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Abstract: Vietnam not only has a long history in traditional medicines but also has a diversity of
medicinal plants to this day. Therefore, since 2016, the Government has introduced that the
production of available medicinal materials was prioritized field in the development of
pharmaceutical industry. However, until now, there is still little research related to drugs from
medicinal materials and traditional medicines in our country, so we conducted this research to
provide an overview of the registration situation of this drug group in Vietnam throughout the period
2009-2020. The results showed that in 12 years, drugs from medicinal materials and traditional
medicines had had 2985 registration numbers, accounting for 6.9% of all registered drugs. Among
11 effect groups based on traditional medicines, the group of heat-clearing, detoxifying, dispelling
rashes, and diuresis ranked first with 21.0%. Domestic drugs accounted for a large amount, with
2814 numbers (94.3%). Capsules and tablets were the two dosage forms with the highest number,
holding 54.6%. In terms of drug components of registered traditional medicines, there were 87
products in single-component form and more than 1200 products in combination form. Our country
had 224 manufacturers of this drug group, and 81 of them achieved GMP. In general, the registration
of drugs from medicinal materials and traditional medicines met the guidelines set out by the
Government, and manufactured drugs were qualified to serve the needs of people. However, in order
to develop the field of drugs from medicinal materials and traditional medicines like other countries
in Southeast Asia, in the coming years, Vietnam needs more support from the state management
agencies and research efforts from pharmaceutical companies.
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Phan tich thye trang dang ky luu hanh thube dugce liédu,
thudc co truyén tai Viét Nam giai doan 2009 — 2020

Nguyén Thi Hai Yén", Nguyén Yén Nhi

Pai hoc Y Dwoc Thanh phd Hé6 Chi Minh,
41 Pinh Tién Hodng. Phuong Bén Nghé, Qudn 1, Thanh phé Ho Chi Minh, Viét Nam

Nhan ngay 23 thang 7 ndm 2021
Chinh sira ngay 2 thang 8 nam 2021; Chap nhan déng ngay 8 thdng 8 nam 2021

Tém tit: Viét Nam 1a mot nue khong chi c6 bé day vé nén y hoc ¢6 truyén ma con duy tri dugc su
da dang vé céc loai duoc lidu lam thudce cho dén ngay nay. Chinh vi thé, tir ndm 2016, Chinh phu da
dua ra chién lugce wu tién san xuét ngudn dugce lidu sin co dé phuc vu nén cong nghiép bao ché thude
dugc liéu (TDL), thude co truyén (TCT). Tuy nhién, hién nay van con it cac thong tin vé sy phat
trién cong nghiép san xuit TDL, TCT & nuéc ta do d6 nghién ctru dugc tién hanh nham mang dén
c4i nhin tong quat vé thyc trang dang ky luu hanh cua thudc duoc liéu, thude cb truyén tai Viét Nam
trong giai doan 2009 — 2020. Két qua nghién ctru trong 12 ndm ké tir nim 2009, thuoc dugc lidu,
thude co truyén nudc ta di co 2985 sb ding ky (SPK), chiém 6,9% trén téng sb thudc duoc cap
SBK. Trong 11 nhém tac dung dya theo y 1y hoc co truyén, nhém thanh nhiét, giai doc, tiéu ban, loi
thuy ding dau véi 21,0%. Thude trong nudce chiém luong l6n trén tong SPK véi 2814 sb (94,3%).
Thubc nang va vién nén la hai dang bao ché dugc cAp nhidéu SPK nhat giit mirc 54,6%. Vé thanh
phan thude duoc lidu, thude cd truyén da c6 87 dang don dugc liéu va ¢6 hon 1200 dang phdi hop
duoc cép SPK. Trong giai doan nghién clru, nudc ta c6 224 co so san xuat thude duoc lidu, thude
co truyen va 81 co so dat chimg nhan GMP. Nhin chung, tinh hinh déng ky thudc dugce lidu, thube
b truyen trong nudc ta dang dap ng tbt voi cac dinh huéng do Chinh phu d@ ra va thudc du tiéu
chudn vé s6 luong va chat lvong dé phuc vu nhu cdu str dung ctia ngudi dan. Tuy nhién dé co thé
phat trién v& mang thudc tir duge liéu nhu cac nude trong ciing khu vue Pong Nam A, trong nhitng
nam tiép theo nurde ta cn c6 su hd tro tir cic co quan quan 1y Nha nude va nd luc nghién ctru tir cac
€O SO san Xuat.

Tir khéa: S6 dang ky, TDL, TCT, Viét Nam.

1. Mé dau

Viét Nam 1a mot qudc gia co bé day lich st
vé nén y hoc cd truyén, thé hién dugc ban sic
dan toc vi thé ludn duge Nha nude khuyén khich
bao ton va phat huy. Didu nay duoc thé hién rd
hon khi trong ting giai doan phat trién ciia dat
nuée, Chinh phi da néu 1én quan diém phdi hop
y hoc ¢b truyén v6i y hoc hién dai trong cong tac

" Téc gia lién hé.
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phong, kham, chira bénh cho toan dan [1, 2]. Bac
biét nhat 1a khi Luat Dugc 105/2016/QH13
(ngay 06/04/2016) dugc ban hanh, Chinh phu da
thay do6i chién lugc phat trién nganh Dugc cua
nudc ta 1a wu tién nghién cru san xuit nguyén
liéu 1am thudc tir nguén dugc liéu san c6 tai Viét
Nam dé phuc vu cong nghiép bao ché, san xuit
thudc duoc lidu, thude cb truyén [3]. Nhing ly
do nay cho thiy viéc phat trién TDL, TCT tai
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Viét Nam chtra nhiéu tiém nang va ngay cang
dugc chu trong. Tuy nhién, hién nay trong nudc con
it nghién cuu thé hién su lién tuc va cap nhat vé
TDL, TCT do d6 nghién ciru vé tinh hinh ding ky
luu hanh TDL, TCT giai doan 2009 — 2020 duogc
tién hanh nham mang dén ci nhin tong quat v& thuc
trang dang ky luu hanh TDL, TCT ¢ nudc ta.

2. Phwong phap nghién ciru
2.1. Thu thap dit liéu

Dir liéu chinh trong nghién ciru dugc thu
thap tir cac van ban quyét dinh cap s6 dang ky

(SPK) ban hanh boi Cyc Quéan 1y Dugc, Bo Y té
thong qua trang thong tin dién tur ctia Cuc Quén

1y Duogc ¢ d6i chiéu véi cac co sé dir lidu luu
trit van ban phap luat dé dam bao tinh day du cua
bo dir ligu.

Céac thong tin dugc trich Xuét true tiép tr bd
dir liéu bao gom: i) Tén hang hoa; ii) Thanh
phan; iii) S6 dang ky; iv) Cong ty/quc gia ding
ky; v) Cong ty/qudc gia san xuat; va vi) Nam
dugc cap so dang ky. Bo dir liéu duge xu 1y
thong ké bang phan mém Microsoft Excel.

2.2. Phuong phap nghién cuu

Phuong phap duoc ap dung trong nghién ctru
12 hoi ctru dit liéu danh muc TDL, TCT duoc cap
s6 dang ky Iuu hanh tai Viét Nam giai doan 2009
— 2020. Bién s6 nghién ciru va md ta bién sb
duogc thé hién cu thé qua Bang 1.

Bang 1. Bién s6 nghién ctru va mo ta bién s6 trong nghién ciru thyc trang diang ky TDL, TCT
tai Viét Nam giai doan 2009 — 2020

Bién so

M6 ta bién so

Viét Nam.

SO lugng SPK TDL, TCT dugc cap tai | Tong so lwong SPK dugc cap cho TDL, TCT tai Viét Nam
giai doan 2009 — 2020.

cd truyén.

Phan loai TDL, TCT theo nhém y 1y hoc Phén loai TDL, TCT theo Théng tu 1‘5/2020/TT-BYT bao
gom 11 nhom dya trén y 1y hoc ¢6 truyén.

Phan loai TDL, TCT theo dang bao ché.

TDL, TCT duoc phé}n loai theo dang bao ché dua trén dinh
nghia trong Dugc dién Viét Nam V.

Phén loai TDL, TCT theo ngudn gbc: trong
nudc va nude Ngoai.

TDL, TCT duoc phan loai theo ngudn goc nhu sau:

- Thube trong nudc: cdc TDL, TCT san xuét trong nudc dugc
cép SPK;

- Thubc nude ngoai: cac TDL, TCT san xudt & nudc ngoai
duoc cép SPK tai Viét Nam.

va phdi hop.

TDL, TCT duoc phan loai theo s6 lwogng thanh phan dugc liéu
c6 trong cbng thac

Phan loai TDL, TCT theo dang don thanh phan | - Thudc dang don thanh phan: trong thanh phan thubc chi c6
mot duoc liéu;

- Thudc dang phdi hop: trong thanh phan thudc chira tir hai
duoc liéu tro 1én.

TDL, TCT.

So lugng cbng ty dang ky va co s& san xuat | Thong ké tong sb lugng cong ty dang ky va co s¢ san xuat
TDL, TCT.

3. Két qua nghién ciru

3.1. Sé luong §5 déng ky thuéc dieoc liéu, thuoe cé
truyén duoc cap tai Viet Nam giai doan 2009 — 2020

Trong vong 12 nam ké tir nim 2009, Cuc
Quan ly Duoc da cap tong cong 2985 s6 dang ky
cho TDL, TCT luu hanh tai Viét Nam (Bang 2).

Nam 2010 c6 s6 lugng SPK dugc cap nhiéu
nhit voi 552/2985 SPK (twong duong 18,5%)
tang gap 3,4 1an so voi nam 2009, tuy nhién con
sO nay giam manh vao nam 2011, khi chi con 97
SPK. Nam 2013, s6 lugng SDK TDL, TCT ting
nhanh tré lai va duoc duy tri 6n dinh trong giai
doan 2016 — 2019 véi trung binh khoang 300
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SPK/nam. Nam 2020, sé lugng SPK giam dot
ngdt con 43 SPK, diéu nay c¢6 thé do anh huong
cua dai dich COVID-19 da tac dong dén toan bd
nganh kinh té néi chung va nganh Duoc ndi riéng,

Bing 2. S6 lugng va ty 1& (%) TDL, TCT duoc cap
s6 dang ky tai Viét Nam giai doan 2009 — 2020

Nam S6 lugng SPK | Ty 18 (%) trén tong
2009 162 54
2010 552 18,5
2011 97 3,2
2012 141 4,7
2013 441 14,8
2014 158 53
2015 174 5,8
2016 317 10,6
2017 242 8,1
2018 274 9,2
2019 384 12,9
2020 43 14
Tong 2985 100

3.2. Phan logi thué'c duoc liéu, thudc cé tmyén theo
nhomy Iy hoc co truyén

Trong 11 nhom phan loai dya trén y 1y y hoc
¢d truyén, nhom thude thanh nhiét, giai doc, tiéu
ban, loi thuy c6 s6 lugng SPK dugc cAp nhiéu
nhit voi tong cong 626/2985 sb (tuong duong
21,0%). Nhom nay ludn gilr nhirng vi tri dau vé
co céu thude duoc dang ky trong sudt giai doan
2009 — 2020, khi chiém tir 10,6 — 28,4% trén
tong s6 lwong qua mdi nam. Nhom tac dung xép
vi tri thir hai 142 nhom nhuén trang, ta ha, ti€u
thuc, binh vi, kién ti chiém 14,8% tong SPK
trong 12 nam. Nguogc lai, nhom thude giai biéu
12 nhom ¢ it s6 lugng SPK nhat voi tong SPK
1a 89/2985 sb, trong mdi nam, sb lwong thudce
dang ky thuoc nhém nay ludn dudi 20 SBK
(dudi 6% trén tong SPK). Ngoai ra, trong nhom
thudc khac c6 cac thude - phai klem soat dac biét
nhu thude ding trong hd trg cit con nghién ma
tiy nhom Opiate; Thudc hd trg cit con cai
nghién ma tuy.

Bang 3. 05 dang bao ché thuéc TDL, TCT dugc cip s dang ky nhiéu nhat tai Viét Nam
giai doan 2009 — 2020

DBC
Thubc nang | Vién nén Thubc hoan | Cao thuéc | Siro
Nam
2009 68 57 5 3 2
2010 126 138 102 31 20
2011 37 28 8 1 4
2012 58 30 12 5 10
2013 128 113 66 33 17
2014 68 37 12 11 9
2015 59 47 18 19 9
2016 71 58 60 59 16
2017 81 66 27 24 15
2018 84 50 49 34 21
2019 121 86 74 36 28
2020 15 5 8 5 4
Tong SBDK 916 715 441 261 155

3.3. Phan loqi thuéce duoc lieu, thuéc cé truyén theo
dang bao che

Tir ndm 2009 dén ndm 2020, TDL, TCT c6
khoang 24 dang bao ché duoc cap SPK luu hanh
cho hai duong dung la duong uong va dung

ngoai, trong d6 05 dang bao ché duoc dang ky
nhiéu nhét dugc thé hién qua Bang 3.

Thudc nang ludn 6 s6 luong SPK dung dau,
v6i tong 916/2985 SPK (twong dwong 30,7%).
Vién nén la dang bao ché duoc ding ky nhiéu thir
hai, tong s6 lwong SPK qua cac nim la 715
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SPK, chi riéng hai dang bao ché nay da chiém
hon 50% tong cac dang bao ché TDL, TCT. Pay
cling 14 hai dang bao ché thudc hién dai chu yéu
O nudc ta hién nay. Mot trong nhitng dang bao
ché dic trung cia TDL, TCT la thudc hoan véi
ti 1¢ gia tang kha cao khi chi chiém 3,1% luong
thuéc dang ki vao nim 2009, nhung dén nim

2020 da chiém 18,6% (ting khoang 6 lan).
Nguoc lai, dung dich/nhii tuo*ng/hén dich dang
udng c6 xu hudéng giam manh sau nim 2010 khi
tir 44 SDK (chiém 8,0%) xudng con 4 SPK (nim
2019) va 1 SPK (ndm 2020) mtrc chiém khoang
2% trén tong luong thudc mdi nim

Béng 4. S6 lugng SPK va ty 1 (%) TDL, TCT theo ngudn gbc: trong nudc va nudc ngoai
giai doan 2019 — 2020

S6 lwong SDK Ty 18 trén tong SPK (%) .
Nam - - Tong SBK
Trong nudce Nudc ngoai Trong nuéce Nudc ngoai

2009 138 24 85,2 14,08 162
2010 516 36 93,5 6,5 552
2011 73 24 75,3 24,7 97
2012 111 30 78,7 21,3 141
2013 426 15 96,6 3,4 441
2014 149 9 94,3 57 158
2015 166 8 95,4 45 174
2016 311 6 98,1 1,9 317
2017 236 6 97,5 2,5 242
2018 267 7 97,4 2,6 274
2019 378 6 98,4 1,6 384
2020 43 0 100,0 0,0 43
Tong 2814 171 2985

3.4. Phan logi thuoc duoc liéu, thuoc co truyén theo
nguon goc: trong nuoc va nuoc ngodi

Trong vong 12 nam ké tir nim 2009, sd
luong SDK TDL, TCT trong nudc va nudc ngoai
¢6 su chénh l6ch 13 rang, trong d6 tong sb luong
thudc duge san xuét tai Viét Nam la 2814/2985
sd (twong duong 94,3%) (Bang 4). Ké tir nam
2013, ty 1€ cia TDL, TCT trong nudc ludn chiém
trén mirc 94%. Trong giai doan nghién clru sO
lugng TDL, TCT nudce ngoai cd téng cong 171
sO (tuong du’ong 5,7%), sO luong thudc nudce
ngoai dugc cap SBK giam déu tir nam 2011
(trung binh m61 nam glam 14,7%). TDL, TCT c6
nguon goc nuGe ngoai dugc cap luu hanh tai
nude ta dén tir 19 qudc gia khac nhau, trong do
Trung Qudc va Han Quoc 1a hai nudc co sb
lugng TDL, TCT duoc cap luu hanh nhiéu nhét

v6i lan luot 74 SPK va 41 SPK (chiém 67,3%
s6 luong SPK thudc nudc ngoai). Phan 16n
nhom thude chinh ciia hai qudc gia nay 1a nhom
an than, dinh chi, dudng tam.

3.5. Phan logi thué'ci duoc liéu, thuﬁ,c c6 truyén theo
dang don thanh phan va dang phoi hop

Thubc duoc liéu, thude cb truyén duoc cép
SPK theo dang don thanh phan va dang phéi hop
cling c6 su tach biét rd rang, tuy nhién sb lugng
SPK bién thién diéu hoa qua cac nim trong sudt
giai doan 2009 — 2020 (Hinh 2). Tong s lugng
SPK thudc & dang phdi hop 1a 2398/2985 SBK
(twong duong 80,3%) gap 4,1 14n s6 luong thude
dang don thanh phan (587 SPK). Tinh dén nim
2020, thanh phan TDL, TCT c6 87 dugc ligu
dang don trong d6 kim tién thao 1a dugc ligu
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dugc dang ky nhidu nhat voi 85/587 SPK (tuwong
duong 14,5%). Péi v6i TDL, TCT dang phdi
hop ¢6 hon 1200 dang trong d6 cao dinh lang,
cao bach qua 1a phdi hop ¢6 nhiéu SPK nhét véi
125/2398 sb (twong dwong 5,2%). Diéu nay cho
thiy sy phong phu cta cac bai thudc y hoc cb
truyén & nudc ta.

7 1¢ (%)
100.0

80.0
60.0
40.0

20.0 W\l/.\/\./'—_'

0.0

2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020
Nim
«+#--Dang phoi hop —#—Dang don

Hinh 2. Biéu d6 biéu dién ty 1¢ (%) s0 lugng sd dang
ky TDL, TCT dang don thanh phan va dang phdi
hop theo tirng nam trong giai doan 2009 — 2020.

3.6. S0 heong co s¢ san xuat va cong ty dang ky
thuéc dwoe lidu, thuoc co truyén

Trong vong 12 nam tinh tir nam 2009, da co
342 cong ty dang ky va 327 co so san xuat TDL,
TCT. Doi voi cac cong ty dang ky TDL, TCT

nude ngoai, s6 lugng SPK duoc cdp cho cac
cong ty dang ky nhom thudc nay déu co xu
huéng gidm manh tor nam 2014 do TDL, TCT
san xudt trong nudc ngay cang tang, tinh trong
ndm 2019 chi c6 5 cong ty dang ky cho thude cd
ngudn gbc nudc ngoai. Déi voi co s& san xut
TDL, TCT c6 dén 224/327 trong nudc, nim
2010, s6 luong TDL, TCT dugc dang ky manh
v6i 552 SPK, gép 3,4 lan nam 2009, dan dén xuat
hién thém 98 co s& san xuat thudc mai. Tir nam
2011 — 2019, trung binh c6 10 co s& mdi tham gia
san xuat thudc. Nam 2020, khong ghi nhan cong ty
dang ky hay co sé san xudt méi nao.

Trong cac co s& san xuat TDL, TCT duoc
cip SPK nhiéu nhat, Cong ty C6 phan (CTCP)
Dugc — Vit tu Y t& (VTYT) Hai Duong xép vi
tri dAu tién voi 149/2985 SPK (twong duong
5,1%) (Bang 5). Nam 2009, co s nay chi co 01
thuoc duge cap lvu hanh nhung dén nay cong ty
van 12 co s& duy nhét c6 SPK duoc cép lién tuc
(trung binh khoang 13 SPK/nam). Cac co sd san
xuit déu thé hién nhom thude chu lyc trong dang
ky, co thé ké dén CTCP Duoc — VTYT Hai
Duong voi nhom thanh nhiét, giai doc, ti€u ban,
lgi thity. CTCP Dugc pham OPC véi nhom thude
dung ngoai va CTCP Traphaco la nhém la an
than, dinh chi, dudng tdm. Qua do, c6 thé thiy
thé manh cuia timg cong ty trong nganh san xuat
TDL, TCT.

Bang 5. 05 Co s¢ san xuét thudc duge liéu, thude cb truyén 6 sb luong SBDK nhiéu nhét
tai Viét Nam giai doan 2009 — 2020

Nam
2009 | 2010 | 2011 | 2012 | 2013 | 2014 | 2015 | 2016 | 2017 | 2018 | 2019 | 2020 | Téng

Tén co so
CTCP Duoc
VTYT Hai Duong 1 13 8 24 21 7 16 13 16 15 6 149
CTCP Dugc pham
oPC 9 22 2 29 12 7 8 4 7 110
cree CNCH 5 | 27 | 3 7 | 1 7 | 2 | 2 1 5 95
Traphaco
CTCP Duge pham | 5 | 5 | g 3 1| 1 | 1| o2 | 34| 1 | e3
trung uong 3
Cong ty Trach nhiém
Hitu han Dugc pham 11 1 20 19 16 4 1 91
FitoPharma

4. Ban luan

Vé s6 lwong SPK duwoc cap cho TDL, TCT
tai Viét Nam giai doan 2009 — 2020

Trong vong 12 nam ké tir nam 2009, cuc
Quan ly Dugc da cap 2985 SPK cho thudc dugce
lidu, thudc c6 truyén luu hanh tai Viét Nam, gap
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khoang 1,2 1an so véi s6 lugng SPK giai doan
2001 — 2006 (2598 SPK) [4]. Co thé thay, sd
luong SPK dugc cép luu hanh cho TDL, TCT
trong giai doan 2009 — 2020 khong ting truong
manh nhu giai doan 2001 — 2006, nguyén nhén
chinh vi cac quy dinh vé viéc dang ky thudc nhur
hd so, tha tuc dang ky thude ngay cang duoc quy
dinh nghiém ngat va kiém soat chit chd hon khi
da c6 05 Thong tu da dugc ban hanh.

Sy bién thién vé thuc trang ding ky cua
TDL, TCT tir ndam 2009 ¢6 nhing c6t mdc nhu
sau, nam 2010 sd lugng SPK ting vot véi
552/2985 SBK (tuong duong 18,5%) nhiéu nhat
trong tat ca cac nam. Tuy nhién, sb luong thude
dang ky giam manh vao ndm 2011, khi chi c6 97
SPK (giam 5,7 1an). Nguyén nhén vi nam 2011
bét d4u ap dung hoan toan Thong tu 22/2009/TT-
BYT “Quy dinh vé& viéc dang ky thudc” véi sy ra
doi bo ho so dang ky thude 1a ACTD thude Hiép
hoi cac qudc gia Pong Nam A, dan dén céc cong
ty dugc phim tap trung diang ky thudc vao nim
2010, dong thoi chua kip dép tng v6i nhitng tiéu
chi méi 1am s lwong SPK giam manh trong nim
2011. Nam 2013, sb luong SPK TDL, TCT tiép
tuc ting nhanh tro lai voi 441 SPK (gép 3 14n s6
luong ndm 2012), dic biét, ké tir lac Luat Duoc
2016 (ban hanh ngay 6/04/2016) dé ra chinh sach
uu tién san xuat TDL, TCT thay vi nguyén li¢u
hoa dugc (tai Luat Dugc 2005), sé lwong SPK
TDL, TCT trong giai doan 2016 — 2019 duogc
duy tri 6n dinh hon, trung binh khoang 300
SBK/nam.

Riéng nam 2020, s6 lugng thudc dang ky noi
chung giam ro rét, TDL, TCT dat 43 SPK va
thudc hoa duogc dat 1225 SDK. Piéu nay co thé
dugc giai thich do dai dich COVID-19 da khién
nhleu nha may san xuit nguyén liéu thudc hai
nguon cung chu yéu cho nudc ta 1a Trung Quoc
va An b phai tam dimg hoat dong, dan dén cac
co s6 san xudt b thiéu hut ngudn nguyén liéu va
1am sb lugng thube duge diang ky ciing nhu san
xuat sut giam. Nhu vy, giai doan 2009 — 2020,
s0 lugng SPK thudc hoa dugc nudc ta ghi nhan
tong cong 43470 SDK (giai doan 2009 — 2019
g0m 42245 s6 [5]). Ty 1¢ trung binh vé s6 lugng
SPK (TDL, TCT/thudc héa dugc) trong sudt giai
doan nay ¢ nudc ta la 0,069. So voi cac bao cao

vé s6 lugng SPK thude thude cac quoc gia khu
vuc Pong Nam A ctia WHO vao nam 2019, ghi
nhan vé ty 18 nhu trén & mot sb qudc gia nhu sau:
Indonesia (0,86, nam 2017); Thai Lan (0,63, nam
2017); Myanmar (0,61, nam 2015) [6]. Qua day,
c6 thé thay TDL, TCT trong co cau thude 0 nudc
ta con chiém ty 18 rat thap so vdi cac qudc gia
cung khu vuc, do d6 dé phat trién nganh Dugc
theo hudng wu tién san xuét thude tir duge liéu,
trong nhiing giai doan tiép theo can c6 sy nd luc
dau tu rat 16n tir phia doanh nghiép dugc ciing
nhu sy dinh hudng, hd tro tir phia Chinh phu
Viét Nam.

_ Vé phan logi TDL, TCT theo nhém y 1y hoc
co truyén

Trong 11 nhom phan loai dya trén y 1y y hoc
¢d truyén, nhom thude thanh nhiét, giai doc, tiéu
ban, loi thuy c6 sé luong SPK duogc cap nhiéu
nhat voi tong cong 626/2985 sb (tuong dwong
21,0%), khac véi nhém tac dung duge 1y co
nhiéu SPK nhét giai doan 2001 — 2006 la nhém
thudc bd (123/2598 SPK) [4]. Hai nhom thude
dugc cip SPK 6n dinh qua ting nim 1a nhém
nhudn trang, ta ha, tiéu thuc, binh vi, kién ti va
nhom thudc chita cac bénh vé phé. Piéu nay
cung phu hop v6i mé hinh bénh tat nudc ta khi
céc bénh vé phé quan (tiéu phé quan), bénh vé
duong ti€u hoa déu nam trong 10 bénh c6 sb ca
mic nhiéu nhat theo Nién giam thdng ké 2018
ciia Bo y té [7].

Vé phén logi TDL, TCT theo dang bao ché

TDL, TCT duoc dang ky gdom hai dudng
dung 1a dang udng va ding ngoai voi 24 dang
bao ché khéac nhau, trong d6 thudc nang va vién
nén la hai dang bao ché chu dao chiém
1631/2985 SPK (tuong duong 54,6%). Con sb
nay cho thay sy khac biét dang cha y ddi véi
TDL, TCT dugc dang ky tir nam 2001 — 2006 khi
giai doan nay vién hoan 1a dang bao che chiém
s6 lwong nhiéu nhit véi 17,91% trén tong SbK
[4]. Nhu vy, c6 thé thiy cac co so san xudt TDL,
TCT trong nudc da va dang tich cuc trong viéc
phdi hop nhitng bai thudc y hoc ¢6 truyén véi cac
dang bao ché hién dai dé dem lai sy thuan tién
df”)ng thoi dam bao dugc an toan va hiéu qua cho
ngudi ding. Pidu ndy dugc xem nhu 13 bude tién
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moi, danh dau sy dap Gmg véi mot trong tam
nhiém vu dugc dé ra trong Chuong trinh phat
trién y duoc cb tmyen két hop y duogc ¢b truyén
véiy dugc hién dai dén nam 2030 ctia Thu tuong
Chinh phii Quyét dinh 1893/QD-TTg, ngay
25/12/2019 [8]. Cac co s& san xuat nén tiép tuc
dau tu trong viéc nghién ctru cac bai thude y hoc
o truyén va két hop thém véi y hoc hién dai
nham phat huy tiém nang cta nganh Dugc nudc
ta dong thoi Chinh phu ciing ¢6 nhimg chinh
sach khuyén khich str dung TDL, TCT trong diéu
trj nhiéu hon dé thac day sy nghién ctru — phat
trién cua cac cong ty duoc pham.

Vé phdn logi TDL, TCT theo nguén goc
trong nudc va nuwdc ngoai

Trong giai doan 2009 — 2020, c6 2814/2985
SbK thudc duoc lidu, thude cd truyén duge san
xuit trong nudc (twong dwong 94 4%). Co thé
thay ty 18 ciia TDL, TCT theo ngudn gbc trong
nude va nudc ngoai ¢d sy chénh 1éch 16, phan
nao thé hién sy phong phi vé nén y hoc cb truyen
nudc ta. Dic biét, ké tir khi Chinh phu thé hién
quan diém xdy dung nen cong nghiép duoc, tap
trung phat trién san Xudt thuoc tir dugc li¢u trong
“Chién luoc qubc gia phat trién nganh dugc Viét
Nam giai doan dén nim 2020 va tdm nhin dén
nam 2030” ngay 10/1/2014 [9] thi ty 1¢ TDL,
TCT trong nudc ¢ giai doan 2013 — 2020 lubn
chiém hon 94% sé lugng SPK. Thém vao do,
tinh dén ngay 14/9/2019 nudc ta da co 81 co so
san xuat TDL, TCT trong 213 co s& san xuét
thudc n6i chung dat tiéu chuan GMP [10], nhiéu
gip 3.2 14n so v6i s lugng nim 2006 (65 co sd)
[4]. Nhitng két qua nay cho thiy su phat trién phu
hop d6i v6i dé an dugc dit ra, c6 thé ndi ddi véi
riéng TDL, TCT duoc san xuat trong nudc da du
tiéu chudn vé s6 luong va chét lugng dé cung
{mg cho nhu ciu st dung ctia ngudi dan.

Céc TDL, TCT c6 ngudn gbc nudc ngoai
dugc ding ky luu hanh chi yéu 1a thude tir Trung
QUOC va Han Quéc (chiém 67 ,3%). Nhin chung,
s6 lwong TDL, TCT cua céc qudc gia cd xu
huéng ding ky giam manh tir nam 2014, dén
nam 2019, Trung Qudc chi con 1 thude dugc cap
SPK va Han Québc khong ghi nhan thém SPK
thudc nao ké tir nam 2018.

. Ve phadn logi TDL, TCT theo dang don thanh
phan va dang phoi hop

Vi dic trung trong cac bai thudc y hoc cb
truyén 1a sy phdi ngau nghé thuat giita cac duoc
liéu do d6 TDL, TCT dugc dang ky co sy tach
biét rd rang giita dang don va dang phdi hop. Cu
thé, TDL, TCT dang phdi hop dat 2398/2985
SPK (tuong duong 80,3%) gap 4,3 lan s lugng
thudc dang don thanh phan (587 SPK). Ty 1&
phan trim cua hai dang nay ludn c6 su giao dong
diéu hoa trong d6 dang ph6i hop chiém tir 70 dén
90% luong SPK qua ting nam. Cac thanh phan
duge cap SDK deu thé hién dugc su da dang cia
nén y hoc cd truyén trong nudc, khi giai doan
2009 — 2020 da c6 hon 85 dang don dugc li¢u va
hon 1200 dang phdi hop cho TDL, TCT

Ngoai ra, Bo Y té di ban hanh danh muc 100
duogc liéu co gia triy té va kinh té cao nham tap
trung phat trién trong giai doan 2020 — 2030
thuoc quyét dinh sé 3657/QD-BYT ngay
20/8/2019 [11] va cac thong tu nhu Thong tu
19/2018/TT-BYT vé “Danh muc thuéc thiét
yéu” ngay 30/08/2018 [12] va Thong tu
05/2015/TT-BYT vé“Danh muc thuéc déng y,
thuéc tir dwoc liéu thugc pham vi thanh todn cia
quy bdo hiém y té” ngay 17/03/2015 [13]. bay la
co 86 cho cac doanh nghiép duoc tiép tuc dau tu
trong nghién ctru san xuat dé vira cung tng hop
Iy cho nhu cau thi trudong strc khoe vira dem lai
lgi nhuén trong kinh doanh.

Vé cong ty dang ky, co s¢ san xudt TDL, TCT
da dwoc cap s6 dang ky leu hanh

Tir ndm 2009 dén nam 2020, két qua c6 342
cong ty dang ky va 327 co so san xuat. Trong do
6 224/327 co sé san xuat TDL, TCT trong nudc
va 81/224 co s dat tiéu chudn GMP. Duya vao
két qua nay, Chinh phii nén c6 thém nhimng hd
tro, huéng dan dé cac co s san xuét dat tiéu
chuan thuc hanh t6t san xuét thuéc nham hudng
dén cac day chuyén san xuat TDL, TCT 1a chit
lugng nhét.

Trudc khi dich bénh dién ra, trong nim 2019
nguyén liéu lam thudc & nudc ta c6 dén 63,7%
tir Trung Qudc va 13,7% tir An DO nhung tinh
dén hai thang dau nim 2020, con sd niay déu
giam di khoang 30% [14]. Viéc nay dan dén
nudc ta bi thiéu hut nguén nguyén liéu nhap khau
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keém theo d6 dich bénh kéo dai khién ngudn du
trit trong nudc khong dii cho nhu cau san xuat.
Tuy nhién, diém déng chu y 1a cic doanh nghiép
san xuét thudc dong duoc cé kha ning tu trong
trot, thu hai, chiét xuét va cung cép duoc liéu nhu
OPC va Traphaco lai it chiu anh hudéng do chu
dong duoc ngudn nguyén liéu dau vao [14]. Cu
thé, theo bdo cido thudong nién nim 2020 cua
Traphaco, co cau dong hang thudc tan duoc va
TDL, TCT c6 sy chénh 1éch kha 16n, mat hang
TDL, TCT chiém 68,12% trong khi hang tin
dugc 1a 21,64% [15]. TDL, TCT van giit viing
da tang truong doanh thu ¢ mirc 19% va tro
thanh thé manh khi déng gép 78% vao lgi nhuén
gop cua cong ty [15]. Nhu vay, co thé thiy
nghién ctru va phat trién TDL, TCT ¢ Viét Nam
hoan toan cé kha nang dem lai lgi nhuan cao
trong kinh doanh. Viéc cic cong ty dugc pham
dau tu vao khai thac, trong trot nhitng ving duoc
liéu 1a thé manh & Viét Nam thi s& lam giam phuy
thudc vao sé luong va gia ca nguyén liéu nhap
khau dong thoi co thé ing pho véi c4c rii ro xay
ra nhu dai dich COVID - 19. B¢ hd tro diéu do,
Tha tuéng Chinh phu ciing di ban hanh quyét
dinh “Phé duyét quy hoach tong thé phdt trién
duege liéu dén nam 2020 va dinh huong dén nam
2030 ngay 30/20/2013 [16]. Tur day, cac doanh
nghiép c6 thé xay dung chién thuat dau tu hop
1y, giam b6t rii ro trong ning sudt nudi trong
nguén duoc liéu.

5. Két luan

Giai doan 2009 — 2020, s6 lugng thude duge
lidu, thude cb truyén duogc cip ding ky luu hanh
¢6 xu hudng tang, nhin chung nhém thudc nay &
nudc ta hién nay phat trién phii hop véi cac dinh
huéng do Chinh phua dé ra va ciing dap tng vé s6
luong va chat lwong cho nhu cau sir dung cua
nguoi dan. Nhung dé thyc hién chién lugc san
xuét thude tir duoc liéu, trong nhitng giai doan
tiép theo can c6 su hd tro tir cic co quan quéan ly
¢6 thdm quyén va nd luc nghién ciru cia cac
doanh nghiép dugc phim, nhu vdy méi c6 thé
cung phat trién véi cac qudc gia trong khu vuc
DPong Nam A.
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