thuéc Nexadar cua Bayer.
Hién nay, An D6 13 mot trong 04
nuée c6 nhiéu sang ché tmg dung
vé dugc pham nhit va dong thoi
nude ndy cé sd lwong nha may
san xuét dugc pham duoc Cuc
Quan ly dugc Hoa Ky cong nhan
& ngoai nude nhiéu nhat.’ Cac
? Xem thém: “Xudt khéu dwacAphcfm ciia An
DG nam 2012-2013”, TRUNG TAM DICH VU
CONG NGHIEP VA THONG TIN CAC KCX &
CN TP. HO CHI MINH,
http://www.hcmizones.org.vn/index.
php?option=com_content&view=article&id=

20697 :xut-khu-dc-phm-ca-n--nm-20122013-
&catid=89:tin-trong-nuoc&ltemid=115  (truy

quy dinh cua Hi¢p dinh TRIPS
hién hanh dang rat linh hoat va
tao diéu kién cho cac qudc gia
thanh vién can cti vao tinh hinh
thuc té cua qudc gia minh xdy
dung phap luat phu hop. Theo
do « M01 thanh vién co quyen
cip gidy phép bit buoc va quyén
tu do xac dinh co so cap cac loai
gidy phép nhu vay. M&i thanh
vién c6 quyén xac dinh nhiing
van d& gi gdy nén tinh trang khan
cap qudc gia hodc céac tinh trang
cuc ky khan cip khac, cac tinh
trang nay dugc hiéu 1a cac thoi
ky kho khin vé stc khoe cong
ddng, bao gdbm ca cac kho khin
lién quan dén HIV/AIDS, bénh
lao, sbt rét va cac bénh dich
khac, c6 thé dugc hiéu 1a céc tinh
trang khan cap hoic cuc ky khan
cap khac” (Piém 5b, 5¢ Tuyén
bd Doha). Tuy nhién, cho dén
nay, Lut vé Sang ché cua mot
s6 qudc gia 1a thanh vién WTO
moi chi dung lai & muc khong
su dung hodc st dung mot phan
nhé cac linh hoat cho phép duogc
ghl nhan trong Hi¢p dinh TRIPS
vé van dé nay." Do d0, chung ta
¢6 thé hoan toan tan dung su linh
hoat nay dé gitip nguoi dan tiép
can dugce pham mot cach dé dang
hon théng qua cac quy dinh phap
luat.

Nhitng gi ma chinh quyén An
Do da lam trong viéc ban hanh
va thyc thi phap luat lién quan
dén duoc pham nham muc dich
bao v€é nganh cong nghiép duoc
trong nudc va tao co hoi cho
chinh nhimng nguoi dan An Do
duoc tiép can duoc phém nham
dam bao suc khoe cong dong.
Xa hon nita, An Do c6 kha ning
cdp ngay 09/4/2019).

9 Carlos M. Correa (2002), Implications of
The Doha Declaration on the TRIPS agreement

and public health, University of Buenos Aires,
8.

xudt khau thubc sang nhiéu thi
truong, mang lai ngudn loi khong
nho thuc day phat trién kinh té.
VN, trong xu thé phat trién hién
nay, khong thé chi dimg lai ¢
hoat dong nhap khéu thudc hay
ban hanh khung phép ly bao vé
cac cong ty trong nudc ma diéu
quan trong nhét 13 phai thac day
viéc nghién ctlru, sdng tao va ung
dung nhu céach thuc thyc hién cac
chinh sach R&D cua An D9.

Khong chi dimg lai o ddi
tuong sé hiru tri tué¢ 1a sang ché,
tac dong cua Hi€p dinh TRIPS 1€n
nganh cong nghiép duoc An Do
con thé hién & nhiéu dbi tuong
nhu : Nhin hiéu, Kiéu dang cong
nghiép, Quyén tac gia, Bi mat
kinh doanh va doc quyén thong
tin."! Viéc bao ho cac ddi tuong
nay cling phai duoc dat trong
khung phap 1y cu thé va hoan
chinh, nhin chung van tuan theo
su bao hd nhu ddi véi cac san
pham thong thuong. Tuy nhién,
Hi¢p dinh TRIPS hay cac van
ban thé ché hoa trong phép luat
quoc gia van kién dinh nguyén
tic bao ho cac dbi twong so hitu
tri tu¢ nhung khong tach roi véi
viéc bao dam stc khoe cong
ddng, dic biét 1a nhimg qudc gia
dang phat trién.

Thiic day va phat trién cong
nghiép dugc dua trén sy thuc dy
dau tu, nghién ctru san xuit cing
khung phép luat hop 1y, linh hoat
theo quy dinh cua TRIPS da lam
nganh cong nghiép dugc pham
An Do ngay cang phat trién hon.
C6 thé thay rang, tinh chat hd trg
trong cac quy dinh cua TRIPS la
cach thirc dé cac nuée dang va
kém phat trién co thém co hoi

" Gopakumar R Nair (2008), « Impact of
TRIPS on Indian Pharmaceutical Industry »,
Tap chi Intellectual Property Rights, Tap 13,
tr. 432-441.
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dé giai quyét cac van dé an sinh
xa hoi, bao dam suc khoe cong
dong.

2. Mot s6 kinh nghiém cho VN

Quyén tiép can thudc 1a mot
quyén con ngudi'2. Nhitng thanh
tyu ma nganh cong nghi¢p duogc
phém An D¢ da dat duoc trong
thoi gian vira qua 1 rt ddng ghi
nhan, tiép thu va tng dung co
chon loc bai hoc kinh nghiém
trong viéc quan ly cling nhu nang
cao chit luong san xuat 1a diéu
ma VN cin lam trong thoi gian
t61. Trude hét, dudi goc do khoa
hoc phép 1y, can tiép tuc thit chat
viéc cdp bang doc quyén sang
ché ddi véi duoc pham trén co s
xét nghiém khat khe tiéu chuin
bao ho sang ché. Theo quy dinh
tai Diéu 58 Lut S¢ hitu tri tué
2005 (sira ddi, bd sung 2009)
diéu kién chung ddi voi sang che
dugc bao ho dudi hinh thire cap
Bang doc quyén sang ché bao
gém: Co tinh méi; C6 trinh do
sang tao; Co kha nang &p dung
cong nghiép. Diéu 27 Hiép dinh
TRIPS ciling quy dinh: “Patent
phai duoc cap cho bat ky mot
sang ché ndo, du 14 san pham hay
quy trinh, thugoc moi linh vuyc
cong nghé, véi diéu kién 13 sang
ché d6 phai méi, c6 trinh do sang
tao va c6 kha nang &p dung cong
nghlep ” Phap ludt cta nhiéu
quoc gia cling quy dinh céc dleu
kién dit ra cho sang ché bao gdm
tinh moi, trinh do sang tao va
kha nang ap dung cong nghiép.
Chang han, phap luat Cong hoa
Phap quy dinh, bang doc quyén
sang ché dugc cap_ cho céac sang
ché dap ung ba diéu kién: Sang
ché phai ¢6 tinh méi, tire 1a chua

2 Holger Hestermeyer (2007), Human
right and the WTO — The case of patents and

access to medicines, Oxford University Press,
tr. 229.

dugc cong chung biét dén trude
khi ndp don xin cdp vin bang;
Sang ché phai co tinh sang tao,
nghia 1a sang ché d6 khong nay
sinh mot cach hién nhién déi véi
nguoi co trinh do trung binh lam
viéc trong linh vyc tuong ung;
va sang ché phai c6 kha ning
ap dung cong nghi¢p. Luat Sang
ché cua Hoa Ky ciing quy dinh:
Bit ky sang ché nao dap ung ba
yéu ciu bao gdm tinh méi, tinh
khong hién nhién va hiru ich thi
c6 thé duge cdp van bang doc
quyén sang ché.

Liéu rang phap luat VN c6 thé
quy dinh theo hudng that chat
hon tiéu chuan « tinh méi » cua
sang ché hay khong ? Cac van
dé lién quan dén tinh moi cua
sang ché theo phap luat VN hién
hanh duoc ghi nhan tai diéu 60
Luat SO hitu tri tué: “Sang ché
dugc coi 14 ¢6 tinh méi néu chua
bi boc 10 cong khai dudi hinh
thirc st dung, mo ta bang vin
ban hodc bat ky hinh thirc ndo
khéac ¢ trong nudc hodc & nude
ngoai trudc ngay ndp don dang
ky sang ché hodc trudc ngay uu
tién trong truong hop don dang
ky sang ché duoc hu0’ng quyén
uu tién.” O day “méi” co nghia
la khong trung voi nhitng giai
phap ky thuat da nop don hoac
duoc bao ho; chua bi boc 16 cong
khai ngoai ¥ mudn cua chu thé,
dudi hinh thirc st dung hoac mé
ta té1 murc mot nguoi trung binh
trong linh vuc twong tng co thé
thuc hién duoc giai phap do Tai
VN céc ngudn thong tin t6i thiéu
duoc tra ctu'® nham xac dinh
tinh mai cua gidi phap ky thuat

3 Théng tir s6 01/2007/TT-BKHCN ngay
14 thang 2 nam 2007 hwéng déan thi hanh Nghi
dinh so 1 ()3/2()()6/ND CP ngay 22/9/2()()6 Quy
dinh chi tiét va hiréng dan thi hanh mét sé diéu
ciia Ludt S6 hitu tri tué vé S hitu cong nghiép
(dd sira doi, b6 sung).
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bao gdm:

(i) Tat ca cac don dang ky
sang ché da dugc Cuc SO hitu
tri tué VN tiép nhan co cung chi
s6 phan loai voi chi s6 phan loai
ctia d6i twong dugc yéu ciu bao
ho tinh dén chi s6 phéan 16p (chi
s6 hang thir ba) va c6 ngay cong
bd sém hon ngay nop don hoic
ngay uu tién cua don dang duogc
tham dinh;

(i) Cac don ding ky sang ché
hodc cac van bang bao ho sang
ché do cac to chuc, qubc gia khac
cong bd, trong vong 25 nam trude
ngay nop don hoac ngay uu tién
cua don ding ky sang ché (néu
don dugc hudng quyén vu tién)
duoc luu gitr trong co s dir ligu
sang ché ¢6 tai Cuc S hitu tri tué
va cac nguodn thong tin khac do
Cuc S¢ hiru tri tu¢ quy dinh.

Ngoai ra, viéc tra ctru c6 thé
duoc mo rong dén cac bao cao
khoa hoc, bao cdo két qua ctia cac
chuong trinh, dé tai nghién ctru
va cac tai li¢u khac thudc cung
linh vyc k¥ thudt dugc cong bd
va luu gitr tai Trung tdm Thong
tin Khoa hoc va Cong nghé Qudc
gia. Hinh thuc bdc 16 cong khai
cac ngudn thong tin sang ché c6
thé 12 hinh thic viét (cac tai lidu
dang giéy duoc in hoac duogc
danh may, khong phan bi¢t ngon
ngit thé hién, s6 luong phat hanh
nhu tu lidu sang ché, sach va tai
liéu khoa hoc k¥ thuat...); hinh
thirc 101 noéi (hinh thic thuyét
trinh, trinh dién) hogc hinh thirc
su dung (vi du viéc ché tao, st
dung, nhap khéu, trao déi, trién
lam... lam cho giai phap k¥ thuat
bi bde 10 ra toan xa hoi).

Tuy nhién, trén thuc té viéc
danh gia tinh mai cua ddi tuong
dwa vao phan nhiéu 1a cac don
ding ky sang ché di dugc Cuc
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S¢ hitu tri tu¢ VN va don dang
ky sang ché hodc cic vin bang
bao ho sang ché do céc to chirc,
qudc gia khac cong bd ma khong
khai thac nhiéu tir cic san pham
da st dung trén thuc té. Rat ¢o
kha nang mot loai thuéc da
duoc st dung trén thuc té nhung
khong ndm trong “ngudn thong
tin t&i thiéu” ma co quan c6 tham
quyén s& tién hanh tra ciru trong
qué trinh tham dinh don dé cép
van bang. Do d6, c¢6 kha ning
mot cong thirc thude s& duogc
cip vin bang bao hd sang ché
khi trén thyc té da dugc sir dung/
sém xuat (ma chua c6 chu thé nao
tién hanh dang ky). Nhu Vay, quy
dinh 5 hon, chit ch& hon vé diéu
kién “tinh méi” cua d6i tuong
dugc xem xét cdp vin bang sé 1a
mot trong nhfrng cach thuce nhém
that chit viéc cap bang doc quyen

sang ché ddi v6i duge pham noi
riéng.

Quyén phan phdi, ban lai
hay nhap khau thudc quyén doc
quyén phu dinh cta chu s hiru
quyén so hitu tri tué'®. Tir viéc
quy dinh nhirng tiéu chi khét khe
hon trong hoat dong cip bang
doc quyén sang ché, cong nghiép
duoc co thé tién hanh dau tu san
xuit thudc dudi dang generic
lam giam gia thanh san pham ra
thi truong, tao co hdi cho nguoi
dan duoc tiép can thudc chira
bénh v6i gia ca vira phai. Kiém
soat gia thudc ciing 1a mot bién
phap ma Nha nudce can thue hién
nhit 13 trong tinh trang gia thudc
bi day 1én rat cao hién nay.

Tat nhién, dudi goc do chu
quan, diém quan trong nhat dé
nang cao phat trién cong nghiép

4 Nguyén Thanh Tii va Lé Thi Thu Hién
(2014), Nhdp khéu song song die6i gbc dd phdp
ludt so hitu tri tué, hop d&ng va canh tranh,
Nxb. Chinh tri quéc gia, tr: 35.

dugc, bao dam stc khoe cong
ddng 1a nang cao ning luc cia
nganh dugc phim trong nudc.
Vi da phat trién hoi nhap, chung
ta khong thé chi dya vao khung
phép ly hay cac chinh sach vi mo
diéu tiét kinh t& ma yéu t6 noi
tai phai dong vai trd quyét dinh,
la dong luc cho sy phat trién.
Nhitng yéu t6 bén ngoai chi
nham muc dich hd tro, tao diéu
kién trong thoi diém ning luc
san xudt trong nudc chua thé dap
g dugc nhu ciu x3 hoi.

Trén thuc té, van dé dam bao
suc khoe cho ngudi dan ¢ nudc ta
hién nay, ma cu thé 1a kha ning
tiép can dugc phim cua ngudi
bénh van chua dugc thuc hién
t6t. Khong thé phu nhan nhimng
diéu kién kinh té - x4 hoi ciing
nhu khoa hoc, cong ngh¢ hién
nay chua cho phép VN tu san
xuit hoan toan dugc phim ma
rat nhiéu loai phai nhap khau tir
nuoc ngoai. Du chua hoan chinh,
hé thdng phap luat VN hién hanh
trong mét chung muc nhét dinh
d3 gop phan dam bao viéc cén
béang hop 1}'/ gifra quyén s hiru tri
tué va quyén tiép can dugc pham
nhambao vé cac quyen connguoi.
Tuy nhién van d& quan trong &
day 1a thuc thi viéc can bang hop
ly d6 trong thuc té va van dung
ctia doanh nghiép VN vé van dé
nay."” Dua trén cac quy dinh cta
Hiép dinh TRIPS va tir sy phat
trién cia nganh cong nghiép
duoc pham An Do, mot giai phap
nham giam gia ban thudc hién tai
trén thi truong VN, gilip nguoi
bénh co6 nhiéu kha nang tiép can
nguén duoc phém ma ho can, do
1a phuong thtrc nhap khau song

5 Nguyén Thanh Tii va Phan Huy Hong
(2011), « Quyen SO hitu tri tué va quyén tiép
cdn dioe pham dudi gée dp quyén con ngurdi »,
Tap chi Nghién ciru lgp phap, tr. 11.

song. Mic du khong xuit phat
tryc tiép tir nhitng bai hoc kinh
nghiém ma An D6 di ap dung dé
thiic ddy phat trién nganh duoc
pham trong nudc néu trén (nhu
nang cao nang luyc cua nganh
dugc pham trong nude, khuyén
khich san xuit thudc Generic,
that chat viéc cdp Patent d6i voi
duogc pham trén co s xét nghiém
khat khe tiéu chudn bao ho sang
ché, kiém soat gia...), nhung
nhap khiu song song thuc sy 1a
mot gidi phap hiru hiéu cho VN
hién nay, dac bi¢t l1a khi lugng
dugc phdm nhap khéu tir An Do
vao nude ta chiém mot ty 1€ rat
16n. An D9 va Phap ludn din dau
trong cac thi truong nhap khau
dugc pham truyén thdng ciia VN.
S6 lidu nhap khéu duoc phém tur
thi truong An Do cia VN trong 4
thang dau nam 2011 twong tng:
thang 1: 18,7 triéu USD, thang
2: 16,8 tri¢u USD, thang 3: 18,3
tri¢u USD va thang 4: 17,2 triéu
USD. Nhu véy, téng 4 thang,
VN da nhép 71 tri¢u USD dugc
pham tir An Do, chiém trén 16%
téng murc nhap khau duoc phim
trong 4 thang.'s

Theo quy dinh tai diém b
khoan 2 Diéu 125 Luat S¢ hitu tri
tué, nhap khau song song mot san
pham tiéu dung thong thu0‘ng va
nhap khiu song song thudc déu
12 viéc mot ca nhan, t6 chire nhap
khiu mot san phdm duoc chu sé
hitu hoac ngudi duge chu so hiru
uy quyén dua ra thi truong, ké ca
thi truong nudce ngoai hop phap,
luu thong va st dung cic san
pham do chu s¢ hiru hay ngudi

16 Vietnam Medi-Pharm — Trién lam quoc
I chuyen nganhy dirge Viét Nam, « Nhdp khdu
dige phim vén tang »,

http://www.medipharmvietnam.com/
component/content/article/98-nhap-khau-
duoc-pham-van-tang.html ~ (truy cdp ngay
01/4/2019).
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dugc chuyén giao quyén st dung
sang ché, giai phap hitu ich dua
ra thi truong!’. Trong d6, vin dé
nhap khéu song song ap dung d6i
vo1 duoc phém duoc quy dinh cu
thé hon & Quy dinh vé nhap khiu
song song thudc phong va chira
bénh cho nguoi, ban hanh kém
theo Quyét dinh sd 1906/2004.
Qb-BYT ngay 28 thang 5 nam
2004 cua B Y té, ap dung cho
“Thudc thanh phim c6 cing tén
biét duogc, c6 cung hoat chét,
cung ham lugng, cung dang bao
chévoi thude d3 duoc Bo Y té
cap sb dang ky luu hanh tai VN
nhung san xuét, phan phdi khong
cung ung hodc cung tng khong
du theo nhu cau diéu tri hodc
dang ban véi muc gia cao tai VN
so voi muc gia ban 1é thude do
tai nudc so tai, tai cac nudc cod
diéu kién kinh té twong ty VN
ma thudc d6 dang luu hanh. »
Nhap khau song song thudc 1a
mat trong cac bién phap tiép can
ngudn thude véi gia ré ma khong
bi xem la vi pham sang ché. Do
d6 viéc ap dung nhap khau song
song duoc phdm 1a mot cach
thirc hitu hiéu dé giam gia thudc
(cho san pham cung loai ¢6 ciing
churc nang, hoat tinh) va ciing 1a
thuc thi Hi¢p dinh TRIPS trong
bdi canh VN la mot thanh vién
cua WTO.

Tuy nhién, dé dam bao hiéu
qua khi thyuc hién cach thic nhap
khau song song 1a can phai quan
ly that t6t vé mit chat luong
thudc. Day 1a van dé con tiép tuc
can phai giai quyét triét dé, boi
1€ dam bao strc khoe la mot trong
nhiing quyén co ban va trong yéu
cua cong dan. Thang 5-2004, Bo
Y té chinh thirc c6 quyét dinh
cho phép nhap khau song song

17 Nguyén Manh Bdach (2007), Ludt S¢ hitu
tri tué, Nxb. Giao thong vdn tai, tr. 95.

v6i myc dich gop phan binh 6n
thi truong, chéng tinh trang mat
s6 cong ty doc quyén khuynh dao
trén gia thudc tai thi truong VN,
nhung duong nhu vi¢c thuc hién
quy dinh nay dang con gip nhiéu
van dé. Chang han, thir vio mang
cua Cuc Quan ly dugc VN co thé
thay tinh hinh nhap khau tiép tuc
con rat nhidu van d&: cho nhép
ca thube giam dau, vitamin... ma
thi truong san xuat trong nudc
da day ap. Gia thude cao va kho
khin trong tiép can véi thude 1a
tinh trang dac thu ¢ cac nudc dang
phat trién néi chung. Boi vay,
cac nude dang phat trién thudng
coi nhap khau song song 14 cong
cy hitu hiéu nham giam gia thude
va tang kha ning tiép can thudc
ciia ngudi dan.'® (Chiang han &
Philipines, Indonesia, Singapore
cling ghi nhan nhap khau song
song la mdt hoat dong hop phap).
Tuy nhién, thyc hién bién phap
nhdp khiu song song cin phai
¢6 quy dinh rd rang va cu thé vé
danh muc céc loai thudc s& ap
dung phuong thirc nay ciling nhu
muc gia chinh thuc.

3. Két luan

Quyén con ngudi 1a ndi dung
bao trum toan bd moi linh vuc,
trong do phap luat la mot trong
nhiing céng cu hiru hiéu dé bao
vé quyén con ngudi ndi chung
va quyén dam bao stc khoe cong

18 Nguyén Nhie Quynh (2013), “Phdp lugt
vé hét quyén sé hitu tri tué va nhdp khau song
song ¢ mot $6 nude thugce hiép hoi cac nuoc
Péng Nam A”, Bé Khoa hoc va Cong nghé/
Thanh tra/Nghién ciru va dao tgo, ngay dang:
16/7/2013.

http://thanhtra.most.gov.vn/vi/cac-bai-
nghien-cuu-shtt/phap-lu-t-v-h-t-quy-n-s-h-u-
tri-tu-va-nh-p-kh-u-song-song-m-t-s-n-c-thu-
c-hi-p-h-i-cac-n-c-dong-nam-a (truy cdp ngay
31/3/2019).
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ddng noi riéng. Ngay nay, trong
xu thé toan cau, van dé stc khoe
con ngudi 1a diéu dugc quan tim
hang dau. An D¢ véi tu cach 1a
mot qudc gia dong dan cu, cac
van dé an sinh xa hoi ludn can
dugc quan tam cao, lai xay dung
dugc mot nganh cong nghiép
dugc phat trién va xut khau san
pham di nhiéu qudc gia trén thé
gidi, trong d6 ¢ VN. C6 thé néi,
nhiing tac dong cuia Hiép dinh
TRIPS téi phap ludt nudc nay
theo cd hai hudng, trong d6 mat
tich cuc rat dang dugc tran trong,
tao tién dé cho su phat trién kinh
té va dic biét 1a thu hut cac cong
ty nudc ngoai mang nhitng sang
ché hiéu qua, tién bo vao phat
trién cong nghiép dugc pham.
Trong qué trinh hi nhap, VN
chiung ta cin c6 nhimg nd luc
sau sic tir chinh kha nang noi tai
dé ting budc phat trién nganh
duoc phém phuc vu trudc hét 1a
cho nhu céu ctia ngudi dan trong
nudc.
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