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HUONG DAN SU DUNG
Rx
Thude nay chi ban theo don clia Bac s3.
Doc k¥ huéng dan sir dung truée khi ding.
Hoi Béc sy hoac Duoc sy dé biét thém thong tin chi tiét.

SYNFOVIR

Tenofovir Disoproxil Fumarate
(Vién nén 300 mg)

PHAN LOAI DIEU TRI: Biéu tri HIV-1 va viém gan virus B

‘THANH PHAN: M3i vién nén bao phim chira:

Hoat chit: Tenofovir Disoproxil Fumarate 300 mg

Ta duge: Natri Croscarmellose, Lactose, Tinh bt ngd, Microcrystalline Cellulose, Povidone K-30,
Colloidal Anhydrous Silica, Magnesi Stearat, Talc tinh khiét, Opadry tring, Macrogols (PEG-6000), /// .
chat mau Indigo Carmine Lake. /,.f{r 7
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AL
DANG BAO CHE: Vién nén bao phim
TRINH BAY: Vi 10 vién, 03 vi trong mot hap carton va mét t& hudng dén sir dung.

CO CHE TAC DUNG:

Tenofovir Dlsoproml Fumarate c6 cdu triic mdt nucleotide diester vong xodn, la dang mudi
fumarate ctia uen thubc Tenofovir Disoproxil. Sau khi dugce hép thu thudc thuy phan thanh
tenofovir, va tiép theo duoc phosphoril hod nho men trong té bao tao thanh chét chuyén hda cé hoat
tinh: Tenofovir diphosphate, chét nay ¢ tac dung rc ché men DNA Polymerase cda virus viém gan
B (HBV) va men sao chép nguoc HIV. Tac dung nay do Tenofovir diphosphate canh tranh voi
deoxyribonucleotide va lam dut chudi DNA sau khi xam nhap vao DNA cia vi rit. Tenofovir
diphosphate irc ché yéu cac men anpha va beta-DNA polymerase cua dong vat cé vii va men gama-
DNA polymerase & dong vat co xuong song.

puQc BQNG HOC:

Sau khi uong thudc duoc hap thu nhanh chéng va thuy phén thanh tenofovir, va tiép theo duoc
phosphoril hoa nho men trong té bao tao thanh chat chuyén héa c6 hoat tinh: Tenofovir
diphosphate. Pat ndng do téi da trong vong | gi& khi ubng thude vao lic doéi va 2 gio khi udng
thude vao lic no. Sinh kha dung dui)ng udng khi doi cta Tenofovir xap xi 25%. Ding Tenofovir
Disoproxil Fumarate vdi biia an c6 nhiéu chat béo lam tang sinh kha dung, Tenofovir dugc phan b
dén hau hét cdc mo véi ndng dé cao nhit & than, gan va rudt. Ty lé gin két voi protein huyét tuong
hoac huyét thanh la < 0,7 va 7,2% theo lan luot, véi ndng dé tenofovir trong pham vi 0,01 — 25
pg/ml.

Tenofovir chii yéu dugc bi xuat qua than bing cach loc va van chuyén chi dong trong 6ng than.
Xap xi 70-80% liéu dung duoc bai xudt qua nudc tiéu dudi dang khong bi bién déi. Nira doi thai tris
cudi cua tenofovir xap xi 12 — 18 gio. Duge dang hoc cuia tenofovir ddc lap voi lieu 75-600 mg va
khdng bi anh hudng bai liéu nhic lai & bat cir mire dé nao.

CHI PINH:

- Nhiém HIV-1: Vién Tenofovir Disoproxil Fumarate duoc chi dinh két hop véi cac thude khang
retrovirus khéc trong diéu tri nhi€ém HIV-1 cho ngudi trung thanh > 18 twdi. Chi dinh nay dua
trén phan tich mirc RNA HIV-| huyét tvong va so lugng té bao CD4 & nhiing bénh nhan chua
hodc da dugc diéu tri bing cc thude khang retro-virus trude do.

- Viém gan B: Vién Tenofovir Disoproxil Fumarate dugc chi dinh diéu tri viém gan B man tinh
cho ngudi truéng thanh bi bénh gan c6 bu, & giai doan virus dang phat trién hodc nong d6 céc
men alanine aminotransferase (ALT) trong huyét thanh bi ting cao kéo dai va c6 bang chimng
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mo hoc vé viém tién trién hodc xo hoa.

CHONG CHI DINH:

Chong chi dinh vién SYNFOVIR cho:

- Bénh nhan man cam vai Tenofovir Disoproxil Fumarate hodc bét cir thanh phin nao cua vién
thuoc.

- Tré em du6i 18 tdi

- Nhiing bénh nhan suy than nang (d6 thanh thai creatinine < 30 ml/phut).
Cac ba me dang cho con bil.

THAN TRONG:

Than trong chung:

- Nhiing bénh nhan cao twdi dé bi suy thén hon, do do6 can than trong khi ding Tenofovir
Disoproxil Fumarate cho nhirng bénh nhan cao tudi.

- Phai dé nghi tit ca cdc bénh nhan nhiém HBV xét nghiém khang thé HIV truéc khi khoi dau
diéu tri HBV.

- Tenofovir Disoproxil Fumarate khéng thé ngan ngira nguy co lay [ruyen HIV hay HBV cho
nguoi khic qua dudng tinh duc hodc qua duéng méau do d6 van phai tiép tuc sir dung céc bién
phéap phong tranh thich hop.

- Vién Tenofovir Disoproxil Fumarate cé chira lactose, do vdy nhirng bénh nhén cé van dé di

truyén khéng dung nap galactosc, thiéu Lapp lactase, hoac tinh trang kém hép thu glucose- I,""'."

galactose khong diing ché pham nay. {
Chirc niing than: Tenofovir dugc thai trir chil yéu qua thin. DA xdy ra suy than, tang creatinine,
giam phosphat huyét khi dung Tenofovir Disoproxil Fumarate. Can giam sat do thanh thai
creatinine va chiic néng than (d6 thanh thai creatinine va phosphat huyét thanh) mdi 4 tudn trong
subt ndm dau tién va sau d6 3 thang mot lan cho tat ca bénh nhan diéu trj v6i Tenofovir Disoproxil
Fumarate. i voi nhirng bénh nhan ¢6 nguy co suy thén, gdm ca nhirng bénh nhan trudc do da trai
qua cac bénh vé than khi dung adefovir dipivoxil, phai gidm sat chic nang than thuang xuyén hon.
Bénh nhdn c6 dg thanh thai creatinine < 50 ml/phit, gom ca hénh nhdn tham tach mdu: Chi ding
cho nhiing bénh nhén nay khi loi ich diéu tri hon hin nhirng rdi ro tiém tang. Khéng diing tenofovir
cho nhitng bénh nhan suy than nang (dd thanh thai creatinine < 30 mi/phit). Néu khéng cé thude
diéu trj khac phu hop, phai diéu chinh quang cach liéu va giam sat chat ché chirc nang than.
Bét cir bénh nhan nao dang dung Tenofovir D1sopr0ml Fumarate co phosphat huyét thanh < 1,5
mg/dl (0, 48 mmol/l) hodc dé thanh thai creatinine giam dén < 50 ml/phit, phai danh gia lai chic
nang thén trong vong I.tuén. gom ca do nong do glucose huyét, kali huyét va glucose nuéc tiéu va
can nhac tam ngimg diéu tri v6i Tenofovir Disoproxil Fumarate cho nhirng bénh nhan c6 d6 thanh
thai creatinine giam < S0 ml/phit hodc giam phosphat huyét thanh < 1,0 mg/dl (0,32 mmol/I).
Phai tranh diing Tenofovir Disoproxil Fumarate dong thoi hoac gin véi cac thude gay doc cho thin
(nhu aminoglycoside, amphotericin B, foscarnet, ganc:clowr pentamidine, vancomycin, cidofovir
hodc interleukin-2), Néu khéng thé tranh viéc dung dong thai Tenofovir Disoproxil Fumarate véi
céc thude gdy dc cho than, can phai giam sat chirc nang than hang tuin.
Tiac dung 1én xwong: O nhimng bénh nhan nhiém HIV, khi dung déng thoi Tenofovir Disoproxil
Fumarate v6i voi lamivudine va efavirenz, da bi giam nhe mat do khoang trong xuong song thm
lung, tang nong do cia cac ycu to sinh hoa trong chuyen hod xwong, tang nong dd hormone tuycn
can giap trong huyét thanh. Cén giam sat chat ché nhirng bénh nhan HIV c6 tién st gay xwong, hoac
c6 nguy co loang xuong. Khi c6 nhirng bat thuong vé xuong phai tu van bac sy.
Bénh gan: Téng néng viém gan:
Trong qua trinh diéu tri: Ting nang ty phat viém gan B man tinh twong dbi phd bién (tang thoang
qua ALT huyét thanh), su tang néng nay xay ra sau 4-8 tuan diéu tri. O nhiing bénh nhén bénh gan
co bu, su gia ting ALT huyét thanh nay thuong khéng kém theo s gia tang nong do bilirubin trong
huyet thanh hodc mat bu ¢ gan. Nhung bénh nhan bi xo gan cd nguy co mat ba cao hon khi bénh
viém gan bi tang nang, do d6 phai giam sat chat ché bénh nhan trong qua trinh diéu tri.
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Sau khi ngitng diéu tri: Tang ndng viém gan cap tinh c6 thé xay ra trén nhiing bénh nhan da ngimg
thuéc viém gan B. Su tang nang sau diéu tri thudng di kém voi tang HBV DNA, va phén 16n tu
khoi. Tuy nhién, su tang ndng nghiém trong, gom ca gay tir vong, da duoc bao céo. Phai dinh ky
giam sat chiic nang gan trén ca lam sang va xet nghiém trong it nhét 6 thang sau khi ngimg diéu tr
viém gan B. O nhirng bénh nhan bi bénh gan tién trién hoic xo gan, khuyen céo khéng ngirng diéu
tri vi c6 thé lam tang nc’mg bénh viém gan sau diéu trj va din dén str mat bl

Déng nhiém HIV-1 va viém gan B: Do nguy co tang su khang thuéc ciia HIV, chi dugc ding
Tenofovir Disoproxil Fumarate nhu mét thanh phan trong phac d6 phéi hop khang retrovirus thich
hop cho nhiing bénh nhan ddng nhiém HIV/HBV va phai giam st chat ché nhiing bénh nhan nay.
Néu c6 ddu hiéu bénh gan bi tang nang hon, phai can nhic tam ngimg hodc ngimg diéu tri.

NIyem acid lactic: Nhiém acid lactic, thuong di kém gan nhiém m@, da dugc bao cdo khi dung cac
chat tuong ty nucleoside. S6 liéu Jam sang va tién lam sang cho théy nguy co nhiém acid lactic véi
Tenofovir Disoproxil Fumarate rét thip. Tuy nhién, do tenofovir ¢6 lién quan dén cac chit gidng
nucleoside vé mat cdu tric nén khong thé loai trir nguy co nay. Nhiém acid lactic c6 ty I¢ tir vong
cao va co thé dan dén viém [tuy, suy gan hoac suy thdn. Nhiém acid lactic thuomg xay ra sau vai
thang diéu tri. Phai ngirng diéu trj voi cac chat giéng nucleoside khi bat dau c0 céc triéu ching Iang
acid lactic mau va nhiém acid lactic/chuyén hoa, ching phi dai gan tién trién hodc tang nhanh néng
d6 aminotransferase.

Phai than trong khi ding cac chét gidng nucleoside cho bat ky bénh nhan nao (dc biét la phu nir
béo phi) bi bénh gan phi dai, viém gan hodc céc yéu 16 nguy co khac déi v6i bénh gan va gan nhiém
md, cdn giam sat chat ché nhirng bénh nhan nay

Ting sinh mé ma: O cac bénh nhan nhiém HIV, phac dd phon hop khang retrovirus c6 thé dan dén
phén bo lai hodc tich tu m& trong co thé bao gém: tich m& b bung va ngoai bién, phi dai mat trude-
sau c (“gl trau™), ton hai than kinh ngoai vi, mat, phi dai tuyén vii, xuat hién héi chimg Cushing.
Nguy co loan dudng lipid cao hon khi c6 cac yeu to kém theo nhu: Tu0| gia, thoi gian diéu trj kéo
dai va sy rdi loan chuyén héa kém theo. Phai kiém tra lipid trong huyét thanh va glucose huyét liic
déi. Sy rdi loan lipid phai duoc kiém soat phi1 hop véi lam sang

Hoi chirng phan (mg mién dich: O nhiing bénh nhan nhiém HIV bj suy mién dich nang lic khoi
dau phac dd thude két hop khang retrovirus (CART), phan (ng gy viém cé thé tang én va gay ra
cac tinh trang lam sang nghiém trong, hoac lam triéu ching tram trong hon. Phai gidm sat nhing
triéu chiing nay trong vai tudn hoic vai thang diéu tri dau tién véi CART.

Hoai tir xuong: Da c6 truong hop hoai tir xuong duge bdo céo dac biét ¢ nhimg bénh nhan bénh
HIV tién trién hoac ding phéc d6 phdi hgp thude khang retrovirus trong thoi gian dai. Bénh nhan
can bao cho béc sy néu bj dau khép, cimg khop hoac kho cir dong.

THOI KY CO THAI VA CHO CON BU:

Diing cho phy nir ¢6 thai:

Co rat it dir kién lam sang vé Tenofovir Dlsoproml Fumarate trén phu nir ¢6 thai do d6 chi dung
Tenofovir Disoproxil Fumarate cho phu nir ¢6 thai khi lgi ich hon hdn nhimg nguy co c6 thé xay ra
doi vai bao thai.

Do nguy co ddi voi su phit trién bao thai & ngudi chua dugc biét, phu nir trong dd tudi sinh san khi
dung Tenofovir Disoproxil Fumarate phai kém theo mdt bién phap tranh thai hiéu qua.

Ba me cho con bi:

Khéng biét liéu tenofovir cé tiét qua sita ngudi hay khéng. Do d6, Cac ba me khong dugc cho con
bii neu dung Tenofovir Disoproxil Fumarate. Quy lut chung la nhiing ba me nhiém HIV va HBV
khéng dugc cho con b nhim tranh sy lay truyén HIV va HBV cho con.

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY:

Chua c6 nghién ciru vé anh huong cua tenofovir 1én kha ning l1ai xe va van hanh may. Tuy nhién,
bénh nhan phai luu y la chéng mat c6 thé xay ra trong qué trinh diéu tri v6i Tenofovir Disoproxil
Fumarate.

TAC DUNG KHONG MONG MUON:
Cac tac dung khong mong mudn thuong xay ra gdm: Giam phosphat huyét, chong mat, dau dau,
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tiéu chay, non, bubn nén, dau bung, day hoi.

Khoang 1% bénh nhén duoc diéu tri véi Tenofovir Disoproxil Fumarate phai ngimg thude do cac
tic dung khéng mong mudn trén dudng tiéu hoa, taing ALT, mét mi.

Phac do diéu tri phdi hop thude khang retrovirus gay bét thuong chuyén hoéa nhu tang trigliceride
huyét tang cholesterol huyét, khang insulin, tang glucose huyét va tang acid lactic huyét, lam phén
bd lai m& trong co thé (loan dudng lipid) ¢ nhitng bénh nhan HIV gbm ca m& viing ngoai bién va
duéi da mat, tdng md 6 bung va ndi tang, tang truong luc va tich liy m& ¢ lung-co (bénh gii tréu)
ton hai than kinh ngoai vi, mat, phi dai tuyén vi, xuat hién hoi chirg Cushing.

Cac truong hop hoai tr xuong ciing da dugc bdo cdo, dac biét & nhiing bénh nhan dugc biét co cic
yéu td nguy co, bénh HIV tién trién hoac ding Phac d6 dleu tri phdi hop khang retrovirus dai ngay.
Nhimg tac dung khong mong muon co thé xay ra nhung hiém: Kho tha, nhiém acid lactic, viém tuy,
ting transaminase, viém gan, ndi man, suy than cap, suy than, bénh ong than gin goc (gém ca hoi
chimg Fanconi), tang creatinine, hoai tir 6ng than cap, suy nhugc.

“Théng bdo cho Bic sji ctia ban trong triweong hop cé bit ky tic dung khing mong mudn nao lién quan tii
viée ding thude”

TUONG TAC THUOC: / /

Cac nghién ciru vé tuong tac thuée chi dugc thuc hién trén ngudi truong thanh.

Khuyén cdo khong ding dong thai:

Khéng dugc ding chung véi bt ky dugc phidm nao chira Tenofovir Disoproxil Fumarate hoac véi
Adefovir Dipivoxil

Didanosine: Khong dugc ding ddng thoi Tenofovir Disoproxil Fumarate vdi Didanosine vi viéc
ding chung nay gdy ting nong dd didanosine 40-60%, diéu nay co thé din dén tang cac tac dung
khéng mong muén c6 lién quan dén didanosine.

Cde thuoc thai trir qua dieong than: Do tenofovir chi yéu dugc thai trir qua than, viéc ding dong
thoi Tenofovir Disoproxil Fumarate vdi céc thuéc thai trir qua than lam suy giam chirc ning than
hoic canh tranh sir bai tiét chi dong qua 6ng than

Cic thudc gdy doc cho than: Phai tranh ding Tenofovir Disoproxil Fumarate déng thoi hodc gan
vGi cac thubc gay doc cho than, nhu aminoglycoside, amphotericin B, foscarnet, ganciclovir,
pentamidine, vancomycin, cidofovir hodc interleukin-2.

Tacrolimus dugc cho la anh huong dén chirc nang than, do dé phai giam sat chat ché khi diing két
hop tacrolimus vai Tenofovir Disoproxil Fumarate.

Atazanavir/Ritonavir:

Atazanavir: Dién tich dudi duong cong (AUC) giam 25%, ndng do tdi da (Cmax) giam 28%, nong
d6 t6i thiéu (Cmin) giam 26%;

Tenofovir: AUC tang 37%, Cmax ting 34%, Cmin ting 29%,;

Phai giam sat chat ché chirc nang than

Lopinavir/Ritonavir: Lam AUC cuia tenofovir tang 32%, Cmin tiang 51%. Phai gidm sit chat ché
chirc nang than

Darunavir/Ritonavir: Lam AUC cia tenotfovir tang 22%, Cmin tang 37%. Phai giam sat chat ché
chirc nang than

LIEU DUNG:

Phac dd diéu tri phai duoc khi diu bai mot bac sy ¢ kinh nghiém trong viéc kiém soat nhiém HIV
va/ hoac diéu tri viém gan B man tinh.

Trong cac trudng hop bénh nhan bi khé nuét, c6 thé hoa tan vién Tenofovir Disoproxil Fumarate
trong it nhat 100 ml nuéce dun soi dé ngudi, nude cam hoac nude nho cho bénh nhan udng.

Nguoi truong thanh: Liéu dé nghi dé diéu tri HIV hodc diéu tri viém gan B man tinh la | vién x 1
lan/ngay, uéng khi no.

Viém gan B man tinh:

- O nhirng bénh nhén cé HBeAg+ khong bi xo gan, diéu tri trong it nhit 6-12 thang sau khi da xac
dinh duoc su chuyen déi huyet thanh HBe (mét HbeAg va mat HBV DNA véi phat hién khang-
Hbe) hodc cho dén khi chuyén déi huyét thanh HBe, hoac thudc mét hiéu luc.
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Phai theo d6i nong dd ALT va HBV DNA déu din sau khi ngimg diéu tri nhim phat hién bét cir sur

tai phat virus nao.

-0 nhiing bénh nhan c6 HbeAg(-) khéng bi xo gan, nén diéu trj it nhat cho dén khi ¢6 su chuyén

ddi huyét thanh HBe hodc khi c6 bing chirng thude mét hiéu luc. Trong diéu tri kéo dai hon 2 nam,

phai thuéng xuyén danh gia lai dé xem phac dé dang diéu tri con thich hop véi bénh nhan khéng.

Ngui cao (uoi: Khong cé tai liéu vé liéu ding cho bénh nhén > 65 tubi.

Suy thgn: Tenofovir dugc bai xudt qua than va nong do tenofovir ting lén & nhirmg bénh nhan suy

than, chi ding Tenofovir Disoproxil Fumarate cho nhitng bénh nhan nay khi loi ich diéu tri hon hin

nhimg riii ro c6 thé xay ra.

Suy than nhe (do thanh thai creatinine 30 - 80 ml/phiir): Diing Tenofovir Disoproxil Fumarate liéu |

lan /ngay cho nhitng bénh nhin suy thin nhe.

Suy thdn viea phai (d6 thanh thai creatinine 30 - 49 mi/phiit): Dung 1 vién Tenofovir Disoproxil

Fumarate (300 mg) cach nhau 48 gio, phai giam sat chit ché dap (mg lam sang véi diéu tri va chiic

nang than ¢ nhirng bénh nhan nay.

Suy than ndng (do thanh thai creatinine < 30 mi/phiit) va hénh nhén tham téch mdu: Khdng thé

diéu chinh liéu thich hop do thudc khéng co ham luong khéac, khéng diung vién Tenofovir

Disoproxil Fumarate cho nhom bénh nhén nay.

Khéng diing cho bénh nhan khéng thdm tich méu ¢ dd thanh thai creatinine < 10 ml/pht.

Suy gan: Khéng can diéu chinh liéu cho bénh nhan suy gan.

Néu ngung ding vién Tenofovir Disoproxil Fumarate cho nhitng bénh nhin viém gan B man tinh

ddng nhiém hodc khong nhiém HIV, phai gidm sat chat ché nhig bénh nhan nay do di c6 bang

chirng tang niang bénh viém gan. / /{ 7
AR /

QUA LIEU:

Kinh nghiém lam sang vai Tenofovir Disoproxil Fumarate liéu cao hon lidu didu tri con han ché.

Néu xay ra qud liéu, phai g giam sat chat ché hién tuong ngd doc cua bénh nhan va ap dung ngay cac

bién phap diéu tri hd tro can thiét.

Tham tach mau c6 thé loai bo Tenofovir. Sau khi dung lieu suy nhét 300 mg, thim tach mau kéo dai

4 gid loai duge 10% luong tenofovir da udng.

TIEU CHUAN: Theo tiéu chudn Nha san xuit.
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HAN DUNG: 24 thang tinh tir ngay san xuat. Khéng diing thuéc qud han cho phép.
BAO QUAN: Bao quan & noi kh rao, nhiét do khéng qua 30°C. Tranh anh sang.
TRANH XA TAM TAY TRE EM

Tén va dia chi co st san xudt:
SYNMEDIC LABORATORIES
Bia chi: Plot # 106 — 107, HSIDC, [ndustrial Estate, Sector-3 1, Faridabad — 121 003 Haryana State,
INDIA

Tel.: 91-129-4104047
Fax: 91-129-4104048

.

o
w. P. JAIN

(Director)

el f‘\ll\r("\

(SLIR L

‘C.




