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Abstract: To promote the development of bioequivalent drugs, the Ministry of Health of Vietnam
has classified a separate bidding group for bioequivalent drugs. According to the results of bidding
for bioequivalent drugs in the period 2018 - 2022 has achieved very encouraging results, the ratio
of domestic bioequivalent drugs compared to foreign bioequivalent drugs winning bids is from 2.13
to 3.63 times higher. Regarding active pharmaceutical ingredients of bioequivalent drugs,
bioequivalent drugs with the highest total winning value (including all dosage forms,
concentrations,...) focus mainly on antibiotics (cefuroxime, cefixime,...), anti-diabetic drugs
(gliclazide, metformin,...), high blood pressure drugs (amlodipine), antipyretic and pain relievers
(paracetamol). The winning drug dosage forms are still mainly conventional dosage forms (tablets,
film-coated tablets, capsules) and their active ingredients are almost single. In particular, several
multi-component bioequivalence drugs have a large total winning value but do not belong to the
pharmaceutical group on the list of mandatory bioequivalence test reports when registering the drug,
such as the combination of Gliclazide + Metformin; Glibenclamide + Metformin; Glimepiride +
Metformin. The trend of selecting pharmaceutical substances/groups of pharmaceutical substances
that manufacturers focus on researching/registering bioequivalent drugs in Vietnam is focused on
drugs on the list of drugs covered by health insurance.
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Nghién ctru, danh gia két qua dau thau mua thudc twong
duong sinh hoc tai Viét Nam giai doan 2018-2022

Tang Qudc Hung!”, Nguyén Thanh Hail, Tran Bich Ngoc?, Tran Thi Thu Thu!

Trieong Pai hoc Y Duge, Pai hoc Quoc gia Ha Noi, 144 Xudn Thiy, Cau Gidy, Ha Néi, Viét Nam
2Trwong Pai hoc Ngoai Thirong, 91 Phé Chila Lang, Lang Thirong, Péng Pa, Ha Néi, Viét Nam

Nhén ngay 13 thang 01 nam 2024
Chinh stra ngay 30 thang 01 nam 2024; Chap nhin dang ngay 18 thang 3 nam 2024

Tém tat: Dé thiuc dy phat trién cac thude twong duong sinh hoc (TPSH), Bo Y té Viét Nam da
phan loai c6 mot nhom thau riéng cho cac thude TDSH, theo d6 két qua ddu thau thuéc TDSH giai
doan 2018 — 2022 da dat duoc cac két qua hét stc khich 18, ty 1€ thuéc TDSH trong nudc so voi
thuéc TPSH nuéc ngoai trang thiu gép tir 2,13 dén 3,63 1an. V& duoc chit/nhom duge chat thude
TDSH c6 tong gia tri tring thau cao nhét (bao gdm tit ca cac dang bao ché, ndng do, ham lugng)
tap trung chi yéu 1a khang sinh (cefuroxim, cefixim,...), thudc chéng dai thao duong (gliclazid,
metformin,...), thudc tri cao huyét ap (amlodipin), thudc ha st giam dau (paracetamol). Dang bao
ché thudc tring thau van chu yéu 1a cac dang bao ché quy wéc (vién nén, vién nén bao phim, vién
nang), va hoat chét da s van 1a thudc don thanh ph?ln. Dic biét c6 mot sbé thube TDSH da thanh
phan c6 tong gia tri tring thiu 16n nhung khong thuéc nhom duge chat nim trong danh muc bat
budc phai ndp bao cio thir TDSH khi dang ky thudc nhu phdi hop giita Gliclazid + Metformin;
Glibenclamid + Metformin; Glimepirid + Metformin. Xu huéng lya chon cac duoc chat/nhom duge
chat ma cic co so san xuat tap trung nghién ciru/dang ky cac thudc TDSH tai Viét Nam duoc tap

trung vao cac thudc trong danh muc duoc bao hiém y té chi tra.

Tir khod: TDSH, BABE, BE, Pau thau thudc.

1. Mé dau

Thudc dugc cip gidy ding ky luu hanh
(SBK/GPLH) tai Viét Nam dwoc phan loai la
thuéc c6 ching minh TDSH khi co bio cdo
TDSH dap tmg quy dinh cia By Y té vé thudc
phai thir TDSH va cac yéu cau doi voi hd so bao
céo sb lieu nghién ctiru TDSH trong dang ky luu
hanh thuéc tai Viét Nam [1].

Thudc TBSH khi dugc co quan quéan 1y dugc
cap phep luu hanh trén thi truong s€ lam tang
nguon cung cua thudc ciing nhu ha gia thanh san
pham so véi thudc phat minh, gitp ngudi bénh
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c6 kha ning tiép can véi nguon thudc co chat
lugng voi gid ca hgp ly.

Thudc generic dong vai tro ngay cang quan
trong trong viéc han ché chi phi duoc pham ting
cao va tiém nang tiét kiém chi phi cua ching la
rat dang ké vi chiing cung cap lya chon gia thap
hon cho ca nguoi ké don va bénh nhan, ddng thoi
la cong cu dé giam gié thudc goc [2].

Viéc chirng minh thudc generic “TDSH” v6i
thudc phat minh, thudc biét duoc gbc 1a xu thé
chung trong su phét trién ciia nganh Duoc trén
thé gisi [3].
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Tuy vao diéu kién khoa hoc ky thuat, ciing
nhu diéu kién thyc tién cua tirng quéc gia ma cac
nude c¢6 quy dinh khac nhau khi ding ky thudc.
Nhu tai My, cac thude generic khi dang ky luu
hanh tai Cuc Quan ly Thubc va Thuc pham Hoa
Ky (FDA) déu phai nop bao céo nghién ctu
TDSH [4]. Mot s qubc gia thi chi yéu cau nop
b&o céo nghién ciru TDSH) bét budc ddi véi mot
s6 hoat chat, dang bao ché nhu Srilanka,
Campodia, Nepal [5, 6],... Tai Viét Nam hién
méi ap dung bt budc ddi véi 26 Duoc chat va
mot s6 dang bao ché bit buc phai nop Béo cao
s6 liéu nghién ciru TDSH trong déng ky luu hanh
thudc tai Viét Nam [7].

Pé dam bao chét luong thudéc TDSH ciing
nhu & thuc diy phat trién thuéc TDSH, mdi
qudc gia cé cac chinh sach thuc day phat trién
cac thuéc TDSH khac nhau, vi du:

+ Mot s6 qudc gia chi chip nhan két qua
nghién ciru thir nghiém TDSH do céac co sé thi
nghiém TDSH) cua qudc gia d6 thuc hién, nhu
Han Quéc 1a mot vi du [8]. Ddi vai céc thude
TDSH dugc phé duyét ¢ cac qudc gia khac mubn
lwu hanh tai Han Quéc, phai nop két qua nghién
ctu BE tir cac trung tdm nghién ciru dugc uy
quyén & Han Quéc dé duoc phé duyét [8].

+ Tai Trung Qudc, tir ndm 2018 cac thube
TDSH duoc Cuc quan ly an ninh y té qudc gia
(NHSA - National Healthcare Security
Administration) uu tién xem xét trong mua sam.
Tinh dén hét nam 2019, c6 323 thudc (323 brand
names) (123 hoat chét) da duoc danh gia TDSH)
tai Trung Quéc [9]. Tir nam 2018, Trung Qudc
&p dung chinh sach “MJi loai thudc khong dugc
¢6 nhiéu hon hai nha ban buén va hai hoa don -
mot cua nha san xuit va mot cia nha ban budn,
tat ca déu dugc dang tai 1én platform mua sim dé
quan ly [9].

Tai Viét Nam, dé thic day phat trién cac
thudc TDSH, Bo Y té di phan loai c6 mot nhém
thau riéng cho cac thubc TDSH [10, 11]. Tuy
nhién, trong nuéc con it nghién ciru thé hién su
lién tuc va cap nhat vé két qua dau thau thudc

TDSH trong thoi gian qua, do d6 nghién cau,
danh gia két qua dau thau thudc TDSH tai Viét
Nam giai doan 2018-2022 duoc tién hanh gidp
chiing ta: Danh gia duoc gia tri va ty I¢ cta goi
thau mua thuéc TDSH qua timg nam; Lam 13 xu
hudéng sir dung céc thubec TBSH trong cic co so
kham chira bénh trong giai doan 2018 - 2022, tir d6
dur doan duge hudng nghién ciru cha yéu cac thude
TDSH cuia cac nha san xuat trong thoi gian toi.

2. P6i twong va phwong phap nghién ciru
2.1. DBéi twong nghién ciru

Déi twong nghién ctu 12 tat ca cac thude nam
trong danh muc thuéc TDSH tring thau tai Viét
Nam giai doan 2018 — 2022 dugc cong b6 cong
khai trén trang thong tin dién tir caa Cuc Quan ly
Duoc - Bo Y té (dav.gov.vn). Bao gom day du
thong tin vé: i) Hoat chat, ii) Ham lwong/ndng
do, iii) Dang bao ché, iv) Puong dung, v) S6
lwong trdng thau, vi) Gia trdng thau, vii) Nudc
san xuat, viii) Goi thau, va ix) Sé dang ky [12].

2.2. Phuong phadp nghién cuu

Phuong phap dugc ap dung trong nghién ciru
la md ta cit ngang dir liéu thong tin du thau
thudc c6 tai liéu ching minh TDSH tai Viét Nam
giai doan 2018-2022 dugc cong bd cong khai
trén trang thong tin dién tr cta Cuc Quan ly
Duoc - Bo Y té (dav.gov.vn).

Lua chon két qua tring thau nhém thudc
TDSH giai doan 2018-2022 duoc dua trén phan
nhom thube dau thau thue Generic da duoc Bo
Y té huéng dan tai cac vin ban quy pham phap
luat, duoc liét ké chi tiét tai Bang 1.

Thong tin cua cac thuéc TDSH tring thau
duoc chuan héa cho théng nhét vé tén hoat chat,
ham lwong, dang bao ché, co so san xuét, nudc
san xuat ciing nhu thir tu phdi hop gitra cac hoat
chat trong thuéc TDSH da thanh phan. Bién s6
nghién ctu va md ta bién sé duogc thé hién cu thé
gua Bang 2.
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Béng 1. Co so lya chon két qua tring thiu nhém thuéc TDSH trong nghién ctru giai doan 2018-2022

Quy dinh vé nhém t’héu thude
TDSH/Goi thau thudc Generic

Tén van ban quy pham phap luat

Ngay co hi¢u
Iyc cia Van ban

Nhém 4: thude ¢6 ching minh TDSH do
Bo Y té cong bo.

Thong tu s6 11/2016/TT-BYT ngay 11 thang 5
nam 2016 cua Bo truong Bo Y té  quy dinh viéc
dau thau thudc tai cac co so y té cong lap hét
hiéu Iyc thi hanh ké tir ngay Thong tu nay co
hiéu luc thi hanh.

01/07/2016

Nhom 3 bao gdém cac thudc duge san xuat
trén day chuyén san xudt thudc dugc co
quan quan 1y dugc Viét Nam danh gia dat
nguyén tic, tiéu chudan GMP va c6 nghién
ciu TPSH dugc co quan quéan ly dugc
Viét Nam cong bd.

Thoéng tu 15/2019/TT-BYT ngay 11 thang 07
ndm 2019 cua B Y t€ quy dinh viéc dau thau
thudc tai cac co so y t€ cong lap.

01/10/2019

Nhom 3 bao gom cac thude duoc san xuat
trén day chuyén san xuét thudc dugc co
quan quan 1y dugc Viét Nam danh gia dat
nguyén tic, tiéu chuan GMP va c6 nghién
ciru TPSH dugc co quan quan ly duge
Viét Nam cong bd (Noi dung stra dbi bd
sung ctia Thong tu s6 15/2021/TT-BYT
khong diéu chinh ddi véi viéc phan loai
nhém thudc TDSH).

Thong tu 15/2021/TT-BYT ciia Bo Y té vé
viéc stra ddi, bo sung mot sé didu ciia Thong
tu 15/2019/TT-BYT ngay 11/7/2019 ciia B
truong Bo Y t& quy dinh viéc déu thau thude
tai cac co so y té cong lap.

15/11/2021

Nhom 3 bao gém cac thude duoc cap gidy
dang ky luu hanh hodc dugc cap gidy phép
nhap khéu dé luu hanh tai Viét Nam va
duogc co quan quan Iy dugce Viét Nam cong
bd ¢6 ching minh TDSH.

Thong tu s6 06/2023/TT-BYT  ngay
12/03/2023 sta ddi, bd sung mot sb didu cua
Thong tu s6 15/2019/TT-BYT ngay 11 thang 7
nam 2019 cua B truong B Y té quy dinh viéc
dau thau thudc tai cac co s y té cong lap.

27/04/2023

Bang 2. Bién s6 nghién ctru va mo ta bién sb trong nghién ciru thuce trang déu thau thude c6 tai liéu chimg minh
TDSH tai Viét Nam giai doan 2018-2022

Mo ta bién so

Tong tri gia dau thau thudc TDSH cua timg nim tai Viét Nam giai
doan 2018 - 2022.
- Tong tri gi4 trang thau cua thudc TDSH san xuét trong nudc;

- Tong tri gi& trang thau cua thuéc TPSH san xuat & nudc ngoai;

- Ty 1€ tri gia trang thau cua thude TDSH san Xudt trong nudce so voi
tri gla trang thau ciia thubc TDSH san xudt & nudc ngoai;

- Tong tri gi4 trang thau cta thuéc TDSH dong goi thir cép tai
Viét Nam.

Danh muc 05 hoat chat/nhom hoat chat thuoec TPSH cé téng tri gia
tring thau cao nhat cua tung nam giai doan 2018 — 2022 (Bao gom cua
tat ca cac dang bao ché, nong dg, ham lugng).

STT Bién s6

1 Téng tri gia d4u thau thude
TDSH cua tung ndm.

5 Téng tri gia dau thau thudc
cua hoat chat/nhém hoat chat
thuéc TBSH.

Phﬁp tich danh muyc hoat chét

3 thuéc trang thau thuoc
TPBSH.

So sanh danh myc hoat chat thudc tring thau thuéc TDSH giai doan
2018-2022 v&i Danh muc thude hoa duge, sinh phidm thudc pham vi
dugc huong cua nguodi tham gia bao hiém y té& (Théng tu sb
20/2022/TT-BYT ngay 31/12/2022).
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3. Két qua nghién ciru

3.1. Téng tri giG ddu thau thuéc TPSH) cia tieng
nam giai doan 2018-2022

Giai doan 2018-2022 ¢6 thé thiy rang tong
tri gia tring thau thuoc TDSH va tri gia tring
thau thuoc TDSH trong nudc, thuoe TDSH nudc

ngoai déu co sy tang nhe tir nim 2018 dén 2019,
giam manh vao nam 2020 va tang trd lai manh
mé& vao nam 2021, dat trén 2.500 ty (cho tit ca
cac thubc TDSH), két qua nay thyuc su rat an
tuong khi sé thuéc TDSH duoc Cuc Quan ly
Dugc—Bo Y té cong bé giai doan 2012-2022 chi
la 1.072 thudce [13].

Bang 3. Tri gi4 tring thiu thuéc TDSH tai Viét Nam giai doan 2018-2022

Tri gié Tring thiu thubc |  Tri gié Trang thiu thuée | Tri gid Tring thiu thuée | L1 gid Tring thau
< . < . " - thuoc TDSH dong goi
Nam TDSH tung ndm TDSH trong nudc TDSH nudc ngoai A A
(vnd) (vnd) (vnd) thtr cap tai Viét Nam
(vnd)
2018 1.663.461.792.884 1.304.311.529.034 359.150.263.850 -
2019 2.057.587.890.597 1.565.764.661.632 491.823.228.965 -
2020 1.095.408.869.087 812.668.374.987 282.740.494.100 -
2021 2.504.469.633.505 1.853.200.366.018 628.388.827.487 22.880.440.000
2022 891.520.193.342 589.618.195.042 276.932.009.900 24.969.988.400

Thoi ky nay ciing c6 sy tham gia dau thau
cua thudc TDSH dong goi thir cap tai Viét Nam,
tuy nhién tri gia trang thau cua thuéc TDSH
dong goi thir cap tai Viét Nam chiém ty & nho
S0 V4 tri gia tring thau thuéec TDSH cua ca nim
(chiém lan luot 0,91% va 2,80% nim 2021,
nam 2022).

Bén canh do, viéc mot sb thuéc TDSH) duoc
san xuét toan bo trén day chuyén san xuét thudc
dat nguyén tic, tiéu chuan EU-GMP hoic day

400%

350%
300%
250%
200%
150%
100%
50%
0%

2018 2019

Ty 16 %

chuyén san xuat thudc dat nguyén tac, tiéu chuan
tuong duong EU-GMP tai nudc thude danh sach
SRA (Stringent Regulatory Authorities - Co
guan quan ly duoc chat ché 1a co quan quan ly
dugc dugce quy dinh tai Thong tu cua Bo trudng
Bo6 Y té quy dinh viéc dang ky luu hanh thudc,
nguyén liéu 1am thudc tai Viét Nam),... c6 thé lya
chon tham gia vao cac nhém thau khéc [11] gidp
cho céc doanh nghiép linh hoat khi lwa chon
nhém thau tham du.

2020 2021 2022

Thoi gian tring thau thuéc TDSH (Nam)

Hinh 1. Ty 18 % trj gi4 tring thiu thuéc TDSH trong nudc so véi tri gia trang thau thubec TDSH nudc ngoai
tai Viét Nam giai doan 2018-2022.
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3.2. Ty 1é tri gid tring thau cia thubc twong
dwong sinh hoc sdn xudt trong nwéc so voi gid
tri tring thau ciia thuoc twong dwong sinh hoc
san xudt ¢ nuwée ngodi

Trong 05 nam lién tiép (2018-2022), tri gi&
tring thau thuéc TDSH san Xuat trong nude déu
chiém wu thé vuot troi so véi thude TDSH nudc
ngoai, gap tir 2,13 dén 3,63 lan vé gia tri trdng
thau, trong d6 c6 02 nam lién tiép (2018-2019)
gap trén 03 lan. Pay 1a mot thong tin hét stc
khich 1& dé cac doanh nghiép dugc trong nudc co

co sO tiép tuc dau tu vao viéc nghién cau, phat
trién thuéc TDSH tai Viét Nam trong thoi gian téi.

Trong giai doan nady, dang bao ché trong
danh sach triing thau van cha yéu 1a cac dang bao
ché quy woc (vién nén, vién nén bao phim, vién
nang), va hoat chét da sé van 1a thuc don thanh
phan. Pay ciing 1a mot vin d& ma cac nha hoach
dinh chinh séch cin quan tdm luu ¥ trong qua
trinh xay dung cac van ban quy pham phép luat
lién quan dén thuéc TDSH.

Bang 4. Danh myc 05 hoat chéit/nhérp hoat cl}ét thubc TDSH ¢6 térng tri gid tring thiu cao nhét
giai doan 2018 — 2022 (Bao gom cua tat ca cac dang bao che, nong d9, ham lugng)

L3 Duoc chat nam
Duoc chat nam
< trong Danh muc
trong Danh muc bat L1 A A
N ie A1, bat budc phai nop
. : .| Tri gi tring thau | °uc Phai nop bdo béo céo thir
Thoi gian | Dugc chat / Nhom duogc chat : cao tha TBSH khi s
(vnd) < o A TDBSH) khi dang
dang ky thuoc tai 0 thube tai
N % y thuoc tai
Thong tu soO Théng t s
08/2010/TT-BYT 07/2022/TT-BYT
Cefixim 251.004.506.450 Co Co
2018 Cefuroxim 234.917.600.084 Co Co
Amoxicilin + Acid clavulanic 147.999.408.965 Khéng Co
Gliclazid 116.798.775.200 Co Co
Metformin 100.389.750.048 Co Co
Cefixim 201.455.824.920 Co Co
2019 Gliclazid + Metformin 192.938.105.120 Khong Khéng
Gliclazid 141.450.938.728 Co Co
Metformin 126.174.111.200 Co Co
Glibenclamid + Metformin 101.741.778.760 Khong Khéng
Cefixim 154.624.825.864 Co Co
Gliclazid + Metformin 133.821.708.480 Khong Khéng
2020 Glibenclamid + Metformin 73.410.020.780 Khong Khéng
Cefuroxim 51.656.922.444 Co Co
Paracetamol 50.473.714.472 Khong Khéng
Gliclazid + Metformin 298.442.084.096 Khoéng Khéng
Cefixim 215.022.069.668 Céb Cé
2021 Metformin 180.691.403.499 Co Cé
Gliclazid 126.574.672.504 Cé Cé
E'fam.p'c'”. + Isoniazid + 125.818.597.596 Khong Khang
yrazinamid
Gliclazid + Metformin 155.106.497.200 Khéng Khéng
2022 Metformin 70.702.207.128 Céo Cé
Glimepirid + Metformin 54.517.834.900 Khéng Khéng
Glibenclamid + Metformin 43.553.307.140 Khoéng Khéng
Irbesartan 34.228.297.300 Khéng Co
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3.3. ’Danh muc 05 duoc chél/n@ém dwoc chat
thuoc twong dwong sinh hoc co tong tri gia trung
thau cao nhat giai dogn 2018-2022

Danh muc 05 dugc chit/nhom dugc chét
thubc TDSH c6 tong tri gia trdng thau cao nhat
giai doan 2018 — 2022 duoc téng hop cu thé tai
Bang 4.

Theo thdng ké, 05 dugc chat/nhém dugc chat
thudc TDSH c6 tong gid tri trdng thau cao nhat
(Bao gom tat ca cac dang bao ché, ndng do, ham
luong) giai doan 2018-2022 tap trung chu yéu la
khang sinh (cefuroxim, cefixim,...), thudc chong
dai thao duong (gliclazid, metformin,...), thuéc
tri cao huyét ap (amlodipin), thuéc ha sét giam
dau (paracetamol).

M6t théng sé dang chu v 1a trong danh muc
05 duoc chat/nhom dugc chat thudec TPSH
¢6 téng gia tri tring thau cao nhat nam giai doan
2018-2022 c6 ca thubc diéu tri lao da thanh
phan 1a Rifampicin + Isoniazid + Pyrazinamid
(ndm 2021).

Theo dir liéu tai Bang 4, tong gié tri tring
thau cao nhat cua dugc chat/nhom duoc chat
thuéc TDSH trong ndm 1a trén 298 ty (vnd) (phdi
hop gitra Gliclazid + Metformin, ndm 2021);
tong gia tri tring thau thap nhat trong nam ciing
trén 34 ty (vnd) (Irbesartan; nam 2022).

3.4. Danh muc hoat chat thuéc trung thau thuéc
tuong dwong sinh hoc

Véi gan 100 dugc chat/nhém dugc chat
thudc TDSH trang thau giai doan 2018-2022, da
s6 cac duoc chat/nhém duoc chat nay déu thudce
Danh muc thubc hoa dugc, sinh pham thudc
pham vi dugc huong cua ngudi tham gia bao
hiémy t& (Thong tu s6 20/2022/TT-BYT cua Bo
Y té ngay 31/12/2022), chi c6 mét sb lwong nho
céc dugc chat/nhom dugc chat khong dugc bao
hiém y té chi tra (Két qua thé hién cu thé tai Bang
5). PBiéu d6 c6 thé cho thiy day la xu hudng lua
chon ma cé4c nha san xuit “vu tién” tap trung
nghién ciru c&c thudc nam trong Danh muc thude
duoc bao hiém y té chi tra.

Béang 5. Danh muc dugc chat/nhom duoc chét chua co trong Danh muc thudc dugc Bao hiém y té chi tra

STT Duoc chat/Nhom duge chét

Quy dinh thanh toan Bao hiém Y té
(Thong tu s6 20/2022/TT-BYT)

1 Clopidogrel

Khong thanh toan don chat Clopidogrel.
Thanh toan dang ket hop Acetylsalicylic acid + clopidogrel

2 Glyburide + Metformin

Hién thanh toan dang phéi hop giita Metformin va cac dugc
chét, cu thé nhu sau:

Glibenclamid + metformin;

Gliclazid + metformin;

Glimepirid + metformin;

Linagliptin + metformin;

Saxagliptin + metformin;

Sitagliptin + metformin;

Vildagliptin + metformin.

3 Sildenafil

Theo 1 trinh quy dinh tai Thong tu s
07/2022/TT-BYT, ké tir ngay 01/11/2025 co s&
dang ky thubc phai nop phan hé so thir TDSH
khi nop ho so dé nghi cap giay dang ky luu hanh
dbi voi tat ca cac thudc generic bao ché ¢ dang
giai phong bién déi kiéu bao tan trong rudt, trir
céc thudc phai thyc hién theo quy dinh tai khoan
1 Diéu 14 Thong tu s6 07/2022/TT-BYT (Thubc

generic bao ché ¢ dang giai phong ngay va dang
giai phong bién doi kiéu bao tan trong rudt, don
thanh phan hozc c6 cong thirc phdi hop ¢b dinh
lidu, trong cong thic ¢6 chira duoc chat thude
Danh muc cac dugc chat yéu cau bao céo sé liéu
nghién cttu TBSH khi dang ky luu hanh
thudc,...). Nhu vay khéi lwong cong viéc lién
quan dén thir TDSH trong thoi gian toi 1a rat lon,
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dac biét 1a dap tng nhu cau cho céc thudc tham
du thau trong thoi gian téi co cac dang bao ché
hién dai nhu: vién giai phong cé kiém soét, thudc
tac dung tai dich, vién bao tan trong rudt,...

4. Ban luan

4.1. Vé tri gia dau thau thuéc twong dwong sinh
hoc giai doan 2018-2022

Ly giai cho sy bién dong vé tri gia dau thau
thudc TDSH giai doan 2018-2022, c6 thé la do
tir nam 2018 hé thong van ban quy pham phap
luat huéng dan thi hanh Luat Duge 2016 da dugc
ban hanh vé co ban ddy du, c¢6 nhiéu chinh séch
mai phat trién trong nganh dugc da duoc dwa vao
trién khai &p dung trong thuc té, do d6 da c6 su
gia ting nhe V& tri gia tring thau thuéc TDSH
nam 2019 so véi nam 2018. Nam 2020 tri giad
trdng thau thuéc TDSH noi chung giam manh,
diéu nay c6 thé 1a do vao nam 2020, dich bénh
COVID-19 dang bung phat, viéc trién khai cac
cong tac dau thau hét sirc kho khan, nim 2020
van dang ap dung céac bién phap phong toa han
ché di lai, han ché tap trung dong ngudi dé phong
chdng dich COVID.

Tri gi trang thau thuéc TDSH dat dinh cao
nhat vao nim 2021 trong giai doan 2018-2022,
két qua nay c6 duoc la do toan bo hé thong kham
chira bénh dang dén stc chong dich COVID-19,
can luong 16n thude néi chung va thubc TBSH
noi riéng cho nhu cau khdm chira bénh caa nhan
dan. Mot sb bat cap vé co ché, hinh thic mua
sam thudc trong thoi gian nay da dugc Uy ban
thuong vu Quéc Hoi, Chinh phu thao g& kip thoi
tai cac Nghi quyét 12/2021/UBTVQH ngay
30/12/2021 vé viéc cho phép thuc hién mot s6 co
ché, chinh sach trong linh vuc y t& dé phuc vu
cdng tac phong, chdng dich COVID-19, Nghi
quyét 86/NQ-CP ngay 06/8/2021 vé cac giai
phép phong, chdng dich bénh COVID-19, Nghi
quyét 168/NQ-CP ngay 31/12/2021 vé mot s6 co
ché, chinh sach trong phong, chéng dich
COVID-19,...

Day 1a mot két qua 4n twong, dic biét trong
giai doan dich COVID vira qua da lam gian doan

ngudn cung nguyén liéu, thudc trong hé théng
duogc trén thé gisi noi chung va Viét Nam noi
riéng. D& mé rong phat trién thudc TDSH trong
thoi gian toi, cac nha xay dung chinh sach can
nghién ciru dé c6 cac chinh sach khuyén khich,
phét trién cho cac Doanh nghiép dau tu nghién
ctru ddi véi cac thube nay, dic biét can co chinh
sach dao tao, thu hit ngudn nhan luc cao trong
linh vuc nghién ctu, kiém nghiém thuéc TDSH.

4.2. Vé danh muc hoat chat trung thau thuéc
twong dwong sinh hoc giai doan 2018-2022

Pa s cac duoc chat/nhém dugc chat thube
TDSH trang thau déu thudc danh muc bao hiém
y té chi tra, diéu nay cho thiy rang day 1a xu
huéng lua chon ma cac nha san xuat “vu tién”
tap trung nghién cau bén canh céac yéu té khac
nhu céng nghé bao ché, phwong phap kiém
nghiém. Diéu nay mét lan nita ciing dwoc minh
chiung rd tai Bang 4. Danh muc 05 hoat
chat/nhom hoat chat thuéec TDSH c6 tong tri gia
tring thau cao nhét giai doan 2018 — 2022 (Bao
godm cua tat ca cac dang bao ché, nong do, ham
lugng). Theo do6, dé tao loi thé canh tranh trong
dau thau, cac doanh nghiép da chu dong nghién
ctru, san xuat cac thudc cé chira hoat chat/nhém
hoat chat khdng bat budc phai tha TBSH khi
dang ky luu hanh tai Viét Nam dugc quy dinh
tai Thong tu s6 08/2010/TT-BYT va Théng tu s6
07/2022/TT-BYT (c6 hiéu lyc ké tir ngay 01
thang 11 ndm 2022, thay thé cho Thong tu sb
08/2010/TT-BYT), vi du nhu thudc ha sot giam
dau chira paracetamol (acetaminophen); thudc
diéu tri lao chwa Rifampicin + Isoniazid +
Pyrazinamid.

Trén co s& dir liéu caa Bang 4, trong giai
doan 2018-2022 ta thiy c6 mot su dich chuyén
nhém thuéc TDSH trang thau tir nhém thudc
chira khang sinh la chu dao nam 2018 (03 hoat
chat khéng sinh trén tong s6 05 hoat chat/nhém
hoat chat tring thau nhiéu nhat nim 2018) sang
nhém thubc chéng dai thao duong nim 2022 (04
hoat chat/nhém hoat chat chdng dai thao duong
trén tong s6 05 hoat chat/nhoém hoat chét trang
thiu nhiéu nhat niam 2022). Trong 05 hoat
chat/nhém hoat chat thuéc TPSH tring thau
nhiéu nhéat nam 2022, khong c6 bat ky mot khang
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sinh ndao. Pay 1a mot thong sé tham khao gilp
cac nha xay dung chinh sach hoach dinh chién
luoc phét trién thuéc TDSH trong thoi gian téi,
cling nhu 13 mét thdng sb gitip cac co sé san
xuat/dang ky duoc lya chon hudng nghién ciu
thuéc TDSH trong thoi gian téi cho phi hop véi
thi truong.

Theo thong tin duoc téng hop tai Bang 4,
thuéc TDSH da thanh phan nhu thubc cé su phoi
hop gitra Gliclazid va Metformin; Glibenclamid
va Metformin; Glimepirid va Metformin déu
khong thudc nhom duge chat nam trong Danh
muc bat bugc phai nop bao céo thir TDSH khi
ding ky thudc dugc quy dinh tai Théng tu sb
08/2010/TT-BYT va Thong tu s6 07/2022/TT-
BYT (c6 hiéu luc ké tir ngay 01 thang 11 nim
2022, thay thé cho Théng tu s 08/2010/TT-
BYT). Hién nay, Vién Kiém nghiém thudc
Trung wong da thyuc hién dugc phép thir xac dinh
ham lugng Metformin va Glimepirid trong huyét
tuong bang phuong phap LC-MS/MS véi gidi
han dinh lwgng/pham vi do la Metformin:
25 ng/mL; Glimepirid: 5 ng/mL ciing nhu da xac
dinh  dwgc ham luwogng Metformin va
Glibenclamid bang phuong phap LC-MS/MS
véi gioi han dinh lugng/pham vi do lan luot 1a
Metformin: 30 ng/mL, Glibenclamid 2,5 ng/mL
[14]. Piéu nay c6 thé gilp cac nha xay dung
chinh sach tham khao trong qua trinh xay dung
danh muc duogc chét chaa trong thuéc Generic
phai béo c4o sé liéu nghién ciru TDSH khi ding
ky luu hanh thudc trong thoi gian téi.

5. Két luan

Két qua dau thau thuéc TDSH giai doan
2018 — 2022 ciing da dat duoc céc két qua hét
sirc khich 18, ty 1é thuéc TDSH trong nuéc SO VOi
thubc TDSH nudc ngoai tring thau gap tir 2,13
dén 3,63 lan. V& dugc chat/nhom dugc chat
thuéc TDSH) c6 tdng gi4 tri tring thiu cao nhat
(bao gom tat ca cac dang bao ché, ndng d6, ham
lugng) tap trung cha yéu la khang sinh
(cefuroxim, cefixim,...), thuéc chéng dai thao
duong (gliclazid, metformin,..), thudc tri cao
huyét ap (amlodipin), thuéc ha sét giam dau
(paracetamol). Dang bao ché thudc trang thau

van chii yéu la cac dang bao ché quy wdc (vién
nén, vién nén bao phim, vién nang) va hoat chat
da s6 van la thudc don thanh phan. Bic biét c6
mot s6 thuée TDSH da thanh phan c6 tong gia tri
trdng thau 16n nhung khong thuéc nhom dugc
chat nim trong danh muc bét budc phai nop bao
céo thir TDSH) khi dang ky thudc nhur phéi hop
gitta Gliclazid + Metformin; Glibenclamid +
Metformin; Glimepirid + Metformin. Xu huéng
lva chon cac dugc chat/nhom duoc chat ma cac
co s& san xuat tap trung nghién ciu/dang ky cac
thuéc TDSH) tai Viét Nam 1a céc thudc trong
danh muc duogc bao hiém y té chi tra.

Xung dot lgi ich

Dit liéu duoc tong hop trong nghién cau 1a
dir liéu cong khai vé thong tin dau thau thudc,
chinh thirc cong bd boi Cuc Quan Iy Dugc - Bo
Y té, giai doan 2018-2022, dir liéu dwoc phan
tich, danh gia va ban luan khach quan chi nham
muc tiéu khoa hoc. C4c tac gia khang dinh khéng
¢6 xung dot loi ich dbi véi cac nghién ciu, tac
gia, va/hodc xuat ban bai béo.
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