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Rx Thudc ndy chi ding theo don thusc oty

Flustad 75

Tén thulc

Flustad 75 .
Céc du hiéu lrru ¥ va khuyén cdo khi ding thubc
PE& xa tAm tay tré em )

Doc ki huéng dan sir dyng trrére khi ding

Thanh phén ¢dng thirc thude .

Thanh phan hoat cha: !

(dudi dang oseltamivir phosphate 98,53 ma)

Thanh phin t4 duoc:

Pregelatinized starch, croscarmellose sodium, povidone K30, sodium
stearyl fumarate, tale.

Dang bao ché

Vién nang cirng.

Vién nang cirng 8 2, dau nang mau tim in logo *&" mau tring, than nang
mau trdng, bén trong chira bdt thudc mau tréing dén tring nga.

Chi dinh
Diéu trj bénh cdm
Flustad 75 durgc chi dinh & nguréri 16m va ré em, bao gbm ci tré so sinh
d thang cé céc trigu chimg dién hinh cla bénh cam, khi virus com dang
lay lan trong cfng déng. Thudc co hiéu qua khi bit dAu didu trj rong vong
2 ngay kE tir khi xudt hign trigu chimg dau tién,

Phong ngira bénh cim : :

Phang ngira bénh cim & ngudi 1on va tré em tir 1 tudi trdr én (> 40 kg)
sau khi tiép x(ic véi cac tredng hgp nhiém cim da dugc chédn doan trén
|am sang khi virus cim dang lay lan trong cdng dong.

Sy phil hop ciia viéc sir dung Flustad 75 dé phong ngira cim nén
dirgre x4c dinh theo tirng trurdng hgp cu thé dyra vao tinh huéing va d6i
trgng can bao vé. Trong céc tredrng hep ngoai 18 (nhu trong trudng
hop chiing virus dang I8y lan khang phai la ching virus trong vaccin, va
khi c6 dai djch), c6 thé can nhic phong ngira theo mia & ngudi krn va
tré em tir 1 tudi (> 40 kg) tré 1&n.

.. 15mg

‘Viéc sir dyng thubc khang virus dé digu trj va phong ngira cum nén
dugc xdc dinh dyra trén cac khuyén cdo chinh thirc. Quyét djnh ding
oseltamivir d& digu tri va phdng nglra nén dira trén cac dc tinh da biét
cia virus cim dang Iay lan, nhirng thdng tin c6 sén v& tinh nhay c&m cla
virus clim ddi v&i thudc vao mli mia va anh hirdng cia bénh & nhirng
viing dja Iy va nhém bénh nhan khic nhau.
Céch dung, lidu dung
'Cach dung '
Flustad 75 dugc ding bing duéng udng.
Lidu dung
Ngurdi 16m va thanh thi€u nign tir 13 tudi trér 18n
BiEu trj: Ligu khuyén cdo 1a 75 mg oseltamivir X 2 [An/ngay trong 5 ngay.
Nén bat ddu didu trj sém nhét c6 thé trong vong 2 ngay dau ké tir khi xuit
hién triéu chirng ctm, y
Phong ngtra: Li&u khuyén céo d€ phdng ngira cim sau khi tigp xdc gan
véi ngudri bi nhim cam 1A 75 mg oseltamivir x 1 [An/ngay trong 10 ngay.
Nén bt diu didu trj sém nhat ¢ thé trong vng 2 ngay sau khi tigp xdc
véi ngurdi nhiém bénh. 28
Phong ngtra khi ¢é djch cum trong cfng déng: Liéu khuyén cao dé
phdng ngira bénh cam khi cé bang phat dich trong chng ddng 1a 75 mg
oseltamivir x 1 13n/ngay trong 6 tuiin.
Tré em

Digu trj: Lidu khuyén c4o didu trj 1A 75 mg x 2 [an/ngay trong 5 ngay. Nén
bdt diu didu trj sém nhél c6 thé trong vong 2 ngay dau k& tir khi xudt hisn
trify chirng com.

Friong ng'ra: Li%a khuyZn céo phdng ngira 13 75 me x 1 Bn'ngdy trong
1"'19&;‘.

Pnong ngira khi c6 dich cum trong cfng ddng: Chura cb nghién ciru va
viée phdng ngtra khi cd dich cim & tré em < 12 tudi.

14.

Céc thong tin b8 sung: Khong ¢ tweong tac dugce dong hoc gitra

oseltamivir hogc chdt chuyén hda chinh cda né khi phdi hgp oseltamivir

vii paracelamol, acid “acetylsalicylic, cimetidine, thuSc khang acid

(magnesium va aluminium hydroxide, calcium carbonate), rimantadine

ho#c warfarin (& nhlrng a8i weng &n dinh véi wartarin va khong bj cam).

Twong ky cia thubc

Do khong cd céc nghién ciru v& tinh twong ky cla thubc, khong tron iin

thudc ndy vdi cic thude khac. :

T4c dyng khdng mong mufn ciia thubc

Rét thidmg gdp (ADR 2 1/10)

Than kinh: Nhirc d&u.

Tiéu hda: Budn ndn.

Thueng gdp (1/100 < ADR <mog

Nhiém trdng: Viém phé quan, nhiém Herpes simplex, viém mdi - hong,

nhiém tring duérng hd hip trén, viém xoang.

Than kinh: Mat ngd.

Hb hap, ngurc va trung thét: Ho, dau hgng, s mi. ;.

Tiéu héa: Non, dau bung (bao gdm dau bung trén), khé tidu.

Toan than vA tai chd: Pau, hoa mit (bac gdm chong mat), mét mai, sét,

dau chan tay.

It gdp (111000 S ADR < 1/100)

Mién dich: Phan irng qua min.

Than kinh: Thay d8i ¥ thirc, co giat.

Tim: R&i loan nhip tim.

Gan mat: Tng enzym gan.

Da va md duéi da: Cham, viém da, phat ban, ndi may day.

Hiém gdp (1/10.000 < ADR < 1/1000) ;

Mau va bach huy&l: Giam tigu ciu.

Mi&n dich: Phdn irng phn vé, phan ¢mg gi phan vé. :

Tam than: Kich dgng, hanh vi bt thuémg, lo IAng, 1an 16n, hoang tuéng,

mé sang, do gi4c, 4 mdng, ty gay thurong tich.

Mt: Réi loan thi gic.

Tiéu hda: Xut huyét tiéu hda, viém dai trang xust huyéL

Gan mat: Viém gan kjch phat, suy gan, viém gan.

Da va md dudi da: Pru:!‘l'na.ch than kinh, hdng ban da dang, hdi ching

Stevens-Johnson, hoai tir thugng bi nhigm ddc.

Qua lidu va céch xi tri

Céc bao céo v& qu4 lidu khi ding oseltamivir durgre thu thap tr cAc thir

nghiém Iam séng va trong qua trinh lru hainh. Trong phin lém céc trdng

Egg::o €40 qud lidu, khdng cé tac dung khéng mong mudn nao dugc
0.

Céc tac dyng khéng mong mudn durge béo céo do ding qua lizu treng ny

nhur trong sir dyng thudic oseftamivir d& digu tj (Xem myc 12, T4c dung

khéng mong mudn cla thudc). L |

Chura c6 thudc giai dfc déc hiéu.

Tré em: Qud lidu da dugc b4o céo & tré em nhigu hon ngudi Ién va thanh

thi€u nién. Can than trong khi sir dyng oseltamivir cho tr& em,

Bée tinh dwge lwc hoc

Nhém dwoc ly: Thudc khang virus ding toan than, chét (¢ ché

neuraminidase.

M3 ATC: JOSAHO02.

Oseltamivir phosphate 1a mt tidn duge ciia chit chuy&n hda ¢b hoat tinh

(oseltamivir carboxylate), mét chdl (rc ché chon loc enzym neuraminidase

clia virus cim - glycoprotein dugec tim thiy trén b& mét virus hoan chinh,

Hoat ddng enzym neuraminidase cla virus cd vai trd quan trong trong

viéc vira gidp virus x4m nhép vao nhirng t€ bao lanh, vira gidp cho viéc

giai phéng cac phan virus méi dugre tao thanh tir cac t& bao b nhigm va

do d6 1am lan nhanh qué trinh nhiém virus.

Oseltamivir carboxylate (rc ché enzym neuraminidase clia cim A va B in

vitro. Oseltamivir phosphate tre ché sir gy nhiém va sao chép cla virus

in vitro. Sau khi uéng, oseltamivir (rc ché sir nhan I&n va gy bénh cla

virus clim A va B trén ma hinh djng vt in vivo & ndng dd khéng virus

tirong tur véi ndng dd dat duge & ngudi sir dyng 75 mg x 2 1an/ngay.

Hoat tinh khang virus clia oseltamivir d8i véi com A va B ¢a duge hd g

+4ng céc nghién ciru thir nghiém rén cac tinh nguyén vién khde manh.

ANong d9 oseltamivir can thiét dé (c ché 50% hoat' tinh enzym

neuraminidase (IC50) d&i véi cim A dao dgng tir 0,1 — 1,3 nM, va dGi

v&i cm B |4 2,6 NM. Gi4 trj IC50 cao hon déi véi cim B, 18n dén trung

@ NF ald dissms ohi shic cess ades sakile s 33 aflae LT
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oy nglra khi ¢6 dich egm o r
Vviéc phdng ngira khi co dich cam & ©0ng ding: Chua cé nghitn ciu va

Cédc dbi tirong dic bigt ‘7" €M < 12 usi,
Suy gan

Khéng can digu chinh liBu didu tij hodic liu phang ngira bénh com cho
nhirng bénh nhan rdi loan chirc niing gan. Chura cé nghién ciru duoc

210 1< throhién & bénh nhan nhi c6 18i loan chirc ning gan.
\ SV 5 A4} J ‘

‘nils Bidu trf bénh cum: Nérrl didu &dnhIIIEu ¢ho ngurird Id'n va thanh thiéu nién

"Supthan -

(13 = 17 wéi) bj suy than vira hodic ndnd. Lidu khuyén céo didu i cho
©bénh nh&n c6 dd thanh thai creatinin > 60 mifphdt 14 75 mg x 2 Bn/ngay.

10 Phéng ngira‘clm: Nén didu chinh li2u cho nguréri 1ém va thanh thi€u nién

01 (13 =17 tudi) bi suy than vira ho#ic néing. LiBu khuygn cdo phdng ngira cho
bénh nhén c6 dé thanh thai creatinin > 60 ml/phdt 14 75 mg x 1 An/ngay.

Chua c6 di dT ligu lam sang & ré so sinh va tré em (<12 wéi) bl suy thén.

Khong can digu chinh iigu, trir khi cd bafig chirng siy than vira holic
ﬂﬁﬂg- z ’ ) .' o s . ‘ m 1 ]

- Ligu khuyén cao 14 75 mg oseltamivir x 2 [an/gay trong 10 ngay
ﬂ?,”n'g;,'g,‘q 1on. uh?én bt dau diBu trj sém nhét qd_mé,l_rnng vong 2 ngay

@B k& tir khi xuflt hign triéu chumg cim.

Dir phong theo moa: Thai gian digu tri dy phong theo mua kéo dai dén
. 712 nian da dirgc danh gia & bénh nhan suy gidm mién dich.
Chéngchidinh _ °, i
Quéa man vd&i hoat chat hodic bat ky thanh phan t& duge nao.
Canh b4o va thin trong khi ding thudc
Oseltamivir chi ¢6 hidu qua d&i véi bénh do virus cim gly ra. Khong cd
béing chirng v& hiéu qua clia oseltamivir trong bét ky bgnh nao gay ra b
cac tAc nhan khong phai virus com.
i Sir dyng oseltamivir khing
" anh hudng dén viéc chiing ngira cam hang nim. Viéc bao vé chéng lai
virus ciim chi kéo dai khi sir dung oseltamivir. Chi nén sir dung oseltamivir
dé diBu trj va phdng ngira com khi dir liéu dich t& hoc dang tin cly cho
thdy virus cim dang lay lan trong cfng ddng.
Tinh nhay cam ciia ching virus cim dang liru hanh vii oseltamivir c6 tinh
bién ddi cao. Do d6, bac 5T nén cip nhét théng tin méi nhat vé tinh nhay
cAm vé&i oseltamivir cia cac chiong virus dang (wru hanh khi guyét dinh sir
dung oseltamivir.
Mdc bénh nghiém trong déng théi: Chira cb théng tin vE an toan va hiéy
qua clia oseltamivir & nhirng bénh nhan méc bénh nghiém trong hoc
khéng &n dinh ma ¢6 nguy co phai nhap vién.
B&nh nhén suy gidm mién dich: Hiéu qua cla oseltamivir trong digu trj
ho&c phdng ngira cim & bénh nhan suy giam mién dich chra dugc x4c
dinh rd. Tuy nhién, theri gian diu trj cdm & bénh nhan trurmg thanh bj suy
giam mi&n dich nén 12 10 ngay, vi khéng cé nghién cdru vE thdi gian digu
tri ngdn hon ca oseltamivir & nhém bénh nhan nay.
Bénh tim/h6 hap: Hiéu qua didu trj cla oseltamivir véi nguei mac bénh tim
man tinh vd/hodc bé&nh hd hip chua durgc thiét 18p. Khang oo sy khac biét
v& 1y | bién chirng giCra nhom durgre di€u tri va nhom st dung gia dugc
trong céc ddi turgng nay.
7ré em: Chura o6 dir ligu khuy€n céo vé lidu cho tré sinh non (< 36 tulin ).
Suy thén ndng: Khuyén céo digu chinh ligu trong didu trj va phdng ngira
& thanh thigu nién (13 - 17 tudi) va ngudi 1ém bj suy than ning. Chura cb
du dir liéu 1am sang & tré so sinh va tré em (= 1 tubi) bj suy than.
Bi€n cd trén than kinh: Céc bién cd trén thdn kinh d& dugc bao cao &
bénh nhan bj ctim ding oseltamivir, dic bist 14 & tré& em va thanh thigu
nién. Nhirng bién c6 nay cling dugt ghi nhan béi bénh nhan bj clim ma
khdng ding oseltamivir. Bénh nhan cin dugc theo doi chit ché cdc diu
hig¢u hanh vi bat thudng, cling nhu d4nh gia v& lgi ich va nguy co cla viec
tieptuc i i rén g Bérhrkan,
Sirdiarg thefic cho ohiv il co tha v cho con bC
Phy niF c6 thai p
({im c0 &nh huong bét lgi trén phy ni ¢6 thai va thai nhi, véi nguy co dj
o euar- L= -2m A khivet tAt tim bdm sinh. Mt lrong 16n dir
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Déng che nghién clu thir nghigm 8N va = < ip unn eney
NBng do oseliamivir cin thift' d& ¢ ché hua; 3 nM, va a6i
neuraminidase (IC50) d6i vél cim A dao dbng 1r 0.1 — &n dén trung
véi cum B 12 2,6 nM. Gia trl IS0 cao han 48] véi com B, 18n
vl 8,5 nM, dUTc ghi nhin rong cac nahlén cou aa cang bo.

B4c tinh duwge djng hoc

Hp thu :

Oseltamivir dugc hdp thu nhanh chéng & dudng tiéu héa sau khi usng
oseltamivir phosphate (tign duwgc) va m§t phan Ién thudc dugc chuyén
hGa thanh chét c& hoat tinh (oseltamivir carboxytate), chii yéu nhi cac
enzym esterase & gan. [t nhat 75% lwgng thudc vao tun hoan dudi dang
chét chuyén héa €6 hoat tinh. Sy phei nhiém véi tién dugc it hon 5% so

|wii chét chuyén hda cé hoat tinh. N&ng dj trong huyét trong cla catign

durgc va cht chuy&n hda c6 hoat tinh tj |8 v&i lidu ding va khong bj anh
huréng khi diing chung véi thire &n.. 1 : ¢

Phan b8 he i ) ; v

Thé tich phan ba trung binh & trang thél n dinh clia oseltamivir carboxylate
12 khodng 23 Iit & ngudi, turang duong i thé tich dich ngoai bao. Do
neuraminidase ¢4 hoat tinh & ngoai bao, oseltamivir carbmaoylate phan bd

' @38n tAt cA ¢Ac vi trf ma virus 1ay truyEn wong co thé.

Sy gin k&t cla oseltamivir carboxylate véi protein huyét trong & ngudi
14 khéng dang k& (khoang 3%). ,

Bién d&i sinh hoc . h
Oseltamivir dugc chuy&n héa rdng r&i thanh oseltamivir carboxylate b
enzym esterase khu trd chi y&u & gan. Cac nghién ciru in vitro cho thiy
ca oseltamivir v chit chuygn héa c6 hoat tinh d2u khang phai 1a co chit
hofic chét (rc ché cua cac dbng dang cytochrom P450. Khéng phét hign
dugce lign hgp pha 2 cla bat ky chit nao in vivo,

Thai triv

Oseltamivir.sau khi h&p thu dugre thai trir phln I (> 90%) biing cich
-chuyén hda thanh oseltamivir carboxylate. Chit nay khdng dugc
chuy&n héa ti€p ma bj thai trir, qua nudc tifu. Ndng dd dinh cla
oseltamivir carboxylate trong huyét trong gidm dan wéi thii gian ban
thai tir. 6 — 10 gitr & hau hét bénh nhidn. Cac chél chuyén hda cd hoat
tinh durgre thai trir hodn todn qua than. ©9 thanh thai than (18,8 Vgit)
wvurgt qua mee loc clu thin (7,5 Vgit) cho thdy thufic con dugc thai trir
1iép qua dng than. Durdi 209 lidu udng cd danh ddu phong xa duwgc thai
trir qua phan.

B&i trpng dic biét

Iréem

Tré em dudi 1 wéi: Dugc ddng hoc, duoc lirc hoc va an toan cia
oseltamivir phosphate d& dugc danh gia trong hai nghién ciru nhdn mé
khong kiém soét bao gom tré em nhidm clim duéi 1 téi (n = 135). T6c 48
thanh thai cia chit chuyén hda cé hoat tinh, durgre digu chinh thea trong
lirgng co thé, gidm dan theo d twbi dudi 1 ndm. NBng d6 chat chuyén
hoa cling bign d8i nhiu hon & nhirng tré nhd twdi nhit. C4c dir liéu hién
€6 chi ra ring sau khi udng ligu 3 mg/kg & tré 0 — 12 thang tudi, ndng db
tign durgre va chét chuyén héa dat dén higu gua digu trj twong dwrong vi
céac d ligu an toan dat dugc & tré [6n han vaA nguéi kn st dung ligu
durgc phé chuén. Céc tic dyng khéng mong mubn dugc bao c4a phi hep
véi nhirng thong tin v& an toan da thigt 1ap & tré Jén hon.

Khéng ¢6 dir liéu s&n cé va viéc phéng ngira ciim sau phai nhidm cho ré
duréri 1 tui. Viéc phdng ngira khi cé dich clim trong cdng d8ng chira dugc
nghién ctru & ré em duéi 12 tudi.

Phéng ngira cim sau phoi nhi€m & tré nh dudi 1 twdi khi ¢6 dai dich: Ma
phéng ligu ding 3 mg/kg x 1 IAn/ngdy & tré < 1 tudi cho ndng A8 tuong ur
hogc cae hon so véilidu ding 75 mg x 1 l@n/ngay & ngudi lén. Nong d&
khdng virgt qua ndng A9 diu trj cho tré < 1 tudi (3 mg/kg x 2 [An/ngay) va
duge dir dodn e6 k&t qua an todn trong dueng. Chura cé nghién ciru 1am
sang vé digl trf dir phang & tré < 1 tudi.

Tré sor sinh va tré em 2 1 udi: Dugc ddng hoc cia oseltamivir d2 dugc
dénh gié trong cAce nghién ciu dugc ddng hec don lidu & tré so sinh, ué
em va thanh thigu nién tir 1 — 16 tudi. Dwgc dong hoc da ligv duge
nghién ciru & mBt s5 It tré tham gla vao nghién ctru higu qua 1am sang.
Tré nhd tudl ¢4 mirc d0 thai trir tidn durge va chét chuyén hda cd hoat
tinh nhanh hen so véi nguedi In, dan dén nBng 4§ thuSc wd nén thap
han néu tinh theo li€u durgc cho tinh béng n:rgfkg. Lizu 2 molkg cho
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MAc bénh nghiém trong dBng thés: Chura cé thong tin v& an toAn va hiéu
qua ctia oselamivir & nhirng bénh nhan mic bé&nh nghiém trgng holc
khéng &n dinh ma cé nguy co phal nhap vién.

Bénh nhan suy gidm mién djch: Hiéu qud cla oseltamivir trong diu trf
ho3c phdng ngira cim & bé&nh nhan suy gidm mién dich chura dugce xac
dinh r8. Tuy nhién, thixi glan diu trj cim & bg@nh nhan trrdng thanh bj suy
glAm mi&n dich nén | 10 ngay, vl khdng c6 nghién ciru v& thdrl gian diBu
trj ngdn hon ciia oseltamivir & nhdm bénh nhan ndy.

Bénh tim/hd hip: Hidu qua didu tr| ca oseltamivir vérl ngudi méc bénh tim
man tinh va/hoic b&nh hd hap chua duge thiét [4p. Khding cb sir khac bigt
ve ty |8 bin ching giCra nhém durgre didu trj vA nhém sir dung gl dugc
trong cac ddi furgng nay.

7ré em: Chura cd di li¢u khuyén cdo v liBu cho tréd sinh non (< 36 wan wdéi).
Suy thin ndng: Khuy&n céo didu chinh lidu trong didu tri va phéng nglra
¢& thanh thiéu nién (13 = 17 wdi) va nguel Ién bl suy thdin nling. Chura cé
a0 dir lidu 1Am sang & tré so sinh v tré em (= 1 twbi) b suy than.

Bién c& trén than kinh: Céc bién cd én than kinh di dugc bdo cio &
bénh nhan bj cim ding oseltamivir, dfic bigt 1a & tré em va thanh thigu
nién. Nhimg bién c8 ndy cling dugc ghi nhin béi b@nh nhan bj cam ma
khdng ding oseltamivir. B&nh nhan can dugc theo ddi chit ché céc ddu
hiéu hanh vi bt thudmg, cling nhu déanh gi& vB i [ch va nguy co cla vige
tiép tyc diBu trj trén trng bénh nhén.

Sir dung thuBc cho phy nir cé thal vi cho con bd

Phy ni¥ cé thal

cim cé Anh hudng bt lgi trén phuy nl ¢ thal v thai nhi, v&i nguy cor di
tat bAm sinh I&n, bao gdm cd khuyét 13t tim bdm sinh. MOt lrgng Ién dir
lidu v@ viéc sr dyng oseltamivir cla phy nC mang thal tir cdc bdo c4o
sau Iuru hanh va nghién ciru gquan sat (hon 1000 tredng hgp s dung
trong 3 thang dAu thai ky) cho thiy oseltamivir khdng gay dj tat cing nhu
dde tinh trén thai nhi/tré so sinh,

Tuy nhién, trong mOt nghién ciru quan sat, nguy ce dj tat tdng thé khong
tAng I&n, két qua céc khuyét tat tim bdm sinh duge chdn doan trong
véng 12 thang sau sinh khdng durgre ghi nhdn, Trong nghién ciru nay, ty
18 khuyét tat tim bam sinh sau khi sir dyng oseltamivir trong 3 thang dau
thai ky 1a 1,76% (7 tré sa sinh trong s8 397 truérng hop mang thai) so
véri cac trrdng hop mang thai khdng sir dung thudc tir dan s6 chung 1a
1,01% (Ty 1& chénh 1gch 1,75, @ tin ¢3y 95% tir 0,51 d€n 5,98). ¥ nghla
1&m sang ctia nghién ciru nay khdng rd rang, vi nghién ciru vAn con han
ché&. Ngoai ra, nghién ctru nay qué nhd d& danh gia mdt cdch dang tin
cdy céc loai dj 1t chinh; hon nkra, phy nr sir dyng va khodng sir dung
oseltamivir kh8ng thé phan bigt hoan todn, dac biét 1A viéc ho cé bj cim
hay khong.

Céc nghién ciru trén ddng vat khéng cho thay ddc tinh v& sinh san,

Cé thé cAn nhic viéc sir dung oseltamivir trong thal ki’ néu cin thist va
sau khi danh gia thdng tin vé lpi ich v& an toan sfin ¢6 cong véi kha ning
gdy bénh cla chiing virus cam hign hanh. H !
Phy nl cho con bu

& chudt cho con bd, oseltamivir va chat chuyén héa cé hoat tinh dugc
bal tiét qua stra’ OO li¢u con réit han ché& trén tré ba sra tir me dang sir

dyng oseltamivir va trén sy bal tét oseltamivir qua sra me. Cac dir
fibu han ch& cho thdy oseltamivir va chat chuyén héa ¢6 hoat tinh da

" dugc phat hién trong stra me, tuy nhign v&i ndng df thép hon liu didu

tr] 461 v&i tré so sinh. Sau khi xem xé1 cc thdng tin nay, cing véi kha
nang gdy bé&nh cha ching virus cdm dang 1ay lan va tinh trang sirc
khde clia ngudi me dang cho con ba, c6 thé can nhéc vigéc sir dung
oseltamivir khi ¢é Igi fch rd rang d8i vé&i ngedi me cho con b,
Khd ndng sinh sdn
Dia trén d¥ liu ti8n |am sAng, khdng cé bdng chizng ndo cho thdy
oseltamivir cé nh hudng dén kha néng sinh sédn cia nam hay nlr.
Anh hwéng cia thudc 18n khd niing [4] xe, vin hanh mdy méc
Oseltamivir khdng Anh huding trén kha ning I&i xe va van hanh méy méc.
Twong tic, trong ky, cla thulc
Twong tdc cua thubc
Céc dic tinh duge ddng hoc clia oseltamivir, nhur gan k&t v protein thép
va sy chuyé€n hoa khdng phy thubc vao CYP450 vA hé& théng
glucuronidase, cho thly it cé kha n&ng xdy ra trong tac thufic ¢ y
ngha |Am sang.
Probenecid: Khéng cin didu chinh lidu khi sir dyng déng thei véi
probenecid & bénh nhan co chirc ndng thén binh thudng. Vige phdi hgp
vél probenecid, mét chat irc ché& manh con dudng anion héa trong sir bai
tiét & Bng than, dAn dén tAng phol nhiBm khoang 2 In véi chét chuyén
héa cd hogt tinh cla oseltamivir,
Amoxicillin: Oseltamivir khdng cé wreng tic duge ddng hoe véi amoxicillin,
chét cé chung con dudng thai trir, cho thdly trromg tac véri oseltamivir qua
con duding ndy rdt ybu.
S thdl trir & thin: Céc tuong tc thufic quan trong trén I1Am sang lign
quan déin sy canh tranh bai tét & dng than kho cé thé xay ra, do gidi han
an toan da biét cha hAu hét cdc cor chat nay, aac tinh thai trir cOa chét
chuyén héa co hoat tinh (40 loc clu thén va sir bal tidt & Gng than durdi
Janwaiion® v k& nfivg bal NEtda cée condudag ndy. Tey hide, oBi
hirrong il ke dun covlainii ¢ cdo ubiiaang ang 3d dung cdsihuce
dong thal rir vé&l gidi han trj ligu hep (nhur chiorpropamide, methotrexate,
phenylbutazone),

Lo Em
I1é em ol 1 wi: buge apng hoc, duge lye hoc va an toan coa
aseltmn_ivlr phosphate d& dugc dénh gi4 trong hal nghi&n cdw nhin mé
khoing kiém sodt bag gBm tré em nhilm cam dudi 1 Wwéi (n = 135). T8c d&
thanh thal cia chf; chuy8n héa cé hoat tinh, duge didu chinh theo trong
lrgng co thé, gidm ¢An theo dd wéi dual 1 nam. Nbng dd chat chuyén
héa cOng bién d&j nhidu hon & nhng tré nhé tudi nhat. Cac d liéu hién
cé chi ra rhing say khi ubng Iigu 3 mg/kg & tré O — 12 thang w6, ndng Ao
L8n dugc vA chal chuyén héa dat dén hidu qua diBu b tueng dueng v
cic dir lidu an toan dat dugc & tré Iém han va ngurdr kén sir dung lidu
@urge phé chulin, Cac tac dung khong mong mudn dugc béa cdo phi hap
v0i nhiing thdng tin v8 an loan da thiét 18p ¢ tré lon hon.
Kh8ng c6 dir lidu sAn c6 va vidc phdng ngira cim sau phai nhidm cho tré
dudi 1 wéi. Vide phang ngira khi ¢ dich cGm trong edng ddng chura duge
nghién ciru ¢ ré em durdri 12 G,
® Phéng ngira cim sau phoi phiém & tré nhd dudi 1 twdi khi cé dal dich: M6
phéng liu ding 3 ma/kg x 1 IAningdy & tré < 1wl cho ndng 48 wong ty
holic cao han so v&i liBu dang 75 mg x 1 1an/ngay & ngudi In. Nang do
khdng virgrt qua ndng 88 didu tri cho tré < 1 Wi (3 mg/kg x 2 AN/ngAy) vA
duwge dy dodn b két qua an todn wong duong. Chua cb nghin cdu lam
sang v& diy ¢ dy phong & Uré < 1 tudi,
= Trésosinh va iré em 2 1 Wi Duge ddng hoc cia oseltamivir 4 duge
dénh gia trong cAc Nghién ciru dugre ddng hoc don lidu & trd sq sinh, tra
em Va thanh thiéu Nién tir 1 - 16 twéi. Dugc dPng hoc da Jidu duge
nghién ctru & mdt S [t tré tham gia vao nghién cou hidy qua 1&m sang
Tré nhd tudi cb murc 8 thai trir lin duge va chét chuyén héa co hoat
tinh nhanh han so v&i ngudi ién, din dén nBng d8 thudc tr& nén
hon néu tinh theo liBu duge cho tinh blng mgfkg. Lidu 2 muikqu::?;
ndng a9 oseltamivir carboxylate twong iy véi ndng dd dat duge & ngua
lén ding ligu don 75 mg duy nhét (khoang 1 mg/kg). Dugc ddng hoc
cia gseltamivir & tré em va thanh thiéu nién z 12 twéi wong ty nhir &
ngureri Iéen.

oL cao fudi

& ngudi cao twdi (65 — 78 twéi), nBng A3 cda chat chuyén héa cé hoat
tinh & trang thal &n dinh cao han khoang 25 - 35% so v&i ngudi lon
dudéi 65 twéi khi dung cung mbt lidu oseltamivir. Thei gian ban thai cla
thubc & ngudi cao twdi trong tyr nhir & ngudi tré tudl. Can clr vao
ndng d9 cla thudc va kha ning dung nap, khéng cin digu chinh lidu
cho ngudi cao s trir khi cé bdng chirng suy than vira hodc nang
{CrCl < 60 muphfﬂ}. X

Sau khi ding 100 mq oseltamivir phosphate x 2 laningay trong 5 ngay
cho'bénh nhan suy than & nhigu mirc d) khac nhau, ngudi ta thiy
ndng dd oseltamivir carboxylate ty 18 nghich véi sy suy gidm chirc
ndng than. A :

Céc nghién ciru in Vitro a4 két ludn réing phoi nhigém vé&i oseltamivir khdng
tang dang kB, cOng nhe phoi nhigém véi chdt chuyén héa c6 hoat tinh
kh8ng gidm dang ké & benh nhan suy gan. - i

- -MBt phan tich gBp duge ddng hoc trén dan s&.chl ra ring véi phac da liju
Iugrng sir dyng oseltamivir mé t trong muc 6. Cdch ding, lidu ding thi sy
1iép xdc v chit chuyén ha cd hoat tinh & phy nir cé thai thdp hon khi
50 véi phy nlr khéng cb thai (trung binh 30% & c4 3 thang diu thai ky).
Tuy sy hép thu thdp hon dy doén nhung vin duy trl nBng dd cao hon
ndng d9 trc ché (g4 trj IC95).va & ngudng diBu tri mdt loat cic ching
virus cim. Ngoai ra, c6 béing chirng tir cAc nghién cilru quan sét cho thdy
loi Ich ctia phéc dd ding thufc hign nay & d5i twgng bénh nhan nay. Do
ds, vige diu chinh liBu khéng duge khuyén cho cho phy ni co thai trong
diBu tri hoc phang ngira cam, .

Phan tich duvgc adng hoc trén dan s6 cho thay vige diBu i cho naui
trrérng thanh b suy gidm mi&n dich biing oseltamivir din dén 14ng Eﬁng
@9 chdt chuy8n héa cé hoat tinh (18n d&n 50%) 56 véi ngurdri truréng thanh
€6 cing df thanh thai creatinin ma khéng bj suy giam midn dich. Do chéat
chuy&n hda cé hoat linh cé khoang an toan rdng nén khéng can dizy
chinh ligu & ngudi trudmg thanh bj suy gidm mién djch. Tuy nhi&n, d&i véri
nguéi tnrdng thanh bj suy gidm miln dich kém theo suy thin, nén disu
chinh liBu nhir mé tA trong myc 6. Céch dting, lidu dong.

16. Quy cachdéng géi
V110 vién. HBp 1 v,
V110 vién. Hﬁp 3wl y

17.  Pidu kién ba0 quan, han ding, ti

et Hgn T an 0, tidu chudn chit lwgng coa thudc
Bao quan trong baoe bl kin, noi kha, Nhi

17.2. Han dling 8. Nhiét d@ khéng quéa 30°C;
36 thang ké tir ngay san xust.

17.3. Tiéu chufin chit lwgng

Use.
18. ' T&n, dja chl cia co s& S&n xuft thudc
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