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FAMTERO 750 s

Dé xa tam tay tré em

Doc ki huéng ddn str dung triede khi ding

THANH PHAN:
M3i vién nén bao phim chira:
Thanh phin dwge chit: Famciclovir 750mg

Thanh phin t4 duge: Lactose monohydrate, Sodium starch glycolate, Hydroxy propyl
cellulose, Magnesium stearate, Opadry white YS-1-7003

DANG BAO CHE:
Vién nén bao phim hinh oval, mau tring dén tréng nhat, hai mat 16i, mot mit khac chit “I17,
mat con lai khac “100%,

CHI DINH:

Pé diéu tr nhiém Herpes zoster (bénh zona).

CACH DUNG, LIEU DUNG

Liéu ding

Nguwroi lon:

Nhiém Herpes zoster (bénh zona):

M6t vidn 750 mg mdi ngay mét lan trong bay ngay.

Nén ubng thubc vao cling mdt thoi diém mdi ngdy.

Nén bét dau diéu tri cang sém cang t6t sau khi phat ban.
Nguedi cao tuéi

Khong cén diéu chinh lidu trir khi chirc ning than bj suy giam.
Bénh nhdn suy thdn

Vi giam do thanh thai penciclovir ¢6 lién quan dén suy gidm chire ndng thén, duoc dénh gia
bing d¢ thanh thai creatinine, dic biét cdn ch ¥ t6i lidu & bénh nhan suy gidm chiic nang
than. Khuyén nghj didu chinh liéu nhu bang sau.
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Bang 1: Lidu khuyén cdo cho ngudi I6n suy gidm chiic ning than TAl 12
_ . e ) N\ \T.P HO GHi MmNt
Po  thanh thii creatinin | Lidu diéu chinh “\‘-\_. i % WL F l /
(ml/phit/1,73m?) i~ Ml
30 750 mg mdi ngy mot [4n hodc 250mg nge‘lyé lan
10-29 250 mg mdi ngdy mot lan hogic 125m ngay 3 lan

Khi chi ¢6 creatinine huyét tvong, nén sir dung cdng thiic (Cockeroft va Gault) dé ude tinh
do6 thanh thai creatinine.
Céng thirc dé ude tinh do thanh thai creatin (ml/phat/1,73%)
[140 — tubi] x can nang (kg)
72 X néng d6 creatinin huyét twong (umol /1)

Bénh nhdn suy théin dang chay thén nhén tao: Khoang céch lidu duge khuyen nghi 13 48 gi¢
cho bénh nhan chay than nhén tao trong khoang thoi gian giira cac l4n chay than. Vi chay
than nhan tao trong 4 gid lam giam khoang 75% ndng d penciclovir trong huyét tuong, nén
dung du liéu fameiclovir ngay sau khi loc méu.

X hoac 88,5 (nam)hodc 75,2 (nit)

Bénh nhdn suy gan: Khong yéu cau diéu chinh liéu cho bénh nhan cé suy gan.
Tré em: Hién khong du dir liéu ve tinh an toan va liéu qua cia famciclovir & tré em.
Cach ding

Famciclovir dung duong uong.

CHONG CHi PINH

Qud man vé6i fameiclovir, penciclovir hofic bat ky thanh phan nao cua thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Cén dic biét ch y dén nhitng bénh nhén suy giam chiic ning than vi ¢6 thé cin didu chinh
liéu lugng. Khong cln than trong v&i bénh nhan suy gan hosc ngudi cao tudi c6 chirc ning
than binh thuong.

Ta dwope:

San phdm nay c6 chira lactose, nhiing bénh nhan mac cée roi loan di truyén hiém gip vé dung
nap galactose, chung thiéu hut lactase Lapp hoic rbi loan hip thu glucose-galactose khong
nén st dyng thube nay.

A 4 r 2 e . - . A A 5
Thude nay cé chira dudi | mmol (23 mg) natri trong moi vién, vé co ban dugc xem nhu
‘khong chira natri’.

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

St dung thube & phy nit cé thai
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Hwéng dén sir dung thudc

Khong c6 dit liéu ddy du dbi véi viéc st dung fameiclovit/penciclovir trén _
Céc nghién clru trén dong vat khong chimg minh duge téc dyung gy [udiir thai A6l K
famciclovir/penciclovir. Chua 16 nguy co tiém néng voi ngudi. Khong b%u\fammc]e@r
trong thoi ky mang thai trlr phi loi fch diéu tri cho ba me 16n hon bit ky nguysco coithé xéy

ra nao cho con.

L3 .X - -~ L3
St dung thuoc ¢ phu niv cho con bu
Chua rd li¢u famciclovir/penciclovir ¢6 bai tiét vao sita me hay khong. Cac nghién ctru trén
dong vat cho thay cé su bai tiét famciclovir/penciclovir vao stra me. Khéng dugc st dung
famciclovir trong thoi ky cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAl XE, VAN HANH MAY MOC
Famciclovir khong lam suy giam kha nédng 14i xe hay vadn hanh mday cta cdc bénh nhén.

Tuy nhién, nhitng bénh nhan bj chong mit, budn ngu, 14 14n hodc cac rdi loan hé than kinh
trung wong khéc khi ding famciclovir nén han ché lai xe hoac van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC
Twong tdc ciia thude véi cdc thuoe khic va cde tiwong tic khic

Chua phat hién céc tuong téc dang ké vé mit 1am sing. Probenecid va céc chét khac anh
hudng t6i sinh 1y & thin ¢6 thé anh hudng t6i ndng dd penciclovir trong huyét tuong.

Twong ky cua thuoc

~ - - A - Ao 5 £ ~ ~ x A e '3
Do khéng ¢ cac nghién clru ve tinh tuong ky cta thuoe, khong tron lan thude ndy véi cac
thuée khéc.

TAC DUNG KHONG MONG MUON CUA THUOC

Trong cac nghién ctru & ngudi, famciclovir duge dung nap tét. Nhitc diu va budn non di

duoc ghi nhén trong cac thir nghiém ldm sang. Cac triéu chiing nay thudng & mic do nhe
o S Sy i g YA 5 ~ ~ A gr A » ¥ .5

hodc trung binh va xay ra vai ty € tuong tu ¢ nhiing bénh nhan dicu tri bang gia dugec.

Bang tém tit cic phan (mg c¢6 hai dua trén cdc bio cdo ty phét va cée trudng hop da duge
ghi nhan trong cac tai liéu y van ké tir thdi diém thude bit diu duoc luu hanh trén thi trudng:
rat thudng gip (> 1/10); thuong gip (>1/100 dén <1/10); it gip (>1/1.000 dén <1/100); hiém
gap (>1/10.000 dén <1/1.000); rat hiém gap (<1/10.000); tan suét khong rd (khong thé xac
dinh tir dit liéu san cb)

R&i loan mau va hé bach

huyét
Hiém gap: Giam tiéu cau
Réi loan tAm than
Hiém giip: L lan (chi yéu & nguoi cao tudi)
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Rat hiem gdp: Ao giac \*k TAI JE;)
R&i loan hé than kinh \ \.E-P HO il i'””i?,l/
Hiém gaip: Dau déu \\\\Q“ e M "__'__'_';,?'}/f
Rt hiém gp: Chéng mat, budn ngu (chu yéu & ngudi 16n tum) =
R&6i loan hé tiéu hoa i I -y
Hiém: Budn nén
Rt hiém gdp: No6n mira
Roi loan gan mét
Rat hiém gip: Vang da
R6i loan da va mé duéi da
Rat hiém gép: Phét ban, nglra, ndi may day, phan tmg da nghiém trong

(vi du: ban dé da dang)

Famciclovir ciing dung nap tét & nhiing bénh nhén suy giam mién dich. Céc tac dung khong
mong muén dugc bdo cdo tir cic nghién ciu 1am sang ciing twong ty nhu céc tac dung khong
mong muon dugc bdo cdo & nhiing bénh nhén c6 hé mién dich binh thuong.

Théng bdo cho bic s§ hodic dwoe sj nhitng phin teng cé hai giip phai khi siv dung thuéc

QUA LIEU VA CACH XU TRi

Céc kinh nghiém sir dung famciclovir qua lidu van con han ché. Mot bao céo vé viée sir dung
qué liduchy cép tinh (10,5 g) cho thay khong cd tri¢u chirng. Mot bao c4o sir dung mén tinh
(10 g/ngay trong vong 2 nam) cho thay famciclovir dung nap tt. Trong trudng hop qua lidu,
nén su dung cac licu phap diéu trj ho trg va diéu tri triéu chimg thich hop. Suyr than cap duogc
bdo cdo v6i tan sudt hiém gip khi bénh nhén c6 bénh thin tir trude va liéu ding cla
fameiclovir khng duge didu chinh cho phil hop v6i mie do chiic ning than. Penciclovir ¢6
thé thim phan mau va ndng d6 huyét tuong giam khoang 75% sau 4 gi&r thAm phén mau.

PAC TINH DUQC LUC HQC

Nhém dwge 1y: Nucleoside va nucleotide trir cac chét e ché enzym phién mé nguge
Mi ATC: JOSA B09.

Co ché tic dung

Famciclovir la dang uéng cta penciclovir, duoc chuyén hoéa trong co thé thanh chét cé hoat
tinh khang virus ndy. Famciclovir nhanh chong dugc chuyén héa in vivo thanh penciclovir,
¢6 hoat tinh in vivo khéng virus Herpes simplex (loai 1 va loai 2) va virus Varicella zoster.
Tac dung khang virus cua famciclovir dung dudng udng da duge chimg minh trong cac
nghién clru thuc hién trén dong vit; tic dung nay la do sy chuyén hoa in vive thanh
penciclovir,
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Té bao dich cua penciclovir 1a céc té bao nhidm virus, tai day 1huéc nhanh ohB gdudchiyé
héa thanh triphosphate (do trung gian thymidine kinase virus tiét ra). Pencw}hyxuphosp 1ate,
lon tai trong cdc té bao nhiém virus hon 12 gior va tre ché sy sao chép DNA c\'i*axvu us. O ca’é
té bao khdng bj nhiém virus dugc didu tri bang penciclovir, nonU dao penciclovir lllphOSphate
& mic khéng phét hién dugc. Do d6, cic t& bao khong nhim virus khé cé thé bi anh huéng
bai ndng dé penciclovir & mic lidu diéu tri.

Hwéng déan sty dung thudc

PAC TiNH DUQC DONG HQC
Bic diém chung

Sau lidu udng, famciclovir duoc hdp thu nhanh chéng, lugng nhidu va chuyén héa nhanh
thanh chét co hoat tinh, penciclovir. Sinh kha dung ctia penciclovir sau khi ubng famciclovir
14 77%. Nong dé dinh trung binh trong huyét tuong ctia penciclovir sau khi uéng famciclovir
Iiéu‘ 750 mg 13 4,9mcg/ml va dat trong khoang thoi gian trung binh 1a 50 phat sau khi diing
thude.

Buong cong biéu dién nong do huyét tuong theo thoi gian cua peniciclovir tuong tw nhau khi
diing lidu duy nhét va ligu | ap lai (3 lan mot ngay).

Thoi gian béan thai cudi ciing trong huyét twong ctia penciclovir sau khi dung liéu don va lidu
lap lai la khoang 2 gio, Khang cd su tich lfiy penciclovir sau khi dung liéu famiclovir lap lai.
Penciclovir va tién chat 6-deoxy ctia nd lién két kém (>20%) véi protein huyét tuong.

Famciclovir dugc thai trir qua nude tiéu, cht yéu dudi dang penciclovir va tlen chat 6-deoxy
¢ dang khong déi. I(hong phat hién famciclovir trong nuéce ticu. Su bai tiét & ong than gép
phén vao sy thai trir qua than.

Doi tirong ddc bigt

Nhiém herpes zoster khong bién chimng khong thay dbi dang ké t6i duoc ddng hoc cua
penciclovir sau khi udng famciclovir.

QUY CACH PONG GOI: Hop 3 vi x 10 vién
PILEU KIEN BAO QUAN: Bio quan ¢ nhiét do dudgi 30°C

HAN DUNG CUA THUOC: 24 thang ké tir ngdy san xuét.
Khong ding thudce qud han cho phép

TIEU CHUAN CHAT LUQNG CUA THUOC: NSX

TEN VA PIA CHI CO SO SAN XUAT: HETERO LABS LIMITED
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