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TOM TAT

Bt van dé: Ung thie (UT) la mét trong nhitng nguyén nhdn hang dau gdy tir vong, doi héi bao dam kha
néng tiép cin thuéc diéu tri phit hop. Muc tiéu nghién ciru. viéc khao sat thuc trang dang ky thuée UT va
danh gia mirc dg dap vng voi Danh muc thuoc thiét yeu (DMTTY) la can thiét nham cung cdp co sé ddnh
gid kha nang ve cung vmg thudc. Phuong phdp va doi tuong: Mo ta cdt ngang dya trén dir liéu hoi ciru
két qua cdp s6 dang ky (SDK) thuoc tai Viét Nam trén cong thong tin dién tir Cuc Qudn 1 Duoc trong
giai doan 2023 - 2025. Két qua: Khdo st SPK thuoc UT trong giai doan 2023 - 2025 véi 99 hoat chat
(HC) ¢6 603 SPK; trung binh (TB) 6 SPK/HC, nghién ciru ghi nhdn phan 1én SPK dwoc cdp méi
(58.37%) san xudt (SX) nudc ngoai (72.80%), cé dang bao ché (DBC) vién nén (36.82%) va ding dwong
uong (55.06%). Pdanh gid mikc dé ddp ving véi DMTTY ciia BO Y té ghi nhdn dap ing theo HC dat 72.00%
(18/25 HC) voi TB 4 SDK/HC; theo HC-DBC dat 44.00% (11/25 HC-DBC) véi TB 3.36 SDK/HC-DBC;
theo HC-DBC-NB/HL dat 28.21% (11/39 HC-DBC-ND/HL) TB 2.91 SDK/HC-DBC-ND/HL.
Methotrexat va carboplatin la HC c6 SPK ddp vmg ddy dii ¢ 3 mike d. Két ludn: Phan lom cic SPK duge
cdp méi va dwoc SX neée ngodi, mire dp ddp vmg doi véi DMTTY theo timg mirc danh gida HC, HC-DBC
va HC-DBC-NP/HL thdp dan. Cén cé gidi phdp thiic ddy phdt trién SX va dang ky thuéc UT trong nuée
nham ndng cao kha ndng tiép cdn va giam chi phi thuoc cho ngieoi bénh.

Tir khéa: thuoc diéu tri ung thw, sé dang ky thuée, Danh muc thudc thiét yéu, Viét Nam

A SURVEY ON THE REGISTRATION STATUS OF
ANTINEOPLASTIC DRUGS AND THEIR COVERAGE OF THE
ESSENTIAL MEDICINES LIST IN VIETNAM FROM 2023 TO 2025
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ABSTRACT

Background: Cancer is a leading cause of mortality, necessitating ensured access to appropriate therapeutic
drugs. Objectives: Investigating the current registration status of antineoplastic drugs and evaluating their
coverage concerning the Essential Medicines List (EML) is essential to provide a basis for assessing drug supply
capabilities. Materials and method: A cross-sectional descriptive study was conducted based on retrospective
data regarding the issuance of marketing authorizations (MAs) for medicines in Vietnam, published on the web
portal of the Drug Administration of Vietham (DAV) during the 2023 - 2025 period. Results: Investigating
antineoplastic drug MAs during the 2023 - 2025 period across 99 active pharmaceutical ingredients (APIs) with
603 MAs and a mean of 6 MAs per API, the study noted that the majority of MAs were newly issued (58.37%)
and of foreign origin (72.80%), featuring tablets (36.82%) as the primary dosage form (DF) and the oral route
of administration (55.06%). Evaluating the coverage of the Ministry of Health's EML revealed that coverage by
API reached 72.00% (18/25 APIs) with a mean of 4 MAs/API; coverage by API-DF was 44.00% (11/25 API-
DFs) with a mean of 3.36 MAs/API-DF; and coverage by API-DF-Strength stood at 28.21% (11/39 API-DF-
Strengths) with a mean of 2.91 MAs/API-DF-Strength. Methotrexate and Carboplatin were the APIs achieving
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full MA coverage across all three levels. Conclusion: The majority of MAs are newly issued and of foreign origin,

while the EML coverage progressively decreases across the respective evaluation levels of API, API-DF, and
API-DF-Strength. Solutions are required to promote the domestic manufacturing and registration of
antineoplastic drugs, thereby enhancing patient access and reducing medication costs.

Keywords: antineoplastic drugs, drug registration numbers, Essential Medicines List, Vietnam

1. DAT VAN DE

Ung thu (UT) 1a mot trong nhirg nguyén nhan hang dau gy ra tir vong trén toan cau, ciing nhu ganh
ning vé kinh té, y t& véi dic trung 1a sy hinh thanh va tiang sinh nhanh chéng cua céc té bao bat
thuong vuot khoi gidi han kiém soét sinh 1y binh thuong, tir d6 xam 14n cac mo va co quan lan can,
tham chi lan dén cac vi tri xa hon thong qua qua trinh di can, trong d6 di cn lan rong 14 nguyén nhan
cha yéu din dén tir vong & ngudi bénh UT [1]. Theo thdng ké tir Co quan Nghién ctru Ung thu Qudc
té (IARC- International Agency for Research on Cancer), nim 2022 ghi nhan khoang 20 triéu ca méc
moi va 9.7 triéu ca tr vong do UT trén toan thé gidi va dy doan s€ dat t1 35 triéu ca mAic vao nim
2050 [2]. Tai Viét Nam, c6 180,480 truong hop mai mic va 120, 184 ca tir vong do UT, tuong ng ty
1¢ tw vong trén s6 mic khoang 67%, phan anh ganh ning bénh tét rat 1én va cho thay Viét Nam thudc
nhoém quéc gia ¢o ty 1& tir vong do UT cao trong khu vuc [3]. Pidu nay cho thdy thudc dleu tr1 UT
gilr vai tro déc biét quan trong trong chién lugc klem soat bénh, gop phan kéo dai thoi gian song, cai
thién tién luong va nang cao chét luong cudc sdng cho ngudi bénh. Tuy nhién, hi€u qua diéu trj ctia
thudc trén thyc t& con bi anh hudng dang ké boi nhidu rao can nhu kha nang tiép can thudc con han
ché, chi phi diéu tri cao va tinh trang phat hién bénh ¢ giai doan mudn d6i voi cac UT pho bién nhu
gan, ph01 vu, da day va dai tryc trang [3]. Vi vay, viéc danh gia thyc trang luu hanh thudc diéu tri
UT la hét strc can thiét, trong d6 SDK luu hanh la mot chi dau quan 1y quan trong phan anh murc d6
hién dién hop phép ciia thudc trén thi truong, kha nang bao dam ngudn cung cling nhu co s6 phap 1y
cho hoat dong phan phéi va sir dung thuoc trong thuc hanh diéu trj. Do do, cong tac quan ly thong
qua viéc cap SPK luu hanh dong vai tro cHt 161 dé duy tri chudi cung tmg 6n dinh va kiém soat chit
luong thudc [4]. DPong thoi, dé t6i wu hoa kha ning tiép can diéu tri, cong tic quan Iy cung ng nay
can tham chleu dinh huéng cua WHO (The World Health Organization- T chirc Y té Thé gioi) vé
thudc thiét yéu - nhém thude dap tmg nhu cau chim séc y té vu tién, duoc danh gia dinh ky dya trén
bang chimg vé tinh an toan, hidu lyc va kinh té y té nhim huéng dan xay dung danh myc qubc gia
[4]. Viéc danh gia mirc d6 hién dién cua cac thude diéu tri UT nam trong Danh muc thudc thiét yéu
(DMTTY) thong qua SDK luu hanh nham phan anh kha ning dap tmg cia hé thong cung tmg thudc
dbi v6i nhu cau diéu tri. Tuy nhién, theo nghién ctru ciia Luu Gia Linh va cong su (2023) cho thay
trong giai doan 2019 - 2021 chi ¢6 19/36 hoat chat (HC) diéu tri UT va tong s6 HC thudc thiét yéu
duoc cip SPK giam manh tir 265 xubng 177 trong d6 sé HC thudc nhom thude UT ciing c6 xu hudng
giam[5]. Pbi voi nhom thude diéu trj UT, viée bao dam dap ung ddy du DMTTY c6 ¥ nghia dic biét
quan trong trong thuc hanh diéu tri, do day 1a nhom bénh c6 dién tién nghiém trong, nhu cau can thi¢p
kip thoi va chi phi diéu tri cao. Tuy nhién, dén nay chua ghi nhan nghién ctru cap nhat chuyén sau
cho riéng nhém thudc UT trong giai doan 2023 - 2025. Tir d6, dé tai “Khao sat thuc trang ding ky
thudc ung thu va muc do dap tng ddi voi danh muc thude thiét yéu tai Viét Nam giai doan 2023 -
2025 dugc thuc hién véi muc tiéu nhu sau: (1) Xac dinh ty 1€ cac nhom thude va thude diéu tri UT
c6 SPK tai Viét Nam giai doan 2023 - 2025; (2) Panh gia mtc d6 dap tng DMTTY dbi v6i thude
UT duoc cép SDK tai Viét Nam theo thong tu 19/2018/TT-BYT.

2. POI TUQNG VA PHUONG PHAP NGHIEN CU'U

2.1. Doi twgng nghién ciru

Thuc trang dang ky thuoc ung thu va mac do dap itmg DMTTY tai Viét Nam giai doan 2023 - 2025.
2.2. Phwong phap nghién ctru

Thiét ké nghién ctru: Nghién ciru mé ta cit ngang dya trén dit liéu hoi ctru két qua cap SPK thude
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tai Viét Nam trén céng thong tin dién to Cuc Quan ly Dugc cong khai tr ngay 01/01/2023 dén
31/12/2025.

MAu nghién ciru: Liy miu toan bo dir liéuqcép SbK thuéq tai Viét Nam tir ndm 2023 dén 2025 cua
cac HC UT theo phén loai ma ATC cua T6 chuc Y té Thé gidi tai cong thong tin dién tir cua Cuc
Quan Ly Dugc.

Tiéu chi chon miu: Tiéu chi chon mau duogc trinh bay tai Bang 1.

Bing 7. Tiéu chi chon miu

Tiéu chi lya chon Tiéu chi loai trir
- Cac HC UT theo phan loai mad ATC cua To chirc Y té | - Thiéu thong tin can thiét cho
Thé gioi. nghién ctu nhu: Dang bao ché,

- Cac HC UT theo duoc thu Quéc gia Viét Nam nam 2022. nguon gbc san xuat, dudng dung va
- C6 két qua tra ctru s6 ding ky trén website Cuc Quan 1y | nong do ham luong.

Duoc cong khai (01/01/2023 dén 31/12/2025). - Gidy phép luu hanh bi thu hoi.

HC: Hoat chdt; UT: Ung thi

2.3. Bién s6 nghién ciru
Xéc dinh ty 1¢ cdc nhém thudc va thude dicu tri UT c6 SDK tai Viét Nam giai doan nam 2023 - 2025
theo thong ké tan s6 va ty 1¢ (%) vai bién s6 nghién ctiru nhu sau:

- Pic diém cia cac thube UT duoc cip SDK gom Loai SDK (cip méi, cép lai ); ngudn gbc SX (trong
nudc, ngoai nudc); dang bao ché (Tiém/truyén - bot, Tiém/truyén- dang dung dich, Tlem/truyen-
dang hon dich, vién nén, vién nang, dang ddc biét); duong dung (duodng ti€ém /truyén, duong udng,
dung ngoai da, cdy implant)

- bac diérp ctia cac thube duge cip SBK theo tac dung duoc 1y (TDDL) theo méd ATC Theo WHO
(thude chong ung thu- liéu phap mién dich- chat kich thich mién dich- chat trc ché mién dich): S6
lugng SPK duoc cap cho moi HC; loai SPK; ngudn goc SX; dang bao ché (DBC); duong dung(PD).

- Top 10 quéc gia c¢6 sb luong SPK nhiéu nhat.

Panh gia mic d6 dap tng DMTTY ddi véi thube UT duoc cap SPK tai Viét Nam theo thong tu
19/2018/TT-BYT, nghién ctru thong ké tan s6 va ty 1& (%) ¢ 3 mirc d6 (HC, HC-DBC, HC-DBC-ndn
do/ham luong (ND/HL)). Cac bién s theo céc dic diém nhu sau: Téc dung dugc ly; Nguén géc (chi
trong nudc, chi ngoai nudc, hodc ca hai); Muc do dang ky (1-3 SDK, 4-6 SDK, 7-9 SDK, >10 SbK);
Xép hang 5 HC, HC-DBC, HC-DBC-ND/HL theo s6 lugng SPK.

Phén loai HC va tén goi phan nhom thudc trong nghién ctru duge xac dinh theo phan nhom thudc
duoc thuc hién dya trén ma ATC theo WHO va dugc thu Quoc gia nam 2022.

2.4. Thong ké va xir 1y so liéu

Dit liéu dugc tim kiém trén website “Tra ctru gidy ding ky thube, nguyén liéu 1am thudc tai Viét
Nam” cua Cuc Quan ly Dugc. Dir liéu dugc lam sach trude khi phan tich béng cach kiém tra, xr ly
cac gia tri thiéu thong tin & cac thong tin quan trong gdm SPK, HC, DBC, ngudn gbc SX, PDva Nb-
HL. Céc gia tri thiéu duoc xac dinh thong qua kiém tra rng, ddi chiéu thuc té trén cong tra cua Cuc
Quan 1y Duoc va duoc xu ly béng cach loai bo. Dit liéu duge chuin hoa dua trén cic bién sb duoge
xéc dinh phan bién sd.

Quy trinh chuén hoa dit liéu: (1) Tén HC duoc dong b theo tén chung qudc t& (INN) dya trén Duoc
thu Quéc gia Viét Nam 2022; (2) Cac dang rnuéi ctia HC duogc quy d6i vé gbc HC chinh khi xét mirc
d6 dap img HC; (3) ND/HL duogc quy doi vé cing don vi do luong (mg, g, mL) dé dabi chleu banh
gia muc do dap ing DMTTY dugce thyc hién theo nguyén tac ké thira: dap Gmg cac mirc do tong quat
dén mirc d6 chi tiét 1an luot tir HC; HC-DBC; HC-DBC-NB/HL.
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Quy trinh thu thap va cac thong tin dir liéu trich xuit duoc trinh bay trong Hinh 1.

chung québe té thec
ducl\. thu Qu 6 c gia 2022

Dang bao ché J—[ Théng tw 192018 TT-BYT J
Pudémg ding }—{ Thong tr 20/2022/BY T l
¢ on vi do
am I " ng e

Cong ty ding
ky/sdn xudt

Thu thiip dir ¥
ligu 3

Tra cim

Théng tr
20/2022/TT-BYT

Théng ur
192018/ TT-BYT

li¢u theo

Duge

thu Qubc gia

Loc va d(‘)ng Xir 1§ va tdng hop
bé dir ligu cian dir lid¢u bang
nghién cim Microsoft Excel

Hinh 2. Quy trinh thu thap dir liéu

Phiin tich va
thiong ké két qua
nghién el

3. KET QUA NGHIEN CUU
3.1. Xac dinh dac diém ciia thudc ung thw duge cap 50 ding ky tai Viét Nam giai doan 2023 - 2025
Két qua vé thanh phan thudc, loai SPK, ngudn gdc san xuat, DBC va duong dung ciia cac thude didu

tri UT giai doan 2023 - 2025, dugc trinh bay tai Bang 2.

Bang 8. Dic diém sb lugng sé dang ky cua thude ung thu

Bic didm 2023 2024 2025 2023 - 2025
: ‘ (n = 191) (n = 228) (n = 184) (n = 603)
Thanh [ Don thanh phan | 189 (98.95%) | 226 (99.12%) | 178 (96.74%) | 593 (98.34%)
phin thuéc | Pathanhphan | 2 (1.05%) 2 (0.88%) 6(3.26%) | 10 (1.66%)
Loai s6 Cép mai 82 (42.93%) | 149 (65.35%) | 121 (65.76%) | 352 (58.37%)
ding ky Cép lai 109 (57.07%) | 79 (34.65%) | 63 (34.24%) | 251 (41.63%)
Nguon goc | Trong nudc 50 (26.18%) | 62 (27.19%) | 52 (28.26%) | 164 (27.20%)
sin xudt | Ngoainude | 141(73.82%) | 166 (72.81%) | 132 (71.74%) | 439 (72.80%)
Tlemgg‘tlyen T | 29(15.18%) | 30 (13.16%) | 33(17.93%) | 92 (15.26%)
Tiemitruyen- |40 05 1300) | 62(27.19%) | 62 (33.70%) | 172 (28.52%)
\ dang dung dich
DangP a0 Tiém/truyén- o 0 o o
ché dang hén dich | 0 (0-00%) 1 (0.44%) 2 (1.09%) 3 (0.50%)
Vién nén 74 (38.74%) | 85(37.28%) | 63 (34.24%) | 222 (36.82%)
Vién nang 38 (19.90%) | 48 (21.05%) | 24 (13.04%) | 110 (18.24%)
Dang dac biet | 2 (1.05%) 2 (0.88%) 0 (0.00%) 4 (0.66%)
ﬁér’;‘ft"rﬂsén 77 (40.31%) | 93 (40.79%) | 97 (52.72%) | 267 (44.28%)
?;?g Dudng ubng | 112 (58.64%) | 133 (58.33%) | 87 (47.28%) | 332 (55.06%)
& Dung ngoaida | 1(0.52%) 0(0.00%) 0 (0.00%) 1 (0.17%)
Dat/chy implant | 1 (0.52%) 2 (0.88%) 0 (0.00%) 3 (0.50%)

Theo Bang 2 d& tai ghi nhan tong sé luong (SL) SPK cua thube diéu tri UT tai Viét Nam trong giai doan
2023 - 2025 ¢6 603 SBK voi thuc don thanh phan chiém phan 16n (98.95%, 99.12%, 96.74%). Nam
2023, SPK dugc cap lai chiém ty 1¢ cao (57.07%), tuy nhién dén nam 2024 - 2025 thude cap méi chiém
ty 1€ cao hon tuong g 65.35% va 65.76%. Da s6 SPK c6 nguon gdc nudce ngoai (73. 82%, 72.81%,
71.74%), c6 dang vién neén (38.74%, 37.28%, 34.24%). Duong udng la duong dung chu yeu giai doan
2023 - 2024 véi 58.64% va 58.33%, dén nam 2025 dudng tiém/truyén co ty 1é cao hon (52.72%).
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Két qua s6 lugng HC c6 SPK, $6 lugng SDK va ty 1¢ theo nhom tac dung dugc 1y cua thuéc UT giai
doan 2023 - 2025 dugc trinh bay tai Bang 3.

Bang 9. Két qua sd lugng hoat chat c6 s6 ding ky va sb luong s6 dang ky cua cac thude ung thu theo
nhom téc dung duogc ly

Bién s6 2023 2024 2025 2023 - 2025
Tll:::: HC | SL TY HC | SL TY HC | SL TF HC | SL fAy
pnh() 6 | SPK S];’K 6 | SPK S];’K 6 | SPK ng 6 | SPK S];-"K
m SDK | (tyl§) HC SDK | (tyl§) HC SDK | (ty1§) HC SDK | (ty1¢) HC
Thyéc

chéng 154 165 147 466

ung 49 18063% | 314 4T | 23706 | 3P| O | 79.89% | 272 0| 77080 | 20
thu

Liéu

phép 19 34 24 77

ngi P 19050 | 2119 [ a010n | 378 2 | 13.04% | 27 | 12| 127794 | 042
tidt

Chét

tlfllli:}llq ] 1 100| 3 6 100! 2 4 1200 s 11500
052% | 263% | < 217% | < 1.82% | =
mien

dich
Chat iic

ché 17 23 9 49

midn | ° | 890% | 27| 3 | 1009% | 77| 3 | a89% | 300 3 | g130, | 1633
dich

A 191 228 184 603

Tong | 62 1150.00%| 39 | %2 |100.00%| 398 | 8 |100.00% 271 | *° |100.00%| &*°

Ghi chii: SL: 86 lwong SPK: Sé ding ky; HC: Hoat chat

Két qua vé sb lugng SPK va HC theo nhém tac dung duoc Iy cua thude ung thu dugc trinh bay tai 3,
giai doan 2023 - 2025 ¢6 603 SDK trén 99 HC dat TB 6.09 SDK/HC. Nhom thude chong UT chiém
uu the ve SL, chiem 72.37 - 80.63% trén tong SPK va dat ty 1¢ SPK/HC (2.72 - 3.51).

Két qua s6 luong SPK cap mdi, cap lai va ty 1é theo nhom tac dung duoc 1y ciia thude UT duge trinh
bay tai Bang 4.

Bang 10. S6 luong va ty 1& s6 dang ky cap lai va cip mdi ciia cac nhém thude ung thu theo tac dung
duogc 1y

2023 2024 2025 2023 - 2025
Loai diing ky (n=191) (n = 228) (n = 184) (n = 603)
Capméi | Caplai |Capméi | Caplai |[Capméi | Caplai | Cap méi | Cap lai
Chgﬁ“‘fn 58 96 106 59 08 49 262 204
ﬂ;gu € 170.73% | 88.07% | 71.14% | 74.68% | 80.99% | 77.78% | 74.43% | 81.27%
Liéu phap 8 11 25 9 16 8 49 28
ndi tiét 9.76% | 10.09% | 16.78% | 11.39% | 13.22% | 12.70% | 13.92% | 11.16%
Chét kich 0 1 1 5 1 3 2 9
thich mién | 0.00% | 0.92% | 0.67% | 6.33% | 0.83% | 4.76% | 0.57% | 3.59%
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dich

16
19.51%

Chat tc ché
mién dich

1
0.92%

17
11.41%

6
4.96%

6
7.59%

3
4.76%

39
11.08%

10
3.98%

82

Tong 100.00%

109
100.00%

149
100.00%

79 121

100.00%

100.00%

63
100.00%

100.00%

352 251

100.00%

Theo bang 4 giai doan 2023 - 2025, nhom thudc chong UT chiém phan 16n SPK cdp mai voi 262
SPK (chiém 74.43%) va cap lai voi 204 SPK (81.27%).

Két qua sb lugng SPK va ty 18 theo ngudn gdc san xut cua thude UT duoc trinh bay tai Bang 5.

Bang 11. S6 luong va ty 18 sé dang ky trong va ngoai nude cua cac nhém thude ung thu theo nhoém
tac dung dugc ly trong giai doan 2023 - 2025

2023 2024 2025 2023 - 2025
Nha san (n=191) (n =228) (n=184) (n =603)
Xuit Trong | Ngoai | Trong | Ngoai | Trong | Ngoai | Trong | Ngoai
nwoc nwoc nwoc nwoc nwoc nwoc nwoc nwéc
Thudc chong 38 116 44 121 41 106 123 343
ung thu 76.00% | 82.27% | 70.97% | 72.89% | 78.85% | 80.30% | 75.00% | 78.13%
Li¢u phap 6 13 9 25 5 19 20 57
, ndi tiét 12.00% | 9.22% | 14.52% | 15.06% | 9.62% | 14.39% | 12.20% | 12.98%
Chat kich thich 1 0 3 o 1 3 5 6
mién dich 2.00% A 4.84% SRR 1.92% | 2.27% 3.05% 1.37%
Chat tic ché 5 12 6 17 5 4 16 33
mién dich 10.00% | 8.51% | 9.68% | 10.24% | 9.62% | 3.03% 9.76% 7.52%
T 5ng 50 141 62 166 52 132 164 439
100.00% | 100.00% |100.00% | 100.00% | 100.00% | 100.00% | 100.00% | 100.00%

Theo Bang 5 cho thiy trong giai doan 2023 - 2025, nhom thuc chong UT chiém uu thé & ngudn
ngoai nudc véi 343 SPBK (78.13%) va ngudn trong nudc c6 123 SPK (75.00%).

Két qua s6 luong SPK va ty 1 theo duong ding cia thudcUT dugc trinh bay tai Bang 6.

Bang 12. S6 luong va ty 18 s6 dang ky cua cac nhom thudc ung thu theo tac dung dugc 1y theo dang

dudng dung cua cac nhom thuoc ung thu trong giai doan 2023 - 2025 i
\ \ Dudn \ e Puwong dung | Implant: cay/dat
Duong dung tiém/truffén Duong uong ngogi da i i dudi day
2023 (191)
Thubc chdng ung thu 75 (97.40%) | 78 (69.64%) | 1(100.00%) 0 (0.00%)
Liéu phap noi tiét 1 (1.30%) 17 (15.18%) | 0 (0.00%) 1 (100.00%)
Chat kich thich mién dich | 1 (1.30%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
Chét trc ché mién dich 0 (0.00%) 17 (15.18%) | 0 (0.00%) 0 (0.00%)
Tong 77 (100.00%) | 112 (100.00%) | 1 (100.00%) 1 (100.00%)
2024 (228)
Thudc chong ung thu 84 (90.32%) | 81(60.90%) | 0(0.00%) 0 (0.00%)
Liéu phap noi tiét 3 (3.23%) 29 (21.80%) | 0 (0.00%) 2 (100.00%)
Chat kich thich mién dich | 6 (6.45%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
Chét trc ché mién dich 0 (0.00%) 23 (17.29%) 0 (0.00%) 0 (0.00%)
Tong 93 (100.00%) | 133 (100.00%) | 0 (0.00%) 2 (100.00%)
2025(184)
Thudc chéng ung thy | 89 (91.75%) | 58 (66.67%) | 0(0.00%) | 0 (0.00%)
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\ \ Pwon \ e Pwong dun Implant: cay/dat
Duong dung tiém/truffén Duong ubng ngogi da i b dudi day .
Liéu phap noi tiét 4 (4.12%) 20 (22.99%) | 0 (0.00%) 0 (0.00%)
Chét kich thich mién dich | 4 (4.12%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
Chét trc ché mién dich 0 (0.00%) 9 (10.34%) 0 (0.00%) 0 (0.00%)
Tong 97 (100.00%) | 87 (100.00%) | 0 (0.00%) 0 (0.00%)
2023 - 2025

Thudc chéng ung thu | 248 (92.88%) | 217 (65.36%) | 1(100.00%) 0 (0.00%)

Liéu phap noi tiét 8 (3.00%) 66 (19.88%) | 0(0.00%) 3 (100.00%)
Chat kich thich mién dich | 11 (4.12%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
Chat trc ché mién dich 0 (0.00%) 49 (14.76%) | 0(0.00%) 0 (0.00%)

Tong 267 (100.00%) | 332 (100.00%) | 1 (100.00%) 3 (100.00%)

Dua vao bang 6 ghi nhan trong tong giai doan 2023 - 2025 ghi nhan cac nhém thude st dung chu yéu
1a duong tiém/truyén véi 267 SPK va dudng udng véi 332 SPK. Nhém thude chdng ung thu ludn
chiém ty 1¢ cao nhit & ca hai duong dung, c6 xu huéng giam va ting nhe & dudng udng qua cc nim
78 SPK chiém 69.64% (2023), 81 SPK chiém 60.90% (2024) va 58 SPK chiém 66.67% (2025),
dong thoi ¢ dudng tiém/truyén voi 75 SPK chiém 97.40% (2023), 84 SPK chiém 90.32% (2024) va
89 SPK chiém 91.75% (2025) va c6 1 SPK & dudng ding ngoai da. Liéu phap noi tiét c6 xu hudng
tang rd rét, dic biét & duong udng 17 SPK véi 15.18% (2023), 29 SPK chiém 21.80% (2024), 20
SPK chiém 22.99% (2025) va c¢6 xuat hién thém dang cay/dat dudi da tir nim 2024 - 2025. Nhom
chét kich thich mién dich va nhém chét e ché mién dich chiém ty 1¢ thap hon.

Két qua s6 luong SPK va ty 1¢ theo DBC ciia thude UT trong giai doan 2023 - 2025 dugc trinh bay
tai Hinh 2.

Dang bao ché nim 2023 Dgng bao ché nim 2024

Hinh 3. S6 lugng va ty 1€ s6 dang ky cua cac nhom thuoc ung thu
theo dang bao ché cuia cac nhom thude ung thu giai doan 2023 - 2025
Dang dac biét": Dung dich dung ngoai, Thuoc implant (dat dudi da)

Theo Hinh 2, cac thubc UT dugc ding ky dudi nhiéu DBC khéc nhau, trong d6 dang vién nén va
dang tiém/truyén chiém wu thé v&i chu yéu 1a dung dich tiém/truyén va bot pha tiém/truyén. Nhoém
thudc chéng ung thu co ty 1& cao nhéat & cac dang nay, twong tng ¢ dang vién nén chiém 77.03%
(2023), 61.18% (2024), 66.67% (2025). Nhom thude chdng ung thu chiém phan 16n ¢ cac dang
tiém/truyén ¢ giai doan 2023 - 2025, dang dung dich tiém/truyén c6 ty 1 (97.92%, 87.10%, 90.32%),
dang bot pha tiém/truyén co ty 1€ (96.55%, 96.67%, 96.97%). Cac DBC dac biét co s6 luong SBDK
thip va chi c6 1 SPK (25%) & nhom liéu phap ndi tiét va co 3 SPK (25%) & nhém chdng ung thu.

Két qua vé phan bd s6 lwong SPK thude UT theo qudc gia san xuét duoc trinh bay tai Hinh 3.
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Top 10 quéc gia san xuft 2023 - Top 10 québe gin san xudt 2024
' T10%  asins I | I . 2 yemn sgos  ases 3sow
« N & = & = & -
2025 B¢ gin san xuft giai dogn 2023-2025
‘ I I I s I I I . W I T
I I l - - O E -

Hinh 4. Théng ké 10 qudc gla 6 s6 luong s6 dang ky nhleu nhat trong nhom thubc ung thu
giai doan 2023 - 2025
Ghi chu: SL: So luwong,; SPK: So dang ky

Theo Hinh 3 giai doan 2023 - 2025 ghi nhén Viét Nam va An D9 luon chiém uu thé vé nguén cung
V(")’i ty 1€ tong cong lan lugt 1a 32.60% (164 SPK) va 32.21% (162 SPK), tao nén su tuong dong 16n
vé cau truc SPK qua cac nam.

3.2. Panh gia mirc @9 dap vng danh muc thudc thiét yéu ddi véi thude ung thw dwoc cap so ding
ky tai Viét Nam nam giai doan 2023 - 2025

Két qua vé muc do dap tng thude UT véi DMTTY duoc trinh bay tai cac Bang 7. Theo Bang 7, ty 18
HC c6 SPK ting rd qua giai doan 2023 - 2025 (40.00%, 44.00%, 64.00%), dong thoi s SPK binh
quan/HC c6 xu huéng ting. Nhom thube chong UT ludn chiém uu thé voi ty 16 HC c6 SPK dao dong
(42.86% dén 61.90%). Ty 16 HC-DBC c¢6 SPK ting manh (24.00 - 57.14%). Nhém thudc chdng UT
chiém ty trong 16n va c6 xu hudng ting twong ty mirc HC. Ngoai ra nhém chat kich thich mién dich
du s6 lugng HC it nhung ting nhanh qua cic ndm, trong khi nhom chét e ché mién dich ¢6 xu hudng
tang ty 1€ HC-DBC c6 SPK 50.00% (2023), 100.00% (2024 - 2025). Ty 1¢ HC-DBC-NB/HL c6 SbK
bién dong nhe (17.95%, 20.51%, 15.38%). Nhom thudc chéng UT tuy chiém wu thé nhung c¢6 xu
huéng giam (18.18% xudng 12.12%), di SBK binh quan/HC-DBC-NB/HL ting. Liéu phap noi tiét
c6 murc dap img cao (dat 100% tir 2024 - 2025), nhom kich thich mién dich ting manh 1én 100% vao
nam 2025, nhém te ché mién dich giam tir 33.33% xudng 00.00%.

Két qua vé mirc do dap u’ng cua thuoc UT trong DMTTY theo nguon gbc dugc trinh bay tai Hinh 4.

S hoat chit - dang bao ché -n dj/ham lugng c6 sb diing S6 hoat chiit - da r_l ché c6 56 ding k¢
i 3

1 60.00% 1
s0.0% 50.00%
1
..... 40.00%
1
. 25.00%
S, . 10S0% -
6.06% 6.06% 9,099 2, o 2 o o 0 = = o o o o o 0
- ¢ 000% o00% 0.00% 0.00% oo [ . Y- Y- N-py-.
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80.00%
50.00%
1
4 5,007
19.05%
20.00 2
9.52%
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H wwwwww o 0.00% 0.00% 0.00%

|
Hinh 5. Tinh dap ung hoat chét, hoat chét - dang bao ché va hoat chét - dang bao ché - néng
d6/ham luong cta thude ung thu dugc cip sd dang ky va thude thiét yéu tai Viét Nam theo
ngudn gde va tac dung duoc 1y giai doan 2023 - 2025
Ghi chii: HC: Hoat chat; DBC: Dang bdo ché; NP/HL: Nong dé/ham lwong; SPK: Sé ding ky;
DMTTY: Danh muc thuéc thiét yéu; TN: Trong nuée; NN: Ngodi nirde
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Theo Hinh 4, SL HC va SPK dap tng cao nhit & ca hai ngudn, trong d6 phan 16n thuéc nhém thude
chéng UT (42.86%).

Mirc HC, nhom thudc chdng UT c¢6 sé lugng HC va SPK dap tmg cao nhat, chu yéu tap trung &
ngudn trong nudc (19.05% HC c6 SPK va sb lugng SPK 2.80) va ca hai ngudn (42.86% HC co
SPK va sd luong SPK 4.90). Mitc d6 HC-DBC, nhém thude chéng UT chiém wu thé vé s luong
HC-DBC va SPK véi 19.05% HC c6 SPK ngudn ngoai nudc va sé lugng SPK ¢6 ty 18 5.00 & ca
hai ngudn. Mirc HC-DBC-ND/HL, ty 1¢ dap ung thap, trong d6 nhom thube chéng UT c6 mic
dap ung cao nhit, dic biét & cac thude c6 ca hai ngudn cung tng (9.09 % HC c6 SPK va 4.00 sb
lugng SBK).

Bang 13. Ty 1¢ s6 hoat chit duoc dang ky va binh quan $6 dang ky trén hoat chét theo nhom tac dung
dugc ly

Th S6 HC (b) S6 HC ¢6 SPK (¢c) SL SPK
| :I‘: theo (Ty 1¢ s HC dwoc diing ky) (Binh quin SPK trén mét HC )
lll)h()m TTI9* 1 5023 2024 | 2025 | 2023 | 2023 | 2024 | 2025 |20
(a) 2025 2025
Thudc
: 9 8 13 15 21 14 2 | 57
"h"?ﬁgu““g 21 2.86%) [(38.10%) [(61.90%) | (71.43%) | 233) | (1.75) | (1.69) | (3.80)
Liéu phap | 0 1 1 1 0 2 1 3
ni tiét (0.00%) |(100.00%){(100.00%)|(100.00%) | (0.00) | (2.00) | (1.00) | (3.00)
Chét kich
Ja e 0 1 1 1 0 2 2 4
th“j‘igﬁlen b 1 0.00%) [100.00%)((100.00%)| (100.00%) | (0.00) | (2.00) | (2.00) | (4.00)
Chat trc
PRt 1 1 1 1 1 6 1 8
Chzircnﬁen 2 1(50.00%) [(50.00%) [(50.00%) | (50.00%) | (0.00) | (6.00) | (1.00) | (8.00)
Tén ’s 10 1 16 18 22 24 26 | 72
g > |(40.00%) |(44.00%) (64.00%) | (72.00%) | (2:20) | (2.18) | (1.63) | (4.00)
Sé (b) S HC-DBC c6 SPK (c) SL SDK SPK (Binh quén
HC- (Ty 1€ so HC-DBC dugc dang ky) SPK trén mot HC-DBC)
Theo phan | DBC 2023
nhom theo | 5003 | 2024 | 2025 | 2023- | 2023 | 2024 | 2025 | -
TT19* 2025 2025
(a)
Thudc
; 5 4 5 ; 7 4 1| 22
Cho?fu“ng 21 1 2381%) |36.36%) |[(@5.45%) (S G810 (4 40) | (1.00) | 2.20) | 2.75)
Liéu phap | 0 1 1 1 0 2 1 3
noi tiét (0.00%) |(100.00%)1(100.00%)|(100.00%) | (0.00) | (2.00) | (1.00) | (3.00)
Chét kich
Jat e 0 1 1 1 0 2 2 4
thlc(ﬂcrﬁlen b1 0.00%) [(100.00%) (100.00%)|(100.00%) | (0.00) | (2.00) | (2.00) | (4.00)
Chét trc ché 5 1 1 1 1 1 6 1 8
mién dich (50.00%) |(100.00%)[(100.00%)| (50.00%) | (0.00) | (6.00) | (1.00) | (8.00)
Tén ’s 6 7 8 1 8 14 15 | 37
g (24.00%) |(50.00%) (57.14%) | (44.00%) | (1.33) | (2.00) | (1.88) | (3.36)
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S6 HC- |(b) S6 HC-DBC-ND/HL ¢6 SPK (Ty 1856 | (c) SL SPK (Binh quan SPK
DBC- | HC-DBC-ND/HL duye diing ky) trén mopt HC-DBC-ND/HL)
Theo phan | ND/HL
nhom theo 2023 2023
2023 | 2024 | 2025 © | 2023 | 2024 | 2025 | -
TT19* 2025
2025
- @
Thudc chong 6 4 4 o 7 4 10 21
wngthe | 22 |a8.18%) |(12.12%) [12.12%) |7 G210 | (17 | .00y | 2.50) | (3.00)
Licuphip | 0 2 1 2 0 2 1 3
noi tiét (0.00%) |(100.00%)|(50.00%) |(100.00%) | (0.00) | (1.00) | (1.00) | (1.50)
tg?itrlifli | 0 1 1 1 0 2 1 3
i (0.00%) |(100.00%)|(100.00%)|(100.00%) | (0.00) | (2.00) | (1.00) | (3.00)
Chat tic ché 1 1 0 . 1 4 0 5
midndich | |(3333%) |3333%) | 000%) |13 (1.00) | 4.00) | (0.00) | (5.00)
Tén 1 7 8 6 1 8 2 | 12 | 32
g (17.95%) [20.51%) (1538%) | 2821%) | (1.14) | (1.50) | (2.00) | 2.91)

Ghi chii: HC: Hoat chat; SL: S6 lwong; SPK: S6 ding ky; DBC: Dang bao ché; ND/HL: Nong dé
trén ham luong TT19: Thong tu 19

Tinh dép tmg HC, HC-DBC va HC-DBC- NB/HL duoc cap SPK theo DMTTY theo s6 luong SDK
duoc trinh bay tai Hinh 5.

Sd lugng hoat chét theo murc do dang ky

S6 HC - DBC - NB/HL/ SL SPK (n=32)

il

) 0 (0.00%
S6 HC-DBC/ SL SPK (n=37) % gé;}gsz;;;

7 (10.00%)

7 (63.64%)

S8 HC/SL SPK (n=72) | (5-8%3‘%21(';52%)
: 10 (58.82%)
0.00% 10.00% 20.00% 30.00% 40.00% 50.00% 60.00% 70.00% 80.00%
>10SPK #7-9SPK  4-6SPK = 1-3 SPK

Hinh 6. S6 luong hogt chét, hoat chét - dang bao ché, hoat chét - dang bao ché -
’ noéng do/ham luong theo muc do dang ky ’
Ghi chu: HC: Hoat chat;, SPK: So dang ky;, ND/HL: Nong do trén ham luong;, DBC: Dang bao che
Theo Hinh 5, két qua phan b SL SPK theo HC, HC-DBC va HC-DBC- ND/HL ctia thude UT giai
doan 2023 - 2025 cho thay SL SPK chu yéu tap trung & nhom 1-3 SPBK.

Top 5 HC, HC-DBC, HC-DBC-NB/HL c6 SL SPK duoc cip theo DMTTY dugc trinh bay tai Hinh 6.

I'op 5 hoat chit - dang bio ché - ndi
{o/ha

m lugng ¢6 nhitu s6 dang ky nhat

T'op 5 hoat chit co n

hidu sé ding ky nhit T'op 5 hoat chét - dang bao ché
¢ I

co nhicu so dang ky nhat

[ N
,/ 5 ™ ~

Cyelophosphamide

Hinh 7. Top 5 hoat cht, hqat chét - glang bao ché'2 hoat chét - dang bao ché -
néng do/ham luong c6 s6 lwgng s6 dang ky nhat giai doan 2023 - 2025
Ghi chu: HC: Hoat chat; DBC: Dang bao che; ND/HL: Nong do/ham lwong; SPK: So dang ky
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Theo Hinh 6, ghi nhin methotrexat va carboplatin c¢6 nhiéu SL SBK dap tmg theo HC (14 SDK va 11
SPK); vé HC-DBC déu chiém 8 SPK va theo HC-DBC-NB/HL chiém tuong tmg 5 SPK va 8 SDK.

4. BAN LUAN

Khao sat thyc trang dang ky thudc ung thu tai Viét Nam giai doan 2023 - 2025 cho thdy c6 99 HC
v6i 603 SPK dugc cap phép luu hanh, trung binh 6.09 SPK/HC. Trong d6, thuéc don thanh phan
chiém ty 18 cao nhat véi 98.34% (593 SPK) véi xu huéng nay duy tri 6n dinh trong sudt giai doai
nghién ctru, lan lugt dat 189 SPK (98.95%) nim 2023; 226 SPK (99.12%) nim 2024; 178 SPK
(96.74%) nam 2025. Két qua trong dong véi nghién ciru ciia Scott va cong su (2023) ghi nhan phan
16n thude ung thu duge phé duyét trong hai thap ky gan day 1a cac phén tir don thanh phan [6]. Nghién
ctru ghi nhan SPK cip méi (352 SPK) cao hon cap lai (251 SPK) & hau hét giai doan, trir nim 2023
cho thiy SPK dugc cép lai chiém uu thé voi 109 SBK (57.07%) didu nay co thé giai thich do cac
chinh sach can thiép khan cap cua BO Y té, nham thdo g tinh trang thiéu hut thuoc thiét yeu trong
giai doan hau dai dich COVID-19 [7]. Két qua khéo sat cho thay thude c6 nguon gbc san xuét ngoai
nuéc chiém vu thé véi 439 SPK (72.80%) va nhém thube chdng ung thu chiém ty trong 16n nhat véi
466 SPK (77.28%), két qua twong dong vdi nghién ctru cia Nguyén Khanh Huyén va cong su (2023)
ghi nhan thudc nhap khau chiém chu yéu (80.92%) [8]. Pong thoi, trong giai doan 2023 - 2025,
nghién ctru ghi nhan phan 16n 14 thube dudong udng (332 SPK chiém 55.06%)va dang vién nén (222
SPK chiém 36.82%), viéc chiém ty 1¢ cao trong co ciu SPK c¢6 lién quan dén su phat trién ciia cac
thudc nhidm tring dich phan tr nho thudng duoc st dung chu yéu la duong udng [9]. Két qua cho
thay thi truong thudc UT tai Viét Nam da c6 su mo rong, nhung con chénh 1éch gitra cac nhom thude,
ngudn gdc SX, DBC va mic d phan b SPK gitra cac HC.

Két qua khao sat murc d6 dap ung véi DMTTY ciia Bo Y té giai doan 2023 - 2025 ghi nhan mirc do
dap tmg 1 (theo HC) dat 72.00% (18/25 HC duogc cap SPK) véi trung binh 4 SDK/HC; mirc 6 dap
mg 2 (theo HC-DBC) dat 44.00% (11/25 HC-DBC dugc cap SPK) véi trung binh 3.36 SPK/HC-
DBC; mirc d6 dap ung 3 (theo HC-DBC-ND/HL) dat 28.21% (11/39 HC-DBC-NB/HL duoc cap
SPK) véi trung binh 2.91 SDK/HC-DBC-NB/HL. Trong d6, nhom thudc chéng UT ¢6 mirc 4 dap
ung cao nhét & ca ba mirc do, cho théy mirc d§ bao phu cao cua cac HC da dugc cép SPK thudc nhom
nay. Nguoc lai, & cic nhom liéu phap noi tiét, chat kich thich mién dich va chat t e ché mién dich c6
muc do dap ting thap hon, diéu nay co thé lién quan dén sb luong HC dé duoc cap SPK trong ting
nhém con han ché, phan anh su khéng dong déu vé murc d6 san co cua HC giira cac nhom thuoc khi
d6i chiéu voi DMTTY. Két qua cho thdy cac HC dap tmg DMTTY c6 sé lugng SPK chu yéu tap
trung ¢ nhom | - 3 SDK, va ty 1¢ nay tang dan khi phan tich tir murc HC dén HC-DBC-NB/HL, cho
thdy mirc d6 sin c6 cuia thudc trén thi truong giam khi cu thé hon vé mirc 46 dap tmg, phan anh kha
ning dap ung danh muc con han ché. Thong ké 5 HC c¢6 SL SPK cao nhat ghi nhan methotrexat
(natri) va carboplatin la hai HC dap tng day di ca 3 muc d9, diéu nay co thé giai thich boi hai HC
déu 1a céac thuoc hoéa tri da duoc str dung tur 1au, gir vi tri quan trong trong dleu tri nhiéu loai UT.

Ngoai ra, da so HC dugc ghi nhan thudc nhom hoa tri ¢d dién, phan anh vai tro nén tang cua cac phac
d6 hoa tri truyén thong trong thyc hanh diéu tri UT hién nay. Két qua nay twong dong v6i nghién clru
cua Fundytus va cong su (2021) [10], cho thay cac thude hoa trj co ban thuong co6 san c6 va kha nang
tiép can cao hon so véi cac thude UT thé hé méi.

Nghién ctru cung cap dir lidu tong quan, cap nhat vé thyc trang ding ky thuéc UT tai Viét Nam giai
doan 2023 - 2025, dong thoi danh gid muc do dap tmg cia cac thude di duge cip SPK ddi véi
DMTTY trong bdi canh hién chua ghi nhan nghién ctru cap nhat chuyén sau cho riéng nhom thude
ung thu. Két qua nghién ciru gop phan bo sung bang chimg thyc tién cho cong tac quan ly duoc va
danh gia mac do sdn c6 cua thudc ung thu trén thi truong. Tuy nhién, nghién ctru chi khao sat trong
giai doan 2023 - 2025, khoang thoi gian van chua du dai dé danh gid xu huéng dai han ciing nhu bién
dong theo thoi gian. Ngoai ra viéc chi tap trung vao nhom thudc ung thu khién nghién ctiru chwa danh
gia dugc toan canh muc d6 dap ung ciia cic nhom thude chuyén khoa khac trong danh muc thiét yéu.
Do d6, cac nghién ctru trong tuong lai can tiép tuc mod rong chudi thoi gian khao sat hoi ciru va da
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dang cac nhom thube két hop thém dir li¢u thyc té (trung thau, gid va s dung thudc) nham cung cip
mot bc tranh toan dién hon vé hiéu qua quan 1y cung tng thudc tai Viét Nam.

5. KET LUAN

Nghién ctru cho thiy nhém thude chéng UT chiém uu thé vé sé lwong SPK, phan 16n cac SPK dugc
cap moéi va dugc san Xut & nudc ngoai, trong khi mirc d6 dap ing voi DMTTY con han ché dac bict
& muc dap tmg vé HC-DBC-NB/HL. Can cé giai phap thuc day phat trién san xuatva ding
ky thudc ung thu trong nudc nham nang cao kha ning tiép can va giam chi phi diéu tri cho nguoi bénh.

6. LOI CAM ON o , o
Nghién ctru nay dugc Truong DPai hoc Quoc t€ Hong Bang cap kinh phi véi ma so dé tai SVTC19.82.
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