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TOM TAT

Dat van de Vi tdm quan trong clia thuéc thiét yéu doi véi cham séc stic khde toan dén va su gia tang
s6 luong s6 dang ky (SE)K ) thudctai Viét Nam,viéc déi sdénh danh muchoat chat (HC) cua thuoc duoc cap
SPKva thudc thiét yéu Ia vé cuing can thiét.Muc tiéu: P6i sénh danh muc HC cuia thudc duoc cap SPK va
thudc thiét yéutai Viét Nam giai doan 2015-2019.Phuong phdp: M6 ta cat ngang, héi cuiu dir liéu cap SPK
luu hanh cla thubc hda duoe, thude duoc liéu, vdc xin va sinh phdm giai doan 2015-2019 va so sénh vdi
Danh muc thuéc thiét yéu do B Y té ban hanh theo Théng tu 19/2018/TT-BYT.Két qua: C6 6/29 nhom
thuéc diéu tri dat 100% hoat chét c6 SPK toan giai doan nghién cuiu, cdc nhém con lai c6 ty Ié hoat chat
c6 SPK dao dong tir 37.5 - 91.7%.S6 luong SPK binh quén trén HC c6 SPK cao hon & thude trong nude
(dao déng tir 7.5 dén 9.8) so vdi thudc nudc ngoai (dao dong ttr 2.7 dén 4.0). Theo sé luong SPK, cé dén
103 HC khéng cé SPK (chiém ty 16 21.4%) trong khi 128 HC ¢ trén 20 SPK (chiém ty 16 26.6%).Két luan:
Céc chinh sdch hé tro'nghién ctiu va san xuét cac HC chua cé SPK can duoc thiic ddy nham dép uing danh
muc thudc thiét yéu tai Viét Nam.

Tw khéa: thudc thiét yéu, dang ky thuée, sé dang ky, Viét Nam

1. DAT VAN DE

Theo T6 chic Y té Thé gi¢i (WHO) "Dé thuc hién thudc dugc cap s6 dang ky véi thudc thiét yéu, tirdé

cham séc stic khde ban dau, chi can 1 USD thuéc
thiét yéu c6 thé dam bao chita khdi 80% cac chiing
bénh thong thudng clia ngudi dan & cong dong"[1].
Piéu d6 cho thay thudc thiét yéu déng vai tro vo cling
quan trong trong viéc cham soc stic khde toan dan,
dc biét tai cac qudc gia dang phat trién [2]. Tirndm
2015 dén nay, s6 luong thudc dugc ding ky cép
phép luu hanh tai Viét Nam c6 xu huéng tang manh
Vi cé thude san xuét trong nudc va nudc ngoai [3 -
4]. Tai Viét Nam mot s6 nghién ctu duoc tién hanh
dé danh gia vé thuc trang déng ky thudc, tuy nhién,
chua c6 nghién CL’ru déi sanh danh muc hoat chat
clia thuéc duoc cap s dang ky va thuoc thiét yeu Vi
vay, nham phan tich tinh dap ing vé hoat chét gitta
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cung cap bang ching khoa hoc trong hoach dinh
chinh sach quan Iy va san xuét thuéc phi hop véi
nhu cau thi trudng,nghién cliu duoc tién hanh véi cac
muc tiéu sau:

1. Khdo satdanh muc hoat chétcla thude dugc cap
s6 dang ky va thudc thiét yéu Viét Nam giai doan
2015 - 2019 theo nhdm diéu tri.

2. Khao sat danh muc hoat chét clia thudc duoc cap
s6 dang ky va thuéc thiét yéu Viét Nam giai doan
2015 - 2019 theo ndm va noi san xuat.

3. Khdo sat danh muc hoat chét clia thude dugc cap
s6 dang ky va thuéc thiét yéu Viét Nam giai doan
2015 - 2019 theo s6 lugng s6 dang ky.
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2. DOI TUONG VA PHUONG PHAP NGHIEN CUU
2.1. Péi twong nghién ciiu

Danh muc hoat chat va sé dang ky truy xuét tirtrang
thong tin dién tlr ctia Cuc Quan ly Dugc (dav gov.vn)
va Danh muc thuéc thiét yéu do BO Y té ban hanh
theo Théng tu 19/2018/TT-BYT[5].

2.2. Phuong phap nghién cuu
2.2.1. Thiét ké nghién cvu
Mb ta cét ngang, hoi ctu dit liéu cap SPK Iuu hanh

thdng ké sb luong va ty 1& phan tram. Két qua duoc
trinh bay dugi dang hinh va bang.

3. KET QUA N GHIEN CUU

3.1. Khao sat danh muc hoat chét cla thudc
duagc cap so dang ky vathudc thiét yéu Viet Nam
giai doan 2015 - 2019 theo nhom diéu tri

Khao sat danh muc hoat chét clia thude duoc cap sé
ding ky va thudce thiét yéu Viét Nam giai doan 2015
- 2019 theo nhém diéu tri dé tai ghi nhan két qua
duoc trinh bay trong Bang 2.

Bang 1. Bién s nghién ctu

Nhém bién sd

Bién s6 nghién ciiu

Khai niém

Danh muc hoat chat
theo nhém diéu tri

Hoat chét duoc cap sb
dang ky theo nhom diéu
tri

S6 lugng va 1y I8HC clia danh muc thude thiét yéu
dugc cap SPK theo nhom diéu tri

Muc do dap ung hoat
chét theo nhém diéu tri

S6 lugng SDKva ty 1& SPK trén hoat chat trong danh
muc thudc thiét yéu theo nhom diéu tri

Danh muc hoat chét
theo nam va ngudn
goc

Hoat chat dugc cap sb
dang ky theo nam va
nguodn goc

S6 lugng va ty 16 HC clia danh muc thuoc thiét yéu
duoc cap SPK theo nim va nguén goc

Muc d6 dap Ung hoat
chattheonamvanguon
g6c

S6 lugng SPK va ty & SPK trén hoat chat trong danh
muc thudc thiét yéu theo theo nam va ngudn gbc

Danh muc hoat chat
theo s6 lugng SPK

Hoat chét duoc cap sb
dang ky theo s6 lugng
SPK

S6 luong va ty 16 HC clia danh muc thudc thiét yéu
dugc cap SPK theo s6 lugng SPK (khdng c6 SPK; 1-
5 SDK, 5-10 SPK, 10-15 SDK, 15-20 SDK, >20 SDK)

Murc dé dap ung hoat

Xép hang 10 HC c¢6 nhiéu SDK nhat

chattheo s luong SBK

Ghi chu: HC: hoat chét; SPK: s6 ddng ky

cla thubc hod duoe, thude tir duoc liéu, thude cd
truyén, vac xin, sinh pham tai Viét Nam giai doan
2015-2019.

2.2.2. Bién s6 nghién cutu
Céc bién s6 nghién ciu duoc trinh bay tai Bang 1.
2.2.3. Théng ké va xit ly sé liéu

S dung phan mém Microsoft Excel véi cac phuong
phap phu hop: cac bién dinh tinh va bién dinh luong
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Theo Bang 2, trong tdng 481 hoat chét theo danh
muc thuéc thiét yéucé 378 hoat chat c6 SPK (chiém
ty 18 trung binh 78.6%). Trong d66/29nhém thude
diéu tri dat 100% hoat chat c6 SPK toan giai doan
nghién ciubao gom: nhém Il (thube chdng di ing va
dung trong trudng hop qua man); nhém XVI (thuoc
loi tiéu); nhom XXII (thuoc c6 tac dung thiic d&, cam
mau sau dé va chdng dé non); nhém XXIII (dung
dich thdm phan mang bung); nhém XXV (thudc tac
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Bang 2. Ty 1& s6 hoat chat dugc ding ky va binh quan sb dang kytrén HC theo nhém diéu tri

Tén nhém diéu tri (a) S6 HC theo | (b) S6HC c6 | (c) S6 lwong
TT19* SBK SBK ¢6 HC
(Tylé s HC | (Binh quéan
duoc dang SBbK
ky (1)) trén mot HC
(2)
|. Thudc gay mé, té 13 9(69.2%) 63(7)
II. Thudc gidm dau va chim sdc gidm nhe 20 17(85.0%) 1.324(77.9)
III. Thude chéng di tng va dung trong cac 9 9(100%) 767(85.2)
truong hop qua man
IV. Thudc gidi doc 16 8(50%) 200(25)
V. Thubc chdng co giat/dong kinh 7 6(85.7%) 28(4.7)
V1. Thudc tri ky sinh triing, chdng nhiém khuén 107 81(75.7%) 3.007(37.1)
VII. Thude diéu tri dau nira dau 4 3(75%) 898(299.3)
VIIl. Thuc chéng ung thu va téc dong vao 32 24(75%) 526(21.9)
hé thong mién dich
IX. Thudc chéng parkinson 2 1(50%) 1(1)
X. Thudc tac dung ddi véi mau 12 9(75%) 284(31.6)
XI. Ché phdm mau - dung dich cao phan tir 8 3(37.5%) 23(7.7)
XII. Thubc tim mach 35 33(94.3%) 904(27.4)
XIIl. Thubc ngoai da 23 18(78.3%) 401(22.3)
XIV. Thubc dung chan doan 8 4(50%) 9(2.3)
XV. Thuéc tdy trung va khi tring 5 4(80%) 50(12.5)
XVI. Thuc loi tiéu 4 4(100%) 156(39.1)
XVII. Thude dudng tiéu héa 24 22(91.7%) 706(32.1)
XVIII. Hormon, ndi tiét td, thudc tranh thu thai 33 25(75.8%) 689(27.6)
XIX. Sinh phdm mién dich 32 25(78.1%) 108(4.3)
XX. Thuéc gidn co va ting truong luc co 6 3(50.0%) 14(4.7)
XXI. Thude dung cho mét, tai, mdi, hong 22 17(77.3%) 778(45.8)
XXII. Thuée qé tac dung thiic d&, cdm mau 8 8(100%) 85(10.6)
sau dé va chong dé non
XXIIl. Dung dich thdm phan mang bung 2 2(100%) 7(3.5)
XXIV. Thubc chdng réi loan tam than 14 11(78.6%) 117(10.6)
XXV. Thubc tac dung trén dudng hd hap 10 10(100%) 414(41.4)
XXVI. Dung dich diéu chinh nuéc dién giai 10 9(90%) 347(38.6)
va can bang acid-base
XXVII. Vitamin va céc chat vo co 8 8(100%) 344(43.0)
XXVIII. Nhém thude chuyén biét cham séc
cho tré so sinh thiéu thang 3 2(66.7%) 136(68.0)
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XIX. Thudc diéu tri bénh gut va cac bénh xuong khép 4

3(75.0%) 64(21.3)

Tong

481 378 (78.6%) | 12.450(32.9)

Ghi cht: *Theo Théng tu 19/2018/TT-BYT; HC: hoat chét; SDK: s6 dang ky; (1)=(b)/(a); (2)=(c)/(b)

dung trén dudng ho hap), nhdm XXVII (vitamin va
cac chét vo ca). Cac nhém con lai ¢é ty 1& hoat chét
cd SPK dao déng tur 37.5- 91.7%,; trong d6 nhomll
(thudc gidm dau va cham séc gidam nhe); nhém Xil
(thubc tim mach); nhém XVII (thuéc dudng tiéu
héa)déu c6 ty I& hoat chat c6 SPK cao (trén 85%).

Vé mic do dap Ung hoat chat, dé tai ghi nhan 378
hoat chét c6 SPK tuong tng véi 12,450SBK, nhu
vay mdi hoat chét c6 trung binh 32.9 SDK.Trong do,
nhémiX (thuéc chdng Parkinson)cé muc do dap ting
hoat chét thap nhétla 1 (tuong ting véi 1 SBK cho 1
hoat chat). Cac nhém thuéc ¢ mic do dap tng
HCcao bao gom: nhém VI - thude tri ky sinh tring,
chdéng nhiém khuén véi ty 1&é SDK/HC Ia 37.1 (tuong
Uing vai 3,007 SPK cho 81HC c6 SPK); nhém XVII
- thubc dudng tiéu hoa véi ty 16 SDK/HC 1a 32.1
(tuong tng véi 706 SPK cho 22HC c6 SPK); nhom

Khao sat danh muc hoat chéatclia thude duoc cap sé
ding ky va thudce thiét yéu Viét Nam giai doan 2015
- 2019 theo ndm va noi san xuét, dé tai ghi nhan két
qua trinh bay trong Bang 3.

Theo Bang 3, trong giai doan 2015-2019, s6 Iuong
HC c6 SPKvdi cac ngudn gbc khac nhau c6 su dao
dong khéng dang ké qua céc nam, trong dé HC ¢6
SBK trong nudc luén cao hon nudc ngoai qua cac
nam nghién ctiu. S6 HC c6 SPK trong nudc cao nhét
duoc ghi nhan ndm 2017 (246 HC tuong (mg voi ty
& 51.1%) va thap nhat nam 2019 (216 HC tuong ting
Vi 1y 1& 44.9%). S6 HC c6 SPK nudc ngodi cao nhét
duoc ghi nhan nam 2015 (169 HC tuong (ng vai ty
& 35.1%) va thap nhat ndm 2018 (144 HC tuong ting
Vi ty 18 29.9%).Vé mic do dap tng HC, dé tai ghi
nhan téng SPK dao dong tir 2.183 (ndm 2016) dén

Bang 3. Danh myc HC cuia thudc dugc cap s6 dang ky va thudc thiét yéu Vit Nam giai doan 2015 - 2019

theo ndm va ngudn gdc

Nguon goc 2015 2016 2017 2018 2019
S6 HC c6 SPK (Ty 1é HC c6 SPK/HC theo danh muc thudc thiét yéu)

Trong nudc 229(47.6%) 236(49.1%) 246(51.1%) | 238(49.5%) | 216(44.9%)
Nudc ngoai 169(35.1%) 145(30.1%) 160(33.3%) | 144(29.9%) | 171(35.6%)
56 Iwgng SPK (s6 Iwgng SPK/HC c6 SPK)

Trong nuéc 1,758 (7.7) 1,768 (7.5) 2,274 (9.2) 2,333 (9.8) 1,820 (8.4)
Nudc ngoai 668 (4.0) 415 (2.9) 428 (2.7) 424 (2.9) 562 (3.3)
Tong SPK 2,426 2,183 2,702 2,757 2,382

Ghi chu: HC: hoat chét, SPK: s dang ky

XII - thuéc tim mach véi ty 16 SPK/HC 14 27.4(tuong
Ung véi 904 SPK cho 33HC cé SDK).

3.2. Khdo sat danh muc hoat chét clia thudc duoc
cap sb dang ky va thudc thiét yéu Viét Nam giai doan
2015 - 2019 theo nam va nguén gbc thude
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2,757 (ndm 2018) véi s luong SPK binh quan trén
HC c6 SPK cao hon & thuéc trong nudc (dao dong
tir 7.5 dén 9.8) so voi thude nudc ngodi (dao dong tir
2.7 dén 4.0).

3.3. Khao sat danh muc hoat chét clia thudc duoc
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26.6%) cho thay su phan bé khong dong déu sb
luong SPK clia céc HC theo danh muc thuéc thiét
yéu. Ngoai ra da s HC ¢ tir 1-5 SPK (132 HC
chiém ty 18 27.4%); 15.6% HC c6 tit 6-10 SPK
(tuong tng véi 75 HC). Cac nhdm HC c6 SBK trong
khoang 11-15 va 16-20 chiém ty & khong dang ké
(5.4% va 3.5% tuong ng).

Khao sat 10 HC c6 nhiéu sb ding ky nhat theo danh
muc thuoc thiét yéu, de tai ghi nhan két qua dugc
trinh bay trong Hinh 2.

Theo Hinh 2, trong giai doan 2015-2019, trongdanh
muc thudc thiét yéu theo Thong tu 19/2018/TT-
BYT, 10 hoat chét c6 nhiéu SPK nhét theo thirtu gidm
dan lan luot Ia paracetamol, ofloxacin, omeprazol,
amoxicilin, clorpheniramin, prednisolon,loratadin,
levofloxacin, atorvastatin va metronidazol. Xu huténg
thay ddi SPK clia cac hoat chat theo ndm kha tuong
dong, gidm nhe & nam 2016, ting manh cac nim
2017-2018 va giam tr& lai nam 2019.

4. BAN LUAN

Phan I6n sb lugng SPK tap trung vao nhiing HC &
mét s6 nhém thude chinh bao gém nhé thuée tri ky
sinh tring, chdng nhiém khuén, nhém thuéc giam
dauvachim séc gidm nhe,nhém thudetim machduoc
cap trong giai doan 2015 - 2019. S Iugng HC c6
SBK véi cac ngudn gbc khac nhau cé su dao dong
khong dang ké qua cac nam, trong dé HC c6 SPK
trong nudGc ludn cao hon nuéc ngoai qua cadc nam
nghién ctu.Phan 16n cac s dang ky tai Viét Nam
phan bé khong déu, 26.6% sb Iuong HC duoc dap
ling c6 tir 20 SPK tr& 1én, trong khi d6 s6 HC khong
duoc cap sb dang ky chiém dén 21.4%.

Trong giai doan 2015-2019, trong danh muc thubc
thiét yéu theo Thong tu 19/2018/TT-BYT,
paracetamol Ia HC duoc déng ky nhiéu nhét, hau hét
cac thudc chira paracetamol dugc dang ky tai Viét
Nam déu dugc san xuét trong nudc, trung binh moi
nam c6 khoang 150 SPK clia hoat chéat paracetamol
san xuét trong nudc dugc cap phép. Piéu nay gay ra
mot su tring 18p rat [6n dan dén viéc méat can bang
khi s6 Iugng SPK trong nuéc I6n nhung chi tap trung
vao moét sb HC quen thudc, thong thudng nhu
paracetamol va cac vitamin trong khi mét s HC
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khac thi hau nhu khong c6 SPK.

Tuy s6 luong HC c6 s6 diéng ky toan giai doan &danh
muc thudc thiét yéu chiém ty I& rat cao nhung van
con mot sé HC quan trong nhu HC thude nhém thude
gidi doc chua duoc ding ky & nudc ta, cu thé: kali
ferrocyanide. Ngoai ra, mét s HC nhu vinblastine,
chlorambucil, nitrofurantoin 1a cac HC thuéc nhém
ung thu va chéng nhiém khuan duoc khuyén khich
phét trién theo Cong van11599/QLD-BK (6/2015)
do Cuc Quan Iy Dugc ban hanh "Khuyén khich cac
doanh nghiép nghién ciu, phat trién san pham va
ding ky san xuét luu hanh" [6], nhung tr ndm 2015
cho dén nam 2019 van chua c6 SPKnao dugc cap
cho cac HCké trén. Mac du, cd rat nhiéu HC thudc
danh muc thudc thiét yéu clia Bo Y té va cling nam
trong danh muc uu tién, khuyén khich san xuét,
mang lai hiéu qua quan trong trong qud trinh diéu tri
nhung dén nay van chua duoc ding ky.Vi thuc té
trén cac HC nay dugc luu hanh trén thi trudong dudi
hinh thiic nhap khau (khéng c6 SPK). Thuc trang
nay doi hdi can c6 nhiing chinh séch cu thé thiic ddy
nghién cuu, phat tnen céc thude cé HC trong danh
muc thuoc thiét yeu ma chua c6SPK nham dép Ung
nhu cau thudc thiét yeu clia nguoi bénh.

Nghién ciiu da dua ra duockét qué va danh gia duoc
thuc trangHC duoc cap SPK theo danh muc thuée
thiét yéutai Viét Nam giai doan 2015 - 2019. Tuy
nhién, dé tai chi nghién i trén SPK duoc cip phép
ma chua phan tich duoc thuc té luu hanh clia cac ché
pham, hoat chét trén thi trudng. Trong thuc té, viéc
sb luong thudc nhap khau hay san xuét trong nuéc
dap (ing nhu cau ciia thi truding cé thé khong giéng
xu hudng clia SPK duoc cép.

5. KET LUAN

Trong danh muc thuéc thiét yéu, 78.6% hoat chét c6
SPK véi trung binh 32.9 SPKtrén mdi HC va sé luong
SBK trong nudc cao hon nudc ngoéi. S6 luong SPK
phan bb khéng dong déu gitta cac nhom thudce didu tri
vGi 21.4% HC khéng ¢6 SPK va 26.6% HC cd trén 20
SBK tap trung vao cac nhém thude gidm dau va chim
s6c giam nhe, ky sinh tring - chéng nhiém khudn, tiéu
héa. Cac chinh sach hd tronghién ciiu va san xuét cac
HC chua c6SPK can dugc thiic ddy nham déap tng
danh muc thudc thiét yéu tai Viét Nam.
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Comparison the list of active elements that
granted registered number and essential drugs
in Vietham period of 2015 - 2019

Luu Gia Linh, Phan Nguyen Bieu Tam,
Do Quang Duong and Nguyen Thi Thien Tram*

ABSTRACT

Background: Given the importance of essential drugs in population health care and the increase in the
number of drug registration numbers in Vietnam, a comparison of the list of active elements that granted
registered numberand essential drugs is necessary. As a result, providing a scientific foundation to assist
policymakers and drug manufacturers in formulating management strategies and developing medicine
products in Vietnam. Objectives: Comparison the list of active elements of drugs that granted registration
numbers and essential drugs in Vietnam in the period of 2015-2019. Materials and method: Cross-sectional
description and retrospectivedata on registries of pharmaceutical drugs, herbal drugs, vaccines, and
biological products period 2015-2019 and compared with the list of essential drugs in Vietnam. Results:
There are 6/29 therapeutic groups of drugs with 100% active elements that were granted registration
numbers for the entire study period; the remaining groups have a proportion of active ingredients with
registration numbers ranging from 37,5 to 91,7%. The average number of registrations on active elements
is higher in domestic drugs (ranging from 7,5 to 9,8) than for foreign drugs (ranging from 2,7 to 4,0). According
fo the number of registration numbers, there are 103 active elements without a registration number
(accounting for 21,4%) while 128 active ingredients have more than 20 registered numbers (accounting for
26,6%). Conclusion: Policies supporting research and manufacture of unregistered active elements should
be encouraged to respond to the list of essential drugs in Vietnam.
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