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Ryx Prescription only medicine 1 x 10 tablets
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Adefovir dipivoxil Tablet 10 mg

¥ ) ._”m Each film coated tablet contains:
incep Adefovir dipivoxil 10 mg

Visa No.: VN-#H-1H
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Rx-Thubc bdn theo don

HEPFOVIR TABLET
(Vién nén bao phim Adefovir dipivoxil 10mg)

Thudc nay chi ding theo don ciia bdc s

Poc kj hubng dan sir dung trieée khi dimg. Néu cdn thém théng tin xin héi y kién bdc s7 hodc dugc
ST,

Thong bdo cho bdc st tac dung khéng mong mudn gdp phai khi sir dung thudc.

Dé thubc xa tdm tay tré em.

Khéng dimg thuéc qud han in trén bao bi.

THANH PHAN:

MB&i vién nén bao phim c6 chira:

Hoat chdt: Adefovir dIPIVOXIL......occeerereeeeeeeeeeeeeeeeeeresseeeesesresenss 10 mg

Té duoc: Cellulose vi tinh thé (Avicel PH 101) BP 63,749 mg, lactose BP 50 mg, natri
croscarmellose BP 5 mg, magnesi stearat BP 1 mg, silic dioxid dang keo khan (Aerosil 200) USNF
0,25 mg, tinh bot tién gelatin hoa BP 10 mg, oxid st vang USNF 0,001 mg, cellulose vi tinh thé
(Avicel PH 102) BP 7 mg, hydroxypropyl methylcellulose 15 cps BP 2,125 mg, hydroxypropyl
methylcellulose 5 cps BP 2,125 mg, titan dioxid BP 0,725 mg, polyethylen glycol 6000 BP 0,425
mg, talc tinh ché BP 0,425 mg, oxid sit vang USNF 0,0021 mg, polysorbat 80 (Tween 80) BP 0,01
mg.

DUQC LUC HQC:

Adefovir dipivoxil 1a mét tién chét cdu adefovir cling tuong tu nhu acyclic nucleotide phosphonat
ctia adenosine monophosphat, dugc chuyén hoa linh hoat vao trong céc té bao ma tai d6 né duge
céc enzym gbc chuyén dbi thanh adefovir diphosphate. Adefovir diphosphate trc ché polymerase

virut do su canh tranh gén két truc tiép voi deoxyadenosine triphosphate. .,
Adefovir diphosphate trc ché HBV DNA polymerase & ndng d6 thdp hon gdp 12-, 700-, 10- 1dn so :
véi ndng d6 can thiét irc ché DNA polymerases a, P va y & ngudi. .f;"._
DUQC PONG HQC: :

Hdp thu: Dua trén nghién ciru so séanh chéo, sinh kha dung ctia adefovir xdp xi 59%. Khi sir dung
theo dudong udng 10 mg adefovir & ngudi bi viém gan B man tinh thi ndng d dinh la 18,4+6,26
ng/mL, sau khoang thdi gian 0,58 — 4 gidr. Nong d6 dudi duémg cong la 220 + 70 ng gid/mL, ntra
doi ban thai 14 7,84 + 1,65 gio. Adefovir khong bi anh huéng khi udng cting thire an.

Phdn bo: Trén in vitro, d6 gin két véi protein huyét tuong hodc huyét thanh 13 4%, ndng do
adefovir dao dong tir 0,1 - 25pug/mL. Thé tich phan bd hing dinh theo dudng tiém khoang 1 hodc 3
mg/kg/ngay 14 392 + 75 va 352 + 9 mL/kg.

Chuyén héa: Theo dudong udng adefovir dipivoxil dugce chuyén héa nhanh chong thanh adefovir.
45% liéu duge tim thdy trong nuéc tiéu dusi dang adefovir sau 25 gir voi lidu ubng 10 mg.
Adefovir dugc dao thai & than do sur két hop ciia loc cu thén va dao thai dng than.

CHi PINH:

Viém gan B man tinh & ngudi 16n véi bang chimg v& sy nhén 1én cia virus viém gan B.

LIEU LUQNG VA CACH DUNG:

Thubc dung dudong udng. Ding theo su ké don cua béc si.

/t-" .
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Ngwoi I6n (18-65 tudi). Lidu khuyén cdo: 10mg/ngdy, ¢6 thé ubng ciing hodc khéng cling véi thite
an.

Suy thdn: Adefovir duge thai trir qua thin, vi viy can diéu chinh lidu ngdt quéng cho bénh nhén bi
18i loan chitc ning than. Khéng diéu chinh liéu ngit quing & bénh nhan ¢ Cl, > 50 mL/phuit. Bidu
chinh liéu ngét quing & bénh nhén ¢6 Cle < 50 mL/phit.

Suy gan: Khong didu chinh lidu & bénh nhéan suy gan.

Tré em: Tinh an toan va hidu qua adefovir dipivoxil ding cho bénh nhén dudi 18 tudi vin chua
duogc xac dinh.

CHONG CHI PINH: _
Chdng chi dinh cho bénh nhin qué mn véi adefovir hay bat ¢t thanh phén nao ciia thude. 12
KHUYEN CAO VA THAN TRONG:

Di c6 bdo cdo vé s trAm trong hon & bénh gan & nhitng bénh nhén ngung diéu tri véi thude khéng
viém gan B adefovir. Vi vy cin phai theo dai chit ché chitc niing gan theo chu k¥ trén ¢ 14m sang
va thi nghiém it nhét trong mét vai thang & nhimg bénh nhén ngung diéu tri véi adefovir. C6 thé
diéu tri lai véi thube khdng viém gan B néu ¢ thé.

Ddc tinh vdi than: Su ting ddn creatinin huyét trong va giam dan phosphorus huyét tuong 1a dic
trumg gy ddc tinh cho thén khi didu tri véi adefovir dipivoxil véi lidu cao hon & bénh nhan nhidm
HIV (60mg va 120 mg/ngay) va & bénh nhin viém gan B min tinh(30 mg/ngay). Dung Hepfovir
trong thdi gian dai (10 mg/ngdy) c6 thé gy de tinh cho than. Vi nhitng bénh nhin c6 chirc ning
than binh thuong thi Hepfovir it cé kha ning gy dde tinh cho than. Tuy nhién, thin 1& mét yéu t6
ddc biét quan trong & bénh nhén c¢6 kha ning hodc da bi rdi loan chite ning thin vd nhimg bénh
nhan ubng két hop dbng thod voi cyclosporine, tacrolimus, aminoglycosides, vancomyein va cdc
thudc khang viém non-steroidal.

Cén phai kiém tra chdc ning thin cho bénh nhan trong qua trinh didu trj v6i Adefovir, déc biét la
nhiing ngudi da bi suy giam chitc ning than trude dé hoéc ¢ nguy co suy gidm chirc nang thin. Co6
thé didu chinh liéu trong qud trinh didu tri & nhitng bénh nhén c¢é chire nang thén khong tuong
ximg. CAn cén nhc giita nguy co va loi ich trude khi ngung didu trf véi adefovir & nhimg bénh
nhén ¢6 biéu hién déc tinh than.

Khang HIV: Can phai kiém tra khéng thd HIV cla bénh nhén trude khi didu tri véi adefovir. Cac
thude khang viém gan B nhu adefovir, ¢6 hoat tinh chéng lai HIV & bénh nhin viém gan B min
tinh do khong biét hoac khong didu tri nhidm HIV, ¢6 thé din dén biéu hién khéng HIV. ‘
Nhiém acid lactic/viém gan nhidm m&: Can ngung didu tri véi adefovir & nhitng bénh nhan khi thiy
¢6 diu hiéu nhim acid lactic hosic duoc cho 1a giy doc tinh cho gan trén ca 1am sang va thir
nghiém (bao gdm cac truémg hop gan to va thim chi viém gan nhim mé& do sy ¢6 mat cla ting
transaminase).

TUONG TAC THUOC:

Vi adefovir duoc thai trir qua thin, nén thin trong khi ubng adefovir véi nhimg thude lam giam
chirc nang thin hojic canh tranh dao thai qua dng thin, do c¢6 thé lam ting ndng d6 huyét trong cla
adefovir hodc nhimg thude két hop.

Mot ph?m lamivudine, trimethoprim/sulfamethoxazole, acetaminophen, va tenofovir disoproxil
fumarat khi uéng két hop véi adefovir s& dirge dao thai qua than. Tuy nhién sy anh hudng cla
chiing dén chirc nang than van chura duge dénh gia.

Ding Ibuprofen 800 mg, 3 lan/ngay 13m ting tinh bét ning cua adefovir 1én gin 23%.

TAC DUNG KHONG MONG MUON: '

Céc tac dung ngoai v ¢6 thé gap gdm cb:

https://trungtamthuoc.com/
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Réi loan dwrong tiéu héa: dau bung, bubn nén, dy hoi, tiéu chay va kho tiéu.

R6i loan chung va cdc cdc phan ikng tai ché: suy nhuoe.

'Réi loan hé than kinh: dau dau.

R6i loan chite nang thdn: tang creatinin.

Ghi chi: XIN THONG BAO CHO BAC SI CAC TAC DUNG NGOAI Y GAP PHAI TRONG
QUA TRINH SU DUNG THUOC.

QUA LIEU:

Adefovir dipivoxil 500mg/ngay, ding trong 2 tudn va 250 mg/ngay ding trong 12 tudn c6 thé gay
ra mot sb phan tmg phu vé& dudng tiéu héa. Néu qua lidu xay ra, can phai theo ddi chit ché doc tinh
va cén c6 nhimng bién phap hd tro thich hop va cn thiét.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Phu nir mang thai: Vin chua c6 dir liéu an toan vé viée st dung adefovir dipivoxil cho phuy nir cé
thai.

Phu nir cho con ba: Chua biét adefovir dipivoxil c6 tiét vao sira me hay khéng. Ba me cho con bu
khong nén dung adefovir dipivoxil.

ANH HUONG PEN KHA NANG LAI XE HOAC VAN HANH MAY MOC :

Do thudc c6 thé gay tac dung khéng mong mubn dau ddu do vy cin than trong khi lai xe va van
hanh mdy méc.

TIEU CHUAN CHAT LUQNG:

Tiéu chuén co sd.

PONG GOI:

Hop 1 vix 10 vién.

BAO QUAN:

Bao quan & noi khoé mat, nhiét do dudi 30°C. Tranh anh sang.

DE THUOC TRANH XA TAM TAY TRE EM

HAN DUNG:

36 thang ké tir ngay san xudt.

S6 16 san xudt (Batch No.), ngay san xuét (Mfg. date), han ding (Exp. date): xin xem trén nhan hdp
va vi.

Séan xuét tai Bangladesh bai:
INCEPTA PHARMACEUTICALS LIMITED
Dewan Idris Road, Zirabo, Savar, Dhaka, Bangladesh.

Ngay xem xét lai ndi dung hiedng dan sir dung: 07/09/2014

TUQ.CUC TRUING
P.TRUONG PHONG
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