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THANH PHAN:

M3di vién nén chira:

Adefovir dipivoxil......................10 mg’

Ta dugc: Lactose monohydrat, tinh bgt mi, cellulose vi tinh thé, croscarmellose natri, povidon, talc, magnesi
stearat, silicon dioxyd... vira dii | vién.

Dic tinh duge Iyc hoc:
| Adefovir 12 mot thudc khéng virus c6 khé néng i ché céc enzym cén thiét dé virus viém gan siéu vi B (HBV)
| va HIV sinh san, Céc virus nhu HIV va HBV sir dung vt liéu di truyén ciia té bdo co thé dé tao thém virus
[ lan nhiém cho cac té bao khac. . ; ixh | .

! Adefovir can thiép vao vong d¥i clia HBV dé ngin chiin sy tao thém virus. Adefovir gan ket diic hidu voi cac
i enzym DNA polymeraz, vi thé HBV khong thé xdy dymg vt ligu di truyén cén thiét dé tao thém virus va
nhiém thém cho cac té bao khéc.

Diic tinh dwgc djng hgc:

Hip thu: y :

Adefovir dipivoxil 12 tidn chét este dipivaloyloxymethyl cua adefovir. Sinh khé dyng khi uéng 10 mg
| adefovir dipivoxil 12 59%. O liéu dung 10 mg adefovir dipivoxil cho b¢nh nhdn viém gan siéu vi B man tinh,
| ndng dj 16i da trong huyét twong dat duge (Cray) sau 1,75 gid. Gid trj Crax V& AUC 12 16,7 ng/ ml va 204,40
i ng. gio/ ml, Téc dyung cta adefovir khong bj anh hudng khi udng 10 mg adefovir dipivoxil trong bira an,
' Thoi gian tm kéo dai khodng 2 gid.

Phén bd:

Sau khi udng, adefovir duge phan bd hau hét & cac md, ndng do cao nhdt Ia ¢ thin, gan va rudt. In vitro,
adefovir gin vao huyét twong hay protein huyét trong nguti < 4%, véi ndng do adefovir khoang 0,1 dén 25
jg/ ml. Thé tich phan b & trang thai 6n dinh sau khi tiém li¢u 1.0 mg/ kg/ ngdy 1a 392 £ 75 ml/ ke, liéu 3.0
mg/ kg/ ngay 1a 352 + 9 ml/ kg.

Chuyén héa sinh hoc: ; y b
Sau khi udng, adefovir dipivoxil chuyén hoa nhanh thanh adefovir. O ndng d¢ cao hon gap 4.000 lan nong
do da quan sat in vivo, adefovir khong irc ché CYP450, CYP1A2, CYP2D6, CYP2C9, CYP2C19, CYP3A4
& ngudi. Dyra trén cac két qua thir nghigm in vitro va dudng thai trir adefovir qua thin, kha niing tuong tic
qua trung gian CYP450 giira adefovir vdi cic thude khac thép.

Thai tric:

Adefovir duge bai tiét ra nudc tidu thong qua sir phéi hop ctia sw loc & cdu thin va sy bai tiét chi dong & ong
thin. DJ thanh thai qua thn trung binh & ngudi c chic ning than binh thudng (Cle> 80 ml/ phit) 12 221
ml/ phit (172 - 316 ml/ phat) gap 2 l4n d9 thanh thai creatinin. Sau khi udng liéu 13p lai 10 mg adefovir
dipivoxil, 45% thudc duge tim thdy ¢ dang adefovir trong nudc tieu sau hon 24 giv. *

CHi DINH DIEU TRI:

Adefovir duge chi dinh diéu trj viém gan B man tinh cé bing chimg cta sao chép virus hoat dong va cé béngrﬁ

chimg cta gia tang aminotransferaz huyét thanh hofic bing chimg vé md bénh hoc cia viém gan man hoat:
dong. J
CHONG CHI DINH: : :
Vién nén adefovir co ché_ng chi dinh & cac bénh nhin gan to, phén c¢6 m@, bénh acid mau do chuyén héa v,
i cOtién sir médn cam vd&i bat cir thanh phan nao cua thudc, 5
THAN TRONG VA CANH GIAC: :
Do adefovir duge thai trir qua than, ding LEVIRIX ciing véi céc thude 1am gidm chirc nang thin hofc canh
tranh bai tiét qua éng than s& lam tang ndng d§ huyét thanh cua adefovir va/ hofic cde thudc dung cung lic.
Khéc vai lamivudin, trimethoprim/ sulfamethoxazol, acetaminophen va tenofovir disoproxil fumarat, chua
¢6 danh gia vé tac dong trén chirc nang thin khi ding LE VIRIX ciing vai cac thude duge bai tict qua thdn
hodc vi cac thude tac dong dén chirc nang than. Nén theo doi cdn than cac phan umg phy & b¢nh nhan khi
< ding LEVIRIX déng thoi véi cdc thube duge bai tiét qua thin hoc véi céc thude ¢6 téc dong dén chirc ning
| thin. Ding 800 mg Ibuprofen 3 14n/ ngay s& lm téing néng do cia adefovir [én khodng 23%. Tdm quan trong
' vé miit 14m sang ca viéc ting ndng do adefovir chua duge biét, Adefovir khong trc ché céc enzym CYP450
| théng thudmg, adefovir chua duge biét 1a c6 kha néing gdy kich thich enzym CYP450 hay khong. Téc dung
i cia adefovir trén ndng d§ cua cyclosporin va tacrolimus chua duge biét.
Vhan trong vdi céc bénh san khéc. Tinh trang tang men gan trong mau cao va nhanh. Theo ddi chirc niing
gan v than 3 thdng/ lan ncu dang thuoc kéo dai.
" D cb bho cho bung phat viém gan cép tinh & bénh nhdn ngung didu tri viem gan B, bao gbm cé diéu trj v6i
' adefovir. Phéi theo ddi chirc niing gan dinh ky bao g@m cd xét nghiém va ldm séng, theo ddi it nhét vai thing
| sau khi ngung adefovir. Diéu trj trd lai viém gan B néu ¢in thiét,
i Do tinh trén thdn dic tnmg bai sy ting chém creatinin va giam phospho trong huyét thanh 1a dgc tinh gidi
| han viéc dung liéu cao hon adefovir dipivoxil & nhtmg bénh nhén nhiém HIV (60 va 120 mg/ ngayi va bénh
‘ nhén viém gan B mén tinh (30 mg/ ngdy). Viéc sir dung adefovir trong thoi gian dai (10 mg mdt ldn/ ngay)
| cd thé ddn dén dgc tinh thdn mun. Nguy co nay thap & nhimg bénh nhdn ¢é chirc néng thin binh thutmg,
uy nhién, diéu ndy quan trong dic biét & nhimg bgnh nhén c6 nguy cg hodc co roi loan chire nang thén va

Kc chéng viém non - steroid. Nén kiém tra creatinin it ca cdc bénh nhn truéc khi bdt ddu diéu tri véi

) 1 @ s
PHO CUC TRU(?N beng nhan ding déng thai céc thude dde thin nhu cyclosporin, tacrolimus, aminoglycosid, vancomycin va

efovir.
[ Phai theo ddi chirc nang thin & tit cd cdc bénh nhan diu trj véi adefovir0%

% hofic nguy co' suy than, iéu chinh liéu & bénh nhdn suy thin khi bit gJe A
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gian diéu trj. Can nhic cdn thin nguy co va Igi ich khi ngumg adefovir & b¢nh nhén bj doc tinh:trén thén lién
quan dén viic ding thube, ¢ Tx 1

Khang HIV; Trudc khi bit déu diéu trj vdi adefovir, ¢4t ca chc bénh nhén nén duge xét nghiém khang thé
khang HIV. Li¢u phap diéu trj viém gan B (nhu adefovir) c6 kha niing chéng lai HIV, vi vy c6 thé-din dén
sir @& khang HIV & bgnh nhan viém gan B mén tinh kém theo nhim HIV ma khong phét hién hojic khdng
duge didu tri. Adefovir khdng khang lai HIV RNA, Tuy nhién, ¢o it dit lidu vé viéc sir dung adefovir 4 diéu
trj & bénh nhén viém gan B mén tinh nhiém HIV dong thoi. ¢

Nhiém acid lactic va.gan nhiém md, ké ca trudng hgp tir vong, dd duge béo céo & trudng hop st dung cic

thude trang ty nucleosid don dgc hodc phdi hop véi thudc khéng virus.

Da s6 truong hgp xdy ra & phy nit. Yéu to nguy co 12 bénh béo phi va sir dung kéo dai nucleosid. Nén dic
biét thin trong khi sir dung cic thude tuong tr nucleosid cho bénh nhén cd yéu té nguy co bénh gan. Tuy
nhién, ciing c6 bao cdo xdy ra & bénh nhin khéng c6 yéu té nguy co da biét. Ngung dieu tri adefovir ngay

khi c6 bét ky ddu hiéu 1am sang hofic xét nghim nao cho thy nhiém acid lactic hogc nhiém dge gan (co thé
bao gdm gan to va gan nhiém md, ngay cd trong truong hop khong ting transaminaz).
SU DUNG KHI CO THAI VA CHO CON BU:
Khéng c6 cc nghién ciru ¢6 kiém sodt ddy du & phy nir o thai, Vi cac nghién ciru trén hé sinh san & dong
vt khong luén ludn dy doan dugc dép img & ngudi, khéng nén diing LEVIRIX trong thai ky, trir khi thit sy
cin thiét va da co su can nhic cin than vé cic nguy co va lgi ich clia vige dung thube.
Adefovir khong duge bit 14 c6 bii tiét vio sra m¢ hay khong. Nén huéng din phy nir khong cho con b khi
dang uong LEVIRIX.
Tré em: Tinh an toan va hiéu qua khi s dung cho bénh nhi chura dugc thiét lap.
TAC DONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Mat sb tac dung phy nhu chong mdt, budn ngu, roi loan thj giac s¢ lam suy giam kha nang tip trung va phan
xa. Khong nén lai xe, van hanh may moc nguy hiém hay cac hoat dong twong tyr néu cam thay kh niing 1ap
trung va phan xa bj gidm sut.
TUONG TAC THUOC:
In vivo, adefovir dipivoxil dugc chuyén héa nhanh thanh adefovir, In vivo, & ndng dd rét cao (trén 4000 14n),
adefovir khong trc ché bat ky enzym thong thubng nao & ngudi CYP450, CYP1A2, CYP2CY, CYP2CI9,
CYP2D6 va CYP3A4. Adefovir khong la chat nén cho nhimg enzym nay. Tuy nhién, chua biét 1a adefovir c6
gy kich thich CYP450 hay khong. Dya trén céc két qua thir nghiém in vitro va dutmg thai trir qua thdn cia
adefovir, it c6 khd ndng c6 tuong tac qua trung gian CYP450 giira cac thuéc khéc véi adefovir lam chat e
ché hay chét nén, .
Khéng nén sir dung dong thoi adefovir va tenofovir disoproxil fumarat.
Phai theo ddi sit bénh nhan khi sir dung adefovir cing voi thudc bai tiét qua than hofic thude ¢6 anh hudng
dén chirc niing thin.
TAC DUNG KHONG MONG MUON: ,
Cic téc dung khong mong muén thong thugng nhat la: i .
Suy nhuge, dau dau, dau bung, tiu chiy, budn nén, khé tidu, day hoi, tang creatinin va giam phosphat huyet.
Réi loan tiéu hda: Viém tyy. E :
R_f)i loan hé théng ca xuong va md lién két: Bénh co, lodng xuong (ca hai déu lién quan vdi bénh ong lugn
gan).
Réi loan than va tiét nigu: Suy thin, hoi chimg Fanconi, bénh dng lugn gan. ’
Théng bdo cho thdy thuéc nhimg tdc dung khong mong mudn gap phai khi ste dung thuoc.
DUNG QUA LIEU:
Lidu ding hang ngay 500 mg adefovir dipivoxil trong 2 tudn va lidu dung 250 mg trong 12 tuan cd lién quan
dén chimg biéng an va rdi loan tiéu hod. 2
Néu xdy ra ding qua li¢u, phai theo ddi bénh nhan va co bign phap diéu tri hd trg khi cdn thiét,
Adefovir ¢6 thé duge loai bo bang thdm phén méu, d¢ thanh thai trung binh 14 104 ml/ phat, Sy thai trir
adefovir bing thdm phan phiic mac chua dugc nghién ciru.
LIEU DUNG VA CACH DUNG:
Viém gan siéu vi B man tinh: Udng 1 vién/ ngay. :
Dugc dong hoc cia adefovir sau khi udng mot lidu don 10 mg da duge nghién ciu @ bénh nhin viém gan
sieu vi B khong man tinh bj suy chic ning gan. Khong c6 thay ddi dang k¢ vé dugc d{)ng hoc ciia adefovir &
banh nhin suy gan ning hay vira phai khi so véi bénh nhan khong bj suy gan. Khdng can thiét thay ddi liéu
adefovir @ bénh nhédn suy gan.
Bénh nhén suy thén:

- Do thanh thai creatinin tir 20 - 49 ml/ phat, 10 mg/ 48 git

- Po thanh thai creatinin tir 10 - 19 ml/ phat, 10 mg/ 72 giv

- Bénh nhn dugc thim phin mau: 10 mg mdi 7 ngdy sau khi thdm phan hogc sau thdm phdn tich

liiy tong cdng 10 gid.

DONG GOI: Hop 3 vi x 10 vién.

BAO QUAN: Noi khd réo, tranh 4nh sdng, nhiét ¢ khong qua 30°C.
TIEU CHUAN CHAT LUQNG: Tiéu chudn nh sin xuat.

HAN DUNG: 36 thang ké tir ngdy sin Xuat.

San xui tai: : :

CONG TY TNHH DP DAT VI PHU

(DAVI PHARM CO.,, LTD.)
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