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"5y \6nghgp:BNA clia siéu vi B bng céch éc ché canh tranh enzym sao chép ngugc va sdt nhap vdo DNA clia siéu vi. C4c siBuvi B

12 fng

QuA l'.lléurlﬂ:i;ﬁfﬂ XU TRI: Trigu ching: Céc réi loan vé tiu héa xdy ra khishifqua
Aty “ma:trong§2:tufin). Cdch xi tri: Theo dai vé béing chiing ddc tinh va cip’dp
"~ khodng479id c0 thé logi bd dugc. Khodng 35% iéu Adefovir. Téc dyngcl

(T4 duge gém: Croscarmellose natri, tinh bt mi, lactose, mannitol, magnesi stearat).

DANG BAO CHE: Vién nén. .
QUY CACH DONG GGI: Hap 1 vi x 10 vién, hgp 3 vI x 10 vién nén. |
CHI DINH: Diu trj vim gan B man tinh & ngui Idn, siéu vi B dang hoat dgng khi HBV — DNA > 10°(sao chép DNA tién trién, ting

lién tyc enzym gan aminotransferase hodc ¢ benh viém gan va xa gan tién trién).

CACH DUNG & LIEU DUNG: Lifu khuyén cdo s dung thudc Adefovir & bénh nhdn bj viém gan B man tinh c6 chdc ndng than

binh thudng 12 10 mg, udng mot 14n mdi ngay, cd thé wdng trubc hogc sau khi an. Thisi gian diéu trj t6i w chua rd. Ndng df thuic

tang ddng k& trong huyét thanh khi adefovir dugc dung cho bénh nhan suy thn. Do dd khodng céch ligu ding cdn duge diéu chinh.

Diéu chinh liéy ding thudc & bénh nhan suy thn :

DG thanh thai Creatinin (ml / phat)

>50 > 20-49 10190 | n R ey DY A

10 mg mBi 24 it | 10 mg mbi 48 gid ! 10 mg méi 72918 | 2, WS mll 7 noty

Liéu khuy&n ding va cach

khodng thdi gian mdi liéu.
An toan va hiéu qud cla viéc dung adefovir @ 1ré em chua dugc xdc dinh.

i Hodc theo hu6ng ddn cia thdy thudt.
CHONG CHi DINH: Qué mén véi mdt trong cdc thanh phdn cla thudc.
THAN TRONG KHI DUNG THUBC: Than trong khi ding thuSc véi ngudi mang thai va cho con bi, ngubi cao tudi (> 65 tdi). Phdi
ngung diéu tri thuc néu ¢d gia tang nhanh chong néng d9 aminotransferase, gan to va nhiém ma tién trién, chuyén hod hodc nhiém
toan acid lactic khong rd nguyén nhdn. Ding thudc thén trong cho bénh nhin gan to va cd nguy co bEnh gan. C4n phn biét gida
bénh nhan tang enzym gan do diéu tri hodc 14 ddu higu cba nhim doc. Kich phat viém gan cdp tinh nghiém trong dd duge bdo |
c40 & ngudii bénh dd ngung ding thuc vim gan B, ké cd diéu tri vai adefovir. Nén theo dgi chic ndng cho bénh nhan ngung ding
thufc. N&u cn, viéc dung fai thufc khang viém gan B mdi ¢6 thé dam bdo. Khuyén cdo bénh nhin dung thulc nén kigm tra chic
ning than sau mdi 3 thng, d3c biét vl ngudi cd nguy co vé chic nang thén, bénh nhén cd dj thanh thdi creatinin nhd hon 50ml/
pht hodc bénh nhdn dang ding nhiing thudc cd anh huling dén chic ndng thin. Bénh nhan ddng nhim HIV: Viée diéu trj bng
Adefovir khong cho thiy hiu qud chiing lai sy sao chép HIV, nhiing bénh nhan ddng nhiém HIV cdn duge diéu tr dé soat RNA HIV
<400 manh/mi) bing mat tr liéu khng retrovirus higu qud truc khi diing Adefavir d€ diéu trj nhiém HBV. Nhang bénh nhdn ddng
nhigm HIV ma khong doi hdi phai duge dibu tri bing thudc khing retrovirus c6 nguy co bién dj HIV khi si dung Adefovir dan trj ligu
dé diéu tri viém gan B man tinh. BEnh nhan dung adefovir c4n dugc theo ddi chic néng than mdi 3 thang, ddc biét & bénh nhan co
d6 thanh thii creatinin ahd han 50 mU/phit hodc bénh nhan ding cdc thufic ¢ dnh hudng dén chic nang than.
TUONG TAC THUGC: Ding ddng thii Adefovir véi cdc thulc gdy gidm chic nang than hodc canh tranh bai tiét tich cyc nai Gng
{han (lavumidin, trimethoprim /sulfamethoxazol, acetaminophen) 6 thé am ting néng dd huyét thanh clia cé hai thudc. Ding thudc
chung v cyclosporin, tacralimus, aminoglycosid, vancomycin, thudc khéng viém khong steroid (NSAIDs) gdy ting ddc tinh vdi thdn, |
TAC DUNG KHONG MONG MUGN: Thuémg gdp: bubn ndn, ddy hoi, fa chiy, kho tiéu va dau byng. Nhic ddu, suy nhuge. Da: Noia, |
ngi min, Ho hdp: Ho nhiéu, viém hong, viém xoang. Gia tang ndng d§ creatinin huyét thanh, suy chic ndng than, suy thin cip. |
Tang enzym gan (ASL hodc AST), viém gan ndng Ién khi ngung dung thudc. Nhiém toan acid factic, thusng ket hop vdi gan to va
nhi&m ma nghigm trong, khi dung thudc chung véi cc chdt dc ché enzym sao chép ngugc nucleosid (Zirovudin, lamivudin, stavudin).
XU tri: Ngung diu tri cho bat ci bénh nhan no 6 bidu hign lam sang va c4n lAm sang lién quan dén nhifm toan acid lactic hogc
djc gan.

Thang b0 cho bdc s nhing tdc dyng khng mong mudn gdp phdi khi st dyng thude.

DUGC LUC HOC: Adefovir dipivoxil 12 mdt tién chét diester clia adefovir, Adefovir 14 chdt dc ché enzym sao chép nguge nucleotid
(a.nucleatide reverve transcriptase inhibitor), 12 ddn xudt cda adenin c6 téc dyng khdng siéu vi gdy viém gan B trén ngudi HBV
{Hepatilis Bvirus). BE c6 hoat tinh, adefovir phdi duge phosphoryl héa thanh adefovir diphosphat trong t€ bao, Chdt ndy ngdn chin

_p.uuj:ﬁgg{g HOC: Sinh knd dung sau khi usng liéu duy nhdt 12 59%. Thilc &n khdng 4nh hubing d€n sy hdp thu. Adefovir phan phoi

4p cic o cia ca the, dgc biet 12 than, gan va rudt. Duti 4% lién két vai protein huyét tuong va huyét thanh. Adefovir ddo
10 0. v&/ i/ hA trir cubi cing Khodng 7 gid. Thém phan méu of thé loai dugc mdt phdn adefovir.

i Bny500 mg mdi ngdy trong 2 tudn va 250

4% hd trg néu cdn, Thim phan mdu

ac ddi vdi yiéc loai bd adefovir

chua duge xdc djnh.

BAO QUAN: Nai kho réo, nhigt d9 dudi 36°C, trnh &nh sdng.
Dé thudc xa tdm tay tré em.

HAN DUNG: 36 thang k& ti ngiy sin xult.

TIEU CHURN AP DUNG: Tiéu chudn co s
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Poc kj hudng ¢4n sif dung trude khi ding A PHO cuc TRUONé
Thudc nay chi diing theo ddn cila Béc sy.
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Thong béo cho Béc sy nhitng tdc dung khdng mong mutn gap phdi khi sit dyng thudc.
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