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[COMPOSITION] Each tablet contains ISPECIFICATION] In-House Specilication.
Adelovir Dipivoxil |PACKAGE] 10 Tableis/blister x 3 Blislers/box.
[DESCRIPTION] White to oll-white round tablet |STORAGE] Preserve in tight container.
[INDICATION] Reter prescribing information enclosed.

[DOSAGE & ADMINISTRATION]

Reter preserihing information enclosed.

[CONTRAINDICATIONS & SIDE EFFECTS] MAnGaclurediny
Refer prescibing Information enclosed. KORFA ol PH?RM' INF‘
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g Adefovir Dipivoxil 10 mg ~okg
=% 30 Vién (3 x 10 Vién nén)
3 "BQC K¥ HUONG DAN SU DUNG TRUGC KHI DUNG"

“DE XA TAM TAY TRE EM*

Far the Bes: Globel Healhears Camaury

"L=" KOREA UNITED PHARM.INC.

[THANH PHAN] MEi vién nén chia [TIEU CHUAN] TCCS.
Adetovir Digivoxilssmssnmssssmasas . [BONG GOI 10 Vién nén/ Wi x 3 Vi/ Hop.
[140 TA] Vién nén hinh tron. mau trdng den idng nga. (BAO QUAN] Bzu quan trong bao bi kin.
[CHI BINH] Xin xem ti¥ huing din sir dyng 0 nhigt do prong khang qua 30°C
ILIEU LUGNG & CACH DUNG] - ; 2 et
i | ép trong hip
Xin xem |@ hudng dan su dung
[CHONG CHI BINH & TAC DUNG PHY)
Ain xem & hudng dan sé dunag.
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HEPXA Vién nén
Adefovir dipivoxil 10 mg

THANH PHAN

Mobi vién nén chita:

Adefovir dipivoXil ..o.ovuiiiiiiiiiiii s 10 mg
Td duge: D-Mannitol, tinh bt natri glycolat, glyceryl behenat.

MO TA
Vién nén hinh tron, mau tring hoic tring nga.

DUGC LUC HOC

Adefovir dipivoxil 12 tién chat dang udng cia adefovir, mdt chdt twong tu acyclic nucleotid
phosphonat cia adenosin monophosphat, chit dugc van chuyén chii dong vao t€ bao cia dong
vat ¢6 v, tai d6 né dudc cdc men cla v i/pi€n ddi thanh adefovir diphosphat. Adefovir
diphosphat tfc ch&€ polymerase ctlia virus bWh canh tranh lién két tryc ti€p véi chat nén ty
nhién (deoxyadenosin triphosphat) va sau d¥sdt nhap vao DNA ciia virus gay két thic chudi
DNA. Adefovir diphosphat ttc ché chon loc polymerase DNA ctia HBV tai ndng do thap hon
12,700 va 10 1an ndng do cin thi€t d€ e ché polymerase o, B va y DNA & ngudi. Trong bach
cdu hoat dong va khong hoat dong, thdi gian ban hiy noi t€ bao cia adefovir diphosphat 1a 12
va 36 gid.

DUGC PONG HQC

Sau khi udng adefovir dipivoxil nhanh chéng dugc chuyén ddi thanh adefovir. Nong do dinh
trong huyé€t tuong cia adefovir dat dugc sau 0,6 dén 4 gid. Sinh kha dung khodng 59% sau khi
udng liéu don. Sy hap thu clia thudc bj tri hodn nhung khong gidm khi udng cung thic an.
Adefovir phin b3 rong dén cdc mo trong co thé dic biét 1a thin, gan va rudt. Dudi 4% thudc
lién k&t v6i protein huyét tuong. Adefovir dao thdi chi y&u qua thin théng qua qué trinh loc
cau thin va bai ti€t chi dong qua dng than. Thdi gian bdn thii toan bd clia thude 12 khodng 7
gi¥. Adefovir bi loai bd mdt phin khi thim phan m4u.

CHI PINH

Adefovir dipivoxil dugc chi dinh d€ diéu tri bénh viém gan B man tinh & ngudi 16n vé6i biing
chitng sy nhin lén cda virus viém gan B va c6 dau hiéu ting lién tuc aminotransferase (ALT
hodc AST) trong huyét thanh hodc bénh nhan ¢6 tién sit viém gan va xd gan.

Chi dinh nay dua trén cdc ddp ing vé md hoc, virus hoc, sinh héa va huyé&t thanh & ngudi 16n
bi viém gan B man tinh ¢6 HBeAg+ va HBeAg- vdi chifc ning gan cdn bl va 3 ngudi 16n c6
bing ching lam sang nhi€m virus viém gan B dé khang lamivudin vdi chic ning gan con bi
hoidc mat bu.
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LIEU LUGNG VA CACH SU DUNG

Ngudi lon: Lidu dé nghi 12 10 mg adefovir dipivoxil (1 vién) mdi ngay, c6 thé udng ciing thic
in hodc khdng.

Bénh nhdn suy thdn: Adefovir bai ti€t chii yéu qua thin do d6 nén diéu chinh khodng cdch
gitta c4c liéu diing & bénh nhin suy than.

P6 thanh thai creatinin (ml/phut)

Bénh nhén thim
phin phiic mac
Liéu 38 nghi va khodng | 10mgmdi | 10mgmdi | 10mgmdi | 10 mgmdi7 ngay

cdch giita cdc liéu ding 24 gi%s 48 gidy 72 gids sau thim phin

>50 20-49 10-19

Bénh nhan suy gan: Khéng can diéu chinh liéu ¢ bénh nhin suy gan.

CHONG CHi PINH
Bénh nhin min cAm vdi adefovir dipivoxil hay bt cif thinh phan nao cilia thude.

THAN TRONG

Dot cép ciia viém gan sau khi ngung diéu tri bang adefovir

Tinh trang c4p tink tram trong thém ciia bénh viém gan siéu vi B da duge bdo cdo § nhilng
bénh nhin ngung diing thudc di€u tri viém gan ]3\1 ) £0m cd adefovir dipivoxil. Trong cédc
thi nghiém 1am sang, dgt cidp cla viém gan (V(ﬁ ndmg 46 ALT tang it nhat 10 1dn so vdi gidi
han trén clia mdc binh thudng) xdy ra & 25%\’&?\111h nhin sau khi ngung diéu tri adefovir
dipivoxil, thudng trong vong 12 tudn sau khi ngung thuSc. Mic dii nhitng dgt bing phdt nay
thudng oo gidi han va dwde gidi quyét biing viéc tdi diéu tri, tuy nhién ¢6 nhitng trudng hgp
biing phat ning (bao gdm ¥ vong) di dugc bdo cdo. Bénh nhan di ¢6 bénh gan hoic xd gan
c6 thé ¢6 nguy cd cao mat bit chite ning gan so vdi nhitng bénh nhan ¢6 chife nang gan con bil.
Bénh nhin cin dudc theo ddi chifc ning gan theo dinh ki mét cdch chit ¢ché trong mot thdi
gian (khodng 12 tuin) sau khi ngung diéu tri adefovir dipivoxil. N&u cin thiét, viée tdi diéu tri
viém gan B cin phai dugc thyc hién.

Djc tinh trén thin

Diéu tri dai ngdy biing adefovir dipivoxil (10 mg/ngay) c6 thé gay doc tinh trén thin. Poc tinh
trén thdn dic trung bdi mot sy khdi ddu cham sau ting dan creatinin huyé&t thanh va gidm
phospho huyét thanh, ddy 1a d6c tinh lam han ché viéc diéu tri adefovir dipivoxil véi liéu cao
hon ddng k€ & b&nh nhin nhiém HIV ( 60 mg va 120 mg/ ngay) va b&nh nhin viém gan B min
tinh { 30 mg/ngay).

Bénh nhin ¢6 nguy cd hodc tién si 16i loan chic niing thin va bénh nhin si dung ddng thdi
vdi cdc thude gay ddc than nhu cyclosporin, tacrolimus, aminoglycosid, vancomycin va thudc
khdng viém khong steroid s& c¢6 nguy c¢d cao vé dbc tinh trén than. Cin do d¢ thanh thai
creatinin ¢ t4t cd cdc bénh nhan trude khi bit ddu diéu tri bing adefovir dipivoxil dic biét 1a
nhitng bénh nhéin da c6 nguy c¢d hodc suy thin tir trudc.

Chua ¢6 di dit liéu vé tinh an toan va hiéu qua clia viéc st dung thudc & bénh nhéin suy than.
Vi vy khong khuyén cdo st dung adefovir dipivoxil 8 bénh nhin suy thin trit khi 1di ich clia
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viéc diéu tri vugt qus nguy cd tiém 4n c6 thé xdy ra. Bénh nhan suy thin can dugc diéu chinh
liéu ban diu va trong sudt qué trinh diéu tri. Nguy cd va Idi ich clia viéc diéu trj bling adefovir
dipivoxil cdn duge ddnh gid cdn than truSe khi ngiing diéu tri & bénh nhén di tiing cip cdu
khdn ¢dp vi doc tinh trén than.

Su dé khdng cia HIV

Viéc sit dung adefovir dipivoxil d€ diéu tri nhiém HBV man tinh 8 bénh nhan nhi€m HIV chua
dude phat hién hodc chua dudc didu tri HIV c6 thé din d&n sy dé khdng cua virus HIV. Mic
di in vitro adefovir ¢6 hoat tinh khing virus HIV nhung & lidu ding dé di€u tri viém gan B (10
mg/ngay) khong cé hiéu qua trong viéc 1am gidm néng ¢6 HIV RNA & bénh nhian HIV. Cén
ki€m tra khdng th€ HIV & bénh nhan trude khi bit ddu didu tri bing adefovir dipivoxil.

Nhiém toan acid lactic va phi dai gan thé ndng do nhiém md

D3 c6 bdo cdo vé viéc nhiEm toan acid lactic va phi dai gan th€ ning do nhiém md k€ cd
trudng hgp ti vong khi udng cic chdt tuong tw nucleosid li€u don tri hodc két hdp vdi thude
khéang virus. Pa s6 cdc trudng hgp nay xdy ra & bénh nhan nit. Béo phi va phdi nhiém kéo dii
véi nucleosid ¢6 thé 1a cdc y&u t§ cda nguy co. Pic biét thin trong khi sit dung cdc chét twong
t nucleosid cho bat ky bénh nhin ndo di bi€t ¢6 cdc yéu 1§ nguy cd ddi vdi bénh gan, tuy
nhién ciing di ¢6é bdo cdo vé trudng hgp xdy ra & w‘*: bénh nhan khong ¢6 yéu 18 nguy
co da biét. Piéu tri bing adefovir nén ngung ngay d bat§y bénh nhin nao khi phat hién trong
cdc xét nghiém 1am sang hoZic phong thi nghiém ggi ¥ vé nhiém acid lactic hoic doc hai
gan (c6 thé bao gdmphi dai ganvad gan nhiém md, ngay cd trong trwdng hgp mic
transaminase ddnh dau khong ting).

TAC DUNG KHONG MONG MUON

Céc tic dung kh6ng mong mudn dudc ghi nhén tit 3% trd 1én trong cdc nghién cifu 1dm sang &
bénh nhin ¢6 chdc ning thin binh thudng khi udng adefovir dipivoxil bao gdm suy nhude, dau
dau, dau bung, budn ndn, ddy hdi, tiéu chdy, khé tiéu, tn sd nay cling dudc ghi nhin tuong
¢ nhitng bénh nhin ding gid dugc.

Céc tdc dung khong mong mudn dude ghi nhdn tir 2% trd 1én trong thit nghiém lim sang &
bénh nhn trudc va sau khi ghép gan udng adefovir dipivoxil bao gﬁm suy nhugc, dau bung,
dau dau, s6t, budn ndn, ndn, tiéu chdy, diy hdi, suy gan, ting ALT va AST, bit thudng chic
néng gan, ho, viém hong, viém xoang, ngifa, phat ban, ting creatinin, suy thin. Ngoai ra, giam
phospho trong huy€t thanh ciing duge ghi nhan 8 4% bénh nhin & tudn 48 va 6% & tudn 96.
Khodng 1% (3 trong t8ng s& 324) bénh nhan trudc va sau khi ghép gan phii ngiing ding
adefovir dipivoxil do nhitng tdc dung khéng mong mudn trén thin. Tuy nhién, mdi lién quan
v6i nhitng thay d8i creatinin huy€t thanh va phospho huyét thanh 1a khé ddnh gid vi sy hién
dién ciia nhiéu yé€u t6 nguy cd déng thdi A6 vdi suy thin & nhitng bénh nhin nay.

Théong bdo cho bdc si bét ki tic dung phy nao lién quan dén viéc st dung thuéc.

TUONG TAC THUOC

Thudc c6 dfc tinh trén thdn va thubc dao thdi qua thin: Ting nguy ¢d gdy doc thin & nhitng
bénh nhin sif dung thudc ¢é dfc tinh trén thin (nhu aminoglycosid, cyclosporin, tacrolimus,
vancomycin, thuéc khdng viém khéng steroid). Khd niing nrong tdc duge dong hoe véi nhitng
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thudc canh tranh dao thai chi déng qua Sng thin (lam ting ndng dd trong huyé&t wong cia
adefovir dipivoxil va/ hogc cdc thuc nay). Can theo doi thdn trong.

Thudc dnh hudng dén enzym microsom gan: Adefovir dipivoxil khdng phai 12 chat gc ché hay
chat nén cho cdc enzym cytochrom P450 chinh & gan, bao gdm CYP1A2, CYP2C9, CYP2C19,
CYP2D6 hoic CYP3A4, do d6 khong ¢6 tudng tdc vé duge dong hoc. Tuy nhién, khd niing giy
cam tng enzym CYP ctda adefovir chita duge biét.

Ibuprofen: Tuong tic dude ddng hoc (ting 33% ndng dd dinh trong huyét tuong va 23% AUC
clia adefovir dipivoxil), chua 6 tim quan trong trén lam sang.

Cdc thudc khdce: Khong ¢6 twong tde duge ddng hoc vdi acetaminophen, cotrimoxazol hodc
lamivudin,

SUDUNG THUOC G PHU NU CO THAI VA CHO CON BU

Phu nit cé thai

Chua ¢6 dud dit liéu nghién citu vé viéc st dung adefovir diptvoxil cho phy nit mang thai. Chi
nén st dung adefovir trong thai k¥ khi lgi ich diéu tr ),tréi nguy c¢d ddi véi phéi thai.

Chua c6 nhitng nghién cifu & phu nf mang thai vé t4edng cla adefovir trén sy truyén HBV
tif me sang con. Vi vdy cdn chiing ngita thich hgp cho ré nhim ngin ngira syt nhiém HBV liic
mdi sinh.

Phu nit cho con bu

Chua biét liéu adefovir dipivoxil ¢6 duge bai ti€t qua sita me hay khong. Nén khuyén ngudi
me¢ khdng cho con b khi dung adefovir dipivoxil.

SUDUNG G TRE EM
An toan va hiéu qua ctia thude d tré em dudi 18 tudi chua dudc thiét 14p.

SUDUNG G NGUUI GIA

Kinh nghiém sit dung thudc & bénh nhin trén 65 tudi chua di d€ xdc dinh cdc bénh nhin nay
¢6 nhitng ddp Ung khdc hon so véi ngudi tré tudi hay khdng, vi vy can phai thin trong khi
dung thudc.

ANH HUGNG DEN KHA NANG LAI XE VA VAN HANH MAY MOC

Chira ¢6 nghién cifu dé xdc dinh 4nh hudng ctia adefovir dipivoxil 1én kha ning l4i xe va vin
hanh mdy mée. Tuy nhién, dya trén tinh an todn va c¢d ché tdc dong cla thudc, adefovir
dipivoxil dugc dy dodn khdng dnh hudng hoic dnh hudng khong ddng ké dén kha ning 14i xe
va van hanh miy méc.

QUA LIEU VA XU TRi

Udng 500 mg adevofir dipivoxil mdi ngay trong 2 tuin va 250 mg mdi ngay trong 12 tudn (cao
gdp 25-50 1an so vdi liéu khuyén diing hing ngay) giy ra nhitng r8i loan trén hé tiéu héa va
chiing bi€ng in,

Khi xudt hién qu4 liéu nén theo déi ddu hiéu nhiém doc va 4p dung cdc bién phép diéu tri h&
trd chudn néu cin thiét.
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C6 thé loai tri adefovir bing thfm phan mdu; do thanh thai adefovir bing thdim phin mdu
trung binh 1a 104 mUphit. Sy thdi trir adefovir bing th&m phan mang bung chua dugc nghién
ctru.

BAO QUAN
B4o quan trong bao bi kin. G nhiét d6 khéng qud 30°C.

HAN DUNG
24 thang k€ tif ngay sdn xuat.
Khéng diing thuéc qud han sit dung %%{l/ hop.

PONG GOI
10 Vién nén/ Vi x 3 Vi/ Hop.

TIEU CHUAN
TCCS.

Doc k§ hudng dén sit dung trudce khi ding.
Dé xa tdm tay tré em.

Thuéc nay chi diing theo sy ké don ciia thdy thuéc. TUQ. CUC TRUONG
Néu cén thém thong tin, xin héi § kién bdc si. P.TRUONG PHONG

-/V(guyén S Efy J‘ﬁ;}ﬁ(g )
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