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Tém tit

Muc tiéu: Danh gia hiéu qua diéu tri trén nguoi bénh (NB) viém gan virus C
man tinh bang phac dd Sofosbuvir/Velpatasvir. Phwong phdp nghién ciru:
Nghién ctru hdi clru, tién ctru, mé ta, theo ddi doc trén 40 NB diéu tri tai Bénh vién
Quan y 103 va Bénh vién Trung wong Quén doi 108 tir thang 5/2021 - 7/2024. Két
qua: Biéu hién 1am sang co cai thién sau két thac diéu tri. Ty 1¢ mét moi giam tur
80% trudc diéu tri xudng 20% khi két thuc diéu tri va 7,5% & 12 tuan sau két thiic
diéu trj. Ty 1é ting enzyme gan (AST, ALT) va Bilirubin toan phan trudc diéu tri
1an luot 12 77,5%; 87,5% va 40%, giam con 10%; 12,5% va 12,5% sau 12 tuan c6
y nghia thong ké (p < 0,05). Ty 1& dp Gmg virus bén viing (SVR12) dat 100%. Mot
s6 tac dung khong mong mudn gdm: Pay bung (10%), dau dau va mét moi (5%),
chong mat va mat ngu (2,5%). Két ludn: Phac dd Sofosbuvir/Velpatasvir diéu tri
viém gan virus C man tinh dat hi¢u qua cao voi cai thién 1am sang rd rét tai thoi
diém két thic diéu tri va tuan 12 sau diéu tri, SVR12 dat 100%. Khong ghi nhan
tac dung khong mong mudn budc NB phai ngimg thudc.

Tir khéa: Viém gan virus C man tinh; Phac d6 Sofosbuvir/Velpatasvir;
Két qua diéu tri.

EVALUATION OF THE TREATMENT EFFICACY OF THE
SOFOSBUVIR/VELPATASVIR REGIMEN IN PATIENTS WITH
CHRONIC HEPATITIS C AT MILITARY HOSPITAL 103 AND
108 MILITARY CENTRAL HOSPITAL (FROM MAY 2021 TO JULY 2024)

Abstract

Objectives: To evaluate the therapeutic efficacy of the Sofosbuvir/Velpatasvir
regimen in the treatment of chronic hepatitis C. Methods: A retrospective, prospective,
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descriptive, and longitudinal study was conducted on 40 patients treated at Military
Hospital 103 and 108 Military Central Hospital from May 2021 to July 2024.
Results: Clinical symptoms improved after completion of treatment. The fatigue
rate decreased from 80% before treatment to 20% at the end of treatment and to
7.5% at 12 weeks post-treatment. The proportion of patients with elevated liver
enzymes (AST, ALT) and total bilirubin before treatment was 77.5%, 87.5%, and
40%, respectively, which decreased significantly to 10%, 12.5%, and 12.5% at 12
weeks post-treatment (p < 0.05). The sustained virologic response at 12 weeks
post-treatment (SVR12) was achieved in 100% of patients. Reported adverse
events included abdominal bloating (10%), headache and fatigue (5%), dizziness
and insomnia (2.5%). Conclusion: The Sofosbuvir/Velpatasvir regimen
demonstrated high efficacy in the treatment of chronic hepatitis C, with marked
clinical improvement observed at the end of treatment and at 12 weeks post-

treatment. SVR12 was achieved in 100% of patients. No adverse events required

discontinuation of therapy.

Keywords: Chronic hepatitis C; Sofosbuvir/Velpatasvir regimen; Treatment outcomes.

PAT VAN DE

Céc phac d6 diéu tri viém gan virus
C man tinh truéc day chii yéu dya trén
Interferon va viéc xét nghiém kiéu gene
1a bat budc trude khi diéu tri. Nhitng
nam gan day véi su ra doi ciia cac thude
udng khang virus truc tiép (Direct
acting antivirals - DAA), cho thay hiéu
qua cao v6i cac wu diém nhu tic dung
trén tit ca cac kiéu gene, it tac dung
khong mong mudn, st dung duong
ubng, thoi gian diéu tri chi tir 12 - 24
tuan va khong can chinh liéu trén bénh
nhan suy than [1]. Cac nghién curu trén
thé gidi cho thay, dap tng diéu trj voi
phéac d6 DAA trong thyc té thay d6i phu
thudc vao timg nhom quan thé NB, dao
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dong tir 77% & nhém nghién chich ma
tay dén 98% & nhom suy than man loc
mau chu ky [2, 3]. Phac d6 Sofosbuvir
(SOF) két hop Velpatasvir (VEL) duoc
Co quan Quan 1y Thubc va Thuc phdm
My (FDA) cip phép diéu tri cho NB
viém gan virus C vao ndm 2016 [4].
Phéac d0 VEL két hop SOF 1a mét trong
nhing phac do thuéc DAA cho hi¢u qua
diéu tri rit cao va duoc diéu tri tai
Viét Nam tur nhitng nam 2017 - 2018
nhung chua c6 nhiéu béo cdo vé hiéu
qua thyc té cia phac do diéu tri; vi vay,
chung t6i tién hanh nghién ctru nham:
Padnh gia hiéu qua diéu tri cia phéc do
SOF két hop VEL trén NB viém gan
virus C man tinh.
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POI TUQNG VA PHUONG PHAP
NGHIEN CUU

1. Poi twong nghién ctru

Gom 40 NB dugc chan doan viém
gan virus C man tinh theo Tiéu chuan
chan doan cia By Y t& (Quyét dinh
2065/Qb-BYT nam 2021) duoc diéu tri
ngoai tra voi phac dd Sofosbuvir/
Velpatasvir tai Bénh vién Quan y 103
va Bénh vién Trung wong Quan doi 108
tur thang 5/2021 - 7/2024.

* Tiéu chuan lwa chon:

NB > 18 tudi, khong phan biét gisi
tinh. Pugc chan doan viém gan virus C
man tinh theo theo Hudéng din chan
doan, diéu tri bénh viém gan virus C clia
Bo Y té (2021) [5]: Anti-HCV (+) va
HCV-RNA (+) hodc tai luong HCV-
RNA trén ngudng phat hién. NB dugc
phat hién nhiém virus viém gan C > 6
thang. NB mdi phat hién 1an dau viém
gan virus C, chua timg diéu tri phac dd
diéu tri viém gan virus C trudc d6. NB
duoc chan dodn va theo ddi diéu tri
ngoai tri bang phac d6 SOF/VEL tai
Bénh vién Quan y 103 va Bénh vién
Trung wong Quan doi 108.

* Tiéu chuan loai triv:

NB b6 diéu tri hoic mat theo ddi
trong qua trinh diéu tri; dong nhiém
HIV, HBV; lam dung ruou; phu nit c6
thai hodc dang cho con bt.

2. Phwong phap nghién ctru

* Thiét ké nghién ciru: Nghién ciru
hoi clru, tién ciru, mo ta va theo ddi doc.

* C& mau va chon mau:

Chon mau thuan tién, khong tinh ¢&
mau do ddy 1a nghién ciru mo ta ban dau
tai 2 bénh vién 16n trong Quan doi, tu
doé 1am co s& cho cac nghién ctru 16n
hon trong tuong lai.

* Cdc bude tién hanh nghién ciru:

Thu thap ho so bénh an cua cac dbi
tuong viém gan virus C man tinh
théa min cac tiéu chuan lya chon va
loai trir, dugc diéu trj bang phac dd
Sofosbuvir/Velpatasvir trong 12 tuan.
Ghi nhan thong tin cac triéu ching
trude diéu tri, triéu chimg khong mong
mudn trong qua trinh diéu tri, cac chi sd
can lam sang dugc thuc hién vao nghién
cru. Xét nghiém dinh luong virus
RNA-HCV trong mau dugc st dung
trong nghién ctu 13 hé thdng Cobas
TagMan HCV c6 ngudng phat hi¢n
RNA-HCV tr 15 UImL dén
10.000.000 UI/mL. Panh gia dap tung
diéu tri vé chi s6 sinh hoa, dap tmg virus
khi két thuc diéu tri, ddp tng virus bén
vitng (SVR) HCV-RNA am tinh & tuan
thtr 12 sau khi két thuc diéu tri.

* Xir Iy s6 liéu: Bang phin mém
thong ké y hoc SPSS 22.0.
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3. Dao dirc nghién ciru

Nghién ctru dugc thong qua Hoi
déng Pao duc cua Hoc vién Quan y
theo Quyét dinh s6 2404/QD-HVQY
ngay 25/6/2024, dugc Bénh vién Quan
y 103 va Bénh vién Trung wong Quan
d6i 108 cho phép tién hanh

nghién ctru, thu thap s6 lidu va cong bd.
Moi thong tin NB déu dwogc giit kin.
Nhom téc gid cam két cac sb lieu, két
qua trong nghién ctru 1a trung thuc va
chua cong bd trong bat ky cong trinh
nao khac va khong c6 xung dot loi ich
trong nghién ctru.

KET QUA NGHIEN CUU

1. Sw thay d6i vé tri¢u ching IAm sang

Bang 1. Két qua diéu tri thay doi tridu chimg 1am sang (n = 40).

Tri¢u chirng To T T

n % n % n %
Mét moi 32 80,0 8 20,0 3 7,5
Kho tiéu 16 40,0 3 7,5 0 0
Dau tirc ha suon phai 7 17,5 0 0 0 0
Budn ndn, non 4 10,0 0 0 0 0
Ngtra 2 5,0 0 0 0 0
MAt ngu 1 2,5 1 2,5 0 0
Vang da 8 20,0 2 5,0 0 0
Sut can 2 5,0 0 0 0 0

Tubi trung binh
G161 tinh nam

Xo gan

55,7 + 13,8 tudi
30/40 NB (75%)
23/40 NB (57,5%)

(To: Thoi diém badt dau diéu tri; Ti2: Thoi diém két thic diéu tri; Ta: 12 tudn

sau két thiic diéu tri)

Tudi trung binh 1a 55,7 + 13,8; gioi tinh nam 1a 75%; 23/40 NB (57,5%) c6 xo
gan. Khi két thiic diéu tri con 20% NB mét moi, 7,5% kho tiéu va 2,5% mét ngu.
O tuan thr 12 sau khi két thuc diéu tri con 7,5% NB mét moi.
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2. Sw thay doi vé chi sé cAn 1Am sang va tai lwong virus viém gan C theo
kiéu gene
Bang 2. Két qua diéu trj thay doi két qua
cac chi s6 AST, ALT, GGT, Billirubin toan phan.

; To T2 T24
Chi s0 p
n % n % n %
AST <40 9 225 28 70,0 36 90,0
0,003%*
(U/L) >40 31 77,5 12 30,0 4 10,0
ALT <40 5 125 27 675 35 875
0,021%*
(U/L) >40 35 875 13 325 5 125
Bilirubin toan phﬁn <17 22 55,0 27 67,5 39 97,5 0.041*
(umol/L) >17 18 450 13 325 1 25

(* T-test p < 0,05, Ty: Thoi diém bat dau diéu tri; Tio: Thoi diém két thiic diéu tri;
Ta4: 12 tuan sau két thiic diéu tri)

Tai thoi diém trude diéu tri ¢6 77,5% chi s6 AST cao, 87,5% chi s6 ALT cao,
45% chi s6 Bilirubin toan phan cao hon murc binh thuong. O tuan thir 12 sau khi
két thiic diéu tri con 10% chi s6 AST cao, 12,5% chi s6 ALT cao va 2,5% chi s6
Bilirubin toan phan cao hon mirc binh thudng. Két qua sy thay ddi ty 1¢ binh
thudng céc chi sé6 AST, ALT, Bilirubin toan phan trudc va sau diéu tri thay doi
khac biét co y nghia théng ké véi p < 0,05.

Bang 3. Thay doi tai luong virus viém gan C theo kiéu gene.

" Sé Tai lwgng virus (Ul/mL)
Kiéu gene
lwgng To T2 T24
() Trung vi T phan vi
Gene 1 10 758.000  409.000 - 4.144.500 Amtinh Am tinh
Gene 6 14 1.514.000  506.900 - 7.410.000 Am tinh Am tinh
Gene 2 1 1.205.000 - Amtinh  Am tinh
Gene 3 2 907.000  605.000 - 1.490.000 Amtinh Am tinh
Chua xé4c dinh 13 1.083.000  543.000 - 3.560.000 Amtinh Am tinh
Tong 40 - - Amtinh  Am tinh

(To: Thoi diém bat dau diéu tri; Tio: Thoi diém két thiic diéu tri; Tas: 12 tudn
sau két thiic diéu tri)
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Gia tri trung vi kiéu gene 6 cao nhat véi trung vi 1,514 x 10°, tir phan vi 506.900 -
7.410.000 UI/mL. Thap nhét 1 kiéu gene 1 véi trung vi 0,758 x 10°, tir phan vi
409.000 - 4.144.500 UI/mL. Khi két thiic diéu tri, tit ca NB duogc xét nghiém danh
gia HCV-RNA am tinh (dat 100%), O tuan thir 12 sau khi két thuc diéu tri, tat ca
NB déu dat chi s6 HCV-RNA am tinh (dat 100%).

3. Mt s6 tac dung khong mong mudn ciia thudc khang virus

Bang 4. Tac dung khong mong mudn.

Tic dung khong mong muén TI‘A'ongA Tl‘rA tu?m}\ th 5 T’(l‘l’ tu?;n 13
4 tuan dau  dén tudn 12 dén tuan 24

Pay bung 4 (10,0%) 2 (5,0%) 0

Mét moi 2 (5,0%) 0 0

Pau dau 2 (5,0%) 0 0

Mit ngu 1(2,5%) 0 0

Chong mat 1 (2,5%) 0 0

Tac dung khong mong mudn 0 0

nghiém trong phai ngimg diéu tri

Trong 4 tuan dau diéu tri, khong c6 NB nao phai ngimg diéu tri do tic dung
khong mong muén cia thude, c6 10% gip triéu chimg day bung, 5% dau dau va
mét moi, 2,5% chong mat va mat ngu. Tir tudn thi 5 - 12 diéu trj con 2 truong hop
(5,0%) con triéu chimng day bung. Cac triéu chtng khac khong con duoc ghi nhéan.
Tir tuan tht 13 - 24 diéu tri khong con truong hop ndo ghi nhan tac dung khong

mong muon.

BAN LUAN

1. Két qua thay doi triéu ching
lam sang

Tac gia Pham Viét Vinh (2023) ghi
nhan ty I¢ cac triéu ching 1am sang
gidm rd rét sau diéu tri, cu thé dén tuan
thtr 12 sau khi két thuc diéu tri, chi con
3% NB con cam thidy mét moi, trong khi
cac triéu ching khac nhu dau
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tirc ha suon phai, vang da, va an kém
déu giam xudng 0% [6]. Két qua nay
phu hop vé6i nhiéu nghién ctru, cho thiy
viéc dat dugc dép tng SVRI2 khong
chi giam vé tai luong virus viém gan C
ma con goép phan cai thién rd rét cac
triéu chimg 1am sang, bao gdm ca triéu
ching co ning va thyc thé, gitp nang
cao chat luong song cho NB.
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2. Két qua diéu tri thay ddi chi so
can lam sang va tai lwgng virus

Panh gia két qua diéu tri cac chi s6
khi két thic diéu tri (T12) va & tuan thi
12 sau khi két thic diéu tri (T24) cho
thiy giam ty 1é ting enzyme gan. O tudn
thtr 12 sau khi két thic diéu tri, chi con
10% AST, 12,5% ALT cao hon murc
binh thuong. Su cai thién nhém triéu
chung cén lam sang enzyme gan thay
d6i c6 ¥ nghia théng ké véi p < 0,05.
Két qua nghién ciru cia tac gia Q Xu
(2021) trong nghién ctru tién ciru, da
trung tAm tuyén chon cac NB tir 10 dia
diém & Tay Bic Trung Qudc cho thiy
ndng d6 Bilirubin toan phan, ALT, AST
trong huyét thanh giam (tit ca p < 0,05),
cling nhu ting albumin va sb luong tiéu
cau (tit ca p < 0,001) ¢ tuan thir 12 sau
khi két thuc diéu tri [7]. Do d6 viéc diéu
tri phac do thudc khang virus dat két
qua tot, cac triéu ching 1am sang cua
NB déu thuyén giam sau khi két thic
diéu tri.

Theo két qua nghién ctru cta ching
t0i, & tun thir 12 va tudn tht 24 diéu tri,
tat ca 40 NB déu ¢ tai luong virus dudi
ngudng phat hién (100%), dat dap tng
virus bén vitng & tat ca cac kiéu gene.
Tac gia Tran Ta Oanh (2018) nghién
ctru két qua diéu tri viém gan virus C
bang phac d6 Sofosbuvir/Ledipavir
trong 12 tuan cho két qua ghi nhéan
SVR12 dat 100% [8]. Nghién clru ctua
Q Xu (2021) cling bao céo tuong ty voi

100% dat SVR12 & tuén thi 12 sau diéu
tri [7]. Hai tac gia trén chi nghién ciou
vé két qua diéu tri dap tng virus bén
virng & tuan thir 12 sau diéu trj. Viéc dat
dugc SVR12 c6 y nghia virus khong
con phat hién dugc trong mau, nguy co
tai phat bénh rat thap va nguy co bién
chung xo gan, ung thu gan ciing gidm
dang ké.

3. Két qua mot so tic dung khong
mong mudn

Nghién ctru cua chung t61 theo doi
mot sb tac dung khéng mong mudn cua
phac d6 diéu tri nham c6 cac phuong an
du phong kip thoi. Két qua cho thiy
trong qua trinh diéu tri, c6 10% gap
triéu chimg diy bung, 5% dau dau va
mét moi, 2,5% choéng mat va mat ngu.
Céac tac dung khoéng mong mudn nay
déu 1a cac tridu chung nhe, it giy anh
huéng t6i qua trinh diéu trj bénh va
chung t61 ghi nhan khong c6 tac dung
phu nghiém trong nao khién NB phai
dung thude. Viée han ché tdi da céac tac
dung khong mong mudn bang bién phap
du phong gitip NB ¢6 thé tuan thu diéu
tri va duy tri diéu tri dat hi¢u qua tdi da.

KET LUAN
NB viém gan virus C man tinh diéu
tri phac d6 SOF két hop VEL co biéu
hién 1am sang cai thién tot & thoi diém
két thuc diéu trj va tuan 12 sau diéu trj.
Ty 1é khoi bénh dap tmg virus bén viing
& tuan thir 12 dat 100% sau khi két thuc
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diéu tri. Khong ghi nhan tac dung khong
mong mudn nghiém trong phai dimg
thude.

Loi cdm on: Ching t6i chan thanh
cam on Ban Giam ddc Bénh vién Quan
y 103 va Bénh vién Trung wong Quan
d6i 108, cung cac dong nghiép da gitip
dd trong qua trinh thu thap sb liéu va
nhiing NB da tham gia nghién ctru.

TAI LIEU THAM KHAO

1. Ayman Geddawy, Yasmine F
Ibrahim, Nabil M Elbahie, et al. Direct
Acting Anti-hepatitis C Virus Drugs:
Clinical pharmacology and future direction.
Journal of Translational Internal Medicine.
Mar 2017; 5(1):8-17.

2. Sergio M Borgia, Janet Dearden,
Eric M Yoshida, et al. Sofosbuvir/
velpatasvir for 12 weeks in hepatitis C
virus-infected patients with end-stage
renal disease undergoing dialysis. Journal
of Hepatology. 2019; 71(4):660-665.

3. Radha K Dhiman, Gagandeep S.
Grover, Madhumita Premkumar, et al.
Outcomes of real-world integrated HCV
microelimination for people who inject
drugs: An expansion of the punjab
model. eClinicalMedicine. 2021 Oct 17,
41:101148.

158

4. JK Rockstroh, S Bhagani, RH
Hyland, et al. Ledipasvir-sofosbuvir for
6 weeks to treat acute hepatitis C virus
genotype 1 or 4 infection in patients
with HIV coinfection: An open-label,
single-arm trial. Lancet Gastroenterol
Hepatol. 2017, 2(5):347-353.

5. B6 Y té. Huong dan chan doan,
diéu tri bénh Viém gan virus C. Quyét
dinh s6: 2065/QD-BYT, clia Bo Y té
ngay 29 thang 4 nam 2021. 2021:1-22.

6. Pham Viét Vinh. Nghién ctru dac
diém 1am sang, can 1am sang trudc va
sau diéu tri bénh nhan viém gan virus C
c6 dong nhiém viém gan virus B. Ludn
van Thac st Y hoc. Pai hoc Y Ha Noi.
2023.

7. Q Xu, W Zhang, YX Ma, et al.
Twelve-week of sofosbuvir/velpatasvir
therapeutic regimen for chronic hepatitis
C patients in northwest region of China:
A real-world multicenter clinical study.
Zhonghua Gan Zang Bing Za Zhi. 2021;
29(11):1046-1052.

8. Tran T Oanh. Péanh gi4 dap ung
diéu tri cua thudc Sofosbuvir két hop
Ledipasvir trong diéu tri viém gan virus
C man tinh. Lugn van Thac st Y hoc.
Dai hoc Y Ha Noi. 2018.



