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BAO HQ SANG CHE PHUONG PHAP CHUA BENH
BANG THAO DUQC THEO PHAP LUAT AN PO - KINH NGHIEM
PE HOAN THIEN PHAP LUAT VIET NAM

Ngay nay, y hoc ¢6 truyén déng mot
phan quan trong trong viéc chita bénh va thé
hién gia tri van hoda tinh than ctia nhan loai.
Céc bai thudc 1a sy két hop giita kinh nghiém
va hiéu biét ctia con nguoi. Chita bénh bang
thao duoc 1a su két hop cac nguyén li€u co
san trong ty nhién. Cic phuong phap chita
bénh dugc con ngudi sang ché va luu git qua
nhiéu thé hé. Viéc cho phép sir dung cac
phuong thudc dan gian dé chira bénh da duoc
quy dinh trong mot s6 van ban phép luat hién
nay. Dé ning cao hiéu qua chita bénh va luu
gilt gia tri ban sic dan tdc can c6 co ché phu
hop phat trién tiém niang nay. Bao ho phuong
phap chira bénh bang thao dugc 1a giai phap
tich cuc luu gift, han ché mai mot trong
tuong lai. Tuy nhién, quy dinh cia phéap luat
vé bao ho phuong phap chita bénh bang thao
duoc con nhiéu han ché ¢ Viét Nam. Pé hiéu
13 hon van dé nay, tac gia dwa ra mot sé quan
diém vé bao ho sang ché phuong phép chira
bénh béng thao dugc theo phap luat An Do
va rut ra bai hoc kinh nghiém.
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Abstract:

The traditional medicine plays
important role in treatment of diseases and
representing humanity cultural values . The
cure combine humain experiences and
knowledges Natural elements was converted
into remedy which has been used through
generations and  regulated by law.
Appropriate instruments are needed to
increase efficient method for disease cure and
to perpetuate national culture. Patent related
to herbal medicine is the solution to preserve
them from extinction though, but the
regulations is still undeveloped in Vietnam.
Patents related to herbal medicine in India
could be beneficial for the case of Vietnam .
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1. Khai quat phap luét vé bao hd sang ché phwong phap chira bénh bing thao dwoc theo
phap luit qudc té va An D

1.1. Khdi qudt phdp lugt vé bio h sding ché phwong phdp chiva bénh bing théio dwoc theo
phdp luit quéc té

Bao ho sang ché phuwong phép chita bénh bang thao dugc 1a mot phan cia kién thirc
truyén théng y hoc ¢o truyén duoc luu giit qua cac thé hé trong gia dinh, cong dong, ban dia
hodc dia phwong. WHO' da thira nhan ring "y hoc ¢é truyén c6 nhiéu tinh ndng tich cuc, bé
sung hodc thay thé trong diéu tri bénh man tinh va ndng cao chat heong cudc song cia nhitng
nguwoi dau khé .

Hai thap ky qua chtng kién su quan tdm trén toan ciu trong viéc sir dung y hoc ¢
truyén. Mot nghién ctru gan day vé sir dung thudc thao dugc trong y hoc ¢ truyén theo Dan
s6 Hoa Ky bao cdo: Trong nam 2007, gan 4 trong s6 10 nguoi 16n da s dung mot sd dang
thudc thao duge trong nam vira qua’. Udc tinh ring, ngudi My da chi 33,9 ty USD trong céc
san phdm va dich vu Y hoc ¢6 truyén, chiém 11,2% cua tong chi phi cham séc y t&*. Tai cac
nudc phét trién khac, viéc sir dung thudc thao duoc trong y hoc ¢b truyén ciing twong ddi
phé bién’.

Hiép dinh vé cac khia canh lién quan dén thuwong mai cua quyén S¢ hiru Tri Tué
(TRIPS) c¢6 hiéu luc tir nam 1995. Hiép dinh TRIPS yéu ciu Qudc gia thanh vién cung cip
bao vé bang sang ché cho bat ky sang ché, 1a san pham hay quy trinh, trong tt ca cac linh vuc
cong nghé, vai didu kién c6 tinh méi; trinh d6 sang tao va kha ning ap dung céng nghiép®.

Trinh d6 sang tao va kha nang 4p dung cong nghiép dong nghia véi cac diéu khoan rd
rang va hitu ich twong Umg san pham kién thirc truyén théng khong kiém tra cho cip bang
sang ché trén mot hodc tit ca cac “tinh méi”; “trinh do sang tao” va “4p dung cong
nghiép”. Tuy nhién, “tinh méi” s& khong dat duoc, vi ban chat cia y hoc ¢b truyén di duoc
biét dén vdi mot khoang thoi gian trude d6. Con ngudi c¢6 thé ¢d gang tranh luan rang kién
thirc truyén thng con xa la voi thé gidi bén ngoai cua cong dong nhung diu nay kho cé kha
nang thanh cong.

Nam 2008, vong dam phan DOHA vé tu do héa thuong mai toan cau da triéu tap hoi
nghi dé thao luan vé van dé nong nghiép va phi nong nghiép trong WTO. Trong chuong trinh

" T6 chirc Y té thé gidi
* Hoi nghi Y té thé gidi 1an thtr séu, thir 50, Chwong trinh muyc 14.10, Y hoc ¢6 truyén, WHAS56.3, ngay 28 thang
5 nam 2003. Http://whqlibdoc.who.int/wha/2003/WHA56_31.pdf.
3 Patricia M. Barnes va cong su, Str dung thudc bd sung va thay thé trong sb tré em: Hoa Ky, 2007, 12 Nat'l.
Théng ké Y té Dai dién 1-24, 1 (2008).
4 Trung tam Qudc gia vé y hoc bd sung va thay thé, Bao cdo khao sat qudc gia vé Chi tiéu tiéu dung cho thudc y
hoc ¢b truyén San phdm va Dich vu (Thang 1 nam 2011), http://nccam.nih. gov/health/whatiscam/
> Chién lugc cia WHO, chu thich 4, & mirc 11-12. Theo WHO, ty 1¢ dan s6 st dung y hoc ¢o truyén 1a31% ¢ Bi,
48% & Uc, 49% & Phap, 70% & Canada va 77% cac phong kham dau cung cdp cham ctru & Dirc.
% Goldstein et. al, op. cit . P. 448. Didu 27.1 cta Hiép dinh TRIPS.

8



TAP CHI PHAP LUAT VA THU'C TIEN - SO 1/2018

nghi sy ban dén viéc stra d6i Hi¢p dinh TRIPS theo hudng yéu cau boc 16 nguén géc vat liéu
gen va tri thirc truyén thong trong don dang ky sang ché. Nhiam bao dam viéc chia sé lgi ich cho
cac cong dong ban dia chdng lai hanh vi an cip sinh hoc, pht hop véi cac nghia vu duge quy
dinh trong Céng udc Pa dang sinh hoc cua Lién Hop Qudc. Vin ban dé xuét cho phép tiép can
va chia sé loi ich cho cong ddng so hitu, bao t6n ngudn gen va tri thire truyén thong duoc st
dung trong don dang ky sang ché, nhu mot phan khong thé tach roi cua tiéu chudn boc 16 va cac
ché tai sau khi doc quyén sang ché dugc cdp. Tuy nhién, Hoa Ky, Cannada va mét sé nudc
thanh vién khéc phan dbi.

Nhu vay, phuong phép chita bénh bang thao dugc trong y hoc ¢ truyén van chua ¢
chd dung trong TRIPS. Phién hop thit 19 cia Uy ban lién chinh phi vé S¢ hitu tri tué va
ngudn gen, tri thire truyén thong va van héa dan gian cua WIPO (IGC) da dugc td chuc tai
Geneva tir ngdy 18 dén ngay 22/7/2011. Tiép tuc dam phan cac vin kién vé bao hd ngudn
gen, tri thirc truyén thong va vin héa dan gian. Nhung van kién nay chi ton tai dudi dang du
thao, hy vong y hoc ¢ truyén s& sém c6 chd dimg trong Hiép dinh TRIPS.

1.2. Khdi qudt phdp ludt vé bio h$ sdng ché phwong phdp chiva bénh béng thio dwoc theo
phdp luit An Pp

An Do - quéc gia c6 nén cong nghiép duoc pham ra doi sém va phat trién, tao diéu kién
viéc lam, dam bao nhiing loai thudc can thiét cho nguoi dan véi muc gia hop ly. Chinh pha
An D6 khuyén khich cong ty san xudt thudc tir nhitng nam dau thap nién 1960. Nam 1970,
duéi ste ép cua cc cong ty chuyén san xuét cac loai thude tuong tu cac loai thue duoc san
xuat & phuong Tay. Chinh phua ctia Thu tuéng Indira Ghandi da cdm viéc bao ho sang ché cac
san phém duoc phém. Sudt tir nam 1970 dén nam 2005, Luat vé Bao hd sang ché cua An Do
chi bao ho cho cic sang ché 1a quy trinh, va cho cac cong ty tién hanh dau tu dai han trong
linh virc nghién ctru va phat trién thude.

Bén canh d6, Luat Sang ché ciia An D6 1970 cho phép cic cong ty An Do néu du diéu
kién san xudt mot cong thirc thude nao dé dugc cong ty dang sé hiru bang sang ché thude cap
gifiy phép tu nguyén (voluntary licence) dé san xuét. Diéu 84 cho phép cip giéy phép cudng
btic (compulsory license), bat budc cong ty so hiru bang sang ché thudc phai cap gidy phép
cho cong ty khac san xuét thudc do, néu (1) khong dap tmg du nhu ciu sir dung thudc va tiép
can thudc cua cong ching; (2) gid thudc qué cao so véi kha ning chi tra ciia cong ching;
(3) dang thuc hién san phém dugc bao hd sang ché trén 1anh thd An Po’. Tir nam 1978, An

7 Xem thém Diéu 84, Luat Sang ché An Do 1970 “—(1) At any time after the expiration of three years from the
date of the grant of a patent, any person interested may make an application to the Controller for grant of
compulsory licence on patent on any of the following grounds, namely:— (a) that the reasonable requyrements
of the public with respect to the patented invention have not been satisfied,or (b) that the patented invention is
not available to the public at a reasonably affordable price, or (c) that the patented invention is not worked in
the territory of India.” http://www.wipo.int/edocs/lexdocs/laws/en/in/in065en.pdf
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D6 vuon 1én trd thanh trung tdm hang dau vé san xuét thudc khong co ban quyén (thudc
generic). Vu viéc dau tién va dién hinh cho viéc cap gidy phép cudng buc tai An Do 1a vu
hang duoc Bayer cua Dtrc d3 nhan phan quyét thua kién hang dugc Natco Pharma cia An Do
trong mot vu kién kéo dai 2008 - 2012°,

Niam 1995, An D6 gia nhap To chirc Thuong mai Thé gigi (WTO), chinh thirc tham gia
Hiép dinh TRIPS. Ngay 23/3/2005, dé hién thuc hoa cac cam két khi tham gia Hiép dinh
TRIPS, Qué)c hoi An Do thong qua dao luat mai vé bao hod sang ché. Hai diém mdi ndi bat
chinh Luét Bao ho sdng ché nam 2005 so vé&i Luat nam 1970 1a: thir nhdt, Luat ndm 1970 chi
bao ho cho cac sang ché 1a quy trinh; Luat nam 2005 bao hd cho ca sang ché 1a san phém; thir
hai, Luat ndm 1970 cho phép thoi han bao ho 1a 7 ndm va khong gia han; Luat 2005 cho phép
thoi han bao ho 1a 20 nam.

Véi loi thé co s& vat chat cia cac cong ty duge phdm dia phuong, d6i ngii lao dong
¢6 kinh nghiém trong nganh duoc. Su thay ddi trong phap luat vé bao ho sang ché, ngay
cang ¢6 nhiéu cac cong ty dugc pham nudc ngoai dau tu vao An Po. Diéu nay duoc minh
chtiing béi nhitng con sb théng ké rat 4n tuong, xudt khau dugc phrflm tr An Do tang tur 6,23
ty USD trong nim 2006 - 2007 1én 8,7 ty USD trong nam 2008 - 2009 véi téc do ting
trudong hang nam khoang 21,25%, Doanh sb tit ca cac loai thudc dat khoang 19,22 ty USD
vao nam 2012°.

An Do d3 ¢ nhitng budc tién quan trong trong viéc lya chon thoi diém dé cong nhan
viéc bao vé sang ché san pham dugc pham. Béi, néu ap dung Luat sang ché 1970 theo hudng
khong cong nhan viéc bao hg sang ché duoc phém thi vo hinh chung An Do dang tu co lap,
va kho dé dua nganh dugc phiam phat trién theo xu hudng chung cua thé gidi vé bao ho So
hitu tri tué néi chung va san phdm sang ché dugc phdm néi riéng. Luat Sang ché 2005, An Do
ghi nhan viéc bao hy sang ché, nhung An Do c6 nhiing quy dinh riéng trong dam bao kha
nang tiép can thudc gia ré cho ngudi dan, bang cach tin dung nhimg quy dinh linh hoat trong
Hiép dinh TRIPS ciing nhu phap luat vé sang ché dé tir chdi cap bang doc quyén sang ché cho
nhirng san pham khong dap tng yéu cau bao hd. Vi du: Thang 11/2016 co quan sang ché An
Do tir chdi cap bang doc quyén sang ché cho thude diéu tri bénh ung thu tuyén tién liét Xtandi
(hoat chét enzalutamide), ndp boi Pai hoc California nam 2007 duogc thuong mai hda bdi
hang duoc pham Nhat Ban Astella Pharm. Ly do co quan dugc pham An D¢ dua ra: Chu don
chi don thuan bao ché hop chat thay thé ddi voi chat ddi khang thy thé androgen ma khong

8Vao nam 1995, hai nguoi An Do séng ¢ nudc ngoai theo hoc tai Pai hoc Y té Mississipi d3 dugc Van phong ban
quyén va thuong hiéu My (USPTO) cip béng sang ché lién quan dén viéc sir dung cti nghé dé 1am lanh vét thuong (no
5,401.504). Trudc hanh dong nay, Hoi dong Khoa hoc va Cong nghiép nghién ctru An Do (CSIP) da nop don yéu cau
kiém tra lai t6i van phong USPTO boi nghé da dugc sit dung ngan nam nay dé lam lanh vét thuong, nén khong dam
bao tinh méi. Sau do, vao ndm 1997, Vin phong USPTO cua My da phai thu hdi biang sang ché nay vi khong dam bao
tinh méi. Neuon Ramesh Menon “Traditional knowledge receives a boost "http.//indiatogether.org/tkdl-economy
(viewed on 13 January 2007)

? Xem thém Ngoc Mai “Cong nghiép dwoc pham An D¢ va chat lugng thude nhap tir An Do” theo vnreview.vn
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ching minh duoc hiéu qua dugc cai thién. Do dé, khong thé dugc cdp bang doc quyén sang
ché va can phai tir chdi toan bd. Nhung nguyén nhan quan trong nhét cua viée tir chdi nay dé
1a gia thudc Xtandi rat cao, mot 16 trinh diéu tri vao khoang 129.000 USD, so véi 39.000 USD
& Thuy Dién va Nhat Ban'".

Bén canh viéc han ché cdp patent duoc pham cho cac san phidm khong dap tmg yéu
cau ciing nhu quy dinh cac truong hop duge ap dung cap gidy phép cudng birc sang ché. An
Do con ap dung mot giai phap rat tién bd va hiéu qua do 1a viéc “Xay dung trung tam di
liéu tri thire truyén théng” (Traditional Knowledge Digital Libraly) dudi dang thu vién k§
thuat s6. Noi luu trit cac phuong thic chita bénh bang thao duogc ¢6 truyén, cach thirc st
dung va cong dung chita bénh,... ciia cac dong thuc vat dugc nguoi dan ban dia dung vao
viéc chira bénh hang ngay. Bang cach tir chdi cdp cic patent sinh hoc xAm pham céc tri thirc
truyén thong lién quan dén duoc pham. Vi du nhu, ciy nghé dugc biét dén va dung trong
dan gian dé 1am gia vi, cling nhu mot vi thudc, my pham hiéu qua dugc st dung bao doi
nay. Vao nam 1995, hai nguoi An Do séng 0 nudc ngoai theo hoc tai Pai hoc Y té
Mississipi dd dugc Vin phong ban quyén va thuong hiéu My (USPTO) cép bang sang ché
lién quan dén viéc sir dung cu nghé dé lam lanh vét thuong (no 5, 401.504). Trudc hanh
dong nay, Hoi dong Khoa hoc va Cong nghiép Nghién ctru An Do (CSIP) di ndp don yéu
cau kiém tra lai t6i van phong USPTO bdi nghé da dugc sir dung ngan nam nay dé lam lanh
vét thuong, nén khong dam bao tinh méi. Nam 1997, Van phong USPTO cia My da phai
thu hoi bang sang ché nay vi khong dam bao tinh méi''.

Pao Luat s6 39 nam 1970 vé sang ché cua An D6 (the patent Act, no 39 of 1970) quy dinh:
Theo Diém j Diéu 3 quy dinh “khdng cdp patent cho thuc vét va dong vit trong toan bé hodc bdt
ky phan nao ciia ching trir cde vi sinh vt nhung bao gom ca hat giong, lodi sinh vt va cdc
quad trinh sinh hoc dé san xudt, hodc lan truyén cua thyc vat va dong vdrlz,' biéu 3.p dao luat
nay con quy dinh truong hop: “khéng cdp patent cho nhitng phdt minh la nhitng tri thirc
truyén thong dwoc biét dén hodc la tdp hop nhitng ddu hiéu hodc la sy sao chép nhitng thong

tin da dwoc biét dén dwa trén truyén théng”l3.

' Xem thém Bao ho sang ché. “An D6 tir chdi cap bang doc quyén sang ché cho thudc diéu tri ung thu tuyén
tién liét Xtandi” http://bachosangche.vn/Info/2/1/153/An-Do-tu-choi-cap-bang-doc-quyen-sang-che-cho-thuoc-
dieu-tri-ung-thu-tuyen-tien-liet-Xtandi.aspx
""Ramesh Menon “Traditional knowledge receives a boost”http:/indiatogether.org/tkdl-economy (viewed on 13
January 2007).
"2 Nguyén vin ban gbc tiéng Anh: Inventions not Patentable ...plants and animals in whole or any part thereof
other than micro organisms but including seeds, varieties and species and essentially biological processes for
production or propagation of plants and animals.
5 The patent Act 1970 of India, chapter II: Inventionsnot patentable: (p) an invention which in effect, is
traditional knowledge or which is an aggregation or duplication of known properties of traditionally.
known component or components. (Dich: khong cp patent cho nhitng sang ché 1a nhitng tri thirc truyén théng
dugc biét dén hodc 1a tdp hop nhiing diu hiéu, hodc 1a su sao chép nhitng thong tin da dugc biét dén dua trén
truyén thng).
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2. Phap luat Viét Nam vé bao ho sang ché phuwong phap chira bénh bang thao dwgc va bai hoc
kinh nghiém tir phap luit An Do

2.1. Phdp luit Viét Nam vé bio hé sdng ché phwong phdp chiva bénh béng théo dwoc

Viéc bao ho sang ché phuong phap chita bénh bang thao dugc theo phap lut Viét Nam
duoc thé hién nhu sau:

Thit nhat, thong qua cdp bc%ng déc quyén sang ché.

Theo cach hiéu thong thuong, sang ché 1a san pham séng tao ctia con ngudi, khong co trong
tur nhién. O khia canh nay, bat ky cai gi dugc con ngudi tao ra déu ¢ thé duoc xem 1a sang ché.
Theo Khoan 12 Piéu 4 Lut S& hitu tri tué 2005 quy dinh: “sdng ché la mot gidi phdp ky thudt
duedi dang san pham hodc quy trinh nham gidi quyét mét van dé xdc dinh bang viéc dp dung cdc

quy luat tw nhién”".

Quy dinh vé diéu kién bao ho sang ché, theo Diéu 58 Luat S¢ hitu tri tué: “Sdng ché
dwoc bao hé dudi hinh thirc cdp bang déc quyén sdang ché néu ddp vimg dwoc cdc diéu kién
sau: (a) Co tinh maoi; (b) Co trinh do sang tao, (c) Co kha ndng dp dung cong nghiép. Sang
ché dwoc bdo hé dwdi hinh thirc cdp bang ddc quyén gidi phdp hitu ich néu khéng phai la
hiéu biét thong thirong va ddp g dwoc cdc diéu kién sau day: (a) Co tinh mdi; (b) C6 kha

-~ r A * A 1)15
nang dp dung cong nghiép ™.

Mot la, tinh méi cua sang ché dugc giai thich 14 so véi trinh d6 k§ thuat trén thé gidi.
Mot sang ché dugce xem 13 méi, néu giai phap k¥ thuat dugc néu trong don yéu cau cap bang
sang ché khong trung v6i giai phap k¥ thut duoc néu trong don yéu cau cp bang doc quyén
sang ché duoc nodp cho co quan cé thim quyén véi ngay wu tién sém hon. Theo d6, Diéu 60
quy dinh: “mot sang ché dwoc coi la ¢ tinh méi néu chuwa bi béc 19 cong khai duoi hinh thicc
sir dung, mé ta trong van ban hodc dwdi bt ky hinh thirc nao khdc ¢ trong mede hodc 6 nwée
ngoai trudc ngay wu tién trong truong hop don dang ky sang ché dwgc hirong quyén wu tién.
Sang ché ciing dwoc coi la chua bi boc 1o cong khai néu chi cé mét sé luwong nguoi co han

A \ ’ ~ .~ ’ A A ’ A r 3516
dwoc biet va co nghia vu giit bi mdt vé sang ché do” .

Nhu vay, phap luat Viét Nam xem sang ché da bi mét tinh m&i ké ca trong truong hop
n6 dugc st dung hodc duoc biét dén rong rai dudi bat ky hinh thirc nao ¢ nudc ngoai ma khong
can dugc mo ta trong mot 4n pham & nudc ngoai.

Hai la, sang ché dugce coi 1a ¢6 trinh d6 sang tao, néu can clr vao giai phap k¥ thuat da
dugc bdc 10 cong khai dudi hinh thirc st dung, mo ta béng van ban, hodc duéi bat ky hinh thure
nao khac ¢ trong va ngoai nudc, trudc ngay ndp don hoac trude ngay uvu tién cua don dang ky

X em thém Khoan 12 Piéu 4 Luat S& hitu tri tué hién hanh.
15X em thém Diéu 58 Luat S& hitu tri tué hién hanh.
X em thém Diéu 60 Luat S¢ hiru tri tué 2005.
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sang ché, trong truomg hop don dang ky sang ché duoc huong quyén wu tién. Sang ché d6 1a
mot bude tién sang tao, khong thé dugc tao ra mot cach dé dang hoac hién nhién d6i véi nguoi
¢6 trinh d6 hiéu biét trung binh trong linh vuc k¥ thuat twong tmg.

Ba la, Didu 62 Luat S& hitu tri tué 2005 quy dinh: “sdng ché dwoc coi la ¢é kha ning dp
dung cong nghiép néu cé thé thuc hién dwoc viéc ché tao, san xudt hang loat san phofm hodc

dp dung lap di lap lai quy trinh la néi dung cia sang ché va thu dwoc két qua on dinh”".

Diéu 59 Luat S& hitu tri tué 2005 quy dinh 16 cac doi tuong khong duoc bao ho dudi
danh nghia sang ché: “giong thuwc vdt, quy trinh san xudt giong thuc vdt chii yéu mang ban
chat sinh hoc ma khéng phdi la quy trinh vi sinh va ca phirong phdp phong ngira, chan
dodn va chita bénh cho nguoi va dong var’'®. Phap luat Viét Nam twong dong véi phap
luat An Po" & chd khong cép patent cho thuc vat lién quan dén nguén gen va vat liéu di
truyén néu chung chi dugc phat hién ma khong dugc phat trién dén mot trinh do sang tao
nhat dinh.

Giai phap ky thuat dudi dang san pham, quy trinh théa man diéu kién theo Piéu 58 Luat
S& hitu tri tué hién hanh déu duoc cip van bang bao ho sang ché. Cac phuong phép chita bénh
bang thao duoc dudi dang cac bai thudce ¢b truyén dugc cép patent véi danh nghia sang ché
duge phim 1a thude ¢ truyén hodc vi thude c¢b truyén®® néu théa man cac diéu kién luét dinh.

Thur hai, thong qua co so dir liéu.

Theo Diéu 64 Luat Pa dang sinh hoc nam 2007 quy dinh: “nha nwée bao hé ban quyén
tri thire truyén thong vé nguon gen, khuyén khich va hé tro té chirc, cd nhdn ddng ky ban
quyén tri thicc truyén thong vé nguon gen”. Nha nuée chu trong bao dam phuong phap chita
bénh bang thao dugc theo tri thirc truyén thdn, trong d6 ¢é van dé bao hd nén y hoc ¢b truyeén.
Hién nay, rat nhiéu an phdm vé cac bai thudc cd truyén cta dan toc, c6 thé ké dén cac cudn
sach nhu: Thién Gia Diéu Phuong do Vién Thong tin dién tir Vién Y hoc Trung uong phat hanh
nam 1989; Nhitng bai thuoc cé truyén Trung Hoa do Nha xuét ban Y hoc Ha Noi phat hanh nim
1995; Phuwong Té Hoc Giang Nghia do Nha xuét ban Y hoc phét hanh nim 1994,... va nhiéu sach
khac duoc ndi dung héa nhing bai thude ¢o truyén ctia dan toc. Tuy nhién, tat ca cac bai thude co
truyén van dugce luu gitr chi yéu dudi hinh thirc van béan, chua c6 co sé dit liéu dién ti nao dé bao
t6n cac bai thude co truyén.

"7 Xem thém Diéu 62 Luat S6 hitu tri tug 2005.
** Xem thém Diéu 59 Luat S¢ hitu tri tué hién hanh.
" Tac gia s& tim hiéu Phap luat An Do vé bao ho sang ché bang thao duoc & muc riéng trong bai nghién ctru.
2 Pidu 2 Luat Duge 2016: Thude ¢b truyén (bao gom ca vi thude cb truyén) 1a thude c¢é thanh phan duoc liéu
dugc ché bién, bao ché hodc phdi ngii theo ly luan va phuong phap ciia y hoc ¢b truyén hodc hodc theo kinh
nghiém déan gian thanh ché phém c6 dang bao ché truyén théng hodc hién dai. Vi thudc cd truyén la dugc liéu
dugc ché bién theo 1y luan va phuong phap ciia y hoc ¢b truyén ding dé san xuit thudc cb truyén hodc dung dé
phong bénh, chita bénh.
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2.2. Bai hoc kinh nghiém cho Viét Nam trong viéc bio h$ sding ché phwong phdp chita
bénh bang théo dwoc

Tir viéc nghién ctru cac quy dinh cua phap luat thé gidi va phap luat An Do vé bao ho
sang ché phuong phéap chita bénh bang thao duoc cho thay:

An D¢ rét coi trong bao ho cac phuong phap chita bénh bang thao duoc va xem y hoc
c6 truyén 1a mot ddi twong duoc bao ho dudi danh nghia sang ché. Tuy nhién, chi cap patent
cho nhitng phuong phép chita bénh bing thao dugc dat du tiéu chuan va chua bi boc 16 cong
khai ra cong chiing. Mat khéc, quy dinh phii hop véi dao luat s6 39 nim 1970 vé sang ché khi
diéu chinh viéc cdp patent cho sang ché lién quan dén ngudn gen va vat liéu di truyén.
“Ngudn gen, vat liéu di truyén khong thé dugc coi 1a sang ché néu ching chi duoc phat hién
ma khong dugc phat trién dén mot trinh do sang tao nhét dinh”zl.

Ngoai ra, An D¢ 1a quéc gia di dau trong viéc dit liéu hoa tri thirc truyén thdng. Chinh
phu An D6 da dich va xuét ban cac bai thudc ¢ truyén viét tay dudi dang dién tir vao nim
2001. Thu vién ky thuat s6 da duoc thiét ldp nhu la kho luu triv voi trén 34 triéu trang thong
tin, dinh dang trén 2.260.000 céng thire y hoc ¢6 truyén cia An D¢*. Céc thu vién da ky thoa
thuan vdi cac co quan cip bang sang ché hang dau thé gidi nhu co quan sang ché cua chau Au
(EPO); Van phong sang ché va nhan hiéu Vuong quéc Anh (UKPTO); Vin phong sang ché
va nhan hiéu Hoa Ky,... d¢ bao vé nén y hoc cb truyén khoi sy vi pham ban quyén. Pong
thoi, cho phép gidm dinh sang ché tai van phong giam dinh sang ché qudc té bang cach tiép
can co s& dit lidu vé cac bai thude cd tmyén23. Dua vao cong cu thu vién sb tri thire tmyén
théng, An Do yéu cau co quan sang ché nhiéu qudc gia huy patent lién quan dén bai thude cd
truyén duoc thu vién dang tai.

Vé6i nhitng quy dinh trén cia An D6 vé bao ho sang ché dugc phidm néi chung va
phuong phép chira bénh bang thao dugc néi riéng. Puoc xem 14 hinh mau ly tuéng dé cac
nuée trén thé gidi, trong do cé Viét Nam hoc tap va ap dung. Bac biét, Viét Nam cd nhiéu nét
tuong ddng vé van hoa - xi hoi ciing nhu sy phong pht vé nén thao duoc truyén théng kha
gidng An Do.

*'Xem Thém Tran Vian Hai, Bdo h¢ sdng ché doi véi bai thuéce ¢6 truyén cia Viét Nam, Tap chi Khoa hoc Pai
hoc Quéc gia Ha Noi. Luat hoc s6 29 s6 2 (2013).

2 Trich WIPO magazine Protecting India’s traditional Knowledge: “...The key to this success has been its
Traditional Knowledge Digital Library (TKDL), a database containing 34 million pages of formatted
information on some 2,260,000 medicinal formulations in multiple languages”.

» Trich Traditional Knowledge Digital Library Database: “... in the year 2006, Indian government allowed
access to TKDL to international patent offices, including European Patent Office (EPO), Japan and the UK with
respect to non-disclosure clause. European Patent Office (EPO), one of the International Search Authorities and
a regional office with 34 member states such as UK, France, Germany, Italy, Poland, Norway, etc has signed the
TKDL Access Agreement... In February 2009, agreements were signed with EPO, with United Kingdom
Trademark & Patent Office (UKPTO) in January 2010 and with the U.S. Patent and Trademark
Office (USPTO)”.
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3. Thue tién va cac giai phap hoan thién phép luit bao hd sing ché phwong phap
chira bénh bang thao dwoc & Viét Nam
3.1. Thuec tién bdo ho sdng ché phwong phdp chita bénh bang théo dwoc
3.1.1. Tinh hinh bao h¢ sdng ché phwong phdp chita bénh bang thao digc

Theo thong ké tir nam 2010 dén nam 2015, co tong cong 4.264 don ding ky sang ché
trong linh vic duge pham®*. Trong d6, tong s don va tong sé bang doc quyén sang ché duoc

cap qua cac nam sau:

Bang 1. Tong s6 don ding ky sang ché trong linh vure dwrgc pham tir nim 2010 - 2015

S6 don theo ngudn goc ngudi ndp don i
Niam Tong cong
Viét Nam Nuéc ngoai
2010 9 691 700
2011 12 752 764
2012 14 668 683
2013 13 629 642
2014 19 663 682
2015 30 808 838

(Nguon: Thong ké tir cong bdo sé hitu cong nghiép ciia Cuc S¢ hivu tri tué tdp A, Tir s6
202 phat hanh thdng 1 nam 2005 dén sé 333 phdt hanh thang 12 ndm 2015)
Bang 2. T(Z)ng 50 b?mg doc quyén sang ché dugc cfip lién quan dén linh vue dugce phflm
tir 2010 - 2015

Tong s6 bing doc 9uyén sang c‘hé d}l’()’c cap trong
Nim linh vee dwg'c pham theo nguon goc chii sé hiru Téng cong
Viét Nam Nuéc ngoai
2010 2 153 155
2011 6 227 233
2012 3 208 211
2013 2 218 220
2014 2 202 204
2015 4 202 206

(Nguon: Thong ké tir cong bdo S hitu cong nghiép ciia Cuc S6 hivu tri tué tdp B, tir s6
202 dén s6 333)

24Th(‘ing ké tir cong bdo s¢ hiru cong nghiép cua Cuc S¢ hitu tri tué tap A, Tu s6 202 phat hanh thang 1 nim
2005 dén so 333 phat hanh thang 12 nam 2015.
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Qua céc bang s6 liéu nay c6 thé thay sd luong cac don dang ky sang ché trong linh vuc
dugc pham, chi s hitu 1a ngudi Viét Nam rat han ché. Van dé nay ciing do cc nguyén nhan
va vudng mac nhét dinh.

3.1.2. Nguyén nhan va nhitng viwong mdc trong viéc bio hé sing ché phwong phdp chiva
bénh bang théo dwoc ¢ Viét Nam

Thir nhét, nguyén nhdn ciia viéc bao hé sang ché phwong phdp chita bénh bang théo
duwoc o Viét Nam.

Mot la, do ngu6n duogc liéu dang can kiét dan. Nhiéu bai thudc cua nguoi dan tde thiéu
s6 hau nhu khong thé thuc hién dugc, vi nhiing vi thude dé khong con ton tai. Néu ngu@)n
nguyén liéu 1a cac loai thao dugc khong con, thi bai thudc ciing khong thé duoc cip patent do
khong thé thuc hién duoc trén thuc té.

Hai la, d6i v6i viée luu trix tu lidu. Vi chung ta chua x4y dung duoc co sé dit liéu vé cac
bai thudc ¢o truyén ma cha yéu chung duge xuét ban dudi dang sach hodc truyén miéng, chua
¢ co so dit lidu dién tir vé cac bai thube co truyén nén kha nang bi nudc ngoai chiém doa‘[25
hoidc that truyén 14 rat cao. Do d6, dy ciing 1a mét trong nhitng nguyén nhan lam cho cac bai
thude hay dan dan bi mai mot.

Ba la, d6i véi viée xac dinh chi so hitu ciia sang ché. Cac phuong phép chita bénh bang
thao dugc thuong la cia ca cong déng duoc tmyén miéng qua cac thé hé, nén xac dinh chu s
hitu 1a rat khé khan. Do dé, phwong phép chita bénh bang thao duge dugc coi 1a s¢ hiru chung
clia ca cong dong. Vi vay, khé c6 chu thé dimg ra tién hanh céc thi tuc xin bao ho nhiing gia
tri dugc xem la cta chung cong dong.

Bén 14, hién trang suy yéu ngudn gen dang dién ra nhanh chong. S6 lugng ciing nhu
chét luong cac cay thudc dang giam sut nghiém trong. Nhiéu cay thudc quy khong con ton tai
do viéc khai thac khong di d6i véi bao vé va trong méi. Pong thoi, chung ta van chua xdy
dung duoc ngan hang ngudn gen cay thudc, nén sé luong cac loai cay thudc van dang tiép tuc
suy giam trén thuc té.

Thir hai, vieéng mdc ciia viéc bao hd sdng ché phwong phdp chita bénh bang thdo dirgc
o Viét Nam

Mot la, viéc tham dinh don dang ky bao ho phuong phap chita bénh bang thao duoc.
Mot sang ché c6 thé duoc cip bang doc quyén sang ché néu nhu dap ting dugc céac tiéu chi 1a
tinh méi, trinh d6 sang tao va kha niang 4p dung coéng nghiép. Tuy nhién, dé xac dinh dugc
mot phuong phap chita bénh bang thao dugc 13 méi thi phai c6 mét co so dit liu 1 rang, va
Viét Nam chua 1am dugc. Diéu nay dan dén trudng hop sang ché bi tir chdi cap bang doc
quyén sang ché.

» Xem thém patent US2003/1052651 Al vao ngay 31/7/2002 muc 3 ciia bai viét.
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Sing ché thuoc Péng y chita dau thit dong mach vanh, don ding ky sang ché ndp ngay
8/11/2006. Sing ché nay bi tir choi cp patent do Hoa Ky da cdp patent US2003/1052651 A1 vao
ngay 31/7/2002 cho cdc dong tic gia sing ché bao gom Xijun Yan, Naifeng Wu, Zhixin Guo,
Xhengliang Ye, Yan Liu, tén sdng ché: Thanh phan thao dwoc chita cdc con dau thit nguc va
phuwong phdp ché bién né (Herbal composition for angina pectoris, method to prepare same)*".

Tuy nhién, thoi diém ma Hoa Ky cap patent cho sang ché nay thi vi thudc nay da dugc
mo ta trong cac an pham y hoc tai Viét Nam nhu & bai thudc “Gia vi ich tim khang” dang
trong sach Thién gia diéu phuong do Vién thong tin thu vién Y hoc Trung wong phat hanh
nam 1989 hay trong bai thudc “Phiic phiong dan sam phién” dang trong cudn sach Nhing
bai thuoc Y hoc cé truyén Trung Hoa do Nha xuét ban Y hoc Ha Noi phat hanh nam 1995.
Mic di khong dam bao duoc tiéu chi vé tinh mdi ctia phap luat sang ché Hoa Ky nhung tai
sao sang ché nay van duoc cap bang doc quyén sang ché. Tra 10i cho cau hoi nay nhu: Tao
diéu kién thuan loi hon cho qudc gia, va cé thé cho t6i thoi diém hién nay khong c6 co quan
nao yéu cau huy patent trén vi da duoc mé ta trong mot 4n pham & Viét Nam trude do.

Do viy, sang ché vé mot bai thudc o truyén ciia Viét Nam lai duong dudng chinh chinh
ton tai dudi danh nghia doc quyén cua mot quic gia khac. Pay s& 1a mot bat loi cho cac doanh
nghiép Viét Nam khi ho xuét khau bai thudc “Gia vi ich tim khang” sang cac nudc da duogc cip
bang doc quyén sang ché.

Hai la, Luat S& hitu tri tué 2005 chua c6 quy dinh cu thé vé bao hd cac phuong phép
chira bénh bang thao dugc trong y hoc ¢o truyén. Chi thira nhan mot phan rat nho cua tri thirc
ndy d6 1a tdc pham van hoc ngh¢ thudt dan gian®’. Chinh viéc thiéu ving mot khai ni¢m ddy
du vé bao ho tri thirc Y hoc ¢d truyén trong phap lut chuyén nganh, 1 nguyén nhan din dén
viéc bao ho sang ché phuong phép chita bénh bang thao dugc con gip nhiéu khé khan.

Ba la, dugc bao ho dudi danh nghia sang ché thi bai thudc c¢o truyén tir thao duoc ciing
phai dap ung duogc cac diéu kién dé duoc cap bang doc quyén sang ché gém: (a) Tinh mdi;
(b) Trinh d¢ sang tao va (c) Kha nang ap dung cong nghiép. Tuy nhién, thuc té cac bai thude
c6 truyén ngoai trir nhitng bai thudc gia truyén véi mot sé lugng ngudi rat han ché biét dugc
thi nhitng vi thudc khac hau nhu déu 1a nhitng hiéu biét chung dugc dic rat tir 1au doi, duoc
sang loc qua nhiéu thé hé nén kho dap ung dugc diéu kién vé tinh méi.

3.2. Cdc gidi phdp hoan thién phdp ludt Viét Nam vé bdo h¢ sing ché phwong phdp chiva
bénh bang théo dwoc

Theo thong ké ctia To chirc Y té thé gi6i tai Viét Nam, riéng nam 2003 da tap hop duoc
39.381 bai thudc y hoc ¢ truyén cia 54 dan tdc, san luong xudt khau duoc liéu cb truyén dat
khoang 10.000 tin, dong gop vao kim ngach xuit khau 1 - 2 triéu USD. Pac biét, trong bdi

2Xem Thém Tran Van Hai, Tinh mdi trong viéc bao ho sdng ché doi véi bai thude cé truyén cua Viét Nam, Tap
chi Khoa hoc Pai hoc Quoc gia Ha N6i, Luat hoc, Tap 29, So 2 (2013) 7-15.
2Xem thém Diéu 23 Luat S& hitu tri tué hién hanh.
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canh thé gii ngay nay, khoang 80% dan s thé gi6i st dung thude ¢ truyén dé cham sdc sirc
khoé®®. RS rang, y hoc cd truyén 1a linh vuc ma Viét Nam rat c6 thé manh. Véi hé dong, thuc
vat phong phu ca vé s6 luong va chét lugng dac biét 1a cac loai cdy dugc liéu, cong vdi mot
nén tri thie ban dia 1au doi, day thuc sy 12 mot loi thé clia Viét Nam can dugc bao vé.

An D9 1a mot qudc gia di tién phong trong viéc xdy dung thu vién s6 vé tri thirc truyén
thong. Cho dén thang 6.2011, An P9 di xay dung thanh cong Thu vién s6 vé tri thic truyén
thng (Traditional Knowledge Digital Library) véi 34 triéu trang thong tin dinh dang trén
2.260.000 cong thirc cac bai thude c¢b truyén bang tiéng Phan (Sanskrit), tiéng A Rap, tiéng Ba
Tu (Persian), tiéng Urdu va tiéng Tamil. Dya vao cong cu Thu vién sé vé tri thirc truyén théng,
An D6 di yéu cau cac co quan sang ché ciia nhiéu qudc gia huy patent lién quan dén bai thudce
¢b truyén da duoc thu vién nay dang tai nhu trudng hop ddi véi bang sang ché lién quan dén
viée sir dung cii nghé dé lam lanh vét thuong (no 5, 401.504)* do khong dam bao tinh méi.

Viét Nam can xay dung mot thu vién sé vé tri thirc truyén thong lién quan dén nén y
hoc ¢b truyén tai Viét Nam, c6 thé tham khao kinh nghiém cua An Do trong vi¢c xay dung
thu vién tri thirc truyén théng. Boi viéc xay dung trung tam dit liéu tri thirc truyén théng vé y
hoc ¢6 truyén tai Viét Nam co y nghia dic biét quan trong.

Mbt 1a, 1am co s& dé moi to chirc, ca nhan c6 thé khai thac phuc vu bao v¢ stc khoe cua
con ngudi ma khong phai xin phép chu bang patent. Boi nhiing tri thirc truyén thdng vé y hoc
thudc vé tat ca moi nguoi, qua do dam bao quyén con nguoi dugc cham soc y té, strc khoe.

Hai la, 1am dix liéu dé tra ciru nham khong xay ra tinh trang sang ché lai nhiing cai dé c6
sin. Qua d6 tranh tinh trang don dang ki sang ché bi mat tinh mdi, ciing nhu trudng hop
nhing tri thirc truyén théng cta Viét Nam lai dugce cic doanh nghiép nudc ngoai str dung va
xin cap patent.

Ba la, 1am cong cu dé yéu cau huy patent cap cho cac bai thudc ¢6 truyén dd dugc vin
ban hoa bang doc quyén nhu trudng hop An D6 lam vdi bang sang ché lién quan dén chiée
suat nghé do Hoa Ky cap.Tranh tinh trang phai sir dung cac cong cu khac gy tén kém vé tai
chinh va lang phi vé thoi gian ma chua chic da dat hidu qua.

Bén la, 1a mot giai phap hiru hiéu dé luu truyén nhing tri thirc tuyén thong vé y hoc cb
truyén Viét Nam tranh tinh trang mai mot hay thét lac trong nhan dan. Qua d¢, tap trung dudi
dang s6 hoa dién tir gitip viée str dung, tra cru va bao ton tri thic ¢b truyén duge thuan loi.

Két ludn

Vi nhitng nghién ciru trén tac gia nhan thiy rang, bao h phuong phap chira bénh bang
thao dugc trong y hoc ¢6 truyén 1a ddi tugng duge cap bang sang ché, dudi dang qua trinh bao

28 qu tI}ém Luu Thi Thanh Nga, ludn vin tl}ac si nam 2015, Xay dung va khai thac co so dir liéu vé y hoc co
truyén dé dam bao quyén doi voi tri thurc truyén thong tai Viét Nam. )
# Xem thém tai muc 2 Bao ho sang ché phuong phap chita bénh bang thao dugc theo phap luat An Do.
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ché thudc thao dwoc hodc san pham thao duge giup cham séc sirc khoe. Pong thoi, 1a diéu
kién phat hién mot loai thdo dugec mdi ¢ hoat chit chita bénh va khai thac duoc nhiing dac
tinh mdi va khéc biét cua loai thao dugce d6. Bap img dugc cac diéu kién vé tinh moi, trinh do
sang tao va kha nang ap dung cong nghiép.
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