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ABSTRACT

Cross-sectional descriptive study conducted at 11 HIV/AIDS care and treatment facilities in
Quang Ninh province. The reported incidence of adverse drug reactions of Acriptega in patients
treated for HIV/AIDS is 0.45%. 4/11 ARV treatment facilities (36%) reported adverse reactions
to the drug Acriptega. Among reported patients, 71% are men and 29% are women. Average
age 47.6; average weight 55.6; The majority of reported subjects are people who have been on
ARV treatment for a long time, accounting for 95%, with only 5% of people being new to ARV
treatment; 9/21 people reported having comorbidities, of which hepatitis C accounted for the
highest proportion, 33%. The reported adverse reactions of Acriptega were skin reactions in
14%, nephrotoxicity in 81% and hyperglycemia in 5%. 52% of reported cases were moderate;
Mild levels account for 24%, 19% of severe levels and 5% of life-threatening levels. 48% of
adverse reactions appeared after 12 months of using the drug, 38% appeared after 1-3 months
and 14% appeared immediately after using the drug for less than 1 month. How to handle
adverse reactions of the drug Acriptega: 95% switched regimen and 01 case/5% had to be
transferred to a higher level. Of the patients who developed adverse reactions, 95% recovered
without sequelae, but 10% died.
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TOM TAT
Nghién ciru mé ta cit ngang thyc hién tai 11 co s¢ cham soc diéu tri HIV/AIDS trén dia ban tinh
Quéng Ninh. Ty 1& xuat hién cic phan (mg c6 hai cta thude Acrlptega duogc bao cédo trén bénh
nhan c’[leu tri HIV/AIDS 14 0,45%. 4/11 co s& diéu tri ARV (36%) ¢ béo cdo phan tng c6 hai
ctia thuc Acriptega. Cac phan ung c6 hai ctia thudc Acriptega dugc bio cao 1a phan ung trén
da 14%, ddc tinh trén than 81% va tang glucose mau 5%. 52% cac tru’ong hop dugc bao céo &
muc do trung binh; mirc d§ nhe chlem 24%, 19% mirc d6 ndng va c6 5% mirc d6 de doa tinh
mang. 48% céc phan ung c6 hai xuét hién sau 12 thang dung thudc, 38% xuat hién sau 1-3 thang
va 14% xuét hién ngay sau khi dung thudc dudi 1 thang. Cach xir tri cac phan tng co6 hai cua
thude Acrlptega 95% chuyen phac d6 va ¢ 01 truong hop/5% phai chuyén tuyén trén. Nhu’ng
bénh nhan xuat hién cac phan ting ¢ hai 95% déu hdi phuc khong dé lai di chimg tuy nhién c6

10% ti vong.

Tir khod: Phan ing co6 hai, acriptega, Quang Ninh.

1. PAT VAN BPE

Diéu tri ARV duoc bét ddu trién khai tai Viét Nam tir
ndm 2000 tai TPHCM. Sau d6, duge mo rong tr ndm
2005 va khong ngung phat trién theo cac nam. Dén cu01
nam 2022, toan quoc da c6 499 co s diéu tri ARV, diéu
tri cho gan 170.000 nguoi nhiém, trong d6 c6 3.450
tré em [1]. Pong thoi, Viét Nam dugc danh gia la mot
trong nhung nude dat ty 1€ uc ché virus HIV cao nhat
trén thé £ioi (97%) [2]. De duy tri va tdng hon nira ty
1¢ wrc ché HIV, viéc phat trién cac loai thude khang HIV
la vo cung quan trong gop phan dem lai hiéu qua dleu
tri cho nguoi bénh. Thang 12/2018, T6 chirc Y té Thé
gioi (WHO) da khuyén céo sir dung TLD nhu 1a phac
do6 uu tién dleq tri c}lo bénh nhan HIV/AIDS do TLD
6 nhiéu vu di€ém ndi bat hon so voi TLE (Tenofovir/
Lamivudine/Efavirenz) 1a thudc dang duogc st dung
hién nay [3]. TLD la thudc dung nap tét hon, trc ché
HIV nhanh va it gdy khang thudc hon, it tac dung phuy,
it tuo‘ng tac thudc, d& dang st dung vi 1a vién phdi hgp
do vy bgnh nhéan cung tuén thu diéu tri t6t hon. TLD
c6 thé sir dung cho moi dbi tuong, tir nguoi moi bat dau
hoic dang diéu tri ARV. Huéng dan dleu tri va cham
soc HIV/AIDS ban hanh kém theo quyet dinh s6 5456/
QDb-BYT ngay 20/11/2019 va quyet dinh s6 5968/QB-
BYT ngay 31/12/2021 cua B Y t€, trong do vién két
hop TLD da chinh thic duoc khuyen cao st dung nhu

*Tac gia lién h¢

1a phac dd wu tién thay cho phac do cii khéc it tdi wu
hon [4], [5].

Tai tinh Quang Ninh, tinh dén thang 12 nam 2022 ¢
¢6 5.071 bénh nhan ngudi 16n HIV/AIDS dang diéu
tri trong do c6 4.647 bénh nhan sir dung phac do co
chira TLD (tén biét dugce dang duoc sir dung 1a thude
Acriptera) [6]. Viéc theo doi, phat hién, danh gia va
phong tranh cac phan tng c6 hai lién quan t6i thuodc
ARV ¢6 vai tro quan trong trong viéc tang cuong hi¢u
qua diéu tri, tiét kiém chi phi, ngdn ngua tinh trang
khang thudc va gop phan cai thién chat lugng cudc song
cua nguoi bénh. Trong khi do quan thé bénh nhan HIV/
AIDS duoc diéu tri bang céc phac @6 TLD tai Viét Nam
ngay cang mo rong. Nham tang cuong dir liu nghién
clru v€ tinh an toan cua thudc ARV, dong thoi ghi nhin
tan suat, mic d6 nghiém trong, cac yeu t6 anh huorng
t6i doc tinh lién quan téi TLD trén quéan thé nguoi Viét
Nam, gop phan st dung thuéc ARV duoc hop Iy va an
toan, chung t6i thuc hién dé tai “Khdo sdt cdc phan ing
¢6 hai ciia thuoc Acriptega trén bénh nhan diéu tri HIV/
AIDS tai tinh Quang Ninh nam 2023” véi muc tiéu:

Mo ta cac phan ng co hai cua thuéc Acriptega diroc
bdo cdo trén bénh nhan diéu tri HIV/AIDS tai tinh
Quang Ninh nam 2023.
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2.POI TUQNG VA PHUONG PHAP NGHIEN CUU
2.1. Poi twgng nghién ciru

Bénh nhan ngu:m 16n diéu tri HIV st dung thube
Acriptega tai cac co s& cham séc diéu tri HIV/AIDS
trén dia ban tinh Quang Ninh, thoa man céc diéu kién:
C6 nhén va su dung | thu6c TLD dé diéu tri HIV tir thang
02/2020 dén thoi diém nghién ctru; Co thong tin va qua
trinh diéu tri ARV luu tai bénh an.

2.2. Thoi gian va dia diém nghién ctru

Nghién ctru trién khai tai 11 Co s& cham soc diéu tri
HIV/AIDS nguoi 16n trén dia ban tinh Quang Ninh tu
01/02/2023-01/11/2023.

2.3. Thiét ké nghién ciru
Nghién ctru mé ta, hoi ctru bénh an diéu trj
2.4. C& miu va chon miu

Dya vao mét khao sat trude nghién ctru, chung toi quy‘ét
dinh chon mau toan bo, g0m nhoém bénh nhan dang diéu
tri thuoc Acriptega tai cac co s cham soc dieu tri HIV/
AIDS trén dia ban tinh Quang Ninh, nhirng bénh nhén
xuét hién phan G g ¢6 hai cta thude Acriptega s& duoc
danh gia nghién ctru.

2.5. Phwong phap diéu tra va thu thép sb ligu

- B4o c4o phan tng c6 hai ciia thude bénh nhan dang
diéu tri HIV st dung thudc Acriptega tai cac co s cham
soc diéu tri HIV/AIDS trén dia ban tinh Quang Ninh
(Quyet dinh 107/QD-AIDS ngay 18/6/2014 cua B6 Y
té vé viéc ban hanh huéng dan theo ddi phan tg co hai
ctia thuoe khang HIV (ARV) trong chuong trinh Phong,
chéng HIV/AIDS tap trung huéng dan theo doi ADR).

- Thong tin thu thap dugc tir Ho so bénh 4n cua bénh
nhan dang diéu tri HIV st dung thudc Acriptega tai cac
co s& cham soc didu tri HIV/AIDS trén dia ban tinh
Quang Ninh.

2.6. Phuong phap xir Iy s6 liéu

S6 liéu s& duoc xur Iy, nhap va phan tich v&i Ecxel 2010.

3. KET QUA NGHIEN CUU

Bang 1. Pic diém ddi twong nghién ctru

Pic diém bénh nhan S6 lwong | Ty 18 (%)
Gi6i tinh
Nam 15 71
Nit 6 29
Tudi trung binh (nim) 47,6 (35-64)
Can ning trung binh (kg) 55,6 (38-72)

BMI trung binh 21 (15,6 -25.5)
Tinh trang sir dung thudéc ARV
Mé6i  diéu o tri, st dung 1 5

Acriptega dau tién

Di diéu tri thuéc ARV khéc,

chuyén phac do Acriptega
Bénh kém theo

20 95

Lao 1 5
Viém gan C 7 33
Viém gan B 1 5
Bénh khac.. 0 0

Bang 1 cho thay, c6 04/11 co sé cham soc dleu tri HIV/
AIDS trén dia ban tinh Quang Ninh bao co vé cac phan
{mg c6 hai cua thubc Acriptega 1a Bénh vién Pa khoa
tinh (48%), Bénh vién Da khoa Ha Long (29%), Bénh
vién Viét Nam — Thuy Dién Udng Bi (19%) va trung
tam Y té Mong Cai (5%). Trong s6 bénh nhéan duoc
bao cao, lta tu01 trung binh 47,6; can nang trung binh
55,6; phan 16n dbi tuong duoc bao cao la nguoi da didu
tri ARV lau nam chiém ty 1 95% chi c6 5% ngucn moi
didu tri ARV; c6 9/21 ngudi dugc bao cdo c6 bénh ly
kém theo trong d6 viém gan C chiém ty 1 nhiéu nhat
33%.

Bing 2. Ty 1€ xuit hién cac phan tng c6 hai cia
thuoc Acriptega dwoc bao cao trén bénh nhan dieu
tri HIV/AIDS tai tinh Quang Ninh

S6 bé¢nh nhan didu | S6 c6 phan ing c6 | Ty 1§
tri thuoc Acriptega | hai dwgc bao cao (%)
4.651 21 0,45

S6 lidu bao cao hoat dong didu tri ARV tinh Quang
Ninh hién ¢6 4.651 bénh nhan str dung phac dd thuoc
Acriptega, ty 1& xuét hién cac phan timg c6 hai ctia thudce
Acriptega dugc bao cio trén bénh nhan diéu tri HIV/
AIDS 1a 0,45%.

Bang 3. Cac phén ing c6 hai ciia thudc Acriptega

Dic diém bgnh nhdn | SO lwgng | TY18 (%) | duge bdo cdo trén bénh nhan didu tri HIV/AIDS
So6 lwgng bénh nhan tai cac co s¢ diéu tri duge tai tinh Quang Ninh
bao cao phan rng c6 hai thuoc Acriptega Phan émg c6 hai S6 lwgng | T§ 1¢ (%)

Bénh vién Da khoa Tinh 10 48 — -
Bénh vién Viét Nam - 4 19 Phe}n 1’mg trerrl di ° 14
Thuyy Dién Uong Bi Phan rng qua man 0 0
Bénh vién Da khoa Ha Long 6 29 Poc tinh trén than kinh trung 0 0
Trung tdm Y t& Moéng Cai 1 5 uong
7 co s& khac 0 0 Thiéu mau 0 0
120  www.tapchiyhed.vn
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Bang 6. X tri cac phan rng c6 hai cia thuoc

2 sy, 4 > 1A 10
Phan umg c6 hai 80 lugng | Ty 1€ (%) Acriptega dwgc bao cao trén bénh nhan diéu tri
Giam bach cdu trung tinh 0 0 HIV/AIDS tai tinh Quang Ninh
Tang lipid mau 0 0 Xir tri S6 Iwgng | TY 18 (%)
Nhiém toan lactic 0 0 Ngtrng thude 0 0
Viém gan 0 0 qua.m lieu ‘ 0 5
— — boi phac do ARV 20 90
Doc tinh trén than 17 81 Chuyén tuy & tren. 1 5
Viém tuy 0 0 Tong 21
Khac (tang glucose mau) 1 5 Céach xur tri cac phan ung c6 hai cua thubc Acriptega:
X 90% chuyen d6i phac d6 va ¢6 01 truong hop (5%) phai
Tong 21 100 chuyén tuyén trén.

Céc phan tng c6 hai cua thudc Acriptega duoc bao cdo
la phan Gng trén da 14%, ddc tinh trén than 81% va tang

Bang 7. Ket qua sau khi xi tri cic phan ing c6 hai
ciia thude Acriptega trén bénh nhin diéu tri HIV/

glucose mau 5% AIDS tai tinh Quang Ninh
Bang 4. Mirc dd cac phan rng c6 hai cia thuoc z " — A, —
Acriptega dugc bdo cso trén bénh nhan didu tri Két qua sau xir tri S0 lwong | Ty I€ (%)
HIV/AIDS tai tinh Quing Ninh Tt vong 2 10
- Chura hoi phuc 0 0
Xir tri So lwgng | Ty 1€ (%) Dang hoi phuc 0 0
Nhe 5 24 Hbi phuc dé lai di ching 0 0
Trung binh 1 52 Hoi phuc khong d€ lai di 19 90
chung
Niéng 4 19 Téng 21 100
De doa tinh mang 1 5 Nhiing bénh nhén Xuét hién céc phan tmg ¢4 hai chiém
2 90% déu hoi phuc khong dé lai di ching, tuy nhién c6
Tong 21 100 10% tr vong.

C6 52% céc truong hop dugce bao cdo & mire do trung
binh; ma¢ d6 nhe chiém 24%, 19% mirc dd nang va co

5% muc d¢ de doa tinh mang.

Bang 5. Thoi gian xuit hién cac phan wng c6 hai
cia thuoc Acriptega dugc bao cdo trén bénh nhan
diéu tri HIV/AIDS tai tinh Quéang Ninh

Xir tri S6 lwong | TV 18 (%)

< 1 thang sau khi dung thudc 3 14
1-3 thang sau khi dung thudc 8 38
3-6 thang sau khi dung thude 0 0
6 — 12 thang sau khi dung 0 0
thude

Tré? 12 thang sau khi dung 10 48
thuoe

Tong 21

C6 48% cac phan mg c6 hai xudt hién sau 12 thang
ding thudc, 38% xuat hién sau 1-3 thang va 14% xuét

hién ngay sau khi ding thudc dudi 1 thang.

4. BAN LUAN

Ngay 23/10/2019, Cyc Quan 1y Dugc ban hanh Quyét
dinh 6 653/QD-QLD vé viéc ban hanh 253 danh muyc
thuéc nude ngoai dugc cap gidy dang ky luu hanh
tai Vi€t Nam dot 104. Thudc acriptega la tén thuong
mai cua thuée generic két hop Tenofovir/Lamivudine/
Dolutegrav1r300/300/50mg (sau day g01 1a thudc TLD)
1a mot trong sb cac thube dugc cp glay dang ky luu
hanh trong Quyét dinh nay. Theo d6, cac co s& y té sir
dung thuc TLD diéu tri cho ngudi nhiém HIV can thuc
hién theo doi an toan, hi€u qua cua thude gui Vq Cuc
quan ly duge va Cuc Phong, chong HIV/AIDS. S6 li¢u
bdo céo hoat dong di€u tri ARV tinh Quang Ninh hi¢n
c6 4.651 bénh nhén str dung phac d6 thudc Acriptega,
ty 1€ xuat hién cac phan (mg 06 hai cua thude Acriptega
dugc bao cao trén bénh nhan diéu tri HIV/AIDS la
0,45%. K&t qua nghién ctru cho thay trong 3 nam ghi
nhan 4/11 co sé diéu tri ARV (36%) c6 bao cao phan
tmg c6 hai cta thude Acrlptega cho thay rang viéc thuc
hién canh giac duoc tai cac don vi cap thudc ARV ngoai
tra trén dia ban tinh chua dong déu va it dugc quan
tam. Nghién ctru cua Dugc si Vii Phuong Thao “khdo
sat thuc trang hoat dong canh giac dwoc tai Bénh vign
Bach Mai nam 2020 cting cho két luan “so lwong bdo
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cao canh giac dwgc van khd khiém ton so véi quy mo
va tiéem nang cua bénh vién va chu’q phan anh duoc so
lwong cdc phan wng co hai thuc té xdy ra trong bénh
vien” [7].

Trong s bénh nhan duoc bao cdo, nam gigi chiém ty
1€ cao 71%, nir gidi 1a 29% - tuong duong voi nghlen
ctru cia Nguyén Thi Hoai Dung nam 2022 “danh gia
hiéu qua cuia phac dd Acriptega trong nam dau tién trén
ngucn nhiém HIV chua timg diéu tri ARV” véi ty 16 nam
gidi chiém 72,8% [8]. Theo két qua nghién ciru lira tudi
trung binh 47,6; can nang trung binh 55,6; phan 16n ddi
tuong duge bao c4o 1a ngudi da diéu tri ARV 1au nam
chiém ty 1& 95% chi c6 5% ngudi méi didu tri ARV; 6
9/21 nguoi dugce bdo cdo c6 bénh ly kém theo trong do
viém gan C chiém ty 1& nhiéu nhat 33%. Phan ting c6 hai
cua thuoc la mot trong nhirng nguyén nhén lam tang ty
1¢ mac bénh, ty 18 tir vong, kéo dai thoi gian nam vién,
giam tudn thu diéu tri va ting chi phi, diéu tri cho ngudi
bénh. Céac phan ung ¢6 hai cua thudc Acriptega duoc
bdo cdo la phan ung trén da 14%, ddc tinh trén than
81% va tang glucose mau 5%. Tt ca cac phan tng trén
da dugc bao cdo dé xuat hién som sau khi bénh nhan
dung thude tir 1-15 ngay va déu pha1 d6i phac d6 diéu
tri. Theo két qua nghién ctru 52% cac truong hop duge
bao cdo ¢ muc do trung binh; mirc d6 nhe chiém 24%,
19% mirc d¢ ndng va c6 5% murc do de doa tinh mang.

V& thoi gian, 48% cac phan ung ¢ hai xudt hién sau 12
thang dung thubc, 38% xuat hién sau 1-3 thang va 14%
xuét hién ngay sau khi dung thudc dudi 1 thang. Cach
xtr tri cdc phan ung ¢6 hai cua thudc Acriptega: 95%
chuyen phac do va c6 01 truong hop/S% phai chuyen
tuyen trén. Két qua nghién clru ctua Tran Ngan Ha vé
giam sat chu dong phan tng ¢6 hai cua thudc ARV tai 5
co s6 trong diém diéu tri HIV/AIDS c6 sy tuong dong
v6i nghién clru cua ching t6i. Ty 1€ cdc ADR murc do
1 va 2 lan luot 1a 29,7% va 12,4%. Tuy viy, s ADR
khong dugc phan loai mic d6 nghiém trong ciing chiém
ty 1€ 16n (51,0%). 94 beénh nhan trong s6 317 bénh nhan
gdp ADR ghi nhén duoc chuyen phac dd (14,6%). Phat
ban/rnan nglra va thiéu mau 13 nguyén nhén chinh gay
chuyen phac do trén bénh nhan [9]. Mot nghién ciru
khac cua Nguyen Thi Hoai Dung nam 2022 “danh gid
hiéu qua ciia phdc d6 Acriptega trong nam dau tién trén
nguoi nhiém HIV chiea tirng diéu tri ARV cho két qua
doi tugng nghién ctru khong pha1 dung Acriptega do
tac dung phy khong mong muon va tac dyng phuy trén
h¢ ti€u hoa, h¢ than kinh, chi so creatinine trong mau
khong thay d6i sau 12 thang diéu tri [8]. Nhiing bénh
nhan xuat hién cac phan tmg c6 hai 95% déu hdi phuc
khong dé lai di chig tuy nhién c6 10% tir vong.

5. KET LUAN

Ty 1& xuadt hién cac phan ung c6 hai cia thudc
Acriptega dugc bao cao trén bénh nhan diéu tri HIV/
AIDS 1a 0,45%. Cach xur tri cdc phan ung c6 hai cua
thudc Acriptega: 95% chuyén phac dd va c6 01 truong
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hop/5% phai chuyén tuyen trén. Nhimg bénh nhén xuat
hién cac phan tmg c6 hai 95% déu hoi phuc khong dé
lai di ching tuy nhién c6 10% tir vong. Didu rat quan
trong dé dat hiéu qua dleu trj t6i wu nhat, tranh xuat hién
chung virus khang thudc 1a vigc lya chon phac do dicu
tri ARV phu hop véi ting d6i tuong bénh nhan. Khi c¢6
phac do hop ly s€ giup cho bénh nhén tranh céc tac dung
phu va céc tuong tac thuoc bat loi dong thoi tuan thu
diéu tri va dung nap phac do tot hon.

KHUYEN NGHI

Céc phan tng co hai (ADR), cc twong tac thudc bat
lgi anh huong den tuan thu diéu tri ciia nguoi bénh va
gy nguy co xudt hién chung virus khang thudc, dan
dén that bai diéu tri. Nhan thdy tim quan trong ctia viéc
tuan thi diéu tri thuéc ARV trén bénh nhan HIV/AIDS
Thyec hién canh giac duoc tai cac don vi cap thuéc ARV
ngoai trii trén dia ban tinh can dugce quan tim va thyc
hién dong déu.
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