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Abstract: Implementation of in vivo bioequivalence study is a growing trend in the pharmaceutical
industry in Vietnam and over the world. These studies are required in order to demonstrate whether
a generic drug is a bioequivalence to an innovator’s drug or to an original brand name drug. At
present, there are 26 active ingredients that have to provide in vivo bioequivalence study report for
drug registration in Vietnam. In the next few years, this number will gradually increase. Therefore,
the government should introduce promotion, development, and preferential policies for enterprises
to invest in these ingredients. This paper aims to provide general guidelines on regulations of in vivo
bioequivalence studies for pharmaceutical enterprises in Vietnam and support the initial
implementation of these studies in practice.
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Phan tich cac quy dinh lién quan dén nghién ctru/thi
tuong duong sinh hoc cta cac thuoc trong cac van ban
quy pham phap luat vé dugc hi¢n nay tai Viét Nam
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Tém tit: Viéc chimg minh thudc generic “twong dwong sinh hoc” véi thude phat minh, thude biét
dugc gde 1a xu thé chung trong su phat trién ctia nganh Dugc Viét Nam ciing nhu trén thé gioi. Hién
nay, Viét Nam méi 4p dung bat budce ddi v6i 26 Duge chat phai ndp Béo cao sé lidu nghién ctru
tuong duong sinh hoc (thtr twong dwong sinh hoc) trong dang ky luu hanh thudc tai Viét Nam, dé
mo rong sO lugng duge chat yéu cu Béo c4o sb liéu nghién clru twong duong sinh hoc trong thoi
gian t6i, Nha nudc can c6 cac chinh sach khuyén khich, phét trién va wu dai cho cic Doanh nghiép
déu tu nghién ciru dbi véi cac thude nay. Bai phén tich dudi dy cua cac tac gia cling la dé tao diéu
kién thuan lgi cho cac Doanh nghiép Duoc nim bt duoc khai quat cac quy dinh vé nghién ctru thur
tvong duong sinh hoc trong cac van ban quy pham phép ludt vé Dugc hién nay, nham gilp cac
doanh nghiép d& dang trién khai thyc hién nghién ctru thir trong duong sinh hoc trong thuc té.

Tir khoa: Tuong duong sinh hoc, BABE, BE, Quy dinh phap ly.

1. Giéi thiéu chung

Khai niém nghién ctru tuong duong sinh hoc
(BE) 1a mot loai nghién ctru duoc thiét ké dé so
sanh lugng duogc chit duogc h?ip thu vao hé tuan
hoan cia hai thudc st dung ciing mot thanh phan
hoat chit dé danh gia muc do twong dong cua
chung voi nhau khi st dung.

Trong qué trinh nghién ctru phat trién mot
thuéc méi, cac hang dugc phém can trién khai
nhiéu nghién ctru khac nhau, trong dé cé cac
nghién ctru nhim ching minh tinh an toan va
hiéu qua cua thudc thong qua cic nghién ctru lam
sang ¢ Giai doan I, II va III.
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- Giai doan I la giai doan déu tién thur nghiém
trén ngudi nham danh gia so bo vé tinh an toan
cua thué;

- Giai doan II 12 giai doan thir nghiém nham
xéc dinh liéu t&i wu cho thir nghiém 1am sang va
chirng minh tinh an toan, hiéu qua ctia thudc bao
gdm ca tinh sinh mién dich cta vic xin thtr trén
ddi tuong dich;

- Giai doan III 1a giai doan thir nghiém duoc
nghién ctru trén quy mé 16n nham xéac dinh tinh
on dinh cua cong thuce, tinh an toan, hi€u qua
diéu tri & muc téng thé cua thudc hoic dé danh
gi4a hiéu qua bao vé va tinh an toan cua véc xin
trén dbi tuong dich [1].
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Khi hoan thanh cac nghién ctru, hang dugc
pham dd hoan thanh mot phat minh thudc méi,
héng s€ ndp don xin cap bang sang ché cho phép
ho doc quyén san xuat va kinh doanh loai thude
d6, goi la thuéc phat minh (Innovator
pharmaceutical product).

Bing bao ho sang ché thuong chi kéo dai
trong mot khoang thoi gian nhit dinh (vi du 20
nim & Canada). Khi bang sang ché hét han, cac
cong ty duoc pham khac c6 thé duoc san xuit va
kinh doanh loai thudc d6 va khi d6 dugc goi la
thudc generic. Tuy nhién dé cac thudc generic 6
dugc cip phép san xudt va luu hanh thi can thuc
hién cac nghién ctru dé chimg minh né phai co
tac dung tuong tu (thuéc duoc hép thu, phan bo,
chuyén héa va thai trir gidng nhau) nhu thude
phat minh. Noi cach khac, chung phai tuong
duong sinh hoc.

Thtr twong duong sinh hoc (In vivo
Bioequivalence study): la nghién ctru 1am sang
trén nguoi tinh nguyén dugc thiét ké nham so
sanh sinh kha dung cua thude generic (thude thir
nghiém) v6i thudc phat minh (thudc ddi ching)
huéng dén muc tiéu chimg minh kha ning thay
thé thudc phat minh cua thude generic [2].

Tht twong duong sinh hoc dugc thuc hién
nhu thé nao: O dang don gian nhat, nghién
ctru tuong duong sinh hoc dugc thuc hién dudi
dang chéo d6i (2%2) nhu trinh bay trong Bang 1
dudi day.

Bang 1. Nghién ctru tuong duong sinh hoc dugc
thuc hién duéi dang chéo do6i (2x2) [3]

. Giai doan thir nghiém str dung thudc
Nhém o
, - Thoi gian
thur Giai , ..
oA nghi Giai doan 2
nghi¢m | dogn 1 (Washout)
Khéng dun
| R ong ding T
thudc
I T KhongAdung R
thuoc

T: thudc thir nghiém - Test Product; R: thude
d6i chiing - Reference product.

Trong loai nghién ciru nay, mdi c4 nhan tinh
nguyén tham gia sir dung thudc s€ dugc dung ca
hai loai thuoc trong cac khoang thoi gian khac

nhau. Mdi ca nhan duoc chon ngau nhién vao
mot trong hai nhém dé sir dung thude phat minh
hodc thudc generic trudc. Cach thiét ké nay
nham loai trir anh hudng cua déi twong nghién
ctu dbi voi két qua. Giita cac giai doan thir
nghiém can c6 mot thoi gian nghi du dai dé dam
bao ndng do thude giam xudng thap hon gisi han
dinh luong dudi ciia phuwong phap phén tich ¢ tat
ca cac ddi twong trude khi bat dau giai doan 2.
Thong thudng, thoi gian can thiét dé dat duoc
diéu nay bang tdi thiéu 5 lan thoi gian ban thai
cua thude [2].

Vi mdi dbi tuong 13 duy nhit, mdi ngudi
trong s6 ho s& c6 phan tmg khac nhau d6i voi hai
loai thudc dya trén nhidu yéu td. Vi thé thiét ké
cheo giam thiéu duoc sai s6 do dic tinh duoc di
truyén cuia cac ca nhan khac nhau so véi thiét ké
nghién ctru song song (mdi ddi tugng chi ding
mot trong hai loai thudc). Thiét ké 2x2 ciing co
thé duoc mo rong thanh thiét ké 3x3, 4x4,... néu
¢6 nhiéu san pham thudc thir nghiém hodc thude
d6i chig, hodc cac phép so sanh khic nhau can
thir nghiém. D6i voi mot thiét ké n x n, mdi ddi
tugng s& str dung n mau thudc nghién ctru khac
nhau trong n giai doan, gitta mdi giai doan sé& c6
khoang thoi gian nghi phu hop.

Thong thuong, nghién clru trong duong sinh
hoc can dugc thuc hién trong tinh trang doi vi
day dugc xem 1a diéu kién tot nhat dé phat hién
su khac biét gilra cac cong thirc bao ché. Do do,
d6i v6i cac thuée ma tom tit dic tinh san pham
ctia thube ddi chig khuyén cao str dung thude
vao luc doi hoic khong phu thudc bira dn, can
nghién ctu tuong duong sinh hoc trong tinh
trang doi. Dbi v6i cac thude ma tom tit dic tinh
san pham cta thude ddi chimg khuyén céo chi st
dung thudc trong tinh trang no, nghién ciru twong
dwong sinh hoc thuong dugc tién hanh trong tinh
trang no. Tuy nhién, ddi v6i cac thude c6 cac dic
tinh bao ché dic biét (vi du: vi nhil twong, hé
phan tan ran), can thyc hién nghién ctru tuong
duong sinh hoc trong ca trang thai no va trang
thai doi, trur khi c6 yéu cau chi dugc dung thude
khi d6i hoac khi no.

Viéc thir trong dwong sinh hoc ctia thude chi
dugc thuc hién sau khi da dugc Hoi dong dao
dire trong nghién ctru y sinh hoc cip co s& danh
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gia vé khoa hoc va dao dirc dbi véi hd so thir
tuong dwong sinh hoc ciia thude va dugc ngudi
chiu trach nhi€ém chuyén mon cua co sé nhan thir
tuong duong sinh hoc ciia thudc phé duyét bang
vén ban [1].

Két qua cua nghién ctru: dé so sanh muc do
gidng nhau ctia hai cong thirc thude, thuong danh
gia so sanh luong hoat chat dwoc hip thu vao
trong méu (huyét twong). Két qua phan tich
lugng duoc chat hép thu vao dich sinh hoc sé
giup xay dung duong cong sinh dugc hoc cua
thudc (theo hinh minh hoa 1 duéi day). Qua dd
thi nhan théy, giai doan dau néng do hoat chét
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trong huyét tuong tang kha nhanh cho dén khi
dat nong do tbi da (hay Ciax). Sau do, ndng do tir
tir giam xu6ng cho dén khi né gan nhu khong con
phat hién dugc nira. Thoi diém dat dugc Cmax goi
1a tmax. Puong cong sinh dugc hoc nay sé dugc
xay duyng cho tirng c& nhan tham gia thtr nghiém
va cho timg loai thudc. Khi so sanh cac duong
cong sinh dugc hoc cta hai thube (dién tich dudi
duong cong — AUC; Crax; tmax), bng céc phuong
phap tinh toan thong ké phu hop, néu hai duong
cong khong c6 su khac biét thi c6 thé két luan 1a
hai loai thudc d6 1a tuong tu hoic twong duong
sinh hoc.

Therapeutic
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Onset
time

{

Time

Hinh 1. Minh hQa,céc s6 liéu chinh trong so sé’nh thﬁ’ nghiém kha dung sinh hoc
gifra Thuoc thir nghiém (Test) va Thudc doi ching (Reference).
Dién tich dudi duong cong (AUC), Nong dg t6i da (Cmax) tai thoi diém Tmax [3].

Mac du khai niém twong duong sinh hoc ¢6
thé xem xét ap dung cho cac thude c6 ngudn goc
dugc li€u, tuy nhién ¢ Viét Nam dén nay chua co
thudc dugc liéu ndo duge cap Gidy dang ky luu
hanh c6 Bdo cdo nghién ctu tht tuong
duong sinh hoc duoc cong bd trén trang thong
tin dién tdr cua Cuc Quan 1y Dugc
(https:\\www.dav.gov.vn), mot phan ciing c6 thé
do cac thanh phan c6 hoat tinh cua loai thudc nay
khong dugc xac dinh day du nhu cac thude hoa
dugc. Didu nay ciing dit ra cho cac nha nghién
ctru bao ché thude dugc liéu hudng di can tap
trung dau tu nghién ciru cho linh vyuc nay trong
thoi gian toi.

Cén bao nhiéu nguoi tinh nguy¢n tham gia
nghién ctru: tay thude vao cac yéu t6 khac nhau,
¢ mau t6i thiéu cho mdi nghién ctru s& khac
nhau. Tuy nhién, d6i véi bat ky nghién ciru nao
thudc loai ndy, FDA yéu cau phai c6 i thiéu 12

ngudi tinh nguyén cho bét ky nghién ciru BE nao
(nghia 1a it nhat 6 ddi twong mdi nhom néu d6 1a
thiét ké chéo 2x2).

Yéu ciu vé& nguoi tinh nguyén: thong
thuong, nguoi tinh nguyén dugce st dung cho céc
nghién ctru danh gia BE 1a nhitng nguoi khoé
manh dé giam thiéu va tranh bit ky tic dung phu
nao do thudc gay ra (co thé c6 voi mot tinh trang
bénh 1y nhat dinh). Cac nhém thir nghiém can
tuong dong vé cac yéu té co thé anh hudng dén
duge dong hoc cua duge chat (nhu tudi, can
ning, gidi tinh, ching tdc, théi quen hut thude,
kha niang chuyén hoa manh/kém). Pay la diéu
kién tién quyét dé cac két qua cua nghién ciru nay
¢6 gié tri. Néu dugc chét can nghién ctru di duoc
xéc dinh 13 c6 tac dung khong mong mudn va tac
dung dugc 1y hodc nguy co khong thé chip nhan
véi nguoi tinh nguyén khée manh, co thé lwa
chon ddi twong tham gia nghién ctru 1a nguoi
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bénh vdi céc bién phdp phong ngtra va gidm sat
thich hop.

Yéu cau ddi v6i thude thir nghiém: thude thir
nghiém dung trong nghién ctru twong duong sinh
hoc phai duoc san xudt theo quy chuan GMP va
can phai dai dién cho san pham du kién luu hanh
trén thi trudng [4]. Vi du, ddi voi dang thude ran
dung dudng udng co tac dung toan than: thong
thuong, can chon thudc thir tir mot 16 ¢6 ¢& 16 tdi
thiéu bang 1/10 ¢& 16 san xuét hodc 100 000 don
vi (tuy thudc sb luong nao 16n hon), trr trudng
hop ¢6 1y do hop 1y; Khi san xuét cac 16 thude sir
dung trong nghién ciru, can dam bao chic chin
rang san phdm va quy trinh s& c6 kha ning ap
dung trén quy mé cong nghiép; Truong hop cd
16 san xuat theo qui trinh nho hon 100 000 don
vi, mau thudc ding cho nghién ciru cin duge san
xuit theo dung c& 16 dang k,...

Yéu cau d6i véi thude doi chung: tiéu chuan
chat lwong cua thudc ddi ching tot 1a phai dat
tiéu chuan duoc dién (Néu thudc dbi chung dat
tiéu chuan mirc nay); Co sé nghién ciru thir nghiém
twong duong sinh hoc can [am rd vai co quan quan
ly v& viéc hra chon thude di chimg trudc khi thuc
hién nghién ctru trong duong sinh hoc.

Theo quy dinh hién nay, Cuc Quan ly Dugc
- Bo Y té chiu trach nhiém 1ap danh muyc thudc
dbi chung dya trén diéu kién thyc tién va cac tiéu
chi (trong Bang 2): tiéu chi Iya chon thubc ddi
chung dung trong thur tuong duong sinh hoc
phuc vu viéc dang ky luu hanh tai Viét Nam; Sau
do, Cuc Quan ly Dugce c6 trach nhiém xin y kién
Hoi dong tu van cap glay dang ky luu hanh
thudc, nguyén liéu lam thude dé ban hanh Quyét
dinh ban hanh Danh muc cac thudc ddi ching
dung trong thtr tuong duong sinh hoc.

Danh muc cac thudc ddi chimg ding trong
thir twong duong sinh hoc dugc Cuc Quan ly
Duoc - B§ Y té cong bd trén Trang thong tin dién
tr cua Cyc tai dia chi https://dav.gov.vn/. Bén
canh do, BO Y té Viét Nam clng khuyén nghi:
trong s cac thude dap tmg diéu kién 1am thude
d6i ching thi wu tién Iya chon thude c6 gidy dang
ky Iuu hanh con hiéu lyc do B6 Y té Viét Nam
cap lam thube ddi chimg [2].

Viéc Cuc Quan ly Dugc cong bé Danh muc
thudc dbi chimg nhu thé nay s& cap nhat duoc
cac thube dbi ching theo tinh hinh thyc tién cta
nganh dugc.

Bang 2. Tiéu chi lya chon thudc ddi chimg ding trong thir twong dwong
sinh hoc phuc vu viéc dang ky luu hanh tai Viét Nam [2]

STT Tiéu chi lya chon
1 Thuéc th}l(f)c danh muc thudc biét (ju‘(,)'c géc da du'qc Bo Y té cong bd hodc cac thude di duoc Bo Y
te cap giay dang ky Iuu hanh véi day du dir liéu chat lugng, an toan, hi¢u qua 1am sang.
Thubdc d6i ching 1a thude phat minh chua duge cap Gidy dang ky luu hanh tai Viét Nam nhung duoc
2 mdt trong cc co quan quan 1y duoc chit ché quy dinh tai khoan 10 DPiéu 2 Thong tu s6 32/2018/TT-
BYT phé duyét va dang dwoc luu hanh tai thi truong cac qudc gia ndy.
Truong hop khong thé xac dinh duoc thude dbi chimg dap tmg quy dinh tai cac diém a, diém b khoan
nay thi vu tién lya chon thudc d6i chimg nhu sau:
- Thuoc da dugc mot trong cac co quan quan ly dugc chat ché quy dinh tai khoan 10 Diéu 2 Thong
3 tu s6 32/2018/TT- BYT phé duyét va dang duoc luu hanh tai thi truong cac qubc gia nay;
- Thude da dugc tién thAm dinh (prequalified) boi Td chire Y té thé gioi.
Trong sb cac thuoc dap mg diéu kién nay, vu tién lya chon thudc co gidy dang ky luu hanh con hiéu
luc do BO Y té Viét Nam cép.

Dugc chit nio chira trong thudc generic
dugc yéu ciu phai bao cdo sd liéu nghién ciru
tuong duong sinh hoc khi dang ky luu hanh [2]:
d6 1a wu tién lira chon dugc chat chira trong thude
generic yéu cau phai bao céo sb liéu nghién ciru

tuong duong sinh hoc khi dang ky luu hanh theo
thir tu sau day:

i) Co khoang diéu tri hep;

ii) C6 sinh kha dung thip va/hoic khac nhau
nhiéu giira cac ca thé;
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iii) Co trong cac thudc ké don, thudc mot
trong cac nhom duge 1y gdom thude tim mach,
thudc ha duong huyét, thudc khang sinh, thude
chéng roi loan tim than/diéu tri dong kinh, thude
khang virus;

iv) C6 trong cac thudc thugc danh muc cac
thudc dugc str dung trong cac chuong trinh Quéc
gia gom: du an phong chéng HIV-AIDS; Du 4n
bao vé sitc khoe tdm than cong déng; Du an
phong chéng bénh lao; Dy an phong chdng bénh
sOt rét.

Can ctr vao cdc ti€u chi trén cling nhu can ctr
vao tinh hinh thyc té, B6 Y té ¢ mo rong thém
cac duge chit yéu cu phai c¢6 bao cao tuong
dwong sinh hoc khi dang ky Iuu hanh thubc, nang
tong s6 dugc chit yéu cau ¢ bao céo tir 12 [4]
1én 26 duoc chat [2] nham nang cao chét lugng
thudc lwu hanh trén thi truong, dong thoi ciing
dam bao thuc hién muc tiéu cta chién luge phat
trién nganh Dugc 14 cung tmg du thude ¢ chat
lwong véi gia ca hop 1y cho nhu cau kham, chira
bénh cta nhan dan.

Bang 3. Bang cic Duoc chit phai nghién ciru twong duong sinh hoc

07/2022/TT-BYT

Céc Duoc chat phai thir trong duong
STT | sinh hoc theo quy dinh tai Thong tu

Céc Dugc chat phai thir tuong
duong sinh hoc theo quy dinh tai
Thong tu 08/2010/TT-BYT

1 Amlodipin Amlodipin
2 Azithromycin Azithromycin
3 Carbamazepin Carbamazepin
4 Cefixim Cefixim

5 Cefuroxim Axetil Cefuroxim Axetil
6 Clarithromycin Clarithromycin
7 Glibenclamid Glibenclamid
8 Gliclazid Gliclazid

9 Metformin Metformin
10 | Metoprolol Metoprolol
11 | Nifedipin Nifedipin
12 | Rifampicin Rifampicin

13 Amoxicilin + acid clavulanic

14 Carvedilol
15 | Cefpodoxim
16 Ezetimibe

17 Irbesartan

18 Itraconazol

19 | Risperidon

20 Rosuvastatin

21 Simvastatin

22 | Sulpirid

23 Sultamicillin

24 Telmisartan

25 | Valproat natri

26 Fenofibrat

Trén thyc té, ngoai 26 dugc chat duoc quy
dinh tai Thong tu s6 07/2022/TT-BYT bét budc
phai ¢6 bao cao tuong duong sinh hoc khi dang
ky luu hanh thudc, cac Doanh nghiép Dugc ciing

da tién hanh nghién ctru thir tuong dwong sinh
hoc v6i cac duge chat ndm ngoai danh muc trén
cling nhu tién hanh nghién ctru thir twong duong
sinh hoc v&i mot sb dang bao ché hién dai nhu
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vién nén phéng thich kéo dai, vién nang cling
chtra vi hat bao tan trong rudt,... nhdm khang
dinh chét luong thudc khi dang ky luvu hanh ciing
nhur tao 1oi thé canh tranh khi tham gia luu thong
phan phbi.

Néu phan loai theo tic dung duogc 1y thi
nhom thude co cong bd nghién ciru thir twong
duong sinh hoc tai Viét Nam chu yéu la khang
sinh (Clarithromycin, Cefuroxim, Cefixim,...)
thudc diéu tri cao huyét 4p (Amlodipin,
Nifedipine,...) va thudc chéng dai thao duong
(Glimepiride; Metformine Hydrochloride,...).

Dé tao diéu kién phat trién cho cac thudc
nghién ctru tuong duong sinh hoc, Bo Y té da
phan loai c6 mot nhom thau riéng cho cac thude
dugc san xuét trén ddy chuyén san xuit thude
dugc co quan quan ly duge Viét Nam danh gia
dat nguyén tic, tiéu chuan GMP va co nghién
ctru tuong duong sinh hoc dugc co quan quan ly
dugce Viét Nam cong bd [5]. Quy dinh trén da
khuyén khich cac doanh nghiép ting cuong dau
tu vao nghién ctru thir tuong duong sinh hoc ddi
v6i cac hoat chit nam ngoai danh muc, da dang
céc dang bao ché thir trong duong sinh hoc dé
nang cao chat luong san pham ciing nhu tao ra
“su khac biét” vé san pham khi tham gia thi
truong thude Viét Nam. Do d6 nhu cau vé nghién
ctru twong duong sinh hoc ddi véi cac thude dang
ky luu hanh tai Viét Nam trong thoi gian téi la
rat 16n, didu nay dit ra cho cac nha xay dung
chinh sach can c¢6 quy hoach tong thé dé phat
trién dugc Hé théng cic Trung tdm nghién
ctru/thtr nghiém tuong duong sinh hoc trén toan
qudc nham dép mg duoc nhu ciu nghién ciru,
thir nghiém cua cac doanh nghiép duogc.

Vién Kiém nghiém thudc Trung wong da
dugc Vin phong Cong nhan Chit lugng (Bureau
of Accreditation Viet Nam) cong nhan du nang
I thuc hién 85 phép thir dinh lwong dugc chat
trong Huyét tuong hoic Mau [6]. Day 1a mot
trong céac co s& thuc tién dé co quan quan 1y duoc
xem xét tinh kha thi trong viéc md rong
Danh muc cac duoc chat phai bao céo sb liu
nghién ctru tuong duwong sinh hoc khi dang ky
lwu hanh thude.

Thudc generic khong can thir twong duong
sinh hoc do san ¢ dic tinh twong duong sinh hoc
v6i thude dbi chimg bao gom [2]:

i) Thudc generic ding dudng tiém tinh mach
la dung dich trong nudc khi tiém, c6 chira cung
céc dugc chat ¢ cung ndng do tinh theo mol khi
sir dung nhu thude ddi chimg va cung khong
chtra cac ta dugc c6 tuong tac voi dugce chét hodc
c6 anh huodng dén su phan bd cta duge chat nhu
thudc d6i ching. Truong hop phai sir dung céc
ta dugc nay trong cong thirc bao ché, thanh phan
cac ta dugc nay phai tuong tu thanh phan céc ta
dugc o trong thude ddi ching vai luong tuong
duong luong sir dung trong thudc ddi chung
hoidc néu c6 su khac nhau vé lugng, phai ching
minh dugc sy khic nhau nay khong lam anh
huong dén duoc dong hoc cia dugc chét;

i) Thudc generic dung duong tiém khac
duong tiém tinh mach, & dang dung dich trong
nude hodc trong dau khi tiém, co chira ciing cac
dugc chit ¢ cing cac nong do tinh theo mol va
chtra cing cac ta duge véi ndng d6 twong ty khi
so voi thude ddi chung. Déi véi thude tiém 1a
dung dich trong nudc, cic td dugc trong cong
thirc co thé khac nhau nhung phai cung loai (co
cing chtc ning) voi noéng do twong ty nhu
cac ta duge co trong thudc dbi chimg va sy
khac nhau vé ta dugc ndy phai dwoc chimg
minh 13 khéng 1am anh hudng dén d6 nhot cua
dung dich;

iii) Thudc generic 1a dung dich dung duong
uong khi str dung (bao gom ca cac thudc ¢ dang
ran nhung c6 huéng dan sir dung pha thanh dung
dich trugc khi ding) c6 tuong dwong bao ché véi
thudc d6i ching va cling khong chira cac ta duoc
¢6 thé gay anh huong dén su van chuyén, su hap
thu hodc tinh dn dinh trong co thé cua duoc chat
nhu thude dbi ching. Trong truong hop cong
thirc bao ché budc phai sir dung cac ta dugc co
thé gdy anh hudng dén sy van chuyén, su hép thu
hodc tinh én dinh trong co thé cta dugc chat thi
loai va luong cac ta duoc nay cua thude generic
phai tuong tuy nhu thude d6i ching;

iv) Thudc generic & dang khi khi str dung c6
tuong duong bao ché vai thude ddi ching.
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Thudc generic theo dang bao ché phai c6 bao
c40 s liéu nghién ctru trong duong sinh hoc khi
dang ky luu hanh bao gdm:

i) Thubc c6 dang bao ché giai phong duoc
chét ngay, cé tac dung toan than, cé chira dugc
chét duoc liét ké tai Bang 3 & trén;

ii) Thudc c6 dang bao ché giai phong duoc
chat bién d6i, co tic dung toan than va khong
thudc cac truong hop khong phai thi tuong
duong sinh hoc do san ¢ dic tinh tuong duong
sinh hoc véi thudc dbi chimg.

Cac giai doan thir trong duong sinh hoc [1]:
Thir Tuong duong sinh hoc gom 02 giai doan:
Giai doan nghién ctru 1am sang va Giai doan
phan tich dich sinh hoc. Theo do, Luit Dugc da
cho phép co so nhan thir trong duong sinh hoc
dugc ky hop ddng hodc lién két voi co so nhan
thir thude trén 1am sang dap tng GCP (Good
Clinical Practice) dé thuc hién giai doan nghién
ciru lam sang trong thir twong duong sinh hoc
ctia thudc.

Diéu kién d6i voi co so thir trong dwong sinh
hoc cua thude [7]: co s& thir turong duong sinh
hoc cua thude 1a co s& dap ung diéu kién vé co
sO vat chét, ky thuat va nhan su theo quy dinh
bao gom:

i) Co s& dap ing nguyén tic, tiéu chuan Thuc
hanh t6t phong thi nghiém (GLP);

ii) Va C6/Khong c6 khu vuce luu tra, theo doi
ngudi sit dung thude phuc vu cho viée danh gia
tuong duong sinh hoc ciia thudc.

Theo dit li€u trén trang thong tin dién tlr cia
Cuc Quan ly Duogc (https://www.dav.gov.vn),
hién ¢ chua dén 10 co s& kiém nghiém du diéu
kién tién hanh nghién ciru thir tuong duong sinh
hoc cuia thude duoc cap phép.

Vi tri chiu trach nhiém chuyén mén vé duogc
cua co sé kinh doanh dich vu tht twong duong
sinh hoc ctia thude: phai thuc hanh mot trong cac
ndi dung thuc hanh chuyén mon sau:

- Thir twong duong sinh hoc ciia thudc;

- Thir thudc trén 1am sang;

- Kiém nghiém thudc, nguyén liéu lam thudc;

- Nghién ctru dugc ly, dugc 1am sang;

- Quan ly dugc hodc y duogc ) truyén tai co
quan quan 1y vé duoc [8, 9].

Tai liéu chirng minh tinh phap 1y cia co s¢
nghién ctru Tuwong duong sinh hoc: khong yéu
ciu tai liéu ctia co s& nghién ciru ddi v6i cac co
s¢ thtr tuong duong sinh hoc tai Viét Nam da
duge BO Y té Viét Nam dénh gia va cong bd tai
danh sach cac co s¢ dap tng diéu kién thuc hién
tht twong duong sinh hoc cua thudc trén cong
Thong tin dién tir cia B Y té va trang Thong tin
dién tur cua Cuc Quan ly Dugc hoac co sd dugc
Bo Y té cho phép bang vin ban thuc hién thir
tuong duong sinh hoc cua thude [2].

2. Két luan

Viéc ching minh thudc generic “twong
dirong sinh hoc” v&i thude phat minh, thude biét
duogc gbe 1a xu thé chung trong sy phat trién cua
nganh Duoc Viét Nam ciing nhu trén thé gioi.
Hién nay, Viét Nam méi ap dung bat bude ddi
v6i 26 Dugc chit phai nop Bao céo sd licu
nghién ciru tuong duong sinh hoc trong dang ky
luu hanh thude tai Viét Nam. Pé mo rong so
lwong dugc chét yéu ciu Béo cdo sb liéu nghién
ctiu tuong duong sinh hoc trong thoi gian toi,
Nha nudc can c6 cac chinh sach khuyén khich,
phat trién va wu dai cho cac Doanh nghiép dau tu
nghién ciru dbi véi cac thude nay.
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