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Abstract: After more than 10 years of implementation of in vivo Bioequivalence study, there are
835 Bioequivalence drugs licensed to manufacture in Vietnam, accounting for 77.89% of
Bioequivalence drugs licensed to circulate on the Vietnamese pharmaceutical market in the period
2012-2022, a worthwhile result. An achievement in the development of In vivo Bioequivalence
study in recent years is that the state management agency (Ministry of Health) has increased the
required active ingredients to submit bioequivalence study reports for drug registration in Vietnam
from 12 active pharmaceutical ingredients to 26 active pharmaceutical ingredients. 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
at providing Vietnam pharmaceutical enterprises with an overview of information on the current
state of bioequivalence drugs license in Vietnam; supporting the implementation of these studies
in practice.
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Nhan ngay 06 thang 02 nam 2023
Chinh stra ngay 19 thdng 4 nam 2023; Chap nhan ding ngay 10 thdng 6 nam 2023

Tém tit: Véi két qua hon 10 nam trién khai, dén hét nam 2022 chung ta dd c6 dwoc 835 thude twrong
duong sinh hoc (TPSH) dugc san xuat tai Viét Nam, chiém 77,89% thuéc TDSH dugc cap phép
Iy hanh trén thi trudng Viét Nam giai doan 2012-2022 12 mot két qua dang khich 16. Mot thanh qua
trong viéc phat trién thuéc TDSH trong thoi gian qua, 1a nganh Dugc Viét Nam di nang duoc cac
hoat chét bat budc phai ndp bao cao thir TDSH khi dang ky thude tir 12 duge chét 1én 26 dugc chat.
DPé mo rong phat trién thudc TDSH trong thoi gian t6i, Nha nude can c¢6 cac chinh sach khuyén
khich, phat trién va wu dai cho cac Doanh nghiép dau tu nghién ctru ddi voi cac thude nay. Bai phan
tich dudi day cua cac tac gia ciing 1a dé tao diéu kién thuan lgi cho cdc Doanh nghiép Duoc ndm bét
duoc khai quat cac thong tin ve thuc trang nghién ctru thur TDSH trong thoi gian qua, nham gitp cac
doanh nghiép dé& dang hoach dinh ké hoach phat trién viéc nghién ciru thir TDSH trong thoi gian t6i.

Tir khod: TDSH, BABE, BE, Quy dinh phép 1y, Pang ky thudc.

1. Mé dau

TDSH la sy tuong ty nhau vé sinh kha dung
giita hai thudc khi duoc so sanh trong cling mot
diéu kién thir nghiém [1].

Thubc dugc cdp Gidy dang ky luu hanh
(SPK) tai Viét Nam duogc phan loai 1a thude co
chimg minh TDSH khi c6 bao cao TBSH dap
Gmg quy dinh cia Bo Y té vé thudc phai thur
TDSH va cac yéu cau ddi v6i hd so bao cio sb
liéu nghién ctru TDSH trong dang ky luu hanh
thudc tai Viét Nam [2].

Dé tham gia vao tién trinh hoa hop trong khoi
ASEAN vé dang ky thudc, viéc bao cdo sb lidu
nghién ctru sinh kha dung/TDSH trong dang ky
thudc d3 duoc BO Y té hudng dan thuc hién tir
2010 [3], trai qua hon 10 nam thyc hién, nganh
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Dugc nuée ta di thu duoc nhimg két qua dang
khich 1& vé viéc nghién ctru, phat trién thude
TDSH. Tuy nhién, trong nudc con it nghién ciu
thé hién su lién tuc va cap nhat vé thudc TDSH,
do d6 nghién ciru vé tinh hinh dang ky luu hanh
thudc TDSH giai doan 2012-2022 duoc tién
hanh nhdm mang dén c4i nhin téng quat vé thuc
trang dang ky luu hanh thuéc TDSH ¢ nuéc ta.

2. Phuong phap nghién ciru
2.1. Thu thdp die liéu

Dir liéu chinh trong nghién ctru dugc thu
thap tir cac van ban quyét dinh céng bé Danh
muc thudc c6 tai liéu ching minh TDSH chinh
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thirc ban hanh boi Cuc Quan 1y duge, BO Y té
thong qua trang thong tin dién tur cua Cuc Quan
ly Duogec.

Thong tin dugc trich Xuét truc tiép tor bo dir
liéu gdom: i) Tén thudc; ii) Hoat chat; iii) Ham
luong; iv) Dang bao ché; v) Quy cach dong goi;
vi) S6 ding ky; vii) Co s¢ san xuat viii) Dia chi
CO SO san Xuat; ix) Nudce san XUAt.

Dir liéu dugc tong hop trong nghién ctru 1a
dir lidu cong khai vé cic van ban chinh thong
cong bd Danh myc thude ¢6 tai liéu chimg minh
TDSH, chinh thtc ban hanh béi Cuc Quan ly
dugce, BO Y té giai doan 2012-2022. Dit liéu
trong nghién ctru chua bao gdm cac dit lidu cap
nhéat, dinh chinh théng tin vé Danh muc thudc
TDSH di cong bd. Chinh vi vy, nghién ciru
khong dam bao cac s6 liéu trong trong nghién
ctru 14 hoan toan ddy du. Nghién ctru chi méi
danh gia duoc thyc trang dang ky thuéc TDSH
thong qua cac thong tin lién quan dén sé dang ky
thuéc TPSH duoc cong bd, nham di sdu hon vé

xu huéng phat trién cta thuéc TDSH tai Viét
Nam trong thoi gian t6i s€ 1a hudng nghién ctru
tiép theo.

Dir liéu trong nghién cuu dugc thu thap tur
nguon thong tin cong khai cia Cuc Quan ly
Duoc, Bo Y té, dir liéu duoc phén tich, danh gia
va ban luan khach quan chi nham muc tiéu khoa
hoc. Céc tac gia khang dinh khong co xung dot
loi ich ddi véi cac nghién ctru, tac gia, va/hoac
xuat ban bai bao.

2.2. Phuong phdp nghién cuu

Phuong phap duoc ap dung trong nghién ctru
1a hdi ctru dir liéu danh muc thude c6 tai liéu
chtiing minh TPDSH tai Viét Nam giai doan 2012-
2022 duoc cong bd cong khai trén trang thong
tin dién tir cia Cuc Quan 1y Dugc, Bo Y té. Bién
sb nghién ctru va mo ta bién s6 duoc thé hién cu
thé qua Bang 1.

Bang 1. Bién s6 nghién clru va mo ta bién sd trong nghién ciru thyc trang dang ky lwu hanh, cong bd danh muc
thuoc ¢6 tai liéu chung minh TDSH tai Viét Nam giai doan 2012-2022

STT Bién s6 MG ta bién s6
S lwong SPK thude TDSH duge cip, cong Ton% 50 1 ugpgASDK’duqc cap, cong bo‘tro_rlg danh e
1 b tai Viet Nam thudc co tai liéu chirmg minh TDSH tai Viét Nam giai
0 fal Viet Nam. doan 2012-2022.
Thuéc TDSH dugc phén loai theo ngudn g(f)c nhu sau:
2 Phan loai thu6c TDSH duge cap, cong bd tai | - Thudc trong nude: cac thuéc TDSH san xuat trong nude
Viét Nam theo ngudn gdc: trong nude va ) duoc cap SBK; )
nudc ngoai. - Thude nude ngoai: cac thuoe TDSH san xuét ¢ nude
ngoai dugc cap SPK tai Viét Nam.
Thude TDSH dugc phan loai theo s6 lwong thanh phan
) duoc chat co trong cong thirc. )
- Thudc dang don thanh phan: trong thanh phan thuoc chi
R Ca X . ¢6 mot duoc chét;
3 Phan loai thuoﬁ;?/nggfﬁ dang don thanh - Thudc dang phdi hop: trong thanh phén thudc chtra tir
p p - hai dl}'oc chat tro 1én; . )
- Danh muyc 10 hoat chat (don hoac da thanh phan) thuoc
TDSH trong nudc va nudce ngoai duge cap SDK, cong bo
nhiéu nhat trong giai doan 2012-2022.
4 Phan loai thuéc TDSH theo dang bao ché. Thuoe TDSI_;I dugc p har{ logi theo‘ dangAbq(A) che:. Dang
Bao ché quy udc va Dang Bao ché hién dai.
Lo, z % Théng ké 10 Quée gia co thude TDSH dugce cong bd
5 Quoc gia san xuat thuoe TDSH. nhidu nhét tai Viét Nam giai doan 2012-2022.
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3. Két qua nghién ciru — Ban luan

3.1.5 lheong s6 ding ky thuéc tiwong dwong sinh
hoc duoc cap, cong bo tai Viét Nam giai dogn
2012-2022

Trong vong hon 10 nam ké tir nam 2012, Cuc
Quan 1y Duoc da cip, cong bd tong cong 1072
sO ding ky cho thuéc TDSH luu hanh tai Viét
Nam (Bang 2).

Niam 2017 c6 sd lugng thudc TPSH duoc
cong bd nhidu nhét véi 173/1072 SPK (tuong
duong 16,14%) cao gap 2,2 14n so v6i nam 2012
(ndm dAu tién cong bd Danh muc thude c6 tai
liéu chirg minh TDSH), diéu nay c6 thé do day
1a nim dau tién Luat Duoc 2016 c¢6 higu lyuc thi
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hanh (Luat Duwoc 2016 c¢6 hi¢u luc tur
01/01/2017), ddng nghia vai viéc ¢6 nhiéu chinh
sach méi phat trién nganh Duoc dugc dua vao
trién khai thi hanh trong thyc tién. Tuy nhién con
sO nay giam manh vao nam 2021, khi chi con 35
SPK. Piéu nay co6 thé do cac chuyén gia, co quan
quan ly dugc, thoi gian nay dang tip trung cho
viéc duy tri, gia han Gidy ddng ky Ivu hanh thude
nham dam bao cung ung di thudc cho nhu cau
kham chira bénh ctia nhan dan, dac biét l1a cac
thude phuc vu cho nhu cau phong chéng dich
COVID-19. Nam 2022, s6 luong cong bd TDSH
da tang tro lai (80 SDK, tang 2,2 14n so v6i nam
2021) tuy nhién van chi bang 46% sb lugng SPK
dugc cong bd TDSH ndm 2017. S6 thuéec TDSH
trung binh dugc cong bd hang nam 1a 97 thude.

Bang 2. S6 lugng thude TDSH duoc cap sb ding k¥, cong bd danh muc thude ¢6 tai liéu chimg minh TDSH
tai Viét Nam giai doan 2012-2022

Ty 1é % so Vg'yi Ty 1é % s0 v,('yi Ty 1é % s0 V,(')'i
| ol | il | s | b | e i
fuoe cong b giai fuoe ngoat cong bb giai doan cong b giai
doan 2012-2022 2012-2022 doan 2012-2022
2012 41 3,82% 37 3,45% 78 7,28%
2013 137 12,78% 31 2,89% 168 15,67%
2014 67 6,25% 17 1,59% 84 7,84%
2015 116 10,82% 14 1,31% 130 12,13%
2016 48 4,48% 6 0,56% 54 5,04%
2017 147 13,71% 26 2,43% 173 16,14%
2018 74 6,90% 8 0,75% 82 7,65%
2019 45 4,20% 25 2,33% 70 6,53%
2020 86 8,02% 32 2,99% 118 11,01%
2021 20 1,87% 15 1,40% 35 3,26%
2022 54 5,04% 26 2,43% 80 7,46%
Tong s6 835 77,89% 237 22,11% 1072 100,00%

3.2. Phan logi thuoc theo nguon goc co so san xuat

Trong vong 11 ndm ké tr nam 2012 (ndm
déau tién cong bd Danh muc thudc cé tai liéu
ching minh TDSH, Quyét dinh s 3977/QP-
BYT ngay 18/10/2012), s6 luong thubc TDSH

trong nudc va nudc ngoai co sy chénh 1€ch ro rét,
trong d6 téng s6 lwong thuéc TDSH san xuat tai
Viét Nam 1a 835/1072 thudc (twong duong
77,89%) (Bang 2, Hinh 1). Nhu vay c6 thé thiy
rang, ngay tir khi Thong tu 08/2010/TT-BYT
ngdy 26/04/2010 hudng dan bao co s liéu
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nghién ctu sinh kha dung/TPDSH trong dang ky
thudc c6 hiéu luc thi hanh, cac doanh nghiép Viét
Nam di ¥ thirc duge viée phai nang cao chat
lwong san pham dé tao loi thé canh tranh trén
thi truong.

Trong giai doan nghién ctru nay, ty 1é thudc
TDSH nudc ngoai/thuéc TDSH trong nudc thap
nhét 1 10,81% (8/74 thudc) nim 2018 va cao nhat
14 90,24% (37/41 thudc) ndm 2012 (Bang 3).

160
140
120
100
80
60

40
» -1

2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 2022
B Thudc trong nuée

® Thudc nudc ngoai

S6 luong thude TDSH duoc cong bd

Thoi gian (Nam cong bd thudec TDSH)

Hinh 1. S lugng thudc TDSH trong nudc va nudce ngoai duoc cip sé ding ky, cong bd
tai Viét Nam giai doan 2012-2022.

Bang 3. Ty 1é thuéc TDSH nudc ngoai so véi thubec TDSH trong nudc tai Viét Nam giai doan 2012-2022

Nam Thudc trong nude Thude nude ngodi Ty\}gjtgﬁl(gcg%sslil{lzﬁfgnfﬁgé S0
2012 41 37 90,24%
2013 137 31 22,63%
2014 67 17 25,37%
2015 116 14 12,07%
2016 48 6 12,50%
2017 147 26 17,69%
2018 74 8 10,81%
2019 45 25 55,56%
2020 86 32 37,21%
2021 20 15 75,00%
2022 54 26 48,15%
Tdng sb 835 237 28,38%

3.3. Danh sach 10 quéc gia c6 thuo”:c twong
dwrong sinh hoc dwoc cong bo nhiéu nhat tai Viét
Nam giai dogn 2012-2022

Thubc TDSH c6 ngudn gbe nudc ngoai duogce
cap luu hanh tai nu¢e ta dén tr 36 quoc gia khac
nhau, trong d6 An D§ 1a quoc gia c6 so lugng

thudc TDSH 16n nhit véi 93 thude, tiép theo 1a
Ba Lan va Hungary lan luot voi 17 va 15 thude
TPSH dugc cip phép, cong bd. Danh muc 10
qudc gia c6 nhiéu thuoc TDSH nhit tai Viét Nam
giai doan 2012-2022 duogc thé hién tai Bang 4.
Nhin chung, cic qudc gia c6 nhiéu thuéc TDSH
tai Viét Nam giai doan 2012-2022 déu la nhitng
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nudc c6 nén cong nghi¢p bao ché dugc pham
phat trién nhu My, Bue, Han Quoc,...

Bang 4. Danh muc 10 qudc gia c6 nhiéu thude
TDSH nhat tai Viét Nam giai doan 2012-2022

S6 thude TPSH dugce cong bd
STT Quéc gia tai Viét Nam giai doan
2012-2022
1 India 93
2 Poland 17
3 Hungary 15
4 USA 11
5 Slovenia 10
6 Germany 9
7 Korea 9
8 Cyprus 8
9 Romania 5
10 Spain 5

3.4. Phan logi thuég twong dwong sinh hoc theo
dang don thanh phan - da thanh phan (phoi hop)

Giai doan 2012-2022, thubc TDSH dugc cip
SPK theo dang don thanh phan va dang phdi hop
cling ¢6 sy khac biét rd rang, so lugng SPK
thuéc TDSH & dang don thanh phan chiém ty
trong 16n so véi thubc TDSH & dang da thanh
phan (dang phdi hop) (Bang 5), diéu nay ding
v6i ca thude nudc ngoai va thude trong nude. Ly
giai cho viéc cac thuéc TDSH don thanh phan
chiém wu thé c6 thé 1a do cong nghé bao ché ciing
nhu viéc thor TDSH véi thude da thanh phéan co
gi4 thanh cao, k¥ thuat phan tich va yéu cau vé
thudc chimg khé hon rat nhidu so véi thube don
thanh phan.

Bang 5. Ty 1é thuéc TDSH don thanh phan/ da thanh phan tai Viét Nam giai doan 2012-2022

1 Ty 1€ % so voi £ Ty 1€ % so voi Ty 1€ % so véi
. C Thuoc % £ £ Thuoc 2 L1 A 2 2 £ £
Phén loai thuoc tron tong s6 thuoc nube tong so thuoc Tong | tong so thuoe
TbSH . g TDSH trong nudc A TDBSH nude ngoai 0 TDSH duogc

nuoc R A ngoal A % A 1

duoc cong bod dugc cong bo cong bo

Pon thanh phin 785 94,01% 184 77,64% 969 90,39%

Pa thanh phin 50 5,99% 53 22,36% 103 9,61%

Tong sb 835 237 1072

Theo thong ké, vé co ban 10 thuéc TDSH co
SPK nhiéu nhat giai doan 2012-2022 ciia thude
trong nudc va nudc ngoai tai Viét Nam la giéng
nhau (Bang 6), trong d6 tip trung chu yéu la
khang sinh  (Clarithromycin, Cefuroxim,
Cefixim,..) thudc didu tri cao huyét ap
(Amlodipin...) va thudc chdng dai thao duong
(Metformin,...).

Tai Han Qudc, cac doanh nghiép san xuét
duoc lai uu tién tap trung thu TDSH dbi véi cac
thudc thudéc nhom tim mach, hé than kinh,. .. [4].
Tai cic qudc gia khiac nhau, viéc cac doanh
nghiép dugc pham uu tién thu TDSH d6i voi cac
nhom thuoc 1a khong gidng nhau, didu nay c6 thé
do co ciu bénh tt tai cac qudc gia khac nhau la
khac nhau, ciing nhu chinh sach nha nudc dé uu
tién phat trién cong nghiép duoc ciing khéc
nhau,...

Mot trong cac thuéc TDSH trong nudc cd
trong Danh sach 10 thubc TDSH c6 SPK nhiéu
nhét giai doan 2012-2022 1a thudc ha sét, giam
dau chira hoat chit paracetamol (co 22 SbK).
Hoat chat paracetamol nay khong nam trong
danh muc céc duoc chat bit bude phai c6 bao cao
thir TDSH khi dang ky thudc cta ca 02 vin ban
12 Thong tu s6 08/2010/TT-BYT va Thong tu s6
07/2022/TT-BYT (c6 hiéu lyc ké tir ngay 01
thang 11 ndm 2022, thay thé cho Thong tu sb
08/2010/TT-BYT). Ly giai cho viéc trén, c6 thé
cac doanh nghiép dugc Viét Nam thir twong
duong sinh hoc cho cac thude chira paracetamol
1a dé tao loi thé canh tranh trong bdi canh trén thi
truong c6 hang nghin s6 dang ky thubc chira
paracetamol. Theo mot nghién ctru cia Nguyén
Thi Hai Yén, Thai Hué Ngan (2021), giai doan
2009-2019 tong cong cd 2262 SPK dugc cp
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cho hoat chat Paracetamol trong d6 c6 1140
SPK & duéi dang phdi hop [5].

Trong danh muc cac thuéc TDSH dugc cong
bé tai Viét Nam giai doan 2012-2022, khéng co
thude duoc lidu, mot phan ciing c6 thé do cac
thanh phan c6 hoat tinh cua loai thubc nay khéng
duoc xac dinh dﬁy dt nhu cac thude hoa dugc.
Diéu nay ciing dat ra cho cac nha nghién ciru bao
ché thude duoc ligu tai Viét Nam huéng di can
tap trung dau tu nghién ciu cho linh vyc nay
trong thoi gian tai [6].

Trén thuc té, ngoai 26 duogc chit duoc quy
dinh tai Théng tu s& 07/2022/TT-BYT (trudc
day 1a 12 duoc chit dugc quy dinh tai Thong tu
s6 08/2010/TT-BYT) bt budc phai co béo cio
TDSH khi dang ky luu hanh thudc, cac Doanh
nghiép Dugc ciing da tién hanh nghién ctru thir
TDSH véi cac dugc chdt nim ngoai danh muc
trén ciing nhu tién hanh nghién ctru thr TDSH
voi mot sb dang bao ché hién dai nhu vién nén
phong thich kéo dai, vién nang cung chtra vi hat
bao tan trong rudt,... nhim khang dinh chat
lwong thude khi dang ky luu hanh ciing nhu tao

loi thé canh tranh khi tham gia luu théng phan
phéi [6].

Pé tao diéu kién phat trién cho cac thude
nghién citu TBSH, B0 Y té da phan loai mot
nhom thau riéng cho cac thude duge san xuét
trén day chuyén san xuit thudc duoc co quan
quan 1y dugc Viét Nam danh gia dat nguyén tic,
tiéu chuan GMP va c6 nghién ctru TDSH duoc
co quan quéan Iy dugc Viét Nam cong b [7]. Quy
dinh trén da khuyén khich cac doanh nghiép ting
cuong dau tu vao nghién ctru thir TDSH ddi véi
céc hoat chat nim ngoai danh myc, da dang cac
dang bao ché thir TDSH dé nang cao chat luong
san phém cling nhu tao ra “su khac biét” vé san
pham khi tham gia thi truong thude Viét Nam.
Do d6 nhu cau vé nghién ctru TDSH d6i véi cac
thudc diang ky luu hanh tai Viét Nam trong thoi
gian t6i 1a rat 16n, diéu nay dit ra cho cic nha
xdy dung chinh sach can c6 quy hoach tong thé
dé phat trién dugc Hé théng cac Trung tdm
nghién cirw/thir nghiém TDSH trén toan qudc
nham dap ung dwoc nhu cau nghién ctu, thir
nghiém cua cac doanh nghiép dugc.

Béang 6. Danh muc 10 thuéc TDSH don thanh phin/da thanh phan c¢6 nhiéu SPK nhét tai Viét Nam
giai doan 2012-2022

Thudc TDSH trong nude Thudc TDSH nude ngodi
STT ) Sé Dugc ghét nim trong Danh ) ) Dugc qhét ndm trong Danh
Tén dugc chat lugng | muc bat budc phai nop bao | Tén duogc chat | lugng muc bat budc phai ndp bao
SbK cao thir TDSH khi BKT SbK cao thi TDSH khi DKT
C6 trong Thong tu Co trong Thong tu
1 Cefuroxim 145 08/2010/TT-BYT; Thong Amlodipin 22 08/2010/TT-BYT; Thong tur
tw 07/2022/TT-BYT 07/2022/TT-BYT
C6 trong Thong tu C6 trong Thong tu
2 Cefixim 90 08/2010/TT-BYT; Thong Metformin 19 08/2010/TT-BYT; Thong tur
tr 07/2022/TT-BYT 07/2022/TT-BYT
C6 trong Thong tu Co trong Thong tu
3 Metformin 67 08/2010/TT-BYT; Thong Cefixim 17 08/2010/TT-BYT; Thong tu
tw 07/2022/TT-BYT 07/2022/TT-BYT
C6 trong Thong tu Amlodipin
4 Amlodipin 56 08/2010/TT-BYT; Thong Perin dopril’ 15 Khéng
tw 07/2022/TT-BYT
Co trong Thong tu Co trong Thong tu
5 Azithromycin 47 08/2010/TT-BYT; Théng Cefuroxim 12 08/2010/TT-BYT; Thong tu
tu 07/2022/TT-BYT 07/2022/TT-BYT
C6 trong Thong tu Cé trong Thong tu
6 Clarithromycin 45 08/2010/TT-BYT; Thong Gliclazid 12 08/2010/TT-BYT; Thong tur
tu 07/2022/TT-BYT 07/2022/TT-BYT
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C6 trong Thong tu
7 Paracetamol 22 Khong Azithromycin 11 08/2010/TT-BYT; Thong tu
07/2022/TT-BYT
C6 trong Thong tu C6 trong Thong tu
8 Gliclazid 18 08/2010/TT-BYT; Thong | Clarithromycin 10 08/2010/TT-BYT; Thong tu
tw 07/2022/TT-BYT 07/2022/TT-BYT
, N C6 trong Thong tu
9 Rosuvastatin 18 %(7) /tzrggzg;_l;?;%;u Metoprolol 10 08/2010/TT-BYT; Thong tu
07/2022/TT-BYT
Amoxicilin, Acid C6 trong Thong tu - A
10 clavulanic 17 07/2022/TT-BYT Isosorbid 9 Khong

Bang 7. Ty 1¢ thudc TDSH ¢6 dang bao ché hién dai va dang bao ché quy udc tai Viét Nam giai doan 2012-2022

A oz Dang bao ché Ty 18 % trén ton. Dang bao ché Ty 1& % trén ton Tén
Phan loai thudc .hzigén dai s}(i) thudc TDSHg .qﬁy udc s}(i) thude TDSHg $b ¢

Thudc trong nude 58 5,41% 777 72,48% 835

Thudc nude ngoai 95 8,86% 142 13,25% 237
Tong sb 153 919 1072

3.5. Phan loai thuéc tiwong dwong sinh hoc theo
dang bao ché

Pa s6 cac thubc TDSH trong nude giai doan
2012-2022 déu dugc san xuat dudi dang bao ché
quy udc, chi co ty 1 nho cac thuéc TDSH trong
nuée duoc san xudt dudi dang bao ché hién dai,
chiém 5,41% trén tong s6 thuéc TDSH duoc
cong bd (Bang 7) va cling chi tap trung 6 mot sO
dang bao ché nhu: Vién nén bao phim giai phong
kéo dai, Vién nén giai phong co bién ddi, Vién
nén bao phim tan trong rugt,...

Déi véi cac thude co cac dic tinh bao ché dic
biét (vi du: vi nhil trong, hé phan tan rén), can
thuc hién nghién ciru TDSH trong ca trang thai
no va trang thai doi (trir khi c6 yéu cau chi duoc
dung thude khi doi hodc khi no). Diéu nay ciing
lam tang chi phi thir nghiém TDSH, déy cling la
mot yéu td cac Doanh nghiép dugc can nhic khi
Iwra chon hoat chit, dang bao ché dé nghién ctru
TDSH trong thoi gian qua.

Bén canh d6 cac duoc chit chéng loan than
nhu Risperidon, cac dwoc chat ngin chin va
kiém soat con dong kinh nhur Carbamazepin, khi
tién hanh nghién ctru thir nghiém THDSH ciing rat
kho khin trong viée tuyén chon tinh nguyén vién
thir thudc.

Theo quy dinh tai Thong tu sb 07/2022/TT-
BYT ngay 05/09/2022 Quy dinh thudc phai thir

TDSH va cac yéu cau ddi v6i hd so bao cio sb
liéu nghién ctru TBSH trong dang ky luu hanh
thudc tai Viét Nam, BO Y té di giao Cuc Quan
Iy Duoc 1ap danh muc thubc ddi ching, xin ¥
kién Hoi dong tu van cap gidy ding ky luu hanh
thudc, nguyén liéu lam thudc dé ban hanh Quyét
dinh ban hanh Danh muc cac thudc d6i chung
dung trong thir TDSH. Danh muc céac thude ddi
chung dung trong thtt TDSH dugc Cuc Quan ly
Dugc, BO Y té cong bd trén Trang thong tin dién
tir cia Cuc tai dia chi https://dav.gov.vn/. Viéc
Cuc Quan ly Dugc cong bd Danh muc thube ddi
chtng nhu thé niy s& cap nhat dugc cac thude
d6i chimg theo tinh hinh thyc tién ciia nganh
dugc. Tuy nhién, Co quan quan 1y duoc can
thudng xuyén cap nhét va cong bé kip thoi Danh
muc cac thudc dbi ching dung trong thir TDSH
dé cac Doanh nghiép Dugc chi dong lya chon va
¢6 ké hoach nghién ctru thir nghiém thude cho
phu hop véi diéu kién san xuat, kinh doanh cua
Cong ty.

Viéc phat trién san xut thudc theo cac dang
bao ché hién dai (thuc dong kho, thude giai
phong c6 kiém soat, thudc tac dung tai dich, vién
nang cing dang lidose,...) dbi voi cac thude noi
chung va cac thubc TDSH noi riéng 1a nhu cau
tat yéu ciia nganh dugc Viét Nam trong giai doan
t4i. Viéc bao ché duge thube TDSH theo dang
bao ché hién dai s& giup dam bao chét luong
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thude, cai thién tac dung diéu tri coa thudc, tao
loi thé khi tham gia thau, xut khau dugc pham,
cling nhu tao dwoc uy tin, vi thé cua doanh
nghiép trong nganh duoc. Muon lam dugc dleu
nay, trudc mat nganh Duoc can tap trung trién
khai mét sb giai phap sau:

- Tang cudng hoat dong thu hit von dau tu
FDI vao nganh dugc va céc chinh sach wu dai
dau tu cho viéc san xuét cc dang bao ché hién
dai, st dung cong nghé cao;

- Ap dung cac wu dai dic biét theo quy dinh
ciia phap luat d6i voi hoat dong “Pau tu xay
dyng va trién khai Trung tim thir nghiém
TDSH”.

- C6 ké hoach dao tao duoc doi ngii dugc si
chat lugng cao, c6 kha ning tiép nhan va lam chu
cac cong nghé cao trong san xuat thudc,... Dic
biét 12 cac cong nghé bao ché san xuat thudc
TDSH, Sinh pham tuong tu.

Muc tiéu dén nam 2030: Viét Nam tr¢ thanh
trung tim san xuit duogc pham gia tri cao trong
khu vyec. Phén dau gia tri xuat khau thudc san
xudt trong nuéc dat khoang 01 ty USD [8].

4. Két luan

Vi két qua hon 10 nam trién khai, dén hét
niam 2022 chiing ta di c6 duoc 835 thubc TDSH
duoc san xuat tai Viét Nam, chiém 77,89% thudc
TDSH dugc cap phép luu hanh trén thi truong
Viét Nam giai doan 2012-2022, day 1a mot két
qua dang khich 1&. Mot thanh qua trong viéc phat
trién thuéc TDSH trong thoi gian qua, 1a nganh
Dugc Viét Nam da nang dugc cac hoat chét bat
budc phai ndp bao cao thir TDSH khi dang ky
thude tir 12 duoc chét 1én 26 duge chit. Dé mo
rong phat trién thuéc TDSH trong thoi gian t6i,
Nha nudc can c6 cac chinh sach khuyén khich,

phat trién va wu dai cho cac Doanh nghiép dau tu
nghién ctru d6i véi cac thudc nay.

Tai li€éu tham khao

[1] The National Assembly, Law of Pharmacy, No.
105/2016/QH13, Hanoi, 2016 (in Vietnamese).

[2] Ministry of Health, Circular No. 08/2022/TT-BYT,
Regulating the Registration of Drugs, Drug Raw
Materials, Hanoi, 2022 (in Vietnamese).

[3] Ministry of Health, Circular No. 08/2010/TT-BYT,
Guidelines  for  Reporting  Bioavailability/
Bioequivalence Study Data in Drug Registration,
Hanoi, 2010 (in Vietnamese).

[4] K.Y.Huh, E. Kim, S. Lee, H. Yoo, S. Yoon, K. S.
Yu, J. Y. Chung, Current Bioequivalence Study
Designs in South Korea: A Comprehensive
Analysis of Bioequivalence Study Reports
Between 2013 and 2019, Front. Pharmacol,
Vol. 12, 2021, pp. 01-07,
https://doi.org/10.3389/fphar.2021.651790.

[5] N.T.H.Yen, T.H. Ngan, Situation Analysis of the
Drug Registration in Vietnam from 2009 to 2019,
VNU Journal of Science: Medical and
Pharmaceutical Sciences, Vol. 37, No. 2, 2021,
pp. 50-69, https://doi.org/10.25073/2588-1132/
vnumps. 4297 (in Vietnamese).

[6] T. Q. Hung, N. T. Hai, T. B. Ngoc, In Vivo
Bioequivalence Study of Drug: An Analysis of
Related Regulations in Current Pharmaceutical
Legislation in Vietnam, Vol. 39, No. 1, 2023,
pp. 01-09, https://doi.org/10.25073/2588-1132/
vnumps.4474 (in Vietnamese).

[7]1 Ministry of Health, Circular No. 15/2019/TT-BYT,
Regulations on Drug Procurement in Public Health
Facilities, Hanoi, 2019 (in Vietnamese).

[8] The Government, Decision No. 376/QD-TTg,
Approving the Program for the Development of the
Pharmaceutical Industry, Domestically
Manufactured Herbal Medicines by 2030, with a
Vision to 2045, Hanoi, 2021 (in Vietnamese).


https://doi.org/10.3389/fphar.2021.651790
https://doi.org/10.25073/2588-1132/vnumps.%204297
https://doi.org/10.25073/2588-1132/vnumps.%204297
https://doi.org/10.25073/2588-1132/%20vnumps.4474
https://doi.org/10.25073/2588-1132/%20vnumps.4474

