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Khao sat thwe trang dang ky thuoc thiét yéu tai
Viét nam giai doan 2019 - 2021
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'Khoa Duoc, Pai hoc Y duwoc Thanh phé H6 Chi Minh

2Vién nghién ciru Danh gid va Ung dung Céng nghé Y té

*Truong Pai hoc Québc té Hong Bang

TOMTAT

Pat van dé: Thudc thiét yéu dong vai tro quan trong trong cong tac chdm soc strc khoe toan dan
nén tinh trang thiéu hut thudc thiét yéu da tré thanh mét van dé nghiém trong tai cac quoc giatrén
thé gidi. Nghién ctru duoc thue hién nham khao sét thuc trang thudc thiét yéu duroc cép sb dang ky
(SPK) tai Viét Nam, qua dé danh gia mirc do dap trng cua ching trong viéc chira tri va phong ngtra
bénh tat giai doan 2019-2021. Muc tiéu: Khdo sat thuc trang dang ky thudc véi danh muc thube
thiét yéu tai Viét Nam giai doan 2019 - 2021. Phurong phép: M6 té cat ngang, hoi ctru divliéu cép sb
dang ky luu hanh cua thube héa duoc, thube duoc liéu, vac xin va sinh phdm va déi sénh véi danh
muc thudc thiét yéu giai doan 2019 - 2021. Két qué: Phéan Ién nhém céc nhém diéu tri c6 thube
duoc cap SDK déu co s luong gidm manh qua timg ndm voi s6 HC duoc cdp SPK theo nhom
diéu trj dap ung tee 55.1% (ndm 2019) dén 36.8% (ndm 2021) va ty I¢ HC-DBC duwoc cap SDK tir
nam 2019 dén nam 2021 dap tng ttr 40.7% con 26.2% voi danh muc thuoc thiét yéu. So lvong HC
va HC-DBC cua thuoc co SPK trong nurde lubn cao hon thuoc c6 SPK nwée ngoai nhung ciing co
xu hwéng giam trong ca giai doan nghién ctru. So Iwong HC va HC-DBC khéng c6 SDK chiém ty
trong Ion (>50%) so véi nhom thudce ¢o 1-10 SPK va nhom ¢6 >10 SPK. Két ludn: Mdre d dap tmg
ctia HC va HC-DBC v¢&i danh muc thudc thiét yéu tai Viét Nam giam qua tirng nam trong ca giai
doan 2019-2021.

Ttrkhoéa: thudc thiét yéu, dang ky thube, sé dang ky, Viét Nam

1.DAT VAN BDE

Theo T6 chirc Y té€ Thé gioi (WHO), Trong qué
trinh cham so6c stre khoe toan dan, thudc thiét
yéu déng vai trod rat quan trong trong viéc diéu
tri va phong ngtra bénh tat[1]. Tuy nhién, tinh
trang thiéu hut thudc thiét yéu da tré thanh mot
van dé nghiém trong tai nhiéu quéc gia trén thé
gidi, bao gom ca Viét Nam|[2]. Dac biét la trong
giai doan 2019 — 2021 khi thé gi¢i dang phai
doi mat v&i nhiéu tac dong twr dai dich COVID-
19 nén nhu cau s dung mdt sé nhém thubce
didu tri cGia ngwoi dan tang cao dé phong va
diéu tri bénh[3].

bang ky thubc 1a mét quy trinh quan trong
nham dam bao tinh an toan, hiéu qua va chét
lwong cua thudc dwoc phép lwu hanh trén thij
trwdng [4]. Vi vay, d& ddm béo cho nhu cau
cham soc strc khde ngudi dan, hé thdng y té
can dadm bao tinh day du va da dang cla cac
thubc dang ky, dac biét d6i voi cac HC nam
trong danh muc thudc thiét yeu[5]. Nghién ctru
nay dwoc thyc hién nham khao sat thuc trang

Téc gia lién lac: PGS.TS. Nguyén Thi Thu Thay
email: thuyntt1@hiu.vn

Hong Bang International University Journal of Science

thubc thiét yéu duwoc clp sb dang ky tai Viét

Nam giai doan 2019 - 2021, nham danh gia

murc dé dap wng trong viéc chiva tri va phong

ngtra bénh tat. Nghién ctru dwoc thwe hién voi
cacmuctiéu sau:

1. Khéo sat danh muc hoat chét (HC) va hoat
chat-dang bao ché (HC-DBC) cua thuoc
duwoc cap sb dang ky va thude thiét yéu Viét
Nam giai doan 2019 - 2021 theo nhém diéu tri.

2. Khao sat danh muc HC va HC-DBC cula
thubc duwoc cap sb dang ky va thude thiét
yéu Viét Nam giai doan 2019 - 2021 theo noii
san xuat va so lwgng SBK.

2.DOITUQNG VA PHUONG PHAP NGHIEN
cuu

2.1.Déitwong nghién ciru

Danh muc hoat chét va dang bao ché ciing véi
SDK truy xuat tir trang thong tin dién t& cla
Cuc quan ly dwoc (dav.gov.vn) va danh muc
thudc thiét yéu do Bo Y t& ban hanh theo Théng
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tw 19/2018/TT-BYT[6].

2.2. Phwong phap nghién ctru:

Thiét ké nghién ctru ]

M6 ta cat ngang, hoi cteu dir liéu cap SBK lwu
hanh cta thuéc hoa dworc, thudc tir dwoc liéu,

Bang 1. Bién s6 nghién ctru

thubc cb truyén, vac xin, sinh pham tai Viét
Nam giai doan 2019 -2021.

Bién s6 nghién ciru

Céac bién so nghién ctru dwoc trinh bay tai
Bang 1

Nho:16b|en Bién sé nghién ciru Khai niém
Danhmyc | HC va HC-DBC duwoc cap | S6 lweng, ty 16 HC va HC-DBC clia danh muyc thude
HCvaHC- | SPKtheo nhém diéu tri thiet yeu dwoc cap SPK theo nhom diéu tri
DBCtheo | Murc do dap ing HC va HC- | S6 lugng SPK, ty 1é SPK trén HC va HC-DBC trong
nhomdieutri | DBC theo nhom diéu tri danh muc thudc thiét yéu theo nhém diéu tri
Danh m HC vaHC-DBC dwoccapsd | SO lwgng, ty 1é HC va HC-DBC cua danh muc thude
H?) va Hug_ dang ky theo ngudn goc thiét yeu dwoc cap SBK theo nguon goc
Mwc dé dap rng HC va | SO lwgng SBK, ty 1&€ SPK trén HC va HC-DBC trong

DBC theo A X X N X J

o s HC-DBC theo ngudn goc | danh muc thudc thiét yéu theo theo ngudn goc
noisan « _« | S6lwgng HC va HC-DBC ctia danh muc thube thiét
xuatvasd | HCvaHC-DBCduwoccapsd | x . « 9~ SPK th 8 SPK (khé ]
lwong SDPK | dang ky theo sb lwong SPK yeu dugc cap theo s6 luong (khong co

i ' SPK, 1-10 SPK, >10 SPK)

Ghi chu: HC — ho[t ch[Jt, HC-DBC — ho[t ch[Jt-d[dng bao ch[], SOK: s[] dling ky

2.3.Thong ké vaxtrly so liéu ) .
S0 liéu dwoc tong hop, xt ly va thong ké bang
phan mém Microsoft Excel 2022. Két qua duwoc
trinh bay dwéi dang so d6 va bang.

3.KETQUANGHIEN CUrU

3.1. Khao sat tinh dap (rng cta thubc dwoc
cap SPK véi danh muc thudc thiét yéu theo
nhém diéu tri giai doan 2019 — 2021

Tinh dap trng HC va HC-DBC clia thubc duoc
cap SBK véi danh muc thubc thiét yéu theo
nhom diéu trj giai doan 2019 — 2021 dwoc trinh
bay trongBang 2.

S6 HC duwoc cp SDK trong giai doan 2019 —
2021 giam twr 265 dén 177 HC (dap wng 55.1%
dén 36.8% HC danh muc thudc thiét yeu)
Trong do, 14/29 nhém didu tri c6 HC dwoc cap
SBK c6 xu hwéng giam bao gom nhom | (thube
gay mé, té), nhém Vi (thudc tri ky sinh trung,
chong nhiém khuan), nhom VI (thuoc chéng
ung thw va tac dong vao hé thong mién dich).
Trong khi d6, 5/29 nhom véi HC dwoc cap SBK
c6 dau hiéu tang tré lai trong ndm 2021 bao
gom nhém I (thubc gidm dau va cham soc
giam nhe), nhém (X) thudc tac dung ddi véi mau
va nhom XXVII (vitamin va cac chat vé co).

Téng sb lwong SPK trén HC trong giai doan
nay giam tw 2,382 SBK (binh quan 9.0
SBK/HC) nam 2019 con 701 SBK (binh quan
4.0 SDK/HC) nam 2021. Trong do, 12/29 nhom
c6 binh quan SBK trén mét HC gidm manh bao
gém cac nhom quan trong nhw: nhom VI (thude
tri ky sinh tring, chong nhiém khuan) nhém VIl
(thubc chdng ung thw va tac dong vao hé théng
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mién dich), nhém XIX (sinh phdm mién dich),
nhom XXI (thubc dung cho mét, tai, mdi, hong).
Nhom XXVI (dung dich diéu chinh nuéc dién
gidi va can bang acid-base) c6 SDK/HC tang lai
trong ndm 2021 cho thdy nhu cau s dung
nhom nay gia tang trong dai dich COVID-19.

Vé tinh dap wng HC-DBC, téng sé HC-DBC
dwoc cap SDK dao dong ttr 230 HC-DBC nam
2019 con 148 HC-DBC nam 2021 (dap (ng
40.7% va 26.2% v&i danh muc thude thiet yéu;
twong ng). Trong do, 13/29 nhém thube diéu
tri c6 HC-DBC duoc cap SBK xu hwéng glam
vOi cac nhom twong tw & danh muc dap &ng
HC bao gom: nhém VI (thudc trj ky sinh trung,
chéng nhiém khuén), nhém VIII (thuoc chéng
ung thw va tac dong vao hé thdng mién dich),
nhom Xl (thubc tim mach). Dac biét, nhom
XXVIII (nhém thudce chuyén biét cham séc cho
tré so sinh thiéu thang) ‘khdng c6 HC-DBC nao
duwoc cap SPK trong ca glal doan nghién ctru.
7/29 nhém c6 HC-DBC ¢6 déu hiéu tang tré lai
vé sb lwong dwoc cap SPK bao gom cac nhom
vOi nhu cau st dung Ién trong giai doan dai
dich nhw: nhom Il (thube giam dau va cham soc
gidm nhe), nhom XIX (sinh phdm mién dich),
nhom XXI (thuéc dung cho mat, tai, mdi, hong)
va nhom XXVII (vitamin va cac chat vo co’)

Tbng s6 HC-DBC duoc cap SPK dao dong tur
1,419 vao nam 2019 (twong tng 6.2 SBDK/HC-
DBC) con lai 409 HC-DBC vao nam 2021
(twong trng 2.8 SDK/HC-DBC). Trong d6 14/29
nhom diéu tri c6 binh quan SBPK/HC-DBC giam
va 8/29 nhém diéu tri c6 binh quan SBK/HC-
DBC xu huéng tang tré lai vao nam 2021.
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3.2. Khao sat tinh dap (rng ctia thudc dwoc
cap SPK véi danh muc thuoc thiét yéu theo
noi san xuat trong giai doan 2019 — 2021

a) Tinh dap trng HC va HC-DBC duoc cap SPK
theo danh muc thubc thiét yéu Viét Nam giai

doan 2019— 2021 theo nguén géc san xyét.
Tinh dap tng HC va HC-DBC duwoc cap SbK
theo danh muc thudc thiét yeu Viét Nam giai
doan 2019 — 2021 theo ngudn gdc san xuét
dwoc trinh bay taiBang 3.

Bang 3. Danh muc HC va HC-DBC cua thuoc dwoc cap sb6 dang ky va thubc thiét yéu Viét Nam

giai doan 2019 —2021 theo nam va nguén gbc

Nam 2019 2020 2021
Naudn aéc Trong | Nwéc | Trong | Nwéc | Trong | Nwoéc
g 9 nwéc ngoai nwéc ngoai nwéc ngoai

Tinh dap trng HC cua thuéc dwoc cap SPK véi danh

muc thuéc thiét yéu

S6 HC c6 SPbK

- . 216 171 177 86 140 100
(Ty 1& HC c6 SPK/HC theo o o o o o o
danh muc thudc thiét yéu) (44.9%) | (35.6%) | (36.8%) | (17.9%) | (29.1%) | (20.8%)
Sé, lwong SBK ctia HC 1,820 562 677 137 481 220
(s6 lvgng SPK/HC cé SPK) (8.4) (3.3) (3.8) (1.6) (3.4) (2.2)

Tinh dap treng HC-DBC cia thubc dwoc cap SPK véi da

nh muc thuéc thiét yéu

S6 HC-DBC c6 SPBK (Ty & HC-

. 187 131 143 63 110 81
DBC c6 SDK/HC-DBC theo danh o o o o o o
muc thuc thiét yéu) (33.1%) | (23.2%) | (25.3%) | (11.2%) | (19.5%) | (14.3%)
Sé lwgng SBK ciia HC-DBC 1,053 366 393 94 268 141
(sO Ilwvgng SPK/HC-DBC c6 SPK)| (5.6) (2.8) (2.7) (1.5) (2.4) (1.7)

Ghi chu: HC: ho[lt ch]t, HC DBC: ho[Jt ch[Jt d[Jng bao ch[], SOK: s[J dling ky

TheoBang 3, vé tinh dap wng HC, s lvong
HC cla thubc c6 SPK trong nuédc co xu
hwénggidmmanh quamoéinamvaitylé dap
&ng theo danh muc thubc thiét yéu giam tw
44.9% (nam 2019) con 29.1% (nam 2021).
Thém vao do, ty lé thuéc cd SPK nwdc
ngoai dap rng danh muc thubc thiét yéu
gidm gan mét nra trong ndm 2020 so v&i
nam2019(17.9% sov&éi35.6%;twongrng)
nhwng lai tang nhe trong nam 2021 veity lé
20.8%. Binh quan sb lwvong SDK trén moi
HC cua thubc san xuét trong nuwéce cling
theo chiéu giam qua mdi nam véi 8.4
SDK/HC - 3.4 SDK/HC. Trong khi do, ty Ié
nay & thubc c6 SPK nwéc ngoai bién thién
giam tr 2019 -2020 v¢&i 3.3 SBK/HC — 1.6
SPK/HC va tanglaitrongnam 2021 v&i 2.2
SBK/HC.

Vé tinh dap wng HC-DBC, xu huong bién
thién cia HC-DBC duwgc cap SBK va binh
quan SPK/HC-DBC cuia thubc san xuét trong
nwéc va nwdc ngoai twong tw nhw mure dap
&ng HC. Trong do, ty 1é thudc san xuét trong
nuwéc cd sd HC-DBC dap rng danh muc thube
thiét yéu giam tw 33.1% (n&m 2019) vé 19.5%
(n@m 2021) va binh quan SBK/HC-DBC giam
t 5.6 SDK/HC-DBC vé 2.4 SPK/HC. Ty lé
HC-DBC cé SDK nuwd&c ngoai dap wng danh
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muc thuéc thiét yéu ciing giam tr 23.2% vé
11.2% trong nam 2020 nhwng tang tré lai
trong nam 2021 vé&i ty 1€ 14.3%, twong tw v&i
binh quan HC-DBC/HC dao dong tir 2.8
SBK/HC-DBC - 1.5 SDK/HC-DBC vatang tré
laivéi 1.7 SDK/HC-DBC vaonam 2021.

b) Tinh dép trng HC va HC-DBC dwoc cép
SPK theo danh muc thubc thiét yéu Viét
Nam giai doan 2019 — 2021 theo sé lwong
SDK.

S6 lwong HC va HC-DBC theo s6 lwgng SPK
(khdng co SPK, 1-10 SPK, >10 SPK) duoc
trinhbay nhwHinh 1.

TheoHinh 1, sé HC dwoc cip SPK cé sy thay
dbi rat Ion trong giai doan 2019 — 2021. Nam
2021 ghi nhan s6 HC khdng c6 SbK rat cao
chiém ty 1é t&i 63.2% - tdng gan 20% so voi
nam 2019. Qua do, cacnhomHC c6 1-10SbK
va co ty 1& gidm dan qua mbi nam, dic biét
nhom c6 >10 SPK lai chiém ty 18 rAt nhd so voi
nhom khong cd SPK.

Ty 1@ HC-DBC khéng c6 SPK tang dan qua
moéi nam v&i 59.3% (nam 2019) Ién dén
73.8% (n&m 2021). Dan dén nhém HC-DBC
theo danh muc thuée thiét yéu c6 SPK chiém
thiphan ratnhdé va ty 1€ nay giam dan deu qua
trng nam.
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4. BANLUAN

Tdng s6 HC duwoc cp SPK theo nhom diéu
tri dap (rng danh muc thudc thiét yéu gidm tw
55.1% (nam 2019) dén 36.8% (nam 2021)
v&ibinh quan SBDK/HC dao dong twr 9.0-4.0
SPK/HC. bdng thoi, HC-DBC duwogc cap
SPK dap trng tr 40.7% con 26.2% v&i danh
muc thubc thiét yéu (twong rng 6.2
SDK/HC-DBC — 2.8 SPK/HC-DBC). Phan
I&n nhém cac nhém diéu tri cé HC va HC-
DBC dwoc cdp SPK déu co sb lwong gidm
manh qua tyng nam trong giai doan 2019 —
2021 nhwng cling c6 mét vai nhom quan
trong tbi can thiét trong diéu tri bénh vé
COVID-19 sé c6 s6 lwong SPK trén mdi HC
hodc HC/DBC tang nhw: nhom VI (thubc tri
ky sinh trung, chdng nhiém khuén), nhom
XIX (sinh phdm mién dich) va nhém XXI
(thubc dung cho mat, tai, mdi, hong),... do
nhu cau s dung tédng cao.

Sé6lwong HC vaHC-DBC cla thubc cé SBK
trong nwéc c6 xu hwédng giam manh qua
m&i ndm nguwoc lai véi thubc c6 SPK nuéc
ngoai tuy giam manh vao nam 2020 nhwng
cO xu hwéngtangnhevaonam2021.Trong
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do, thuéc duwoc cap SPK trong nwéc van
chiém ty I& cao hon so vé&i thubc c6 SPK
nwdc ngoai. Sé6 lwong HC va HC-DBC
khéng c6 SPK chiémtytrongratidn (>50%)
va tdng dan qua mdi ndm trong th&i ky dai
dich 2019 — 2021. Tinh trang nay la do dai
dich COVID-19 dan dén gia tringuyén liéu
dwoc phdm nhap khiu & Viét Nam tlr nam
2020 giam dang ké so v&i cung ky, nhap
khaunguyénliéubjgidihanthiviécapdung
cac chi thi trén toan quéc ciing nhw déng
cra cac dwong bay quéc té dan dén sb
lwong SPK thubc trong nam 2020 va 2021
giammanh([7].

Dé tai da tién hanh phan tich téng quat thuc
trang dang ky thuoc thiet yéu tai Viét Nam
giai doan 2019-2021. Tuy nhién, ket qua chi
dwgc nghién ctru trén so dang ky dwoc cap
phép ma chwa phan tich dwoc thye té lwu
hanh clia cac ché pham, HC trén thij trwong
va nghién ctru nay chi danh gia trén so déng
ky dwgc cap phép lwu hanh ma chwa danh
gia dwoc cac thuoc gia han so dang ky nén
chwa thé danh gia tong quat thj trwdo'ng thude
trong giai doan ca nwdéc chiu nhiéu anh
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hwéng cuadich COVID-19.

5.KETLUAN

Ty 1& dap wng HC va HC-DBC v&i danh
mucthuocthiétyeutaiViétNamgiaidoan
2019-2021deugiammanhquatrngnam
& phan I&n cac nhom thuoc dieu tri, ké ca
cac nhom thudc quan trong. S6 HC hay
HC-DBC c6 SBK trong nuwéc cling ghi

nhantinhtranggidmsaumbdinamvaitylé
HCvaHC-DBCkhéngcd SPKchiémphan
I&ntytrong. Didunaycothéladotacdéng
cla dai dich COVID-19 da lam cham tré
qua trinh dang ky thubc ctia quéc gia. Vi
vay, cac giai phap dé giai quyétthwctrang
nay can dwoc cac co quan c6 thdm quyén
thucday.
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An overview of essential drugs that granted
registration numbers in Vietnam from 2019
to 2021

Lwu Gia Linh,Vo Ngoc Yen Nhi,
Do Ngoc Tuyet and Nguyen Thi Thu Thuy

ABSTRACT

Background: Essential drugs are crucial to the health care of entire population. As a result, the
shortage of essential drugs has become a serious issue all over the world. This study will analyze
the situation of essential drugs that granted registration numbers in Vietnam to assess their
response in the treatment and prevention of diseases in the period of 2019-2021. Objectives:
Analyze the reality of drugs that granted the registration number with the list of essential drugs in
Vietnam from 2019 to 2021. Materials and method: Cross-sectional description and retrospective
data on registries of pharmaceutical drugs, herbal drugs, vaccines, and biological products and
compare to the list of essential drugs in Vietnam from 2019 to 2021. Results: Most of the treatment
groups with registered drugs had a sharp decrease number each year with the rates of registered
active elements by treatment group only responding from 55.1% (in 2019) to 36.8% (in 2021) and
active elements - dosage forms that granted registration numbers responding from 40.7% to
26.2% with the list of essential drugs. The quantity of active elements and active elements-dosage
forms of drugs with domestic registration numbers is higher than drugs with foreign registration
numbers, but those also tends to decrease during the study period. The number of active
elements and active elements-dosage forms without registration numbers accounts for a large
proportion (>60%) when compared with the drugs group had 1-10 registration numbers and the
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one had > 10 registration numbers. Conclusion: The response level of active elements and active
elements-dosing forms to the list of essential drugs in Vietnam has decreased each year for the
whole period of 2019 - 2021.
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