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CAC PIEU KHOAN LINH HOAT CUA HIEP PINH TRIPS
VOI VIEC TIEP CAN DUQC PHAM VI SUC KHOE CONG PONG
- KHUYEN NGHI CACH THUC AP DUNG POI VOI VIET NAM

Hi¢p dinh TRIPS quy dinh m¢ véi
nhitng diéu khoan tao co hoi cho céc quéc
gia tiép can dugc pham gia ré. Viét Nam da
noi luat hoa mot phén hoac déy du va budc
dau st dung nhimg didu khoan linh hoat
duogc quy dinh trong Hiép dinh TRIPS. Tuy
nhién, viéc ap dung diéu khoan linh hoat vé
cip li-xang cudng bic (li-xing khéng tu
nguyén) con rat han ché ddi véi sic khoe
cong dong. Trong nghién clu ndy, tac gia
phan tich cac diéu khoan linh hoat cta Hiép
dinh TRIPS trong vi¢c tiép can duoc phém vi
strc khoe cong ddng. Céac giai phap ap dung
dugc dua ra trong diéu kién ctia Viét Nam
trén co so cac quyén s hiru tri tué quoc té.
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Abstract:

The TRIPS agreement is open with
provisions that give countries access to cheap
medicine. Vietnam has fully or partially
incorporated the use of flexible provisions in
the TRIPS agreement in to its national
legislations. However, the application of
flexible provisions in terms of compulsory
licensing (non-voluntary license) is still very
limited to public health. In this study, the
author analyzes the flexible provisions of the
TRIPS agreement on access to medicine for
public health. The solutions are given in
based the
international intellectual property rights.
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1. Cac quy dinh tdi thiéu cia Hiép dinh TRIPS lién quan dén viéc bao hd sang ché

trong linh vire dwge pham

Hiép dinh TRIPS yéu cau cac Thanh vién cung cép su bio vé manh mé& cho quyén s

hiru tri tu€, trong dé cd thé liét ké mdt s6 cac quy dinh toi thi€u doi vai viée bao hd sang ché

trong linh vuc dugc phém nhu sau.

Thir nhat, vé dbi twong cap bang sang ché. “Bang sdng ché phai dwoc cdp cho bat ky

* ThS., Giang vién Khoa Luat Dan sy, Truong Dai hoc Luat, Dai hoc Hué; Email: dienkhoaluat@gmail.com
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sdang ché nao, dii la san phdam hay quy trinh”'. TRIPS khong dinh nghia thé nao 1a “sdng
ché”. Do d6, cac qudc gia co thé tu do dién giai ndi ham cua khai niém nay trong luat phap
qudc gia. Cac san pham dugc c6 thé hodc khong thé dap tmg tiéu chuan dé dugc coi la “sang
ché”, tuy theo quy dinh phap luat cia timg qudc gia hodc tuy vao ban chat ty nhién cua d6i
tugng nay. TRIPS ciing cho phép cac qudc gia thanh vién duoc loai trir mot s6 dbi twong nhét
dinh khoi danh muc c6 thé dugc cdp bang sang ché, nhu phuong phap chan doan bénh,
phuong phép chira bénh; dong vat, thuc vét va cac quy trinh san xudt thuc vat va dong vat’.

Thi hai, vé tiéu chuan bao ho. Bang sang ché phai dugc cap cho “sang ché” trong tat ca
cac “linh vuc cong nghé” néu sang ché d6 dap tng tit ca cac tiéu chuan dé duoc cap bang doc
quyén. Cu thé 1 tinh méi, trinh d6 sang tao va kha nang ap dung cong nghiép (trir truong hop
ngoai 18 dbi vdi viée phuc vu loi ich cong cong nao d6 da duoc cho phép?).

Thir ba, vé thoi han bao hd. Viéc bao ho bang sang ché khong duoc két thic trude khi
hét 20 nam, tinh tir ngay nop don”.

Thi tw, vé viéc can bang loi ich giita chu sé hiru quyén va loi ich hop phap cua bén thu
ba. Loi ich hop phap cua cac bén thir ba phai dugc dua vao can nhic khi cip bang sang ché va
khi quy dinh cac ngoai 1€ ddi véi cac quyén da duoc cap’.

DPdi véi sang ché trong linh vuc duogc phém, trén co sO cac quy dinh ti thiéu duge dé
cap trong Hiép dinh TRIPS, cac qudc gia thanh vién cé quyén tu do quy dinh cac tiéu chuan
bao ho riéng. Viéc lya chon cach tiép can bao hg rong hay hep ddi véi céc sang ché trong linh
vuc ndy, ding tir khia canh vi strc khoe cong dong, s& anh hudng rat 16n t6i kha nang st dung
dugc chat dé san xuét cac thude generic® cua céc cong ty duoc trong nude ciing nhu kha nang
tiép can dugc pham vi sitc khoe cong dong. Cac sang ché 1 “cdch sir dung méi ciia mét dwoe
chat”’
vé “tinh méi” cling nhu thudc déi twong loai trir 14 “phirong phdp chita bénh” phu hop véi
TRIPS®.

c6 thé khong duoc coi 1a ddi twong c6 thé cip bang sang ché do khong dap tng tiéu chi

' Xem Diéu 27 (1) Hiép dinh TRIPS, https://thuvienphapluat.vn/van-ban/Thuong-mai/Hiep-dinh-khia-canh-lien-
quan-toi-thuong-mai-cua-Quyen-so-huu-tri-tue-1994-12722 .aspx. Truy cdp ngay 11/02/2019.

? Xem Piéu 27 (3) Hiép dinh TRIPS, https://thuvienphapluat.vn/van-ban/Thuong-mai/Hiep-dinh-khia-canh-lien-
quan-toi-thuong-mai-cua-Quyen-so-huu-tri-tue-1994-12722.aspx. Truy cép ngay 11/02/2019.

3 Xem Biéu 27 (1) Hiép dinh TRIPS, https:/thuvienphapluat.vn/van-ban/Thuong-mai/Hiep-dinh-khia-canh-lien-
quan-toi-thuong-mai-cua-Quyen-so-huu-tri-tue-1994-12722 .aspx. Truy cap ngay 12/02/2019.

* Xem Piéu 33 Hiép dinh TRIPS, https:/thuvienphapluat.vn/van-ban/Thuong-mai/Hiep-dinh-khia-canh-lien-
quan-toi-thuong-mai-cua-Quyen-so-huu-tri-tue-1994-12722 .aspx. Truy cap ngay 10/02/2019.

> Xem Diéu 30 Hiép dinh TRIPS, https:/thuvienphapluat.vn/van-ban/Thuong-mai/Hiep-dinh-khia-canh-lien-
quan-toi-thuong-mai-cua-Quyen-so-huu-tri-tue-1994-12722 .aspx. Truy cép ngay 6/02/2019.

% Thudc ¢ cing mot phan hodc toan bd thanh phin véi duoc phdm duge bao hé theo bang sang ché.

"New use of known product,
https://webcache.googleusercontent.com/search?q=cache:JjvuextJgA4J:https://www.epo.org/law-practice/legal-
texts/html/guidelines/e/g_vi_7 1.htm+&cd=3&hl=vi&ct=clnk&gl=jp. Truy cap ngay 8/02/2019.

¥ Xem Piéu 27.3 Hiép dinh TRIPS, https://thuvienphapluat.vn/van-ban/Thuong-mai/Hiep-dinh-khia-canh-lien-
quan-toi-thuong-mai-cua-Quyen-so-huu-tri-tue-1994-12722 .aspx. Truy cép ngay 6/02/2019.
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Tuy nhién, ding vé phia strc khoe cong déng, viéc bao hg “phuong an cai bién cta duoc
chat da biét” hodc “dan xuat” cta n6 1a mot bién phap “lam tré mai” hodc “ndi dai tudi tho”
ctia bang sang ché da dugc cdp va didu d6 anh hudng téi kha nang tiép can dugc pham cua
cong chung. Hoa Ky khong chap nhan bao ho sang ché loai nay véi dién giai rang né khong
déap ung tiéu chuén vé tinh sang tao’, trong khi d6 An Do khong chip nhan bao ho véi dién
giai rang né khong dap tng tiéu chuan vé tinh méi va/hodc khong thude dbi tuong bao hod
theo dinh nghia vé sang ché"

2. Cac diéu khoan linh hoat ciia Hiép dinh TRIPS va lgi ich khi ap dung déi voéi viée tiép
can dwoc phim vi sirc khée cong dong

Thuat nglr “linh hoat” dugc dé cap trong mot sb quy dinh nhu Poan 6 cua Lo1 noi dau
cua Hiép dinh TRIPS'! Y nghia cua tur “linh hoat” nhu dugc sir dung trong Lo1 mé dau dugc
giai thich theo Piéu 66.1'%. Tuy nhién, theo quan diém cua cac chuyén gia, qué trinh dam
phan dan dén Tuyén bé Doha'® vé TRIPS va Y té cong cong. Khai niém “céc diéu khoan linh
hoat” mdi dugc st dung rong rai, dac bi¢t dugc s dung bdi cdc nha dam phan thuong mai,
sau d6 tro thanh mot trong nhimng thuat ngit ctia cong dong so hiru tri tug.

Maic du TRIPS dua ra nhitng ti€u chi hét stre cu thé vé phuong thirc tién hanh, cling nhu
nhirng quy dinh vé tt ca cac linh vuc lién quan dén quyén s hitu tri tué. Song, van ton tai cac
diéu khoan linh hoat nhét dinh, ma cic qudc gia dang va kém phat trién c6 thé sir dung triét
dé, dam bao loi ich qudc gia va quyén loi cho nguoi dan cac nudc nay. C6 thé phan cac diéu
khoan linh hoat cia TRIPS thanh hai nhém: (1) Cac diéu khoan linh hoat dugc ap dung trong
giai doan chuyén ddi; va (2) Cac diéu khoan linh hoat mang tinh ban chit'®. Trong bai nghién
clru nay, tac gia lya chon cach phan nhom theo thoi diém cép bang sang ché, cu thé: mér la,
cac diéu khoan linh hoat ap dung trudce khi Bing sang ché duoc cap, gdm co: phan ddi sang
ché, xem xét sang ché theo céc yéu td loai trir; hai la, cac diéu khoan linh hoat ap dung sau
khi Bing sang ché duogc cdp, gdbm c6: nhap khau song song (can quyén), li-xing cudng buc,
ngoai 1é sir dung sang ché vi muc dich nghién ciru.

° Tham khao tai liéu Thomas, pp. 177-181.

' Xem thém Indian Patents Acts 1970 (2005), Section 3 (d),
https://webcache.googleusercontent.com/search?q=cache:9fJoFwDrcbUJ:https://indiankanoon.org/doc/874310/+
&cd=5&hl=vi&ct=cInk&gl=jp. Truy cap 10/02/2019

' «[...] nhu ciu dic biét cua nhitng thanh vién 1a cac nude kém phat trién dbi v6i sy linh hoat t6i da trong viéc ap
dung luat va quy dinh phap luat trong nude nham gitp ho c6 thé tao ra mot nén tang cong nghé viing chii va cé
kha nang phat trién”.

12 «Do c4c nhu cdu va yéu cau dic biét, nhitng han ché vé kinh té, tai chinh va hanh chinh ctia ho, nhu ciu can c6
su linh hoat dé tao ra mot nén tang cong ngh¢ bén virng cta cac thanh vién la cac nudc kém phat trién, cc thanh
vién do6 s& khong bi budc phai thi hanh cac quy dinh cua Hi€p dinh nay, trir cac biéu 3, 4 va 5, trong mot thoi
gian...”.

" Tuyén bd Doha vé Hiép dinh TRIPS va stc khoe cong cong, https://most.gov.vn/thanhtra/tin-tuc/1/89/
ChiTietHoiDap.aspx?chID=7. Truy cap ngay 6/02/2019.

' Sisule F. Musungu and Cecilia Oh “The Use of Flexibilities in TRIPS by Developing Countries: Can They
Promote Access to Medicines?”, (2006) South Center.
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Mot s6 1oi ich ndi bat vé cac diéu khoan linh hoat ctia TRIPS khi ap dung d6i véi viée
tiép can duoc pham vi strc khoe cong dong.

(1) TRIPS quy dinh cac qudc gia duoc phép chon cach thuc thi cac quy dinh va diéu
khoan TRIPS theo phuong thirc phit hop véi quic gia';

(2) Céc dinh nghia vé thuat ngit dugce dé cap trong TRIPS déu mang tinh chung chung,
dic biét TRIPS khong dinh nghia vé tinh “méi” hay “sang tao” trong sang ché. Do d6, cac
qudc gia co thé tu quy dinh ndi ham cua cic thut ngit nay cho phu hop, ciing nhu dua ra
nhiing tiéu chi riéng ctia qudc gia minh;

(3) TRIPS cho phép cac qudc gia thanh vién quy dinh mot s ngoai 1& ddi véi cac quyén
dugc cap, v6i cac quy dinh tdi thiéu vé cic ngoai 18 ndy 1a nhitng thuat ngit phap ly mang tinh
chung chung, vi du nhu: “mot sb ngoai 1¢ nhét dinh”, “khong mau thuan” véi viéc “khai thac
binh thuong”, “gdy ton hai mot cach bat hop 1y véi “loi ich chinh dang” ctia nguoi giit bang
sang ché'’;

(4) TRIPS cho phép cac qudc gia thanh vién ap dung li-xdng cudng birc, trong céc
trudng hop cu thé'”.

3. Cach thirc ap dung cac cac diéu khoan linh hoat ciia TRIPS va khuyén nghi ddi véi
Viét Nam

3.1. Cdch thirc dp dung diéu khodn linh hoat ciia TRIPS déi véi cdc sdng ché chwa dwoc
cdp bang

Mot la, phan di trude khi cap bang sang ché. Co ché phan d6i trude khi cip bang sang
ché phu thudc vao quy dinh cua mdi qudc gia. Chinh phu ctia mdi qudc gia thanh vién s&
quyét dinh cac yéu t6 lién quan dén viéc ndp hd so ctia mot bén thir ba phan ddi viéc cap bang
sang ché. Cac yéu t6 nay bao gdom: (1) Thoi gian hop 18 d@é ndp ho so phan d6i cua bén thit ba;
(2) Tu cach hop 1é ctia bén thir ba trong viéc ndp don phan dbi; (3) Kha niang chu so hiru bang
doc quyén sang ché c6 thé khang cao quyét dinh khong cap bang cua co quan xét nghiém
quéc gia.

Vi dy thiee tién - An B3, 2008. Ngay 11/06/2008, Cuc Sang ché An D¢ tir chdi cip bang
sang ché nop vao nam 1998 cua Cong ty Dugc pham Puc Boehringer Ingelheim, cho san
pham siro nevirapine ding dé diéu tri cho tré em nhiém HIV/AIDS. Quyét dinh vé viéc khong
cap bang sang ché dua trén don phan d6i nop boi Cong dong phu nit tich cuc va Cong dong
ngudi sdng chung véi HIV/AIDS An D6 ndp vao nam 2006. Qua phan quyét chua ting c6

"> Xem Diéu 1 Khoan 1 Hiép dinh TRIPS, https://thuvienphapluat.vn/van-ban/Thuong-mai/Hiep-dinh-khia-canh-
lien-quan-toi-thuong-mai-cua-Quyen-so-huu-tri-tue-1994-12722.aspx. Truy cap ngay 6/02/2019.

'® Xem Piéu 30 Hiép dinh TRIPS, https:/thuvienphapluat.vn/van-ban/Thuong-mai/Hiep-dinh-khia-canh-lien-
quan-toi-thuong-mai-cua-Quyen-so-huu-tri-tue-1994-12722 .aspx. Truy cép ngay 6/02/2019.

7 Xem Piéu 31 Hiép dinh TRIPS, https://thuvienphapluat.vn/van-ban/Thuong-mai/Hiep-dinh-khia-canh-lien-
quan-toi-thuong-mai-cua-Quyen-so-huu-tri-tue-1994-12722 .aspx. Truy cép ngay 6/02/2019.
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tién 16 nay, An Do dua ra mot quyét dinh mang tinh budc ngoat, khang dinh tinh nghiém ngit
cac quy dinh lién quan ti cap bang sang ché. An Do vao nam 2005 di cho phép bat ky bén
thir ba c6 quan tdm duoc phép phan d6i don xin cap bang sang ché tai Cuc Sang ché An Pg.
Viéc 1am nay da thé hién nd luc ctia chinh phit An D6 trong viée bao vé stc khoe cong dong,
dam bao cac loai thudc cé gia ca phai chang cho nguoi dan 6 thé chi tra'®.

Hai la, xem xét sang ché theo céc tiéu chi loai trir cu thé. Hi¢p dinh TRIPS khong dua
ra bat ky dinh nghia cu thé nao vé cac thuat ngit phap ly. Pay chinh 13 co hoi dé cac nudc
dang va kém phét trién dua ra cach dinh nghia riéng cia minh dé khong chip nhan cip bang
cho céc sang ché, bang cach loai trir, hay dwa ra nhitng chi tiéu ma céc sang ché khong thé
duoc cap bang.

Pbi véi nhitng duge pham cé ngudn gdc ty nhién. Mot sé qudc gia dang phat trién,
dugc pham duge chiét xuat toan phan hodc mot phan tir cic san pham cé sin trong thién
nhién, bao gdm cac chat tir cay cdi, hoa co, dong vat, gen cua con nguoi, khong duge coi 1a
sang ché. Argentina va Brazil 13 hai trong s6 nhitng nudc c6 diéu ludt v6i noi dung tuong tu
nhu didu khoan nay'” *°. Luu y, TRIPS nghiém c4m hanh vi phan biét d6i xir v6i cong dan
nude ngoai. Cac qudc gia thanh vién lya chon viée dua duge pham cé ngudn gdc thién nhién
vao danh sach cac d6i tugng loai trir cdp bang doc quyén sang ché. Pong nghia cic nha sang
ché ciing bi tir chdi cap bang cho cac duge phadm cé ngudn gde thién nhién. Tuy nhién, néu
cac nha sang ché ndp don xin cap bang sang ché cho dugc pham d6 tai mot qudc gia khac,
van c6 kha ning dugc xem xét cip bang sang ché, tiiy thudc vao dinh nghia vé sang ché cua
quéc gia do.

Ba la, tiéu chuan bao ho sang ché.

Vé tinh méi cua sang ché. Noi ham khdi niém vé “tinh méi”cua sang ché khong duoc
quy dinh trong TRIPS. Vi thé, cac qudc gia thanh vién c6 thé dua ra nhitng chi dinh riéng cho
khai niém nay. Vi du: (i) Mot sang ché dugc coi dap mg tiéu chi “mdi” khi khong ton tai bat
ky 4n pham viét tay hodc truyén miéng nao dé cap dén, trén pham vi thé gidi (hodc khu vuc,
hodc qudc gia); (ii) Miac du khong dugc dé cap trong bat ki tai liéu nao, nhung néu sang ché
dé co thé duoc suy ra tr mot hay mgt nhom tai li€u, cling bi coi khong dép ung tinh “mdi”;
(iii) Nhimg 4n phdm khong dugc cong chung biét téi, nhung 14 tai liéu mat cua mot nhoém
ngudi tir trude, ¢b lién quan va ton tai trude sang ché s& phu quyét tinh mdi cua sang ché.

Tinh m&i cua sang ché theo Luat S& hitu tri tué 2005 cua Viét Nam quy dinh: “Sdng ché
duweore coi 1a ¢6 tinh méi néu chwa bi béc 19 cong khai dwoi hinh thiee s dung, mo ta bc%ng van
ban hodc bat ky hinh thirc nao khdc & trong mede hodc & nwde ngodi triede ngay ndp don

'8 Rachel Stephens, The Struggle for Access to Treatment for HIV/AIDS in India, Human Rights Law Network,
12/2008.

' Xem thém Luét Sang ché Argentina, Diéu 7.

? Xem N. De Carvalho “The Problem of Gene Patents”, Washington University Global Studies Law Review,
Vol. 3, No. 3, 2004, pp. 701 ff.
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dang ky sdng ché hodc trude ngay wu tién trong trieong hop don dding ky sdng ché dwoc

2 . A ’ e 5 ’ A A A A A ’
' Quy dinh vé “tinh méi” cua sang ché dua ra yéu cu vé viéc tra ctru

hweong quyén wu tién
thong tin trong cac ngudn bat budc sau déy: (i) Tat ca cac don dang ky sang ché da duoc Cuc
S& hitu tri tué tiép nhan ¢ cung chi s6 phan loai véi chi s6 phan loai cua ddi tugng néu trong
don dang dugc thim dinh va c6 ngay cong bd sém hon ngay ndp don hodc ngay wu tién cua
don dang dugc tham dinh; (i) Cac don ding ky sang ché hodc cac van bang bao ho sang ché
do cac t6 chire, quéc gia khic cong bd, trong vong 25 nim trudc ngay ndp don hodc ngay wu
tién cta don dang duoc tham dinh (néu don duoc huéng quyén uu tién) duoc luwu giit trong co
so dir liéu sang ché c6 tai Cuc Sé hitu tri tué va cac nguén thong tin khac do Cuc S& hitu tri
tué¢ quy dinh.

Vé trinh do sdng tao cua sang ché. Noi ham vé trinh d6 sang tao cua mot sang ché cling
khéng duoc quy dinh trong TRIPS. Cac quc gia thanh vién ¢ thé dwa ra nhimg tiéu chi riéng
cho khai niém nay. Tuy nhién, trinh d¢ sadng tao thong thuong dugc xét dua trén hai tiéu chi:
(i) Su ton tai cua nhimng giai phap k¥ thuat twong tu trong linh vuc khic hay san pham khéc;
(ii) Su danh gia vé viéc giai phap k¥ thuat c6 d& dang dugc phat hién ra hodc c¢6 mang tinh
hién nhién hay khong.

Luat S6 hitu tri tué Viét Nam hién hanh quy dinh: “Sdng ché dwoc coi la ¢é trinh dg
sdng tao néu can cir vao cdc giai phdp ky thudt da dwoc bc 19 cong khai dwéi hinh thire siv
dung, mé ta bang vin ban hodc dwdi bat ky hinh thirc nao khdc ¢ trong mede hodc & nuée
ngodi trude ngay nép don hodc trude ngay wu tién cua don dang ky sdng ché trong truong
hop don ding ky sang ché dwoc hwong quyén wu tién, sang ché dé la mét bude tién sang tao,
khéng thé dwoc tao ra mot cach dé dang doi véi nguwoi cé hiéu biét trung binh vé linh vuc ky
thudt twong vmg”*%. Viéc danh gia trinh d6 sang tao cua sang ché, duoc thuc hién bing cach
danh gia cac ddu hiéu co ban khac biét trong yéu cau bao ho trén co s dbi chiéu véi giai phap
ky thuat da biét trong ngudn thong tin t6i thiéu bat budc dé dua ra két luan: (i) Dau hiéu d6 c6
bi coi 1a da duoc boc 16 trong ngudn thong tin téi thiéu bat budc hay khong; (ii) Tap hop céc
dau hiéu d6 c6 bi coi 1a ¢6 tinh hién nhién ddi véi nguoi ¢6 hiéu biét trung binh vé linh vuc k§
thuat twong g hay khong.

Vé kha ning 4p dung cong nghiép cua sang ché. TRIPS khéng quy dinh vé& ndi ham
khai niém nay. Cach dién giai vé kha ning 4p dung cong nghiép c6 thé hiéu 1a viéc sang ché
c¢6 thé duoc san xuat va ap dung trén pham vi cong nghiép. Pay 1a mot tiéu chi kho vuot qua

! Xem thém Diéu 60 Luat S& hitu tri tué 2005 sira d6i, bd sung nim 2009,
http://www.noip.gov.vn/web/noip/home/vn?proxyUrl=/noip/cms_vn.nsf/(agntDisplayContent)?OpenAgent& UN
ID=E4DAAD4DEBDA1B224725766B003250D0. Truy cdp ngay 10/02/2019

2 Xem thém Diéu 61 Luat S& hitu tri tué 2005 sira d6i, bd sung ndm 2009,
http://www.noip.gov.vn/web/noip/home/vn?proxyUrl=/noip/cms_vn.nsf/(agntDisplayContent)?OpenAgent& UN
ID=E4DAAD4DEBDA1B224725766B003250D0. Truy cap ngay 10/02/2019.
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do1 vaéi rat nhiéu loai duge pham, vi du nhu cac loai moocphin nucleotide don SNPs, vi nd
hoan toan khong thé dugc san xuat cong nghiép.

3.2. Cdch thirc dp dung cdc diéu khodn linh hoat ciia TRIPS doi véi cdc sdng ché di dwoc
cdp bang

Mot la, nhap khéau song song. Cu thé, lién quan tdi van dé gia mot loai thudc diéu tri
HIV, nghién ctru ciia Gido su K Balasubramaniam® cho thdy, cung mét loai Amoxil san xut
boi Cong ty Smith Kline Beechman, thudc nay dugc ban tai Pakistan v6i gia $8, Canada véi
gia $14, Y v6i gia $16, New Zealand v&i gid $22, Phi-lip-pin véi gid $29, Malaysia véi gia
$34, va tai Indonesia véi gia $40. Mot vi du khac nhu thudc Taxol, ban boi Bristol Myers,
mdt loai thudc chira ung thu, dugc ban gia thép hon tai tit ca cac noi khac so véi Hoa Ky.

Nhiing s6 liéu trén cho ta thiy rang mac du la nuéc dang phat trién nhu Indonesia, van
phai mua thudc chinh hing véi gia cao hon nhimg nudc dang phat trién. Vi thé, nhap khau
song song chinh 13 cach cic nudc dang phét trién co thé tim duoc gia tot nhét, qua d6 giam
chi ti€u vao linh vuc duoc phém.

Hai la, li-xang cudng burc (hodc li-xang "khong tu nguyén") 1a viéc chinh phu cho phép
chinh minh hoac bén thir ba stir dung cac ddi tuong cua mot b?lng sang ché ma khong can xin
phép cua chu thé quyén vi muc dich cong. Néi cach khac, cac chu so hiru béng sang ché bi
budc phai chép nhén viéc khai thac sang ché cua minh bdi mot bén thir ba hodc chinh phu, du
ho khéng mudn nhu vay. Trong nhiing truong hop nay, loi ich clia cong ddng trong viée tiép
can sang ché duoc coi 1a quan trong hon 1oi ich c4 nhan cta chu so hitu quyén trong viéc khai
thac doc quyén sang ché d6. Viée cip li-xang cudng birc phai tuan thu cac quy dinh tai Diéu
31 va du thao 31bis cua Hi¢p udc TRIPS.

Trong mét s trudng hop cu thé, li-xang cudng birc ¢ thé dugc cip dua trén su tong
hop hai hodc nhiéu loai li-xang®*. Viéc cip li-xdng cudng birc phai tuan thi theo mot tién
trinh nhat dinh vé6i nhitng quy dinh cu thé®. Tuy nhién, cc yéu ciu ndy c6 thé dugc néi 1ong,
theo quy dinh cua TRIPS. Dbi véi cac loai li-xing cudng bic lién quan téi: (i) Khic phuc cac
vi pham phap luat vé Luat Canh tranh; (ii) Giai quyét cac truong hop khan cip mang tinh
Qudc gia; (iii) Giai quyét cac truong hop khan cap nghiém trong khac; (iv) Ban hanh dé phuc
vu cong dong theo hudng phi thuong mai - con dugc biét dén véi cai tén li-xang quyén sir
dung cho chinh phu.

Vi du: Trong thang 11/2006 va thang 1/2007, Chinh phii Thai Lan tuyén bd s& phat
hanh ba li-xang cudng birc doi véi cac san pham dugc pham Efavirenz (HIV) theo bang sang

2 Dr. K Balasubramaniam. “Retail Prices in the Asia-Pacific Region” HAI News, No. 86; December 1995.
Published by Health Action International.

2 Xem Kinh nghiém cua Canada, Reichman/Hasenzahl.

» Xem Diéu 31 Hiép dinh TRIPS, https:/thuvienphapluat.vn/van-ban/Thuong-mai/Hiep-dinh-khia-canh-lien-
quan-toi-thuong-mai-cua-Quyen-so-huu-tri-tue-1994-12722 .aspx. Truy cép ngay 6/02/2019.
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ché cua Merck; Kaletra (HIV) theo béng sang ché cia Abbott; va Plavix theo béng sang ché
ctia Bristol-Myers Squibb va Sanofi-Aventis. Gidi chirc trach y té Thai Lan di dwa ra ly do
rang, chi so hitu d3 khong cung cap thudc nay voi gid ma nguoi tidu dung cé thé mua duoc,
va viéc ap dung li-xing cudng bic ddi v6i Efavirenz din téi viéc gidm gia déng ké, tir 58
baht/thdng xubng con 24 baht/thang, ddng thoi cho phép viéc dua ra thi trudng phién ban
thudc generic cua Efavirenz véi gia 7,5 baht/thang. Chii s hitu quyén dugce nhan khoan bdi
thuong 14 0,5% téng doanh thu ban phién ban thudc generic®.

Mrc bdi thudng hay diéu kién téi thiéu dé mdi qudc gia c6 thé cip mot li-xdng cudng
btc. Theo quy dinh ciia TRIPS dugc dién giai trong Tuyén b Doha, 1a do chinh qudc gia
thanh vién dat yéu cau cho minh, mac du phai dam bao nhiing quy dinh va trinh tu tdi thiéu,
theo quy dinh tai Piéu 31 cua TRIPS. Trong d6, lién quan ti: (i) Pam phéan vdi cha s hiru
quyén trude khi cép li-xang; (ii) Viéc cdp phép phai duoc xem xét theo tinh hudng cu thé;
(ii1)) Pham vi va thoi gian st dung li-xang cudng birc phai dugc gidi han; (iv) Chu s¢ hitu
quyén dugc tra tién dén bu thoa dang; (v) Quyét dinh cép li-xing cudng birc c6 thé bi xem xét
lai theo thu tuc tu phdp hodc thu tuc doc 1ap khac tai co quan cép cao hon. Yéu ciu vé dam
phan véi chu s¢ hitu quyén trude khi cip li-xang cudng buc khong ap dung dbi voi truong
hop khan cip qudc gia, trong d6 bao gém tinh trang khan cap vé strc khoe, hay trong nhing
truong hop khan cap khac, trong truong hop st dung phi thuong mai théng qua cac thuc thé
ctia chinh phu va trong trudng hop thyc thi ché tai cua co quan tai phan hodc hanh chinh ddi
v6i nhimng hoat dong da duoc kiém ching 13 phi canh tranh®’. Lién quan dén van dé pham vi
va thoi han cia li-xing cudng buc, TRIPS quy dinh rang, c¢6 ba diém dang luu ¥: (1) Li-xdng
cudng birc phai 1a li-xang khong doc quyén; (2) Khong chuyén nhuong dugc; (3) Phai bi dinh
chi khi cac diéu kién din dén viéc cap li-xang cudng birc khong con t6n tai va khong cé kha
nang tai hién®.

3.3. Khuyén nghi cdch thivc dp dung doi véi Viét Nam

Thit nhat, khi sang ché chua duoc cap bang, c¢6 hai cach thirc 4p dung:

Mot Ia, ndp don phan d6i viéc cap bang cho sang ché do.

Hai la, loai trir kha nang sang ché duoc cap bang trén co so chi ra viéc khong dép tng
mot hay nhiéu diéu kién bao ho sang ché, lién quan téi: ddi twong duoc cap bang sang ché,
tiéu chuan vé tinh méi, tinh sang tao, kha ning ap dung cong nghiép.

Thir hai, sng ché da duoc cip bang, c6 ba cach thirc phd bién duoc ap dung:

Mot la, nhap khau song song, trong d6 cac nha nhap khau song song s€ can cu vao su

26 Xem ICTSD, BRIDGES Weekly Trade News Digest Vol. 11, No. 3, 31/01/2007.

*" Xem Piéu 31 (k) Hiép dinh TRIPS, https:/thuvienphapluat.vn/van-ban/Thuong-mai/Hiep-dinh-khia-canh-
lien-quan-toi-thuong-mai-cua-Quyen-so-huu-tri-tue-1994-12722.aspx. Truy cap ngay 6/02/2019.

* Xem Diéu 31 (d), (e), (g) Hiép dinh TRIPS, https://thuvienphapluat.vn/van-ban/Thuong-mai/Hiep-dinh-khia-
canh-lien-quan-toi-thuong-mai-cua-Quyen-so-huu-tri-tue-1994-12722.aspx. Truy cap ngay 6/02/2019.
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chénh 1&ch gia thudc tai cac nude trén thé gidi dé cé thé nhap thudc tir qudc gia c6 gia thip
hon vé qudc gia co gia cao, tir d6 lam giam viéc chi tiéu ngén sach vao dugce pham.

Hai la, li-xang cudng birc. C6 nhiéu loai li-xing cudng birc va nhimg yéu cau nhat dinh
dé c6 thé cép li-xang cudng buc 1a do qudc gia ty quy dinh, mién sao dap tmg dugc yéu cau
t6i thiéu vé phan thu tuc ciia TRIPS. Céc truong hop cép li-xing cudng birc duge bo qua mot
s6 yéu cau toi thiéu 13 nhimg trudng hop khan cip qudc gia, lién quan dén stc khoe cong
dong.

Ba la, mic du c6 thé coi 12 mot loai li-xang cudng burc, li-xang cho nha nudc su dung
cling la mdt giai phap, danh cho nhiing truong hop hoat dong phi thuong mai, phuc vu cong
dodng.

Thir ba, thong qua li-xang cudng buc la mot trong nhitng phuong phap da va dang duoc
st dung triét dé va thanh cong tai cac nudc phat trién nhu Hoa Ky, Canada va Lién minh chau
Au, nham diéu tiét canh tranh, dam bao gia ca phai chiang va thuc day cac mang loi ich qudc
gia, bao gdm ca loi ich an ninh. Cach thirc nay ciing duoc cac qudc gia dang phat trién, vi du
Thai Lan sir dung kha hiéu qua. Viét Nam hoan toan c6 thé ap dung phuong phap nay dé dat
duoc nhitng muc tiéu ké trén. Hon thé, li-xang cudng birc ciing 1a mot cong cu quan trong dé
thic ddy su phd cap cua cac loai dugc pham véi gid ca phai chang, tir d6 thuc diy sy phat
trién cia nganh coéng nghiép duogc pham. Pay chinh 1a co hoi dé Viét Nam dat duge quy mo
kinh té 16n cling nhu dat dugc nhiing thoa thudn thuong mai khu vuc cac nude dang phat
trién. Viéc ndy ciing gop phan ting von dau tu va mdi quan tim ciing nhu viée sin sang hop
tac cia cac nha cung cAp nudc ngoai va tham chi ca chii s& hiru bang sang ché hop tac véi
nhau dé tao ra mot thi truong ti€u thu tai Viét Nam.

4. Két luan

Céch thtc ap dung nhitng diéu khoan linh hoat ctia Hiép dinh TRIPS trong viéc tiép
can duoc phém vi strc khoe cong d@)ng, can duoc can nhic va quan tdm hon. Pam bdo, ngan
chan cic san pham hay sang ché khong phu hop, gdy anh huéng xau dén sy phat trién khoa
hoc k¥ thuat tai Viét Nam cling nhu dam bao viéc nguoi ti€u dung cd thé s dung céc loai
thudc ¢6 gia ca phit hop nhat.
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