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thanh HBe (HBeAg am vi HBV DNA dm vm&
khang HBe} dugc xdc dinh hodc cho dén khi ¢

huyét thanh HBs hodc mit hiéu lyc. Nong qd.l‘ T va

HBV DNA trong huyét thanh nén dugc theo dﬁfﬁéu dan J‘ﬂ
sau khi ngung diéu trj dé phat hién bat et s t:

GETINO-B Film-coated Tablets 300mg
(Tenofovir Disoproxil Fumarate 300mg)

THANH PHAN: MJdi vién nén bao phim chira

Hoat chat: Tenofovir Disoproxil Fumarate : 300mg

Td dwpc: Lactose Regular, Avicel PH-102, Dessicated
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Corn  Starch, Croscarmellose Sodium, Magnesium
Stearate, Instacoat Aqua II Pink, Talcum Powder.
DUQC LY HOC
Co ché tic dpng
Tenofovir disoproxil fumarate la mudi fumarate cua tién
chét Tenofovir Disoproxil. Tenofovir Disoproxil dugc hé
thu va bién déi thanh chét ¢6 hoat tinh Tenofovir, 1a chit
tuong  tu nucleoside monophosphate  (nucleotide).
Tenofovir ducc bién déi thinh chét chuyén héa cd hoat
tinh tenofovir diphosphate, chét cudi cing cta chudi
chuyén hoéa nh&r cic enzyme trong té bao. Tenofovir
diphosphate ¢ nira dixi ndi bao khoang 10 gi&r & dang hoat
hoa va 50 gir & dang nghi trong té bao don nhin & méu
ngoai vi. Tenofovir diphosphate trc ché hoat tinh ctia men
sao chép nguge HIV-1 bing cach canh tranh véi chédt nén
tu nhién deoxyribonucleotide, sau khi gén két vio DNA,
két thiic chudi DNA,
Tenofovir diphosphate {rc ché yéu té bao polymerase a, b
va g O nbng dé lén dén 300umol/L, tenofovir ciing cho
thdy khang anh huong trén su téng hop mitochondrial
DNA hodc su sén sinh acid lactic thi nghiém trén in vitro.
Duwge dgng hoe
Tenofovir disoproxil fumarate hs‘tp thu nhanh chéng va
chuyén thanh tenofovir sau khi uéng, ndng dé dinh trong
huyét twong dat duoc sau 1-2 gid, Sinh kha dung thude
khoang 25% nhung ting khi ding tenofovir disoproxil
fumarate vi bita &n giau chit béo.
Tenofovir phéin b rong rédl trong cdc mo, dic biét o thin
va gan. Sy gin két véi protein huyét tuong thip hon 1% va
véi protein huyét thanh khoang 7%. Théi gian bén thai két
thie cua Tenofovir tir 12-18 gid. Tenofovir bai tidt chi
yéu qua nudc tiéu bang ca hai cach bi tiét qua dng than va
loc qua ciu than. Tenofovir dugc loai bang thdm phan
mau,
Truong hop dic biét
Suy thin
Duge dong hoc cia tenofovir thay déi & nhitng bénh nhén
bi suy than. Trudmg hop khéng nhiém HIV va khong HBV
& nhitng bénh nhan hé sb thanh thai creatinine < 50mL/
phit hofic bénh thin giai doan cudi (ESRD) yéu céu thim
tach, Cmax va dién tich dudi dudng cong tenofovir ting.
Tenofovir duoc loai bing thdm phan mau vai hé sb tach
khodng 54%.
CHIi PINH
GETINO-B (Tenofovir disoproxil fumarate} duge chi
dinh nhu sau:
- Két hop véi it nhat 2 loai thube khang retro-virus khic
trong kiém sodt nhifm HIV & ngudi truémg thanh,
- biéu tri viém gan B man tinh ¢ nguoi truong thanh &
nhimg bénh nhin viém gan con bu, voi bﬁng chitng sy sao
chép hoat tinh virus, tang kéo dai néng dé alanine
aminotransferase trong huyét trong (ALT) va bing ching
md hoc coa hoat tinh khang viém va xo hoa.
LIEU LUQNG VA CACH PUNG
Ngudi trudng thanh:
Lieu khuyén ding didu trj HIV hoac dleu tr{ viém gan B
man tinh 1a 300mg (1 vién) mbi ngay, uong cling vai thire
an.

Viém gan B man tinh:
Cho den nay van chua tim dugc liéu phap diéu tri tdi vu.
Ngung diéu tri phai xem xét cac yéu t6 sau:
- Nhung bénh nhén duong tinh HBeAg khéng c6 xo gan,
nén diéu trj it nhdt 6-12 thang sau khi chuyén héa huyét

cua virus. R i

- Nhimg b¢nh nhan dm tinh HBeAg khéng c6 xo gan, |
diéu tri it nhat cho dcn khi chuyén héa huyét thanh HBs
hode co déu hiéu mét hiéu luc. Véi thai gian diéu Lr1 kéo
dai hon 2 nim, khuyén nén dénh gia thuang xuyén dé xdc
dinh liéu phap duy tri thich hop cho bénh nhén.

Suy thin

Khéng cin thiét phai diéu chinh liéu & nhitng bénh nhén bi
suy than nhe (hé s& thanh thai creatinin 50-80mL/ pht).
Theo dai thuémg xuyén hé sé thanh thai creatinine va
phosphor trong huyét thanh nén duge tién hanh & nhirng
bénh nhan suy thin nhe.

Bang bén dudi hudng din lidu khuyén ding :

Creatinine Clearance Bénh nhan
(mL/min) a tham phan
| =50 [30-49 ] 10-29 méu
Khoang cach | M&i | M&i [M& | Mdai 7 ngay
gilta cac lidu | 24 glor | 48 giy |72 - | sau khi thém
khuyén dang 96 gitr | phén hodc sau
300mg | khi tham
phin hodn tit
12 gidr.

a. Tinh trén trong lugng ¢an ning

b. Mot tudn khoang 3 1&n thdm phan méu , thdm phén
khoang 4 gi¢. GETINO-B (Tenofovir dlsoproxﬂ fumarate)
nén ding sau khi thdm phan xong,

Chua c6 lidu khuyén ding & nhirng bénh nhan d6 thanh
thai creatinin < 10mL/ phat.

TAC DUNG PHU

Téac dung phy thuong hay xay ra khi sir dung tenofovir
disoproxil fumarate 14 dnh hudng trén dudng tiéu hoa nhg
dac biét tiéu chay, nén va chéin n, Nﬁng d6 amylase trong
huyét thanh cé thé ting cao va viém tuy o thé xay ra.
Thudng xay ra ha phosphate huyét, C6 thé xay ra phat ban
da. Nhitng tdc dung phu khdc thudng xay ra nhu bénh
than kinh ngoai w dau diu, hoa mit, mat ngy, trim cam,
suy nhucrc ra md hdi va dau co. C6 bdo cdo ting men gan,
tang nong do ‘\IFI glyceride mau, ting dudng huyét va thiéu
bach céu trungitinh,

Ciing ¢\ by oa:ﬁb.suy tham, suy than cip va cac tac dung
trén Ong luon gfln bagzgom héi chirng Fanconi.

Nhiém  acid\lgcti thudmg két hop véi chimg gan to
nghiém lrong va nhim md, thudong gip khi didu tri véi
céc thude ire ché men sao chép nguoc nucleoside

Thing bdo cho bdc st nhitng tdc dung phu khi ding
thuie

CHONG CHI PINH

- Tenofovir disoproxil fumarate chéng chi dinh & nhimg
bénh nhdn qua man cam vdi tenofovir hodc bit cir thanh
phén nio cia thube.

- Khéng nén ding dbng thi nhing thubc cé chira
tenofovir khac hodc adefovir dipivoxil.

- Khuyén khéng nén dimg Tenofovir disoproxil fumarate
cho tré dudi 18 tudi,

CANH BAO

Nhiém acid lactic/ ching gan to nghiém trong vdi nhiém
md v sau diéu tri viém gan nang.

Nhiém acid lactic va ching gan to nghiém trong vdi nhiém
md ké ca nhimng trucng hop gay chét ngudi d3 duge bio
céo khi sit dung chit tu'ong tu nucleoside ké ca tenofovir
disoproxil fumarate, khi két hop véi thube khang virus
khéc.

Viém gan cfp tinh nang di duoc béo cdo & nhimg bénh
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nhin nhiém HBV khi ngung diéu trj thude khang viém gan
B, ké ca Tenofovir disoproxil fumarate. Nén theo dai
thudmg xuyén chirc ning gan trén l&m sang va trén xét
nghiém it nhit vai thing & nhilng bénh nhén ngung ding
thude khng viém gan B, ké ca Tenofovir disoproxil
fumarate. Néu thich hgp, thube khing viém gan B co thé
duge phép udng tiép tuc lai.

Nén tam thivi ngung diéu tri Tenofovir disoproxil fumarate
& nhiing bénh nhan trén 1dm sing hodc xét nghiém thdy
nhiém acid lactic hodc ddc tinh trén gan.

THAN TRQNG

Thin trong chung

- Bénh nhin ding Tenofovir disoproxil fumarate hodc bit
clr thuoc khang retrovirus khac thi nhiém tring co hdi c6
thé tiép tuc phat trién va nhimng bién chimg khic cia
nhi&m HIV, vi thé nén tiép tuc theo dai cin thin trén 1am
sang bdi nhitng bae si ¢6 kinh nghiém trong diéu tri nhitng
bénh lién quan dén HIV.

- Nén khuyén cdo cho bénh nhan ring liéu phap khing
retrovirus, ké ca GETINO-B, khéng ngin ngira duge
truyén HIV hodc HBV qua dudémg tinh duc hodc qua mau.
Nén tiép tuc dp dung nhiing bién phdp thén trong thich
hop.

- Khéng nén dung thudc nay & nhimg bénh nhén cé nhing
vin d& vé di truyén nhu khéng dung nap galactose, thidu
lactase Lapp hoic hip thu kém glucose-galactose.

- Tenofovir disoproxil fumarate ¢6 thé Jam gidm ty trong
xuong va bénh nhin nén duge theo déi nhitng déu hiéu bat
thutmg vé xuong.

Newdi gia

Nén thén trong lidu ding cho nguoi gia, theo dai thuomg
xuyén hon su suy glam chirc nang gan, thin, hodc tim, va
nhitng bénh xay ra ddng thoi hoic nhimng thude khdc.

Suy thin

Wen tinh df thanh thai creatinine & nhimg bénh nhén trudc
khi dang Tenofovir disoproxil fumarate, liéu diu tién theo
chi tiéu thich hep trén lam sang,

Bénh nhin ¢6 nguy co hodc tién sir rdi loan chirc nang
thén nén theo d&i thudng xuyén dé phat hién sy thay dbi
creatinine va phosphate huyét thanh.

Suy gan

- Bénh nhan bi xo gan ¢6 thé ¢6 nguy co cao mit bii gan &
nhl.rng bénh viém gan nang vi vi thé nén theo dai k¥ trong
khi diéu tri.

- Dbng nhiém HIV vi viém gan B: Nhitng bénh nhén
trde dé cd roi loan chire ning gan ké ca viém gan cap va
man tinh cé su ting thuémg xuyén cic bit thuémg chirc
néing gan trong khi két hop liéu phap khang retrovirus va
nén duge theo dai theo tiéu chudn théng thuemg.

- Néu bénh nhan ¢6 diu hiéu gan xdu di, nén xem xét
ngung thude.

Réi toan chuyén héa mé (Mét mé dudi da/ Bénh u ma )
Nén lam xét nghiém lipid trong huyét thanh nhanh va
glucose trong mau. Réi loan lipid nén duoc kiém soat theo
chi tiéu thich hop trén Iam sang.

Hpi r:fumg ra: sinh mién dich

Khi can thiét nén bat dau danh gid va diéu tri nhing triéu
ching khang viém.

Hogi tir xrong

Bénh nhan nén tim 161 khuyén cta béc si, néu ho timg trai
qua dau khdp va cimg khop hodc khé van dong.

TUONG TAC THUOC

Didanosine: Nén thn trong khi ding ddng thai tenofovir
disoproxil fumaratc va didanosine va nhiing bénh nh
dimg két hop nén duge theo doi k¥ tac dung phu lién qum
dén didanosine. Nén ngung ding didanosine ¢ nhiing bé
nhén ting tac dung phu lién quan dén didanosine.
Atazanavir: Tenofovir disoproxil fumarate anh hudng tré|
duge doéng hoc atazanavir, Chi nén ding Tenofovir

disoproxil fumarate vd&i atazanavir ting cudng
300mg/ RTV 100mg)

Liéu phdp ba véi nucleoside/ nucleotide: Ty 1¢
véi virus cao va xudt hién dé khang & bénh nhin
doan sém xdy ra khi dung hang ngay tenofovir di
fumarate két hgp véi lamivudine va abacavir clin

. iR i : > s i
lamivudine va didanosine. Bénh nhadn ding ligu phapv

chi ¢o nucleoside nén duge theo dai ¢in thin va xem xét
dé giam bét trong diéu tri.

Tracolimus/ Nhitng thude khdc inh huwdng lén chiec
nang thin:

Do tracrolimus cé thé anh hudmg l&n chic nang thén, nén
theo dai ky khi ding déng thii véi tenofovir disoproxil
fumarate. Ding déng thoi tenofovir disoproxil fumarate
vGi nhitng thude lam giam ho#c canh tranh dao thai qua
than cd thé lam ting nong dd tenofovir disoproxil fumarate
trong hu)fét thanh.

Péng nhiém HIV va HBV:

Do nguy co ting su dé khéng HIV, & nhimg bénh nhén
dbng nhiém HIV/HBV chi nén dimg tenofovir disoproxil
fumarate két hop vai khang retrovirus va ché 8 an thich
hop.

KHA NANG LAI XE VA VAN HANH MAY MOC
Chua ¢ nghién ctru cho thiy tic dung cia thube anh
hudng dén kha nang lai xe va vén hanh may méc. Tuy
nhién, bénh nhan cin duge thong bao vé kha ning gdy hoa
mét khi diu trj bing Tenofovir disoproxil fumarate.

PHU NI’ MANG THAI

Tenofovir disoproxil fumarate chi dung cho phu nir mang
thai khi lgi ich duoe chirng minh quan trong hon nguy co
déi vai bao thai.

Do nguy co tang kha nang thu thai chua biét, vige st dung
Tenofovir disoproxil fumarate & nhitng phu nir d6 tudi
sinh san cin kém theo cdc bién phap trénh thai hi¢u qua.
PHU NU DANG CHO CON Bb

Chua ¢6 thdng tin vé sur bai tiét coa tenofovir disoproxil
fumarate qua sita me. Vi thé khuyén ring, phu nir dang
diéu tri véi tenofovir disoproxil fumarate khéng nén cho
con b,

Theo khuyén cdo chung, phu n& nhifm HIV va HBV
khéng nén cho con ba dé tranh 14y truyén HIV va HBV
cho tre.

QUA LIEU:

Néu qui I1eu xa} ra, bénh nhén cn duoc theo doi diu higu
ngd doc, cin thiét nén s dung céc bién phép diéu trj ning d&
co bin,

Tenofovir duge loai trir béng thim phin mau, ¢ thanh
thai thim phan mau trung binh khoang 134ml/phit. Chua
¢o nghién cuu sur loai trir tenofovir bing thim tich mang

bung.
BAO QUAN ¢ N
Bao quan dudi 3 l dnh. d’l'ﬂ'l sdng va tranh 4m ;

TIEU CHUAN: &h'{ samxudt
HAN DUNG: 2 nam ké tir ngay san xudt
PONG GOI: 30 vién nén bao phim/ lo/ hdp

- Péxatimtay tré em.
- Docky hudng din sie dung trieée khi ditng.
- Néu ciin thém théng tin, xin héi § kién bie si.

- Thuée ndy chi dwge ditng theo sw ké toa ctia bic si.

GETZ PHARMA (PVT.) LTD.
0-30/27, Korangi Industrial Area Karachi
74900, Pakistan,




