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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
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HUONG DAN CHAN DOAN VA DIEU TR]
BENH VIEM GAN VIRUT C
(Ban hanh kém theo Quyét dinh sé 5042 /OP-BYT ngay 20théng9 nim 2016
ctia B¢ triong Bo Y té)

I. PAI CUONG

Bénh viém gan vi rit C la bénh truyen nhiém do vi rat viém gan C (HCV

gdy ra. HCV c¢6 cau truc di truyen la soi don RNA, thudc ho Flaviviridae. HC)
cod 6 kiéu gen: 1, 2, 3, 4, 5, 6. Mdi kiéu gen lai chia thanh nhidu duéi nhém nhi
.. O Viét Nam, céc kiéu gen thuong gép la 1, 6, 2 va 3.

Ty [¢ nhiém HCV trén thé gioi khoang 1-3% déan s6. HCV ¢6 thé gay viél

gan cp, viém gan man, tién trién thanh X0 gan, ung thu té bao gan (HCC). HCV |

1a mdt trong nhimg c@n nguyén hang dau gdy bénh gan man tinh. Bénh 14
nhiém qua duong mau, tinh duc, me truyén sang con.

II. CHAN POAN VIEM GAN VI RUT C
1. Tri¢u chirng
1.1. Lam sang

- Phén 16n khong co6 triéu chimg 14m sang cho dén khi ¢6 bleu hién xo gar
doi khi c6 mét moi, chan an, diy bung, dau nhe ha suon phai, réi loan tiéu hos
dau co;

- C6 thé gdp vang da nhe, kin dao;

- C6 thé co cac bidu hién ngoai gan nhu: dau khop, viém khép, toc dé ga
rung, Cryoglobulinemia (globulin lanh trong mau), dau co, bénh co tim, vién
cau thén ting sinh mang, ...

1.2, Can lam sang

- Anti-HCV: 1a xét nghiém dung dé sang loc nhlem HCV, nhiét l1a ¢ nhim
nguoi 6 nguy co cao (tiém chich ma tuy, tién s truyén mau, quan hé tinh du
khong an toan, quan hé dong tinh nam, loc mau chu ky, xdm trd, ghép tang, tr
sinh ra t&r me nhiém HCV)...

- HCV RNA: 1a xét nghiém dé xac dinh nguoi bénh dang nhiém HCV. T?
ca ngudi ¢ anti-HCV duong tinh can duge 1am xét nghiém HCV RNA.

- Xéc dinh kiéu gen (genotype) cia HCV: gilip lya chon phac d6 phit hop v
tién luong dap g dieu tri.

- Pédnh gid xo hoa gan dbi voi viém gan vi rit C man giup xdc dinh giai doa

x0 hoa gan. Cac phuong phap danh gid xo héa gan bao gom: sinh thiét gan va |
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céc phuong phap danh gid khong xam nhép nhu: chi sé APRI, FIB-4, Fibroscan,
AREFI, Fibro test,... (Phu luc 1).

- Panh gia xo gan con bu, mat bu dya vao 1am sang va xét nghiém (Pha
loai xo gan theo Child-Pugh)
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- Céc xét nghiém huyét hoc, sinh hoa va chlrc ndng gan, sang loc ung thir
gan bao gém: cong thirc mau/sd luong tiéu cau, thoi gian prothrombin, INR,
AST, ALT, albumin, bilirubin, AFP, siéu 4m gan,.

2. Chén doén x4c dinh
2.1. Viém gan vi rit C cip
- Thoi gian nhiém HCV dudi 6 thang.
- C6 tién sir phoi nhiém véi nguén bénh
- Biéu hi¢n ldm sang kin ddo hodc c6 thé c6 biéu hién ciia viém gan cép:
mét, vang mét, vang da,..

- AST, ALT thucmg tang.
- HCV RNA: duong tinh sau 2 tuan phoi nhim.

- Anti-HCV c6 thé am tinh trong vai tudn ddu hoic duong tinh sau 8 - 12
tudn phoi nhiém.

* Chén doén nhidm HCV cap khi (1) c6 chuyén dao anti-HCV tir am tinh
sang duong tinh hay (2) anti-HCV am tinh nhung HCV RNA duong tinh.

2.2. Viém gan vi rut C man
- Thoi gian nhiém HCV > 6 thang.
- C6 hogc khong c6 biéu hién 1am sang.

- Anti-HCV duong tinh va HCV RNA duong tinh hodic HCV core-Ag duon
tinh.

U

- Khong cé/hodc co xo hod gan, xo gan (Phu luc 1).
2.3. Viém gan vi rut C ¢ tré em

- Tré em < 18 thang tudi: xét nghiém HCV RNA ltc tré 6 thang va 12 thang.
Tré dugc chén dodn 1a nhiém HCV khi c6 it nhét hai 1an HCV RNA duong tinh

- Tré em trén 18 thang tudi duoc chan dodn nhifm HCV khi anti-HCV
duong tinh va HCV RNA duong tinh.
3. Xac dinh cdc bénh ly di kém

Nguoi bénh viém gan vi rit C can duogc xét nghiém kiém tra tinh trang dén
nhiém vi rt viém gan B, D, E, A, viém gan tu mién, viém gan do rugu, vién
gan nhiém m& khéng do ruou, nhidm HIV, déi théo duong, bénh ly tuyén giap. ..
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III. PIEU TRI VIEM GAN VI RUT C

1; Dleu tri viém gan vi rit C cap: Khoang 15-45% ngudi bénh nhiém HCY

cap c6 thé ty khoi

- biéu tri hd tro: nghi ngoi va didu tri tridu ching.

- Diéu tri dc higu:

+ Khong khuyén céo diéu trj ngudi bénh nhidm HCV cép.

+ Xem xét diéu tri khi nguoi bénh c6 nhimng bif{éu hién bénh ning hon, de
doa ti‘nh mang. Nép theo doi HCV RNA it nhat 12 tuan sau chan dpz’m, trudc khi
bit dau di€u tri dé xac dinh khé nang thai trir vi rat ty nhién: néu HCV RNA
duong tinh sau 12 tuan theo ddi, diéu trj bang cac thudc khang vi rut truc tié
(DAASs) nhu viém gan vi rat C man.
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2. Piéu tri viém gan vi rit C man tinh
2.1. Muc tiéu diéu tri

- Loai trir HCV ra khoi co thé ngudi bénh (dat duge dap L'rng vi rat bén
vimg: tai lugng HCV RNA dudi ngudng phat hién (< 15 TU/ml) & tuan thir 12
sau khi ket thiic diéu tri, goi la SVR 12. Tai lugng HCV RNA dudi ngudng phat |
hién & tuan thir 24 sau khi két thic didu tri: SVR 24 duge dung khi nguoi bénh
str dung phac do didu tri c6 Peg-interferon).

- Phong ngira cac bién chimg vé gan va cac bénh ngoai gan lién quan dé
HCV bao goém viém gan tién trién, xo hoa gan, X0 gan, ung thu gan nguyé
phat, biéu hién ngoai gan ndng va tir vong.
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- Dy phong lay nhiém HCV trong cong dong.
2.2. Cic thubc diéu tri

Bing 1. Céc thube didu tri viém gan vi rat C

Tén thude Dang bio ché Li¢u dung

180pg/1an/tudn, tiém dudi d:
bung, 12- 24 tudn (gidm lidu
néu c6 tée dung bét 10i)

Peginterferon

(PeglFN) o 2a

Bom dung dich 0,5ml chia 180 pg, 135
ug, 90 pg

, 1,5pg/kg/lan/tuan, tiem dudi
Peginterferon Lo bt hodc bom tiém chira 100 pg, 80

bung, 12-24 tudn (giam liéy

Gl he. 30ng néu cé tac dung bt lgi)
1000 mg cho nguoi dudi 75kg;
1200 mg cho nguoi trén [75 kg:
Ribavirin (RBYV) Vién nang 200, vién nén 400 va 500mg ubng hang ngay trong 12, 24
tudn tdy phéc d6 (giam ljéu néu

c6 tac dung bit i)




1 vién/ngay, udng, budi sang,
_ (khong sir dung cho ngudi bénh
Sofosbuvir (SOF) Vién nén 400mg g
¢O muc loc cédu than |
<30ml/phat/1,73m>). |
Daclatasvir (DCV) | Vién nén 30mg, 60mg 1 vién/ngay, ubng, budi sang
Sofosbuvir/ ) 1 vién/ngay, udng, budi $ang,
Vién nén chira 400mg SOF /90mg LDV ,
Ledipasvir (LDV) tranh cac thudc khang a kit
Sofosbuvir/ ] ) ; . %
Vién nén chira 400mg SOF /100mg VEL | 1 vién/ngay, uong, budi sédng
Velpatasvir (VEL)
Paritaprevir (PTV)/ | . : -
N Vién nén chira: 75mg PTV/12,5mgOBV/ | 2 vién/ngay, udng, budi séng,
Ombitasvir (OBV)/ ) .
50mg ritonavir uong trong bita dn
Ritonavir
2 vién/ngay, udng, 1 vién budi
Dasabuvir (DSV) Vién nén 250mg sang, 1 vién budi chiéu, 16 ng
trong bira dn
Simeprevir (SMV) | Vién nang 150 mg 1 vién/ngdy, udng trong bita an
Grazoprevir

Vién nén chira Grazoprevir 100mg
(GZR)/elbasvir ) 1 vién/ngay

/elbasvir 50mg
(EBR)

2.3. Chudn bi diéu tri

- Ngum bénh can duoc kham lam sang toan dién va lam cac xet nghiém (phu
luc 2). Péi v6i phu nix trong tudi sinh san hogc nghi ngdr co thai can xét nghiém

thu thai dinh tinh.

- Tu véan cho nguoi bénh:

+ V& duong lay nhiém HCV dé phong lay nhiém cho cong dong va dir

phong tai nhiém.
+ Vé cac bién chimg ctia bénh viém gan vi rat C va kha ning tai nhiém méi
+ Ve tac hai va nén tranh cac thirc udong c6 con (ruou bia)

+ V& cac phac do diéu trj: hiéu qua, cac tic dung khong mong mudn ci
thude diéu tri

+ Vé kha nang sinh quéi thai cia céc thude diéu tri va hudng dan su dung

cdc bién phap tranh thai trong qua trinh diéu tri va 6 thang sau diéu tri déi voi ¢
nguoi bénh va ban tinh.
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+ Vé loi ich cua tudn thu didu tri.
2.4. Chi dinh diéu tri:

- Khi nguoi bénh cé dii cic diéu kign: HCV RNA dwong tinh va anti-HCV |

dwong tinh.

—

- Dya vao xét nghiém kiéu gen, cac chéng chi dinh, tuong tac thudc va bén

di kém dé lya chon céc phéc do theo bang 2 (cho ngudi bénh khéng xo gan) VA
‘|

bang 3 (cho ngudi bénh xo gan con bu) va bang 4 (cho ngudi bénh xo gan mi
bu)-

- Lya chon ban q{‘iu la cac phac do str dung céc thuég khéng vi rut tryc tiép
(DAAs). Cac phac do c6 Peg-IFN nén 1a lya chon thay the.

- Truong hop khong xéc dinh dugc kiéu gen thi sir dung phéc 6 diéu tri
dugc cho kidu gen 6.

- Céc phac do st dung DAAs thé hé mdi, chua dé cép trong hudng dan nay
co thé duoc xem xét, bd sung dua theo cac hudng dan chuyén mén cuia to chuc
té thé gidi va cac hiép hoi Gan mat Chau A Thai Binh Duong, Chau Au, Chal
My va theo c4c quy dinh lién quan dén sir dung thude tai Viét Nam

-
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Bing 2. Phac do diéu tri viém gan vi rit C man trén ngudi bénh khong xo gan

Kitu | sopLpy | SOF+ SOF GZREB | o vpy | SMV*+ | PTV/OBV | PTVIOBV | PeglFNi+
gen DCV +RBV R SOF /r + DSV r RBY+SOF
A s X . X 12 tudn | _ N
1a 12 tudn 12 tudn Khong 12 tuan 12 tuan 12 tuan Khong 12 tuan
(+RBV)
b | 12tdn | 12tudn | Khong | I12win | 12win | 12wdn | 12tdn | Khong | 12 win
2 12 tudn 12 tudn 12 tuéin Khoéng 12 tudn
3 Khong | 12tudn | 24twin | Khéng | 12tudn | Khong | Khéng | Khong 12 luén
" . ; 12 tuin ] i
4 12 tuan 12tudn | Khong 12tudn | 12tdn | 12 tudn 12 tuin
(+RBV)
5,6 12 tudn 12 tuén Khong Khong | 12 tuén Khong Khong Khong 12 fudh




Béng 3. Phac dd diéu tri viém gan vi rit C man trén

ngwoi bénh xo gan con bu (Child Pugh A)

Kitu | sop/LDY SOF + SOF SMV+ | PTV/OBV/r | PTV/OBV/ | PeglEN +
GZR/EBR | SOF/VEL |
gen DCV +RBY SOF + DSV r RBV+SOF
24 tudn 24 tuan 24 tuan
hoic hodic " . hogic 24tudn | .
Ia : Khong 12 tudn 12 tudn . ~ Khong 12 tnan
12 wan(+ | 12 tuln s 12 tufn (+RBV) :
RBV) (+RBV) (+RBV)
24 tudn 24 tuan 24 tuan
7 i |
hogc hogic . . hodc 12tudn | N
1b - X Khéng 12 tudn 12 tuén . - Khéng 12 tpan
12 tuan( + 12 tuén 12 tuan (+RBV) =
RBV) | (+RBV) = (+RBV)
. 16 -20 ; SR .
2 Khoéng | 12tuén " Khong 12tudn | Khoéng 12 tuan
tuan :
| 24tuin+ e .. .
3 Khong Khéng | Khéng | 12 tudn Khong 12 thin
e RBV 5 ) e
24 tuén 24 tuan 24 tudn
hoic hoiic . , hoic 24 tuin -
4 N ; Khong 12 tuén 12 tudn : Khong 12 tpan
12 tuan 12 tuan 12 tuan - | (FRBVY)
(+RBV) (+RBV) (+RBV)
24 tudn 24 tuan
hozic hoiic : _ Sl :
5,6 ; " Khéng Khéng 12 tuan Khong Khong Khéng 12 than
12 tudn 12 tudn :
(+RBV) (+RBV)
Bing 4. Phac d6 dleu tri viém gan virus C man cho ngwoi bénh c¢é xo gan mét bu

(bao gom suy gan vira va ngng, Child Pugh B hodc C)

SOF+RBV SOF/LDV SOF/DCV SOF/VEL
Kiéu gen 24 tuan 24 tuan
i 48 Hogc 12 tuan |hogc 12 tuan
o (+RBY) CGRBY) | 54 iy
Kiéugen2 |16-20 tudn Khong 24Atuan hogic 12 hoge 12 tudn
tuan (+RBV) (+RBV)
e 24 tuan hodcl2
Kiéu gen 3 Khéng :
tuan (+RBV)
Luu y:

- Déi véi phéc do co sw dung RBV thi khoi dau véi lieu 600mg, tin
liéu dan theo cdn ndng néu nguoi bénh dung nap tot.
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co s¢ diéu tri chuyén khoa/da khoa tuyén tinh hodc tuyén trung wong.
2.5. Chong chi dinh

a) Doi véi phdc db cé cic thudc khing vi rit truc tiép (Direct actin,
antivirals-DAAs)

- Chua c6 khuyén céo diéu tri céc thuéc DAAs cho nguoi bénh dudi 18 tudi,

b) Déi véi phdc do cé Peginterferon

bu.

soat dugc.

d6i v6i phu nir; Bach cau da nhan trung tinh <1,5 G/L; Tiéu cau < 90 G/L;

¢) Déi véi phic do cé ribavirin

- Piéu tri DAAs trén nguoi bénh xo gan mat bii can dwoc theo doi tai

wJ

- Phu ntr ¢6 thai.

- Chéng chi dinh tuyét dbi:
+ Dui 2 tudi.

+ C6 thai hodc khong muén sir dung phuong tién tranh thai. Pang cho con

+ Xo gan mat bu.

+ Tram cam hodc rdi loan tAm than nang khong kiém soét dugc.
+ Pong kinh khong kiém soét duoc.

+ Nguoi bénh ¢6 bénh gan tu mién hodc cac bénh tr mién khac khong kiém

+ Bénh ly tuyén gidp khong duge kiém soat.

+ Pang mic céc bénh ning khic bao gdm ca cac bénh nhidm tring ning.
+ Téang huyét p, suy tim déi thdo duong khong kiém soat duoc.

+ Bénh phdi tic nghén man tinh.

+ Ghép tang dac (trir gan).

- Chéng chi dinh twong ddi:

+ C6 cée chi s6 huyét hoc bit thuomg: Hemoglobin <13 g/dL hodc <12g/dL

+ Creatinin huyét thanh >1,5 mg/dL (> 132 pg/L).

+ Bénh vé huyét sic t6 (hong ciu hinh liém hogc thalassaemia).
+ Bénh mach vanh néng.

+ Bénh tuyén giap khong diéu tri.

+ Viém mang bd ddo, viém vong mac mat, bénh Glaucoma (Glocom).

- Chéng chi dinh tuyét dbi:
+ Thiéu méau nang (hemoglobin < 8,0 g/dL).




+ Phy nit ¢6 thai hodc khong mudn ding cac bién phap tranh thai. Pang cho ‘
con bu.

+ Pang méc cac bénh niing khéc bao gdm ca cac bénh nhiém tring ning.
+ Suy tim khong kiém soat duoc.

+ Bénh phdi tic nghén man tinh.

- Chong chi dinh twong dbi:

+ C6 xét nghiém bat thuong vé huyét hoc: Hemoglobin <10g/dL; bach ca
trung tinh < 1,5 G/L; tiéu cau < 90 G/L.

+ Creatinine huyét thanh > 1,5Smg/dL (> 132 pg/L).
+ Bénh vé huyét sic t6 (bénh hdng cau hinh liém hodc thalassemia).
+ Bénh mach vanh ning.

2.6. Diéu tri viem gan vi rit C & mot sé triwong hop ddc biét

;_

a) Tré em
- Tré trén 3 tudi c6 thé xem xét didu tri
+ PegIFN a-2b 60 pg /m’ dién tich da/tudn + RBV 15mg/kg/ngay hoac
+ PegINF o-2a 180 pg /1,73 m® da/tudn + RBV 15mg/kg/ngay.
- Thoi gian diéu tri:

+ 48 tudn véi kiéu genlvab

+ 24 tuan véi kiéu gen2va3
b) Ngwoi bénh viém gan vi rit C dong nhiém HIV |

- Diéu trj tuong tu nhu ngudi bénh viém gan vi rat C khong nhiém HIV, uu
tién dung phac d c6 DAAs (Bdng 2, 3, 4).

- Piéu trj ARV trude cho dén khi CD4 > 200 té bao/mm’ hodc tai lugn
HIV RNA duéi ngudng e ché (<1000 ban sao/ml) thi bit ddu chi dinh diéu tr
viém gan vi rit C man tinh.
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- Khéng dung phéc do c¢6 ritonavir cho ngudi bénh chua duge diéu trji ARV.

- Khi diéu tri HIV va diéu tri viém gan vi rat C luu y tuong tac thudc giira
céc thude DAAs va thuéc ARV (Phu luc 3).

¢) Nguwoi b¢nh dong nhiém HBV/HCV
- Piéu trj gidng nguoi bénh viém gan vi rut C.

- Néu HBV DNA > 2000Ul/ml déi véi nguoi bénh viém gan vi rit B co
HBeAg am tinh hogc > 20.000UI/ml ddi véi nguoi bénh viém gan vi rat B ¢6
HBeAg duong tinh thi phoi hgp thém thudc khang vi rat viém gan B.




- Chu y tuong tac thude gitta LDV va TDF c6 thé tang doc tinh thén. Nguai
bénh can dugc theo ddi chirc nang than thudng xuyén néu c6 st dung ddng thai

2 thube nay. (Phu luc 3)
d) Ngwoi bénh co bénh than man tinh
- Danh gia mtrc d¢ suy thdn dwa vao do thanh thai Creatinin (CrCl) :

CrCl (ml/phit) = (140 - tubi) x cn ndng (kg)
[creatinin/mau (mg%) x 72], néu la nir x 0,85

- D6i don vi: pmol/L x 0,0113 = mg/dL = mg%
- Biédu tri cho ngudi bénh cd bénh thdn man tinh theo bang sau:

Bang 5. Dicu tri viém gan vi rit C & ngudi bénh c6 bénh than man tinh
Xir tri ”

CrCl - Diéu tri nhu véi mire loc cdu than binh thuong
50-80 mL/phut

CrCl - Diéu chinh liéu PegIFN a-2a 180 pg /tuan, hojc PeglFN a-2b
30-50 mL/phut /kg/tudn va RBV 200- -400mg/ngay vdi kiéu gen2,3,6

- Sir dung DAAs dé diéu tri nhu v6i mic loc cdu than binh thuong!

) L g

CrCl - Diéu chinh liéu PegIFN a-2a 135 Mg /tudn, hodc PegIFN a-2t
< 30 mL/phut va /kg/tuan va RBV 200 mg/ngay cho kiéu gen 2, 3, 6

loc mduchuky |- Chistrdung cic DAAS:

+ Elbasvir 50mg/Grazoprevir 100mg x 12 tuan cho kiéu gen 1,
+ OBV/PTV/r+DSV x 12 tuin cho kiéu gen 1b

+ OBV/PTV/r+DSV + RBV (200mg/ngay) cho kiéu gen la

1 ng

Ghép théin - Nguoi bénh da ghép than: khong ¢6 chi dinh diéu tri voi interfer

- Nguoi bénh chudn bi ghép than: didu trj viém gan C trude ghép

op.
than.

e) Ngwoi bgnh dong nhiém lao/HCV
- Piéu trj lao tién trién trudc, khi dn dinh thi diéu tri viém gan vi rat C.
- Piéu trj giéng nguoi bénh viém gan vi rat C.

- Khi diéu tri lao va diéu tri viém gan vi rit C luu ¥ twong téc thude giita cé
thudc DAAs va rifampicin (Phu luc 3).

3) Theo doi diéu tri
3.1. Theo déi tdc dung khéng mong muén

- Theo ddi chit ché céc tac dung khéng mong mudn cua thube diéu tri viér
gan C, dic biét d6i voi ngudi bénh sir dung phéc dd c6 PegIFN, ribavirin, dié
tri cac bénh kém theo. Céc thubc DAAs c6 mot sb tac dung phu nhe, thudng t
khoi.

- Pbi v6i ngudi bénh dang st dung céc thude khac can luu y twong tac thud
gitra thubc dang sir dung véi thude didu tri viém gan vi rut C (Phu luc 3).
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3.2. Xk tri mpt sé tic dung phu do PegIFN va ribavirin
a) Giam bach ciu

- 86 luong bach céu <1,5G/L: giam liéu PeglFN o-2a con 135 g /tuan
giam liéu PeglFN 0-2b con 1 pg /kg/tuan, sau d6 co thé giam tiép xuong 0,5
/kg/tuan C6 thé dung G-CSF (Granulocyte colony-stimulating factor); so lugn
bach cau < 1G/L: ngimg diéu tri;

- Bach cdu da nhén trung tinh < 0,75 G/L: giam liéu PeglFN a-2a con 135
ug /tuan, PegIFN a-2b 1 pg /kg/tuan sau do c6 thé giam tiép xudng 0,5 p
/kg/tuan C6 thé dung G-CSF; Bach cau da nhéan trung tinh < 0,5 G/L: ngim
diéu tri.

LU L= -y

i |=

L=t =]

b) Thiéu mdu
- D6i véi nguoi bénh khong co bénh tim mach:
+ Hb < 10g/dL: giam licu ribavirin tir 800- 1200 mg/ngdy xuéng 60
mg/ngay va co thé dung thém erythropoietin, darbepoietin.
+ Hb 8,5-10g/dL: giam liéu PegIlFN va ribavirin 50% cho dén liéu
200mg/ngay.
+ Hb <8,5g/dL: ngimg diéu tri.
- Déi v6i nguoi bénh cé tién sir bénh tim mach on dinh: Giam liéu RBV néu

Hb giam trén 2g/dL trong thoi gian diéu tri 4 tuan. Néu sau 4 tuan giam liéu ma
Hb < 2g/dL: ngimg diéu trj RBV.

¢) Gidam tiéu ciu

=

- 86 luong tiéu cau < 50G/L: giam liéu PeglFN a-2a con 90 g /tuan,
PegIFN a-2b: giam liéu con 1 pg /kg/tudn, sau do c6 thé giam tiép xudng 0,5 pg |
/kg/tuan.

- S6 lugng tiéu céu < 25G/L: ngimg diéu tri.

d) Tram cam: Can ngimng ngay PegIFN neu ngudi bénh bi tram cam ning hoac
¢6 y dinh tu sat. Str dung thudc chéng trdm cam sém va hoi chan véi bac $i
chuyén khoa tdm than

e) Ngwoi bénh co roi logn chire ndng tuyén gidp: Theo doi FT4, TSH va hoi
chan véi bac si chuyén khoa ndi tiét.
3.3. Theo déi dap Wng diéu tri viem gan C man tinh
Trong qua trinh diéu tri can theo doi dép ung diéu tri thong qua cac xe¢t
nghiém (Phu luc 3).
a) Diéu tri khoi:
_ - Dicu tri khoi bénh viém gan vi rat C 1a khi nguoi bénh dat dép (mg vi rit
bén vimg sau 12 tuan ket thic diéu tri (dat SVR 12). Can theo doi sau khi ngung |
dicu tri 24 tuan bang xét nghiém dinh lugng HCV RNA dé bao dam nguoi bénh |
khong bi tai phat.
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- Theo d&i nguoi bénh sau khi diéu trj khoi:

+ Theo ddi bicn chimg HCC (ké ca ngudi bénh chua diéu tri), dic biét
nguoi bénh ¢6 do xo hoéa gan tir F3 tr¢ 1én: bing siéu am bung va AFP moi 3-
thang. Co thé xem xét sir dung céc xét nghiém:AFP-L3, PIVKA-II dé phat hié
som HCC.

+ Nguoi bénh ¢6 nguy co téi nhiém HCV (tiém chich ma tdy) hodc ¢6 tan

men gan trd lai: can kiém tra lai xét nghiém dinh lwong HCV RNA dé phét hié
bénh tai phat hodic nhiém HCV méi.

j=)

Uy

._i

b) Diéu tri lai déi véi nguwoi bénh thit bai diéu tri

Truong hop thét bai diéu trj 1a khi khong dat dugc dap ung vi rut bén vimg
tudn thir 12 sau két thic diéu tri (Bang 4). Péi v6i cac truong hop thét bai dié
tri, nén hdi chan xin y kién chuyén gia dé chon lua phac dd thich hop cho tim
cé thé.

UQ'.:(-?.“

¢) Ngirng diéu tri

- Ngimg diéu tri khi ngu’m bénh c6 céc tic dung khong mong mudn ning, de
doa tinh mang (déc biét doi véi phéc dd c6 Peg IFN).

- Truong hop két qua dinh lugng HCV RNA trén ngudng tai tuan thir 4 cua
qua trinh diéu trj thi can xét nghiém dinh lugng HCV RNA tai tuan thu 8. Néu
HCV RNA ting >10 lan (> 1 logyo IU/ml) ngimg diéu tri véi phac do dang sir
dung. Can héi chin véi cac chuyén gia dé xem xét chuyén ddi phéac dd diéu i
khac hiéu qua hon.

Bing 6. Phac do di¢u tri lai cho ngudi bénh thét bai didu tri

Phic dd didu Phic do diéu tri lai va thoi gian didu tri
tri thitbai | Tén phac do thay thé | Khéngxogan | Xoganconbd | Xo gan mit bu
Kiéu gen 1 : G s
SOF/LDV 12 tudn 24 tuan hojc 12 tudn (+RBV)
SOF/VEL 12 tuan 12 tuan 12 tudn (RBV)
SOF+DCV 12 tuan 24 tuan (+ RBV) i
PegIFN + RBV | GZR/EBR 12 tudn 12 tuan Khong sit dyng
SMV+SOF 12 tuin 24 tudn Khong st dllmg
OBV/PTV/r+DSV 12 tudn- kiéu gen 1b | Khong sir dung |
OBV/PTV/r+DSV+RBV | 12 tuan- kiéu gen la | 12 tudn- ki¢u gen 1b | Khong sif dyng
24 tuan- kieu gen la '
SOF + RBV + | SOF/LDV 12 tuan (+RBV) 24 tudn (+RBV)
PeglFN SOF/VEL 12 tudn 12 tudn (+RBV)
PegIFN + RBV | SOF+DCV 12 tuin 24 tuan (:RBV)
v0i telaprevir | SOF/LDV 12 tudn 24 tuan hodc 12 tun (+RBV)
hoic SOF/VEL 12 tudn 12 tudn (+RBV)
boce‘;f,l"\’fhoac GZR/EBR 12 tudn (+RBV) 12 tudn (+RBV) Khong sir dung
Shivi4 sop: | SOPTDEV 12 tu{in +RBV; 24 tua:“in +RBV néfu xo héa F3 hoic xo gan
SOF/LDV 12 tuan +RBV; 24 tuan +RBV néu xo hoa F3 hodc xo dan
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SOF/VEL 12 tuin | 12 tun (+RBV)

Kiéu gen 2 2

PeglFN + RBY | SOF¥DCV 12 tuéin 24 tuan
SOF/VEL 12 tudn 12 tudn (+RBV)
SOF+DCV + RBV 24 tuéin

SOF +RBV | Peg-IFN+ RBV +SOF | 12 tuén 12 tudn | Khong sir|dyng

SOF/VEL 12 tuin 12 tuin (+RBV)

Kiéu gen 3 -
SOF+DCV 12 tuan 24 tuan (xRBV)

PeglF N+ RBV g IFN+ RBV+SOF | 12 twin 24 tuin [ Khong st dung
SOF/VEL 12 tuan 12 tudn (+ RBV)
SOF+DCV + RBV 24 tuan 24 tudn

SOF + RBV | Peg-IFN+ RBV +SOF 12 tuan 12 tudn | Khong sir dyng

SOF/VEL +RBV 12 tudn

Kiéu gen 4 cog
SOF/LDV 12 tudn 24 tudn hojc 12 tudn (+RBV)
OBV/PTV/r++RBV 12 tuin 12 tudn

PeglFN + RBY | Peg-IFN+RBV +SOF | 12 tuin 12 tudn Khong siidyng
GZR/EBR 12 tudn 12 tuén Khéng st dung
SOF +DCV 12tudn 24 tudn hodc 12 tuan (+RBV)
SOF/VEL 12 tudn 12 tudn

Kiugen5va6 ]
SOF/LDV 12 tudn +RBV

PegIFN + RBV | SOF+DCV 12 tudn 24 tudn hogc 12 tudn (+RBV)
Peg-IFN+ RBV +SOF 12 tuin 12 tudn | Khéng s dung
SOF/VEL 12 tudn

Luu y: Cdc truong hop that bai diéu tri véi cdc phdc do chua dé cdp tron
Bang 6, viéc lwa chon phdc do6 diéu tri lai phai ¢6 y kién hdi chan véi chuyén gi

trong ting trieomg hop cu thé.

KT. BQ TRUO'NG




Phuy luc 1. Pdnh gia mirc d) xo hoa gan bing sinh thiét gan va cdc bién
phap khong xdm nhip

(Ban hanh kém theo Quyét dinh sé /OP-BYT ngay  thing  ndm 2016

cua Bo truong Bé Y té)

1. Bang diém Metavir 2. FibroScan
FO0-Khoéng xo hoa. FO: 1-5 kPa
F1-Xo hoa khoang ctra khong ¢ vach ngan F1:5-7 kPa
I'2-Xo hod khoang ctra véi vai vach ngin F2:7,1-9,5 kPa
F3-Nhiéu vach ngin nhung chua c6 xo gan  F3:9,6-12,5 kPa

F4- xo gan. F4:>12,5 kPa
3. APRI:
AST cua bénh nhan x100
/AST gi6i han trén mirc binh thuong theo phong XN
APRI = Tiéu cau (G/L)

APRI<0,5 :FO-Fl
APRI 0,5 - 1,0: F2
APRI1,0-2 :F3
APRI >2 : F4

(AST gi6i han trén mirc binh thuong theo phong XN: thuong bing 40

UI/L)

4. FIB-4 (Fibrosis -4)

Tudi (nam) x ALT (U/L)

FIB-4 = —
Tiéu cdu (G/L) X VALT (U/L)

FIB-4: < 1,45 : FO-F1
FIB-4: 1,45 - 3,25 : danh gia thém bang Fibroscan
FIB > 3,25 : F2-F4




4. Phan loai xo' gan theo Child-Pugh

thude)

s Piém s
Noi dung 0 3 3
Bilirubin toan phan
mg/dL (mol L) <2(<34) 2-3 (34-50) >3 (>50)
Albumin huyét
thanh g/L >35(>507) 28-35 (406-507) <28 (< 406)
(umol/L)
INR hoic < 1,7 1,71-2,30 > 2,30
Thoi gian
Prothrombine <4 4-6 >6
(gidy: s)
; ; Niéng
C truéng Khong | \oeftrungbinh (ddp | gy 500 gan tmb v
irng voi loi tiéu) 2 rs e
thudc loi tiéu
Muc d¢ I-II (hodc co \an e
Hoi chimg ndo gan Khong thé kiém soat véi Mizedg TI=IV ghprte

khong phuc hoi )

Phén loai: Mirc d A: 5-6 diém, mirc d6 B: 7-9 diém; Mitc do C 10-15 diém

Xo gan mat bu: Child Pugh B hogic C




- , “n A -~ . . A S . -
Phu luc 2. Cac xét nghiém can theo doi trude, trong va sau dicu tri viém gan vi rit C man

(Ban hanh kém theo Quyét dinh sé /OP-BYT ngay  thing  nam 2016 cia Bo triwong Bo Y té)
Thdi gian PeglFN + RBV + SOF DAA+RBV DAA

CTM, Chire . Siéu am | Dénh gia HBsAg, | CTM, Siéu  &m | Danh gia | HCV | HIV, CTM, | Siéu | Bénh gié’l HCV | HIV,

chirc ning | nang bung, xo0 héa | HCV | HIV, chirc nang | bung, xo héa | RNA | HBsAg | chic am x0  héa | RNA | HBsAg,

gan, thin | tuyén Xquang | gan RNA | kiéu gen | gan,thin | AFP gan * , kiéu | naing | bung, | gan . kiéu gen

gidp phdi, ( phuong HCV ( phuong gen gan, AFP | ( phuong HCV
dién tdm | phép phép HCV thin phép
dd, AFP | khong khong khéng
xdm xam xam
nhap) nhdp) nhdp)

Trude diéu tri X X X X X X X X X X X X X X X X
Tuan 4 X X X X X X X
Tuan 8 X X X ok Xk
Tuan 12 X X X X X X X
12 twéan sau
khi két thic X X X X X X X X X X X X
diéu trj
24 tuin sau
khi két thic X X X X X
diéu tri

* Truwong hop HCV RNA trén nguéng phdt hién tai tuan thic 4 ciia diéu tri, can lam HCV RNA tai tuan thir 8. Néu HCV RNA ting trén 1log o IU/ml:
phai ngirng diéu tri

- Doi voi cdc truong hop can kéo dai thoi gian diéu tri dén 24 tudn, can xét nghiém céng thice mdu, cde chire ning gan, thdn méi 4 tuan va xét
nghiém HCV RNA dinh lwong khi két thuc diéu wri o tuan thir 24.

- Chuyén gl mdu mdu hodc bénh nhdn [én tuyén trén dé xdc dinh kiéu gen trudc khi diéu tri doi voi co so'y té chua lam dieoe xét nghiém nay
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Phy lyc 3. Twong tac giira thude @liéu tri viém gan vi rat C va cac thudc khac
(Ban hanh kém theo Quyét dinh 56 /OD-BYT ngay  thang  nam 201}

cua B¢ truong Bo Y té)

Thudc Thubc két hop Anh huéng khi két hop Khuyén cdo xir tri
f{‘;fgw AZT Tiing nguy co thiéuméu | Thay thé AZT bing ARV|khéc
Chi sir dung amiodarone khi
Amiodarone Lam cham nhip tim khong sin c6 thude thay thé|va
theo déi chat ché
| Céc thudc kich thich
Sofosbuvir | CYP3A: thubc chéng Khong str dyng SOF cung véi
(SOF) co gidt (phenobacbital, | Giam ndng do SOF, anh thudc chdng co giat,
phenotoin, huéng dén hidu qua dieu rifampicin
carbamazepine, tri HCV Khong str dung SOF cung vigi
oxcarbazepin); tipranavir
rifampicin, tipranavir
Theo dai muc loc cdu than,
khong st dung LDV cing TDF
TDF = A ik .o~ | Néu mic loc cau than
TDF + PI/r Lang doc Unh O Ve thin. | corunter. Si dung LIV

Ledipasvir

cung TDF+PI/r phai theo
dc tinh ctia TDF lén thé

(LDV)

Giam hip thu LDV do d6

ac thude gidm aci G i i S
Céac thudc giam acid giam nong do cua LDV

N
Udng SOF/LDV céch thudc
khang acid 4 gio, cach gipy

hodc cung it thudc dbi kh?l}g

thy th; H2; ciing gio vai thuoe

uc ché proton

Céc thudc kich thic

CYP3A nhu thude

chéng co giat

(phenobacbital, Giam ndng d6 DCV do d6
phenotoin, giam higu qua diéu tri
carbamazepine, HCV

oxcarbazepin);
Daclatasvi | rifampicin, ARV
r(DCV) | (EFV,NVP)

Khong sir dung DCV cur
thude chéng co giat,
rifampicin.

khi diéu trj ngudi bénh nhi

Tiang liéu DCV 1én 90 m,/jgﬁy
HIV dang diéu tri phac do ¢6

cac thude kich thich CYP
nhu EFV.

g tac

m

A

Su dung SOF/LDV véi
cac thudce e ché

Giam lidu DCV xubng 30

mg/ngay khi diéu tri ngubi

CYPIA bénh nhiém HIV dang diéul tri

larvth : Téng ndng dd DCV. phéc do ARV ¢6 ATV/r yalcdc
(clarythomycin, thubc e ché CYP3A khic |
itraconazole,
ketoconazole, ATV/r)

Ubng SOF/VEL céch thtgéi
- ' ‘ khang acid 4 gid, cach 12 gio
f("‘\f,‘;zai‘;"‘” Céic thudc giam acid | Gidm ndng d0 VEL S dé

thu thé H2; udng cung vgi thirc

hodc cung gio thude doi kb}éng

an va truoc 4 gio khi uon

gl
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Thubc Thube két hop Anh hwéng khi két hop Khuyén cdo xir tri |
omeprazole |1
' Khéng dung déng‘théri. T1 erng
Amiodarone Lam chim nhip tim hop bit budc thi can theo dﬁF
chét ché
. — Giam liéu digoxin 50%, theo
Digoxin T ) . X ’
& fing nong do digoxin doi sat dién tim dd va nhip tim
Chong ung thw
topotecan
Chong co gift:
carbamazepine
phenytoin
phenobarbi‘fal Tiang néng dd topotecan, Khoéng dung dfing thoti
oxcarbazepine giam ndng 49 SOF/VEL
Khiang
mycobacterials:
rifabutin
rifampicin
rifapentine
Efavirenz, nepirapine, R 4 " < A 54
stiaviring Giam nong d6 VEL Khong ding dong thoi |
Tenofovir (TDF) Tang nong do TDF Theo dbi sét chirc nidng tﬂng’iﬁ

tipranavir/ritonavir

giam ndng dj SOF/VEL

Khong dung dong thoi

Rosuvastatin
atorvastatin

Tang ndng do rosuvastatin
va atorvastatin

Tang nguy co bénh co, bao
gom ca tiéu co van, khd
dung rosuvastatin qua 1
Theo ddi chit ché tinh tran
tiéu co

Paritaprevi
r (PTV)/

Ombitasvi
r (OBV)/

Ritonavir

(r)

Céc thude kich thich
CYP3A: thude chéng
co gidt (phenobacbital,
phenotoin,
carbamazepine);
rifampicin,,...

Giam ndng d6 OBV +
PTV/r +DSV do d6 giam
hiéu qua diéu tri HCV

!
Khong sur dung OBV + FTi/;‘r
ich

+DSV véi cac thude kich t
CYP3A;

Triazolam va
midazolam

Téng tac dung phu cua
Triazolam va midazolam

Khoéng str dung OBV + PT]
+DSV véi triazolam va
midazolam udng.

N/t

Thude tranh thai dudong

Khong sir dung OBV + PTV/r

udng c6 ethinyl C6 thé lam tang ALT +DSV véi thude trénh thail ¢6
estradiol ethinyl estradiol
Khéng str dung OBV + PTV/r

Darunavir, EFV, NVP,
LPV/r, rilpivirin,
tipranavir, etravirine,
cobicistat,

Giam ndng d6 OBV/
PTV/r +DSV anh hudng
dén hiéu qua diéu tri HCV

+DSV véi darunavir, EFV
NVP, LPV/r, rilpivirin,

tipranavir, etravirine, .
cobicistat, ‘
OBV + PTV/r ¢6 hoidc

khong
¢6 DSV khong nén sir dkm‘g

cho ngudi bénh khong didu tri
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Thube Thudc két hop Anh hwéng khi két hgp Khuyén cdo xir tri| |
ARV do nguy co khang | |
ritronavir I
A P ’ .y A ~ N [
’g‘l}lgf : I(;E ﬂ.:mhh;n l?lam ngfl gld_q: DS\:,; 3?3.1 Khong sir dung DSV cung céc
co gi;t r(ifaﬁfgigino ¢ trlir?{ncgven e thuge kich thich CYP3A fthuoc
Dasabuvir | 4,8+ ARV ki ’ chong co gidt, rifampicin] |
Gemfibrozil. Tang nong do DSV Khong sir dung DSV cimg]
gemfibrozil. J
cée thube kich thich | Giam ndng do SMV anh |
CYP3A (rifampicin, hudng dén higu qua diéu | Khéng sir dung ddng thyi #MV
héu hét thude chéng co | tri HCV, voi céac thuoce kich thich |
giat). CYP3A J
Simprevir | C4c thube trc ché I
EHY) ??;P3£ . ; ) Khong sir dung déng thoi JBM\?'
k‘;to"gon‘;’;)’l’gm' Tang nong d§ SMV voi cac thube tre ché CYEFA
ritronavir) ‘
SMV tuong tc véi Giam ndng do SMV auh | Khong nén sir dung SMV Mi
nhiéu thuéec ARV hudng dén hiéu qua dicu NVP, EFV, Pl/r, delavi 'di‘fne,
tri HCV etravirine, cobicistat, ]
Elbasvir/gazoprevir |
tuong tac vdi cac thuoc Giam n("jng do A ‘ X s .‘
kich hich CYP3A G | elbasviv/gazoprevir inh | cloasviguzoprovr v
gan (rifampicin, hau het | huong dén higu qua didu | g £ e CYPIA
cac thude chong co tri HCV. 1
ey L&) |
(EBali;’lr Twong téc véi cic thude | Ting ndng do ‘ ]
—— tc ché CYP3A elbasvir/gazoprevir Khong str dung dong thoi
ix( GZIE) (clarythomycin, elbasvir/gazoprevir véj cic
ketoconazole, thudc trc ché CYP3A !
ritronavir) |
EFV, etravirine, Giam ndng do Khong st dung ddng Mi
nevirapine, Elbasvir/Gazoprevir elbasvir/gazoprevir vgi EFV
ATV, darunavir, LPV, | C6 thé gy ting ALT do

tipranavir

tang nong dj grazoprevir

| ATV, LPV, darunavir, (

tipranavir
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AFP
AFP-L3
ALT
Anti - HCV
APRI
ART
ARV
AST
ATV
CT™
CrCl
DAAs
DCV
DSV
EBR
ELISA

EFV

GZR
HBV
HCV
HCC

HCYV core-Ag

HCV RNA
Hb

IFN

OBV

LDV

LPV
NNRTI

PCR
PeglFN
PI
PIVKA-II
PTV
RBV
RNA
(r)

SOF
SMV
SVR

DANH MUC CAC CHU VIET TAT

Alpha fetoprotein
Alpha fetoprotein -L3
Alanin aminotransferase ' o
Antibodies against hepatitis C virus - Kha’ing thé kl:lény; vi rat viém gan C
AST to Platelet Ratio Index - Chi s ty s0 AST/tiéu cau
Antiretroviral therapy - Diéu tri khang retrovirus
Antiretrovirals - Thudc khéng retrovirus

Aspartate aminotransferase

Atazanavir

Cong thirc mau

Creatine Clearance- d0 thanh thai Creatinine

Direct acling antivirals - Céc thudc khang vi rut tryc tiép

Daclatasvir
Dasabuvir
Elbasvir . i
Enzyme - linked immunosorbent assay - Xét nghi¢m hap phy micn
dich gén men

Efavirenz

Grazoprevir

Hepatitis B Virus - Vi rat viém gan B

Hepatitis C Virus - Vi rat viém gan C

Hepatocellular carcinoma

Khéang nguyén 16i vi rat viém gan C

Hepatitis C virus - Ribonucleic acid: RNA cua vi rat viém gan C
Hemoglobin - Huyét sic t6

Interferon

Ombitasvir

Ledipasvir

Lopinavir

Non-Nucleoside reverse transcriptase inhibitor - Thube (ic ché e
sao chép nguoc khong-nucleoside |
Polymerase Chain Reaction -X¢ét nghié i chudi

Pegylated interferon e kol S o polymcras?:
Protease inhibitor - Thudc wrc ché enzyme protease .
Prothrombin induced by vitamin K absence-II |I
Paritaprevir

Ribavirin

Ribonucleic acid

Ritonavir

Sofosbuvir

Simeprevir

Sustained virological response - ddp tmg vi rat bén vitng






