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1. PAI CUONG

Bénh viém gan vi rat ¢ 12 bénh truyén nhiém do vi rt viém gan C (Hepatis ¢ Virus:
HCV) gay ra. HCV ¢6 ciu tric di truyén 1a soi don RNA, thudc ho Flaviviridae. HCV ¢6 6
kiéu gen: 1, 2, 3,4, 5, 6. Mbi kiéu gen lai chia thanh nhiéu duéi nhém khac nhau. O Viét
Nam, kiéu gen thuong gip nhét 1a 1 va 6. Cac kiéu gen 2 va 3 it gip hon. HCV chu yéu lay
qua dudng mau, ngoai ra con 1y qua duong tinh duc, me truyén sang con. Hién tai, chua c6
véc xin phong bénh viém gan vi rit C.

Theo udc tinh ctia TS chirc Y té Thé giéi nam 2017, trén thé gidi c6 71 triéu nguoi bi
viém gan vi rut ¢ man trong do 14 triéu ngudi song ¢ khu vuc Tay Thai Binh Duong, noi
viém gan vi rt 1a nguyén nhan hang dau giy tir vong trong so cac bénh truyén nhiém.

Viét Nam 1a nudc ¢6 ganh ning vé bénh gan dung thir 2 trong khu vuc Tay Thai Binh
Duong. Uéc tinh nim 2017, nuée ta ¢6 991.153 nguoi bi nhiém HCV man trong d6 ¢6 6.638
ngudi tir vong do bénh gan lién quan dén HCV.

2. CHAN DPOAN VIEM GAN VIRUT C
2.1. Triéu chung
2.1.1. Lamsang N ’ 7

- Phan 16n ngudi nhiem HCV khong ¢6 tri€¢u ching 1am sang cho dén khi ¢6 biéu hi¢n
x0 gan. Poi khi c6 mét moi, chan an, dﬁy bung, dau nhe ha suon phai, r6i loan tiéu hoa, dau
CO,...

- €6 thé c6 cac biéu hién ngoai gan nhu: dau khép, viém khép, viém da, toc d& gdy
rung, cryoglobulinemia (globulin lanh trong mau), dau co, bénh co tim, viém cau than ting
sinh mang, ...

2.1.2. Cin lim sang

- Anti-HCV la xét nghiém ban dau dé xac dinh tinh trang nhiém HCV.

+ Anti-HCV duong tinh trong céac trudng hop di hoic dang nhiém HCV.

+ Trong trudng hop viém gan vi rat ¢ cip & giai doan som anti-HCV ¢6 thé am tinh va
HCV RNA duong tinh.

+ Mot s6 truong hop nhiém HCV ¢ nguoi suy giam mién dich ning nhu ngudi nhiém
HIV, ngudi chay than nhan tao, ngudi diéu trj cac thude e ché mién dich c6 thé c6 anti-
HCV am tinh vi thé nén duoc lam xét nghiém HCV RNA dé khang



dinh nhiém HCV khi c6 c4c biéu hién 14m sang cta bénh gan (AST/ALT ting,...)

- HCV RNA dinh tinh duong tinh hodc dinh luong HCV RNA trén ngudng phat hién:
khang dinh nhiém HCV.

- Trong truong hop khong lam dugc HCV RNA, HCVcAg (HCV core Antigen) duong
tinh xac dinh nhiém HCV.

- Xo hoa gan: Tinh trang xo hoa gan duoc danh gia bang cac phuong phap khong xam
l4n nhu chi diém sinh hoa (APRI, FIB4, FibroTest ...) hay siéu am dan hdi (FibroScan,
ARFIL...). (Phu luc 1).

- Xét nghiém sinh hoa gan nhu ALT, AST c6 thé binh thuong hoic ting; s6 lwong tiéu
cau, thoi gian prothrombin, INR, albumin, bilirubin binh thudng hodc bat thuong phu thude
vao tinh trang ndng cua viém gan hodc xo gan

- Truong hop c6 bién chimg ung thu biéu mo té bao gan (Hepatocellular Carcinoma:
HCC): AFP, AFP-L3, PIVKA-II c6 thé ting; siéu am, chup cit 16p vi tinh, cong hudng tir
ving bung c6 hinh anh khéi u gan.

2.2. Chan do4n xac dinh
2.2.1. Viém gan vi rit C cap w ,

- Thoi gian nhiem HCV dudi 6 thang: c6 chuyén dao huyét thanh tir anti-HCV &m tinh
sang anti-HCV duong tinh

- C6 tién st phoi nhiém v&i ngudn bénh

- Khong c6 biéu hién 1am sang hoac cé biéu hién cua viém gan cép: mét, vang mét,
vang da,...

- AST, ALT thuong tang.

- HCV RNA: duong tinh sau 2 tuan phoi nhiém.

- Anti-HCV c¢6 thé 4m tinh trong vai tudn dau hodc dwong tinh sau 8-12 tuan phoi
nhiém.

Chan doan nhiém HCV cip khi (1) c6 chuyén dao anti-HCV tir am tinh sang duong tinh
hay (2) anti-HCV am tinh nhung HCV RNA duong tinh & ngudi c6 co dia mién dich binh
thuong.

2.2.2. Viémgan virat C man

- Thoi gian nhiém HCV > 6 thang
C6 hodc khong c6 biéu hién 1am sang.

Anti- HCV duong tinh va HCV RNA duong tinh hodac HCV core-Ag duong tinh.

Khong co/hodc c¢6 xo hoa gan, xo gan (Phu luc 1).

Nguoi bénh dugc chan doan viém gan vi rit ¢ man khi ¢6 anti-HCV dwong tinh va HCV
RNA duong tinh hoac tai lugng HCV RNA trén ngudng phat hi¢n hoac HCVcAg duong
tinh (huéng dan xét nghiém vi rit viém gan B, ¢ ban hanh kém theo Quyét dinh s6 1868/QD-
BYT, ngay 24/4/2020 cta Bo truong Bo Y té).

* Céc bude thue hién chin doan nhiém HCV:

- Tién hanh xét nghiém anti-HCV



- Néu anti-HCV am tinh ¢ ngudi c6 co dia mién dich binh thuong nghia 1a khong nhiém
HCV.

- Néu anti-HCV duong tinh nghia 13 d4 timg nhiém HCV hodc dang hién nhiém HCV.
Nguoi bénh c6 két qua anti-HCV duong tinh can duoc xét nghiém khing dinh tinh trang
nhiém HCV bang mdt trong cac xét nghiém sau:

+ Xét nghiém tai luong HCV RNA.

+ Xét nghiém dinh tinh HCV RNA.

+ Xét nghiém phat hién khang nguyén 161 HCVcAg.

- Chén do4n nhiém HCV khi:

+ Két qua tai lwong HCV RNA trén gidi han phat hién, hoac

+ DPinh tinh HCV RNA duong tinh, hodc

+ Khang nguyén HCVcAg duong tinh.

Dbi voi nguoi loc mau hodc suy giam mién dich ning c6 xét nghiém anti- HCV am tinh
nhung c6 biéu hién cia bénh gan, nén xét nghiém HCV-RNA hoic HCV coreAg dé chan
doéan viém gan c.

2.2.3. Viéemganvirut C ¢ tré em

Tat ca tré em sinh ra tir me bi viém gan vi rtt ¢ can dugc xét nghiém xac dinh tinh trang
nhiém HCV. Xét nghiém anti-HCV thyuc hién khi tré tir 18 thang tudi. Tré c6 anti-HCV
duong tinh can dugc xét nghiém HCV RNA sau 3 tudi dé khﬁng dinh nhiém HCV man.

3. PIEU TRI VIEM GAN VI RUT C
3.1. Diéu tri viem gan vi rat C cap: Khoang 20-50% ngudi bénh nhiém HCV cap
co thé tu khoi

- Diéu tr1 ho trg: nghi ngo1 va di€u tri triéu chiing.

- Diéu tri dic hiéu:

+ Piéu tri sofosbuvir/velpatasvir hodc glecaprevir/pibrentasvir trong thdi gian 8
tuan

+ Xét nghiém tai lugng HCV RNA ¢ tuan thtr 12 sau diéu tri dé danh gia kha nang
khoi bénh (dat SVR 12).

3.2. Diéu tri viém gan vi rit C man
3.2.1. Muc tiéu diéu tri 7 ‘

- Loai trir HCV ra khoi co thé ngudi bénh (dat dugc dap irng vi rat bén virng: tai lugng
HCV RNA dudi ngudng phat hién (< 15 1U/ml) & tuan tht 12 sau khi két thac diéu tri, goi
la SVR 12.

- Phong ngira cac bién ching vé gan va cac bénh ngoai gan lién quan dén HCV bao
gdm viém gan tién trién, xo héa gan, xo gan, HCC, biéu hién ngoai gan niang va tir vong.

- Du phong lay nhiém HCV trong cong dong.

3.2.2. Chi dinh va chéng chi dinh diéu tri viém gan vi rit ¢

a. Chidinh ’
Nguoi bénh duge chan doan viém gan vi rit ¢ man (theo muc 2.2)



b. Chéng chi dinh

* Doivdi phdc do co cac thuoc khang vi rut truc tiép (Direct Acting Antivirals: DAA)

- Tré <3 tudi

- Phu nir c6 thai

- Khong st dung cac DAA cung vé6i thude co twong tac gdy anh huong dén hiéu qua
diéu tri hodc gy cac bién c6 khong mong mudn, ting tic dung phy cua thude

*  Péi véi phéc do cé ribavirin (RBV)

- Qué man cam véi RBV

- Thiéu méu ning (hemoglobin <8,5 g/dL)

- Bénh vé huyét sic t6 (bénh hong cau hinh liém hoic thalassemia)

- Phu nit ¢6 thai hodc khong mudn ding cac bién phap tranh thai, phu nir dang cho con
b, nam gidi ¢ ban tinh dang mang thai
3.2.3. Nguyén tic diéu tri

- Nguoi bénh dugc chan doan viém gan vi rat C can di€u tri som, dac biét cac truong
hop xo hoa gan > F2, nguoi bénh viém gan vi rit C ¢ biéu hién ngoai gan, ngudi bénh dong
nhiém HIV/HCV, nguoi bénh nghién chich ma tay, phu nit 6 tudi sinh dé mong muén cé
thai,...

- Lua chon phac dd c6 cac thude DAA. Tai cac co s& y té khong lam duoc xét nghiém
kiéu gen nén str dung phac dd c6 hiéu qua diéu tri vai tat ca cac kiéu gen

- Dua vio tinh trang xo gan, cac chong chi dinh, twong tac thudc va bénh di kém dé
lya chon céc phac dd (xem muc 3.2.5).

- Céc phac d6 str dung thudc DAA thé hé moi, chua dé cap trong hudng dan ndy, co
thé duoc xem xét, bd sung dua theo cac hudng din chuyén mén cia T6 chirc Y té thé gidi
va cac Hiép hoi Gan mat Chau A Thai Binh Duong, Chau Au, Chau My va theo cac quy
dinh lién quan dén st dung thudc tai Viét Nam.

- Céac truong hop xo gan mét bu can dugc diéu trj tai cac co s chuyén khoa tuyén tinh
hodc trung uong.

3.2.4. Chudn bij diéu tri
a. Ddanh gia mirc dp ndng ciia bénh gan ’ 7

- Danh gié tinh trang xo hod gan dya vao cac phuong phap khong xam lan. Chan doan
xo gan (F4) khi APRI > 2 hoic FibroScan > 12.5 kPa...(Phu luc 1). Sinh thiét gan khi can
thiét.

- Panh gia xo gan con bu, mat bu dya vao phéan loai Child-Pugh: Child-Pugh A 13 xo
gan con b, Child-Pugh B, ¢ 1 xo gan mat bu.

b. Ddnh gida bénh ly di kem ‘

Nguoi bénh viém gan vi rit ¢ can dugc danh gia cac bénh 1y di kém nhu:

- Panh gia chtc nang than va mirc loc cau than

- Panh gia tinh trang d6ng nhiém vi rat viém gan B, HIV

- Panh gia cac bénh tim mach (r6i loan nhip tim), rdi loan thao duong, réi loan lipid
mau, ...)



- DPanh gié tinh trang nghién ruou
C. Ddnh gid twong tic thudc

banh gia kha nang tuong tac thudc véi cac thudc dang su dung nhu thudc khang HIV
(antiretrovirals: ARV), thudc chong lao, thuoc chong co giat, thuoc di€u tri ro1 loan nhip
tim, thudc rc ché bom proton...(Phu luc 5)
d. Cdc xét nghié¢m

- Céc x¢ét nghiém khi bat dau di€u tri va theo doi di€u tri viém gan vi rat ¢ (Phu luc 2).

- Xét nghiém kiéu gen HCV khi sir dung cac phac d6 khong diéu tri duoc tat ca cac
kiéu gen va/hodc doi voi nguoi bénh da tung that bai di€u tri viém gan vi rat c. Nhitng co
s¢ lam duoc xét nghiém kiéu gen HCV thi ¢6 thé thuc hién trude khi diéu tri.

- Dbi v6i phy nit trong tudi sinh dé hodc nghi ngd co thai can xét nghiém thir thai.

- Céc xét nghi¢m khac theo chi dinh 1am sang.
e. Twvin trwde diéu tri

- Phac do dicu tri, hi€u qua cua diéu tri, tdc dung phu, kha nang tai nhiem HCV

- Nguy co HCC dic biét ddi v6i ngudi bénh c6 do xo hoa gan > F3

- Kha ning twong tac thuéc DAA véi cac thudce khac va yéu cau ngudi bénh phai thong
bao cho thay thudc céc loai thuoc khac dugce ké don trude va trong khi di€u tri viém gan vi
rit ¢ bao gdm ca thyc pham chirc ndng

Tuén tha diéu tri

Tranh d6 uong co6 con (ruou, bia...)

Tu van dy phong tai nhiém va dy phong 1ay nhiém HCV
Tu van st dung bién phép tranh thai trong qua trinh diéu tri thuéc DAA d6i véi ca
ngudi bénh va ban tinh. Trong truong hop st dung ribavirin tiép tuc sir dung cac bién phap
tranh thai cho dén 6 thang sau khi két thiic diéu tri
3.2.5. Phdc do diéu tri

Bang 1. Phac do diéu tri viém gan vi rit ¢ man ¢ ngudi > 18 tuoi khong cé
X0 gan, X0’ gan con bu va diéu tri lan dau

Thudc DAA Kiéu gen 1,4 | Kiéu gen2 | Kiéu gen 3 | Kiéu gen 5, 6
SOF/VEL Diéu trj tit ca cac kiéu gen trong 12 tuan
SOF/DAC! Diéu trj tit ca cac kiéu gen trong 12 tuan
SOF/LDV 12 tuan Khong Khong 12 tuan
GLE/PI1B? Piéu tri tat ca cac kiéu gen trong 8 tuan
GRZ/EBV? 12 tuan Khong Khong Khong

LTy 1¢ khoi (SVR12) & ngudi viém gan C kiéu gen 3 ¢ xo gan 1a khoang 80% khi diéu
tri voi phac do c6 SOF/DAC va trén 90% khi diéu tri v6i phac d6 SOF/VEL.

23 Thude chua dugc ding ky tai Viét Nam va khong dugc ké don. Chi dugc ké don khi
cac thude nay dugc BO Y té cap phép.

Luu y: Liéu luong cua cdc thuéc DAA (Phu luc 3)
5



Bang 2. Phac dd diéu tri viém gan vi rat C man cho nguoi bénh > 18 tudi c6 xo
gan mat bu (Child Pugh B hoac C) va dieu tri lan dau

Thudc DAA Kiéu gen 1,4 Kiéu gen 2 Kiéu gen 3 Kiéu gen 5,6
SOF/VEL Diéu trj tit ca cac kiéu gen trong 24 tuan
SOF/VEL/RBV Diéu trj tat ca cac kiéu gen trong 12 tuan
SOF/LDV 24 tuan Khong Khong 24 tuan
SOF/LDV/RBV 12 tuan Khong Khong 12 tuan
SOF/DAC! 24 tuan 24 tuan 24 tuan 24 tuan
SOF/DAC/RBV! 12 tuan 12 tudn 12 tudn 12 tuén

1Ty 1¢ khoi (SVR12) ¢ ngudi viém gan C kiéu gen 3 ¢6 xo gan 1a khoang 80% khi diéu
tri voi phac do c6 SOF/DAC va trén 90% khi diéu tri v6i phac dd c6 SOF/VEL.

Luu y:
- Liéu lwong ciia cdc thuéc DAA (Phu luc 3)
- Diéu chinh liéu RBV theo cin nang, mirc do thiéu mdu va mirc dé suy than (Phu luc
4)
- Chong chi dinh sir dung GLE, GRZ, vox cho nguwoi bénh xo gan mat bil
3.2.6. Diéu tri viém gan vi riit ¢ & mét so trwong hop dic bi¢t
a. Dieéu tri viem gan vi rut C cho tré em khong xo gan va xo gan con bu
* Tré tir 12 -17 tudi: diéu tri theo bang sau vé6i liéu nhu cta nguoi 16n
Bing 3. Phac d6 diéu tri viém gan vi rat ¢ man cho tré 12 -17 tudi khong xo gan
va xo gan con bu

Phac do SOF/VEL GLE/PIB SOF/LED
12 tuan 8 tuan 12 tuan
Thoi gian (chi dung cho kiéu gen 1, 4, 5, 6)

*  Tré tir3 -11 tuoi

- SOF/VEL: liéu dya vao can ning
Tré < 17 kg: SOF 150mg va VEL 37,5mg/ngay X 12 tuan
Tré >17 kg: SOF 200mg va VEL 50mg/ngay X 12 tuan

- SOF/LED: dung cho kiéu gen 1, 4, 5, 6
Tré < 17 kg: SOF 150mg/LED 33,75mg/ngay X 12 tuan
Tré 17-35 kg: SOF 200mg/LED 45mg/ngay X 12 tuan
Tré > 35 kg: SOF 400mg/LED 90mg/ngay X 12 tun

- GLE/PIB:
Tré 12 - 19 kg: GLE 150mg va PIB 60mg/ngay X 12 tuan
Tré 20 - 29 kg: GLE 200mg va PIB 80mg/ngay X 12 tuan
Tré 30 - 44 kg: GLE 250mg va PIB 100mg/ngay X 12 tuan

6



Luu y: GLE/PIB chua co tai Viét Nam

* Tré dwéi 3 tudi: Tri hoin diéu trj cho dén khi tré du 3 tudi
b. Ngwoi bé¢nh viém gan vi rit C dong nhiém HIV N

Nguoi bénh dong nhiém HCV/HIV dugc di€u tri ARV ngay khi phat hién nhiem HIV
va diéu tri HCV khi CD4 tir 200 té bao/mm? tr& 1én hodc tai lugng HIV dudi ngudng tre ché.
Nguoi bénh c6 xo hoa tir F2 tré 1én, diéu tri HCV ngay khi dung nap diéu trj ARV.

Chi dinh diéu tri viém gan vi rat ¢ cho ngudi nhiém HIV gidng nhu ngudi bénh viém
gan vi rut ¢ khong nhiém HIV

Luya chon phac dd diéu tri ARV va phac db diéu tri viém gan vi rat ¢ toi vu dé tranh
tuong tac thude (Phu luc 5), néu can thiét phai diéu chinh lidu DAA.

- Trudng hop ngudi bénh diéu tri HIV bang phac dd tenofovir/lamivudin/ dolutegravir
(TDF/3TC/DTG hodc TLD): diéu tri nhu ngudi viém gan vi rat ¢ khong nhiém HIV

Luu V: Khong chi dinh phac dd SOF/VEL hodc SOF/LDV khi mtrc loc cau than < 60
ml/phiat/l, 73m?

- Truong hop ngudi bénh diéu tri HIV bang phac do khac TLD:

+ Chuyén sang phac dd TLD néu c6 thé trude khi diéu tri HCV

+ Nguoi bénh dang diéu tri HIV bang phac do c6 efavirenz (EFV), nevirapine (NVP):
uu tién st dung phac d6 SOF/DAC: Piéu chinh liéu PAWM1

+ Ngudi bénh dang diéu tri HIV bang phéc d6 ¢ loperavir/ritonavir (LPV/r): uu tién str
dung phéac d6: SOF/VEL; SOF/DAC.

Phéc db thay thé: SOF/LDV. Khong chi dinh phac d6 c¢6 LDV khi mirc loc cau than <
60 ml/phat/I, 73m?2.

- Truong hop nguoi bénh dang diéu tri HIV bang phac d6 c6 atazanavir (ATV): uu tién
sir dung SOF/DAC: Piéu chinh liéu DAC xubng 30 mg

Phéc d6 thay the: SOF/LDV. Khong chi dinh phac d¢6 c¢6 LDV khi mitc loc cau than <
60 ml/phut/1,73m?2,

* Luwu y khong phoi hop céc phac dd sau dé diéu trj ddng nhiém HCV/HIV

- SOF/VEL khong st dung dong thoi vai EFV, NVP

- SOF/VEL/VOX khong st dung dong thoi véi EFV, NVP, ATV/r, LPV/r

- RBV khong st dung dong thoi voi AZT

- ELB/GRZ khong str dung dong thoi véi EFV, NVP hoic bat ky PI

- GLE/PIB khéng sir dung ddng thoi véi EFV, NVP, LPV, ATV hodc phac d6 ARV
CO ritonavir

C. Ngwoib¢nh dong nhiém HCV/HBV ‘ ‘
- Nguoi bénh dong nhiem HCV/HBV diéu tri bang cac phac d6 khang HCV nhu nguoi
nhiém HCV don thuan

- Nguoi dong nhiém HCV/HBV du tiéu chuan diéu tri HBV thi diéu tri dong thoi HBV
va HCV (cht y twong tac thudc, dic biét gitra TDF va SOF- Phu luc 5)



- Nguoi dong nhiém HCV/HBV ma chua du tiéu chuan diéu tri HBV thi diéu tri dy
phong HBV bang thudc khang HBV (NA: nucleot(s)ide analogues) khi bat du diéu trj thudc
DAA cho dén khi két thiic DAA tbi thiéu 12 tudn va theo ddi dinh ky néu ngung diéu tri NA

- Nguy co tai hoat HBV ¢ nguoi bi viém gan vi rat ¢ c6 HBsAg am tinh, anti- HBs am
tinh nhung anti-HBc duong tinh rat thip trong qua trinh diéu trj thudc DAA. Nhitng nguoi
nay khong diéu tri dy phong bang NA, chi theo ddi ALT, AST mdi 4-8 tuan trong thoi gian
diéu tri thuéc DAA va trong 12 tuan sau khi két thuc diéu tri DAA. Neu ALT, AST ting nén
lam thém xét nghiém HBsAg va HBV DNA dé co thé phat hién HBV tai hoat. Piéu tri NA
néu co6 bang chimg HBV tai hoat (HBsAg duong va/hoic HBV DNA phat hién duoc).

d. Ngwoi bénh co bénh thidn man

- Nguoi bénh suy than muc do nhe dén trung binh (muc loc cau than > 30
ml/phat/1,73m?) hodc mirc d6 ning (mirc loc cau than < 30ml/phat/l,73m?) bao gdm ngudi
bénh loc mau, chay than nhan tao dugc diéu tri cac phac dd phu hop ma khong can diéu
chinh liéu thuéc DAA nhu GLE/PIB, SOF/VEL, SOF/DAC cho tét ca kiéu gen va ELB/GRZ
cho kieu gen 1 va 4

- Nguoi bénh xo gan mét bu ¢6 suy than nhe dén trung binh (murc loc cau than > 30
ml/phat/1,73m?) néu diéu tri phac d6 SOF/VEL 12 tuan c6 RBV thi liéu RBV bit dau 1a 600
mg, va diéu chinh liéu RBV tily theo d6 dung nap va hemoglobin

- Ngudi bénh xo gan mat bu ¢6 suy than nang (mic loc cau than < 30 ml/phuat/l,73m?)
nén diéu tri phac d6 SOF/VEL 24 tuan khong c6 RBV

e. Ngwoi bénh dong nhiém lao/HCV
- Can nhac dicu tri lao tién trién trudc, khi 6n dinh thi di€u tri viém gan vi rat C.
- Diéu tri nhu ngudi bénh viém gan vi rit ¢ don nhiém.

- Khi diéu tri lao va diéu tri viém gan vi rit ¢ luu ¥ khong sir dung dong thoi rifampicine
v6i cac thubec DAA (Phu lyc 5).

3.2.7. Theo déi diéu tri
a. Theo do6i twong tac thuoc

- Panh gié tuong tac thudc trudce khi diéu tri viém gan vi rat ¢ va trude khi nguoi bénh
bat dau diéu tri cac thudc khac trong qua trinh diéu tri (Phu luc 5).

- Theo d&i danh gia tuong tac thudc dic biét quan trong ddi véi nguoi bénh ddng nhiém
HCV/HIV do nhiéu thubc DAA c6 tuong tac voi ARV, ngudi bénh c6 réi loan nhip tim diéu
tr1 amiodaron c6 tuong tdc véi SOF, VEL gay chdm nhip tim, nguoi bénh dang sir dung
nhém statin diéu tri ha lipid mau c6 thé twong tac v6i SOF gdy ting nguy co ly giai co van...
b. Theo déi tac dung khéng mong mudn

Céc thuoc DAA c6 mdt so tac dung khong mong muon nhe, thuong tu khoi. Xét nghiém
chtrc nang than va danh gia mirc loc cau than néu nghi ngd suy than khi sir dung cac phac
d6 DAA cung véi cac thude khac c6 kha ning twong tac giy doc tinh 1én than

Dbi v6i ngudi bénh diéu tri RBV: Theo ddi chit ché cac tac dung khong mong mudn
ciia RBV, xét nghiém hemoglobin va diéu chinh liéu dwa trén mtc hemoglobin.

- Ddi voi nguoi bénh khong co bénh tim mach:

+ Hemoglobin < 10g/dL: giam liéu RBV tir 800 - 1200 mg/ngay xudng 600 mg/ngdy va
cé thé dung thém erythropoietin, darbepoietin.
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+ Hemoglobin 8,5 - 10g/dL: giam liéu RBV 50% cho dén liéu 200mg/ngay.

+ Hemoglobin < 8,5g/dL: ngimng diéu tri.

- Pbi véi ngudi bénh ¢ tién sir bénh tim mach 6n dinh: giam hemoglobin giam nhiéu
hon 2g/dL trong thoi gian diéu tri 4 tuan. Néu sau 4 tuan giam liéu ma hemoglobin van
giam nhiéu hon 2g/dL thi ngimg diéu tri RBV.

c. Tuén thi diéu tri va tw van hd tro khac

- Nguoi bénh can dugc cung cap thong tin vé tam quan trong cua tuan thu diéu tri, danh
gia tuan thu diéu tri mdi 1an tai kham, nhan thudc.

- Tu van vé tac hai cua ruou bia

- Tu van vé dinh dudng, dac bi¢t cho nguoi bénh xo gan

- Tu van va két ndi ngudi bénh viém gan vi rat ¢ nghién chich ma tiy dén cac dich vu
giam hai

- Tu van nguy co xo gan va HCC
d. Theo déi dap vng diéu tri viém gan vi rit ¢ man

* Diéu tri khoi ‘

- Dat dugc dap Ung vi rat bén vitng (SVR): Tai luong HCV RNA dudi ngudng phat
hién & tuan thir 12 sau khi két thac diéu tri (SVR12).

- Theo doi nguoi bénh sau khi diéu tri khoi:

+ Theo ddi bién chung HCC dic biét & nguoi c6 xo héa gan > F3 bang siéu 4m bung va
AFP mbi 3-6 thang. Xét nghiém AFP-L3, PIVKA-II de phét hién sém HCC.

+ Theo ddi bién chimg ddi voi ngudi bénh xo gan: ndi soi da day phat hién gidn tinh
mach thuc quan dé phong ngira xuat huyét do v& gidn tinh mach thuc quan...

+ Tu van dy phong tai nhiém HCV trén ngudi bénh tiém chich ma tiy, nam quan hé tinh
duc dong gidi, nguodi nhiém HIV.

+ Nguoi bénh ¢6 nguy co tai nhidm HCV hoic co ting men gan trd lai: can kiém tra lai
xét nghiém dinh luong HCV RNA dé phat hién bénh tai phat hodc nhiém HCV méi.
*Ngung dié‘u tri . ‘ q
Viéc ngung diéu tri rat it gap khi di€u tri véi phdc d6 DAA. Tuy nhién, c6 thé nging
diéu tri khi ngudi bénh c6 céac tdc dung khong mong mudn nang, de doa tinh mang (déc biét
doi voi phac do co ribavirin):
+ ALT tang > 10 1an ¢ tudn tht 4 diéu tri.

+ ALT tang du6i 10 1an ¢ tudn thir 4 diéu tri nhung kém theo bat ky tinh trang: suy
nhuge, budn nén, ndn, hoi chirng ndo gan, 0 mat c6 tang Bilirubin (Bilirubin TP > 3 mg/dL
hozc Bilirubin TT: >1,5 mg/dL) va/hodc ting phosphatase kiém c6 ¥y nghia.

+ ALT ting du6i 10 1an & tuan tha 4 didu tri va khong giam & tuan tht 6 va tuan tha 8
diéu tri: xem xét ngung diéu tri sau khi da loai trir ting ALT do cdc nguyén nhan khéc.

* Dibu tri lgi doi voi nguwoi bénh tht bai diéu tr , ‘

That bai di€u tri dugc xac nhan khi khong dat dugc SVR12 sau két thuc diéu tri {Bang
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DPdi voi cac truong hop that bai diéu tri, can xét nghiém kiéu gen HCV néu trude do
chua xét nghiém. Chuyén tuyén/hdi chan xin y kién chuyén gia dé chon lya phac do thich
hop cho tung ca thé, néu can.

Bang 4. Phac d6 diéu tri cho nguoi cé that bai diéu tri

Phac do diéu tri that Phac do diéu tri lai va thoi gian diéu tri
bai Phac do thay thé Khong xo gan va xo| Xo gan mat bu
gan con bu
SOF/VEL 12 tuan 24 tuan (+RBV)
SOF+RBV  IsoFVEL/VOX 12 tan Khéng
GLE/PI1B? 12 tuan Khéng
SOF/VEL +RBV 24 tuan 24 tuan
SOF/DAC SOF/VEL/VOX' 12 tuan Khéng
SOF/LDV GLE/PI1B? 12 tuan Khéng
SOF/VEL +RBV 24 tuan 24 tuan
SOF/VEL SOF/VEL/VOX' 12 tuan Khong
GLE/PI1B? 12 tuan Khéng

1.2 Thudc chua duogc dang ky tai Viét Nam va khong dugc ké don. Chi dugc ké don khi
cac thudc nay dugc Bo Y té cap phép.

Lueu y: Cdc trwong hop that bai diéu tri véi cdc phac do DAA khéng dé cdp trong Bing
7, viéc lira chon phdc dé diéu tri lai phdi c6 Y kién héi chan véi chuyén gia trong tirng truong
hop cu thé.



o PHULUCI ,
DANH GIA CAC GIAI POAN VA MUC PO XO HOA GAN

Xo héa gan gém 4 giai doan theo phan loai Metavir trén mé hoc

- FO: khong xo hoa
- F1: xo0 hoa khoang cura (portal fibrosis)
- F2: x0 hoa khoang cura voi vai vach (portal fibrosis with f*seo”a)

- F3: x0 hoa vach (septal fibrosis)

- F4:xo0 gan

Céc murc d6 xo hda gan gom

- Xo ho4 nhe hay khong xo hoa: FO, F1

- Xo hoa dang ké (significant fibrosis): F > 2

- Xo hoa tién trién hay nang (advanced fibrosis): F > 3 (c6 nguy co HCC rat cao)
- Xo gan (cirrhosis): F4

1. Po d6 dan hdi gan (FibroScan)
FO-1: <7,1 KPa

F2: 7,1-<9,5 KPa
F3:9,5-<125 KPa
F4: > 125 KPa

2 .Chi s6 APRI
AST X 100/,$\ST (ULN)*

Tiéu cau (10°7)

APRI =

FO-F1:<0,5

F2:0,5-<1

F3-F4:1-<20

F4 :>2

* ULN (upper limit of normal): gidi han binh thuwémg trén ciia phong xét nghiém

3. FIB-4
Tudi (ndm) X ALT (U/L)

Tiéu cau (G/L) X VALT (U/L)

FIB-4 =



FIB-4: <1,45 : FO-F1

FIB-4: 1,45 - 3,25 : Danh gia thém bang Fibroscan

FIB-4: > 3,25 : F2-F4
4. PHAN LOAI CHILD-PUGH

Tiéu chuin dé danh gia 1 diém 2 diém 3 diém
Bénh ndo gan Khong Giai doan 1 - 2 |Giai doan 3-4
C6 chuéng Khong it Nhiéu
Bilirubin huyét thanh (mg/dl) <2 2-3 >3

(pmol/L) <35 35-50 > 50
Albumin huyét thanh (g/dL) >3,5 28-35 <28
Ty 1€ prothrombin (%) > 64 44-64 <44
hay INR <177 1,7-2,3 >2,3

- Child - Pugh A: 5 - 6 diém
- Child - Pugh B: 7 - 9 diém
- Child - Pugh C: > 10 diém

Child - Pugh A: Xo gan con bu, Child - Pugh B, C: Xo gan mat bu
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PHU LUC 2

CAC XET NGHIEM THEO DOI TRUGC, TRONG VA SAU PIEU TRI
VIEM GAN VIRUT C

Truéc diéu| Tuin thir | Tuin thi 12 ké tir khi
Xét nghi¢m tri 4 hoan thanh diéu trj

Cong thirc mau X S X

Ty 1€ prothrompbin X Xt X

AST, ALT, GGT, Bilirubin, Albumin X x? X

Duong mau, mé mau... X

Creatinine mau X S X

Siéu am bung X X

Danh gia tinh trang xo hoa gan (Phy X X

luc 1)

HCV RNA X X

Kiéu gen HCV Xt

HIV X

HBsAg, anti-HBc, anti-HBs X

AFP X X

Test thir thai (phy nir tudi sinh dé) X

1 Xét nghiém khi diéu tri phdc dé cé ribavirin (RBV)
2 Xét nghiém moi thang khi c6 men gan tang, hodc nghi ngo xo gan
3 Xét nghiém maoi thang khi nghi ngo: c¢6 bénh thdn va khi diéu tri phdc dé cé ribavirin
(RBV)
4 Xét nghiém khi phdi diéu tri phdc dé khéng cé tdc dung véi tat cd cdc kiéu gen, ngueoi
bénh ¢6 thdt bai diéu tri, hodc tai cdc co s& cé thé xét nghiém dwoc kiéu gen

Cdc xét nghiém khac: tuy theo tinh trang lam sang cua nguoi bénh
14



o PHULUC3 |
CAC NHOM THUOC KHANG VI RUT TRUC TIEP
(Direct Acting Antivirals: DAA)

NHOM THUOC PIEU TRI VIEM GAN C
NS3/4A (irc ché o o
protease)* urc che NS5A irc ché polymerase NS5B (NA)

Glecaprevir (GLE)

Daclatasvir (DAC)

Sofosbuvir (SOF)

\Voxilaprevir (VOX)

Velpatasvir (VEL)

Grazoprevir (GRZ)

Ledipasvir (LDV)

Pibrentasvir (PIB)*

Elbasvir (ELB)*

Dang thudc va liéu hr

ong

SOF 400 mg/VEL 100 mg

1 vién phdi hop udng 1 lan/ngay

SOF 400 mg/DAC 60 mg

1 vién phdi hop udng 1 lan/ngay

GLE 300 mg/PIB 120 mg

1 vién phoi hop udng 1 1an/ngay

Phéi hop licu ¢ dinh
(FDC)

ELB 50mg/GRZ 120 mg

1 vién phoi hop udng 1 lan/ngay

SOF 400mg/LDV 90 mg

1 vién phoi hop udng 1 1an/ngay

SOF 400 mg/VEL 100
mg/vox I00mg

1 vién phéi hop udng 1 lan/ngay

Dang vién roi

SOF 400 mg

1 vién ubng 1 lan/ngay phdi hop véi
RBV, DAC

DAC 60 mg

1 vién udng 1 1an/ngay phoi hop véi
SOF

DAC 30 mg

1 vién udng 1 lan/ngay ph01 hop véi
DAC 60 mg khi can ting liéu do tuong
tac thude

1 vién ubng 1 lan/ngay khi can giam
lidu do twong tac thudc

Thubc danh cho tré
em tir 3 dén 17 tuoi

SOF/LED

< 17 kg: 150mg/33,75mg mdi ngay 17
- <35 kg: 200mg/45mg mdi ngdy
> 35 kg: 400mg/90mg mdi ngay

SOF/VEL: ¢6 2 dang vién
phoi hop cho tré:

< 17 kg: 150mg/37,5mg mdi ngay (3
vién/ngay néu dung vién phdi hop SOF
50mg/VEL 12,5mg)

15



-SOF 50mg/VEL 12,5mg
- SOF 200mg/VEL 50mg

GLE/PIB

vien phdi hop GLE
50mg/PIB 20mg

> 17 kg ¢ tré 3 - 12 tudi: 200m/50mg
moi ngay (1 vién/ngay dang phodi hop
SOF 200mg/VEL 50mg hoac 4
vién/ngdy dang phéi hop SOF
50mg/VEL 12,5mg).

Tré >12 tudi: lidu gidng nhu ngudi 1on
12 - 19 kg: 150mg/60mg mdi ngay (3
vién/ngay)

20 - 29 kg: 200mg/80mg modi ngay (4
vién/ngay)

30 - 44 kg: 250mg/100mg mdi ngay (5
vién/ngay)

* Cac thudc thudc nhom NS3/4A, Pibrentasvir (PIB) va Elbasvir (ELB) hién chua c6 tai

Viét Nam
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(Ban hanh kém theo Quyét dinh s62065

PHU LUC 4
BANG LIEU LUQNG RBV

/OD-BYT ngay thang nam 2021

ciia Bé truong Bo Y té)

Can nang (kg) Liéu lwong
<75kg 1000 mg/ngay
>75kg 1200 mg/ngay
Suy than
Mtrc d6 trung binh (eGR: 30 - 59 mL/phut) 600 mg/ngay
Mtrc d6 nang (15-29 mL/phat 400 mg/ngay
Giai doan cudi (< 15 mL/phiit) 200 mg/ngay

Thiéu mau

Giam liéu dya vao két qua hemoglobin
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PHU LUC 5

MOT SO TUONG TAC GIUA THUOC PIEU TRI VIEM GAN VI RUT C

Tham khdo theo link sau https://www.hep-druginteractions.org/

] . Anh huwéng khi két hop . .
Thuoc Thuoc két hgp Khuyeén cao xir tri
Tang nguy co thiéu méau . .
RBV AZT Thay the AZT bang ARV khac
Chi st dung amiodarone khi khong
Amiodaron Lam cham nhip tim san co thudce thay thé va theo ddi chit
ché
Cac  thuéc kich  thich
Sofosbuvir .
Cytochrome P450 ~  3A ‘ Khong sir dung SOF cing véi thude
(SOF) (CYP3A): thu6e chong co gidtGiam ndng do SOF, anhlcpéno co gidt, rifampicin
(phenobacbital,  phenotoin,hyong dén hicu qua didu tri ) h ’ ‘ .
carbamazepin, oxcarbazepin),|HCvV Khong st dung SOF cung voi
rifampicin, tipranavir tipranavir
Theo doi muc loc cau thén, khong st
dung LDV cung TDF néu mirc loc
TDF . .. |cau than <60ml/phit. Str dyng LDV
TDE + PU/r Tang doc tinh doi v6i than  |oyno TDF+PI/r phai theo doi doc tinh
. . cia TDF 1én than
Ledipasvir
LDV - -
( ) Uong SOF/LDV cach thuoc khang
Giam hép thu LDV do dofacid 4 gio, cach gio hodc cung gio
Cac thudc giam a xit giam nong do cua thuoc doi khang thu the H2, cung gio
LDV v6i thude e ché proton
Céc thudc kich thich CYP3A Khong sir dung DAC cung cac thude
nhuy thudc chéng co giat chéng co giat, rifampicin.
(phenobacbl_tal, phenotf)m.,G_? dne d6 DAC do da Tang licu DAC 18n 90 mg/ngay khi
C_f;rbama;epln, oxcarbazepin); .17amhr'1f) "8 ﬂod.k i HOCVOdiéu tri ngudi bénh nhiém HIV dang
rifampicin, ARV (EFV, NVP)igiam hiu qua dicu tri diéu tri phac dd ¢ cac thude kich
Daclatasvir thich CYP3A nhu EFV.
(DAC)

Str dung SOF/LDV véi cac
thubc c ché CYP3A
(clarythomycin, itraconazole,
ketoconazole, ATV/r)

Tang nong do DAC.

Giam liéu DAC xudng 30 mg/ngay)|
khi diéu tri ngudi bénh nhiém HIV
dang diéu tri phac 46 ARV c¢6 ATV/1
va cac thude e ché CYP3A khéc
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Anh hwéng khi két hop

Thubc Thubc két hop Khuyén cao xir tri
Ubng SOF/VEL cach thudc khang
acid 4 gio, cach 12 gio hodc cung gid
L L thuoc déi khang thy thé H2, udng
Céc thuoc giam a xit Gidm nong d6 VEL cung véi thirc an va truée 4 gio khi
udng omeprazole
Khong dung dong thoi. Trudng hop
Amiodaron Lam cham nhip tim bat budc thi cin theo ddi ChétChé’
1 A W - N
Digoxin T dne do digoxi Giam li€u digoxin 50%, theo doi sat
g ang nong o digoxin dién tam dd va nhip tim
Chong ung thu:
topotecan
Chéng co giat:
carbamazepin phenytoin
phenobarbital oxcarbazepin
: jal: [Ta ong do topot , .
_ Khang mycobacterial: dng nong df topotecan, Khong ding déng thoi
\Velpatasvir rifabutin giam nong d6 SOF/VEL
(VEL)
rifampicin rifapentin
Efavirenz, nevirapin, etravirin/Giam ndng d¢ VEL Khong dung dong thoi
Tenofovir (TDF) Tang nong do TDF Theo doi sat chirc nang than
) o ) Giam nong do .
Tipranavir/ritonavir SOF/VEL Khong dung dong thoi
. Tang nguy co bénh co, bao gdm ca
Rosuvastatin Tang nong dd  [tidu co van, khong dung rosuvastatin

Atorvastatin

rosuvastatin va

atorvastatin

quéd limg. Theo doi chat ché tinh
trang tiéu co

SMV tuong tic v6i nhiéu

Giam nong d6 SMV anh

Khong nén st dung SMV véi NVP,

Elbasvir (EBR)/
Grazoprevir
(GZR)

CYP3A & gan (rifampicin, hau
hét cac thudce chdng co giat,...)

thube ARV huong dén hiéu qua di€u tr;EF\_/,_ Pl/r, delavirdin, etravirin,
HCV cobicistat.

e e kich hieGim néne  dy N
elbasvir/gazoprevir anh/Khong st dung  dong  thoi

huong dén hidu qua diéu tri
HCV.

elbasvir/gazoprevir véi cac thude
kich thich CYP3A

Tuong tac v6i cac thudc G
che CYP3A

Tang nong do

elbasvir/gazoprevir

Khong sit  dung dong  thoi

elbasvir/gazoprevir voi cac
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Anh huwéng khi két hop

Thubc Thubc két hop Khuyén cao xir tri
(clarythomycin, ketoconazole, thudc (rc ché CYP3A
ritronavir)

Giam nong do
EFV, etravirin, nevirapin, EBR/GZR \
Khong str dung dong thoi EBR/GZR|
] C6 thé gay taing ALT do tangivéi EFV, ATV, LPV, darunavir,
ATV' ) darunavir, LPV, nong do grazoprevir tipranavir
tipranavir
_ Tang nong do voxilaprevir .
Cyclosporine Khong stir dung dong thoi
Cac thude kich thich CYP3A:
thubc  chdng co  giat
(phenobacbital,  |5iam ndne d6
. . g do 5 ; A 5
phenotoin,  carbamazepin,GLE/PIB Khong sir dung dong thoi
oxcarbazepin); rifampicin,
EFV, NVP, Giam nong d6 GLE/PIB Khong st dung dong thoi
GLE/PIB Co thé gy tang nong do ‘
ATV/r, LPVI/r, ritonavir ATV Khoéng str dung dong thoi
Cac thuéc tc che proton,(Gidm nong do
khang H2 GLE/PIB
) Tiang nong do rosuvastatin .
Rosuvastatin Giam li€u rosuvastatin
Atorvastatin Tang nong do atorvastatin
simvastatin Khong st dung dong thoi
Simvastatin
Cyclosporine Tang nong do voxilaprevir
Methotrexat Khéng st dung dong thoi
) Tang nong do rosuvastatin .
Rosuvastatin Khoéng st dung dong thoi
\Voxilaprevir  |Cac thubc chéng déng mau:
endoxaban, dabigatran Tang ndng do voxilaprevir Khong sir dung dong thoi
Tang nong do voxilaprevir .
ATV/r, LPV Khong str dung dong thoi
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AFP
AFP-L3

ALT
Anti - HCV

APRI
ART
ARV
AST

ATV

CTM
CrClI

CYP
DAA

DAC

DSV

EBR
ELISA

EFV

GZR

HBV

HCV

HCC

HCV core-Ag
HCV RNA

Hb
LDV
LPV
NNRTI

DANH MUC CAC CHU VIET TAT

Alpha fetoprotein
Alpha fetoprotein - L3

Alanin aminotransferase

Antibodies against hepatitis ¢ virus - Khang thé khang vi rat viém
gan C

AST to Platelet Ratio Index - Chi sé ty s6 AST/tiéu cau
Antiretroviral therapy - Diéu tri khang retrovirus
Antiretrovirals - Thudc khang retrovirus

Aspartate aminotransferase

Atazanavir

Cong thirc mau

Creatine Clearance- d¢ thanh thai Creatinine

Cytochrome P450 , ’
Direct acting antivirals - Cac thuoc khang vi rut truc tiep

Daclatasvir

Dasabuvir
Elbasvir

Enzyme - linked immunosorbent assay - Xét nghiém hap phu mién
dich gan men
Efavirenz

Grazoprevir
Hepatitis B Virus - Vi rat viém gan B
Hepatitis ¢ Virus - Vi rut viém gan ¢

Hepatocellular carcinoma - ung thu biéu mé té bao gan

Khang nguyén I6i vi rat viém gan ¢

Hepatitis c virus - Ribonucleic acid: RNA cua vi rat viém gan ¢
Hemoglobin - Huyét sac to

Ledipasvir
Lopinavir
Non-Nucleoside reverse transcriptase inhibitor - Thudc tc ché

enzym sao chép ngugc khong-nucleoside
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PCR

Pl
PIVKA-II

RBV
RNA
()
SOF
SVR

Polymerase Chain Reaction -Xét nghiém khuéch dai chudi
polymerase

Protease inhibitor - Thudc tic ché ei’*go’ase

Prothrombin induced by vitamin K absence-II
Ribavirin
Ribonucleic acid

Ritonavir

Sofosbuvir
Sustained virological response - dap tng vi rat bén virng
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