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INAFLU 75

Vién nung cirng
Thude ny chiding theo dom thude,
Dé v tam tay tréem,
Dge k§ huimg dfnsirdyng trwde kKhi dimg.

THANH PHAN CONG THUC THUOC

- Thanh ||h:§m||.n.n: chit: Oseltamivir (dacns iy aselicmiivee phosphat)
Timg

= Thinh phin G4 dwge: Tinh bot ngd. unh bt nén gelatm hoa. povidan,
natn croscannellose, lale. natn stearvl lwniral, nang so 2 (vang nhiat -
ehil.

DANG BAO CHE

Vidn nang cimg.

M ta: Vidn nong cimg, ¢ nung 5012, niip nang man ving nhat, thin nang
miihi. bén trong chir com thude mau iring.

CHIDINH

Didu i ciim

- DIGn oo ngu 10m va e em (bao gdi te sosintdu thang oo suat
hign cac migu chimyg didn hinh cia eim) khi virus cim dang lin hinh
trong cong déng, Hidu qua di duge chimg mink khi dieu in rong vong
har ngsay i ke kb xuat ignnhimg inéuchimg diu tién.

Dipphang cliim

= Ducphdng cinm o ngeon Tam vii tee co 1 | o iedbén san ki tiep sue vai
rrimg hop 0 duoe chidn dodn nhidm cum khi virus ctim dang lira hanh
Lromig e d{‘ulg.

= D phéngz e sau phon nhidm ¢ho e em duoi 1 udi trong thén ky bing

phat dyi dicheeum,
D phiong cinn bing oselmmivir cin dwoe xie dinh trong img tnrimg
I eyt thé tiy vio hodn canh vitdds iugmg, Xem xétdiephiong theo mia o
i lom vib tre emde 1 tudi 0@ tronmg cac tinh hubog dae biét nhu dai
dich hay trong trulmg hop sudt hién s khong phi hop gifta cde ching
virus luu banh vit vae xin,

- INAFLLU 75 khdng dimg thay thé cho viée tiém phing viie xincim

LIEUDUNG, CACH DUNG
Sirdyng thude cing som eing Wt ronge vong hai nghy din ké iirkhi xuft
hign nhimg trigu chimyg dautien.

Litu diing

Ngariri bme v thiéu mién vir 13 tudi trvlén

= Didutri edhm: Ligu Khuyén cao 13 75 mg x 2 lan‘ngiy trong 3 ngay hode
trong 10 ngav anhing bénh nhin suy gidm sic dékhang.

= Dur phong cin sau phoi aiém: Lidu Kbuyen cao 1a 75 me « | lin/ngay
trong 10 ngiy.

- Dy 'phanl. khi xiy vi dhich cim trong cong dnng Liéu khnyén cio i 73
max 1 lin/ngay trong 6 wan (hode trong 12 tudn o nhimg bénh nhin suy
wam sire dékhang),

Tréem

Fre emdect | o

- Didutri com: Lidu khuyén edo la 3 mg/kg x 2 linngay trong 3 ngay hojic
trong 10 ngdy eobimg bénh nhiin suy giam sie dé klhiang.

= Dy phéng cum sau phon ihidim: Licukhuyén cao trong thin kv bing phist
daidich cim Ta 3 mgkge x 1 Anngiy wong 10 ngay.

= Chua codicligu vélidu cu thécho tre so s thidu thing

Tre em e | dén 12 i

- Didutri cim: Ché dd lidu theo cin ndng nhir sau:

Céan njng Litu khuyén cin®
10 15kg 30 mg x 2 lin/ngay
15~23kg 43 mg x 2 lanmgay
23 - 40 ky 60 myg x 2 linngiy

=40 kg 75 g x 2 lan/ngiy

(* ) Thoi i didu tri Khuyén cao 1 S ngdy hoge 10 ngay o nhimg bénl nhan
suy rim sire dé khing,

= Dy phong cim sau phei nhidm: Thin gian dir phong khavén cao 1a 10
ngay von chédd licu theo canngng nlursan

Ciin nding Liéu khuyén cio

10 - 15ke 30 myg x| ldn/ngay

15 - 3 kg A5 mg x 1 lin‘ogay
23 - a0 kg 60 mge s | lindngay
- 40 ke T5mex | linngay

Buds nhdin swy gon
< Khong can higa chinb lidy.

Bénh reivin suy thin
- Higu chinh liéu cho ngudi 1on va thidu nién ur 13 tdi iré 1én bj suy thin
vira vindmg nhar sau®

B4 thanh thai
creatinin
(mbphity

Li¢u dir phong
Khuyén cio

Ligu dicu tri
khuveén cao

= ) 73 mg s 2 lin/ngty 73 me x| linngiy
30-60 30mgx 2 ldnngay | 30 mg x| lan gy
130 Amge s | linngay 30 mg mbi 2 niy
<10 Khang khuyin cio Khong klwyén cio
S (chura ¢ dir igu) (chura o dir ligu)
Chay 1hin S i i
whiln 120 30 ing sau mdn dot 30 myg sau man 2 dot
111@1 phiin 30 mg lidu duy nhit 30 mex | ldnduin
phic mac

- Chumed didir ligu am sing vé vidge hidu chinh lidu & bénh nhidn suy thin
e 13 1t

Neiedd oo tredi

- Khing cin hi¢u chinh liéy, tnr tneomy hop bénh nhin cao tudi kém suy
thin vira va nang.

Bul nledn suy giinamién dich

- Digutrf cin: Thisi gian dieu i khuyén cao 1a 10 nghy. Khiong cin higu
chinh licu,

= I phong theo mita: Xem xét thin gian dir phing trong timg trtmg hop
cuthe, eothid lén dén 12 win,

Cach ding

- Ubng thude véi nhiéu niroe. Phai udng di liéy il du thoi gian quy dinh
€6 thé udng thube Wie no hode lie doi nhimg udng e no <& tam bé kha
chiu o dg day. Trimy hgp bénh ahiin kKhang thé sirdpng dang bio ché
vién nang cimg, ¢6 thé ma vién nang, do hét thude frong vién nang vao
ebe rdi trgn |huol. v6i mrde ngot eho d udnge vi thude cb vi dang. Ngwdi
bénh khdng can kidng thire in, d udng ndo khi dimg oseltamivir, trir
trirémig hop ey thé theo vé cin cia chiuyén gia y 1é

- Trubmg hop quén ufmg min lidu, néu thi diéim phdt hign cach xa lidu
dung ke tiép thi uong, ngay khi c6 th. Trrong hop thin diém phit hign
gin licu ding ké tiép, bo qua lidu quén niy Khong dung lidu pap doi dé
bésung cholidu quén.

CHONG CHILDINH

= Qua min van oseltamivie phosphat hoge bit ki thanh phin mio co trong
cong thire.

CANI BAO VATHAN TRONG KHIDUNG THUOC

- Oselamivir chi higu qua chdng lai bénh iy rado virus cim. Khing cd
bang chimg vé higu qua caa oseltamivir ddi vor nhimg bénl gy r bai
cic tac nhin Khae,

- Oselwmivie Khéng ding thay thé cho vige ném phéng viic Xin cim. Vide
str dung oseltamavir phir khong dugc anh leong dén vide dinh gid oo
nhirg ca thé e gn iégn phun!. vAe xin cim l:ﬁnE nam., Chi sa dyng
oseltampvir khi co i liéu dich 1€ hoe tin ey chimg minh co virus eam
hiru hitnh trong edng dbng. Ngodi m clin xem xétthang tin mdi nhit vé
nire 49 nhay cim eva oseltamivir trén chung virus hién dang ho hanh
trong cing don g dé cannhiic vé vige strdung oseltamivir

= B nhin vidi cic bénh v di kém ngliém wong: Chura 6 thong tin vé
Igu cjurd vid an toin et oselamivir o nhimg d6i teong nay.

- Bénhnhin suy gigm midn dich: Higu qua cin osellamivir froy
durphong ciim vin chua thit sie o rng.

- Béah timbénh ho hip: Chea rd higu qua cun oseltami
1hiin ¢6 bénh tim man tnh vi bénh ho hap

« Bénhnhi: Chura codir ligu v licu kinyén eao cho ré si

- Binhnhin suy thinning: Khuyén cdo hiéu chinh lié
thidu nién tir 13 wdi trolén bi suy thin njng. Cluradi
e ra liéu Khuyén cho g treem bj suy thin,

- Réi loan thin kink — tam thin: C6 bio cdo v& nhimy réi I
tim thiln khi sir dung oseltamivir, dac biét o tré em vi thidn rﬂlk ﬂ;lu.
tbi loan ndy clng xay ra ¢ nhimg béah nhin bj cim Khonz-d
oscltamivir. Bénh nhin nén dinge theo doi vé nhimg thay ddi trong hinh

i, ddinh gid Toi fch va ng Khi ié sirdung osg U
;“h “1:5?”5;." ch va nguy co K tiep tue sir unEm‘.luBN&lIIE'IA BGC

SUDUNG THUOC CHO PHUNITCO THAIVACI r(ﬂg%ﬁ {

Surdung thude cho phy i ¢é thai . "

- Cin lién quan dén nhimg tae dong bat leri cho thai ky va thai nhi, vér
nguy co pdp eac dy Wi bim sinh. bao gdin di wetim bdm sinh. Dir ligu 1ir
cie nghién ciru cho thay ring oseltamivirk himg gy di v doe tinh cho
thai nhi. Sir dung oseltamivir trong thai ky neu cin ihiét sau khi xem xét
nhimyg thimge tin vé an 1oian va hidu qua ciing nhu klia nang gily bénh cua
chiing virus cim dang b hanh.

- Caenghiéneieding virkhong cho thay o déc tinh sinh sin

Sirdyng thudic cho phy nir cha con bis
Codit liéu vE vide oseltamivir vy chibt chuyén hoa e hoat tinh bai tiét vao
st e, v nhién lugng oseltamivir miy kKhong di giy nén cae the dung
dugre ¥ ar trd b me. Sir dung oseltamivar kin co lon ich rd réng sau khi
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xeim xét thong inve gnrirﬂ].ng iy bgnh cua ching vi virus etin dang hru
hanh vatinh trang ciame.

ANH HUONG CUA THUOC LEN KHA NANG LAIXE, VAN HANH
MAY MOC

INAFLU 75 khdng anh hrdmg 1¢n khanang lai xe va vin hanh mady méc.

TUONG TAC, TUONG KY CUATHLOC
Turng tic cia thudbc

Oseltamivir it gin vao protein huyé nrong va chuyén hoa khong phy
thuge vaoevtochrom P nén haunhukh OGNy rom g e vin cac | lide kich
thich hay ire ¢hé cytochrom P....

Probencerd: L chit ire ché manh con dirimg bai tiér anion o dng than. Sir
dung phéi ligp v probenecid €6 thé lam tang nong d6 oseltmmivie
uarbn“ tat (chir chuyén Iléa co hoat tinh ciia oseltammvir) do b tién &
ng thin am., Ih.hém. cin luéu chinh liéu khi sir dung phdi hop voi
probenecid érnhimg bénh nhéin cd chire nding than binh thircmg.
Amaxicilln: Buge thai ol qua thin, y nhign amoxicillin khdng co
turemye tahe vé mil dong hoe véi oseltamivir,

Thmdc that teve o ihan: Thitn tronge Khi sir dyng dong thin eseltamivir v
cie thude tha trir qua than co khoang tri liéu hep (clopropamid.
methotrexat, phenylbutazon).

Thimg i lhcie: Khong ¢o nromy the duge ding hoe giit oselamivie
hoge chdt chuyén hoa chinl khi sit duny dong thiri oseliamivie voi
paracetamol, acid acetvlsalieylic, cimetiding cae thude khing tigr acid
(¢t chira magnesi, nhdm hydroxyd va caler carbonat), nmantadin hay
warlarin.

Tuwng ky cia thufie

Do khidng ¢6 cac nghién cim v tinh twomg ky cin thude. khong tran lin
thude ndy véi cae thube khic,

TACDUNG KHONG MONG MUON CUA THUOC

Tile mie cae tie dumg khan e mong mudn ph thude vao lieu ding

Cac tac dung khéng mong mudn duwge phin nhom theo tin suft rin
thiromg gap (ADR = 1/10), thurimg gap (1/100 < ADR < 1/10), it gap
(171000 < ADR < 1/100), hidm gip (1710000 < ADR < 1/1000), it hiém
eap (ADR < 1/10000), khong 18 thn suit (Khng woe tinh dwoc i dir lién
siinco).

Tacdyng khing mong mudn & ngudilim vi thitu nién
Nhiémkhuin va nhiémky sinh ring

Thuemg gap: Viém phé quan, viém da do Herpes. viém miii hong, nhiém
Khuan dirémg ho bilp trén, vidn xoang

H rgo mair ve g bacl huyée

Hiém pap: Gram tién ciu.

H mién dieh

fr eap: Phaim (e qua mén
Hidm gap: Phan img phan v&, phan imye gia phan v¢

Tam il

Hiém gap: Kich dong, thay déi hitnh vi, lodu, litlin, a0 gilde, mé sing, gap
Acindng, te gy thuremg tich,

H§thin kinh

Rittheome edip Dan diu
Thiromg gip: Nt ngu
Ttedp: Mirsnhiac. co giit

Miit

Hiem pap: Rdi loan th gide,

Tim mach

itgap: Loan nhip nm.

H§ i hitp

Thisémp 2dp: Ho, dan hong, sémii.

Tidu hia

Rat thirimg gap: Budn nén.
Thuime gip: Non. dau vang bung trén khéticu
Hidém gap: Chay man ducng iéu hoa, viém dai ring xuidthuyé

Coam it

it g Tang men gan,
Hidm gap Vigm gan1di cap. suy gan, viémn gan

Da vi i i dudi da

It edp: Chim, viéin da, phatban. ndi may day,
Higm gip: Phit thin kinh mach, hong ban da dang, héi chimy Stevens-
Johnson vi hoai tir thirgmg bi nhiém doe.

Cide tdc dung kidng mong i khde

Thitemg gap: Dau chi, chéng mat, mét moi, v,

Tdedyngkhing mong mubn i tréem tir | dén 12 i
Nhidm kb v nhiéo ki sind irieng

Thirém g gip: Viém tai gidia.

12§ thén kinh

Thurimg giip: Ban din

Mt

Thiemg gap: Viém kétmae

Taivi mé dgo

Thirimg gdp: Bau tai.
1t gip: P mangz nhi.

HE i hiip

Rt thireme gdp: Ho,nghet mii.
Thitmg gdp: S6min.

Tidw hiin

Rét tharimyz iip. Non.
Thirim zap: Budnnén, dau ving bung trén, kKbotidu

Tt gip: Viém dar

QUALIEUVACACHXUTRI
Qi lidu

Trong phin lém ede trudmg hop qua liéu da duoe bio edo, khdng co phan
img bét Ion ndio durec ahi nhdn ngod cac tde dung khdng mong mudn cua
thude.

Ciich aurtri

Chém soe v khos va didu m trign chimy néu can thiét. Khong co thnoe
e dde dic hign,

DAC TINUDUQC LLUC HOC

Nhom duye Iy: Thuoe khing virus tae dung twdn thin, chit ire ché

nenraminidase.

MAATC: JOSAHO2.
Cochéticdyng

Oseltamivir [ tién ehit cua oseltamivir carbosy lat - ehit chuyén hoa co
howat tinh, Oseltamivir carboxylat ire ché chon loc enzym neuraminidase
cua virus cim, Newraminidase 1amét glycoprotein dine tim thily trén be
it virus, € vai e quan trong trong sir xam nhap e virus vao 1 hio
Lanh, sir giai phong cic hatvirus clim mén diroe hinh thanh orong e bao b
ihiém valam virus lan trayén khiip cothé,

Tromg nghién cim i vitr, oseltamivie carboxylal are ehé enzmi
nenrmminidase ¢ virus cum A v cum B qua 36 ngdn cin quit trinh xim
ithap va nhin lén cua virus. Tromg nghién e i vive, oseltamiyvie ding
duimyg ubng (e ché sy nbdn 1én va piy bénh ciia virus eim A va com B
(myhién cin o domg viit bi nhigm cum khi cho ding mét lidu oselamvir
tuwemg tye i liu 75 mp diing 2 Bin/ngdy o nguir ).

DACTINI DUGC PONG HOC
Hip thu

Oseltanivir dirge higp thu nhanh @ dng tign hoa vi dioe chuyén hoa
nhanth o wan thanh chit chuyén hoa cd hoar tinh 13 oschamivie

carboxviat Tinhat 75% liea 1.i:u|;. duimy udng dén lua.n hodn chung dirg
dany chit chuyén hoa co hoat tinh, Néng dmmnb Ty & o o ea tidn
durere v chit :hu}.}n hoa e hoar tinh t 1& von lién dime vi khdng bj anli
Inromg b thire n

Phiin bo

Thé tich phén bo trung binh o tang thin on dinh cda oseltamivie
carboxylat laxap xi 23 1it - from g duemg the tich dich ngoai bao, B v
enzym neurmminidase hoat dong & ngoai bio, cseltamivir carboxyln
phin b vao (it ca cde it ma virus cim lan ruyén. Oseliamivie
carboxylat gin két khing dang ké vai protein huyétnrong (xdp xi 3%)

Chuyén hia

Oweltamivir dioe chuyén hoanhanh igan thankh chit chuvén hoa cohoat
tinh 13 oseltamivir carboxylin. Oselamivir va oseltanvie carboxylat
khdng tie ddnge lén hé thomg enzym coa evtoshrom Py

Thaitrir

Hom 90% liromg oseltumivir hip thu duge i trie bang cach bign dor
thiinh osehamivir carboxylat. Oseliamivir carboxylat khdng bi chivén
Toat tidp v dargre o that hodn toin qua oude riéw, Thin gran ban thai cua
oseltamivircarboxylat 12 6 — 10 gier, Dudn 20% lidu dimg duimg nong <o
dinh diu phong xadirge that trirqua phin

Durgre ding hpe iré ede dii iegng die bigr

Tré em: Tién chiit va chit chuyen hoa oo hoat tinh dlm dio thar nhanh
ham so von ngrt lom. Ligu 2 mekge o tre em cho nomie dd vseltamivie
carboxylat wemy diemg véi Tidu duy nhdi 75 me (khoang | mg/ky) o
ngurd lom. Dureee ddng hoe ¢ia thude ¢ e em va thicu nién tir 12 tudi tro
180 tueemg tormbie & mgguin lom

Neréri eao tubi: Voi cing mt ehé dé lidn vi o trang thii ¢in Ddng, ning
i chdt chuvén hioa eé hom tinh & bénh nhiin eao tudi ( tir bS din 78 o)
cao hom 25 - 35% o vin nguein tre. kimlu._mwkh.u et vt thin gian ban
i ¢ nezasin €0 baon 0 v ngards tre, Do nong dé va tinh dung nop thuoe
o mgrin cao ludi trom gt nhie ngu tré nén khong eiin higu chinh licu tnr
trrimy hop suy grim chire ndng thin,

Banh nhan suy tian: Nong dd oseltamivir carboxylatti [ nghieh vin mire
43 suy thin. Do docan phai hiéu chink liéu

Bénh nhiln suy gan: Nang 46 thude ting hode giam khdng ding ké ¢ banh
i suy an

Phy nirco thin: Nong 3 eliit chuyén hoa co hoat tinh u.uu khi sir dung
asehamavar o phy i e lI1'u tuy nhién vin duy tri diroc ndng dd edn thiéi
trong digu tri der do Lhunl. cln Illcu chinhliéy

Bénh nhin sy mam mien dich: Nong d6 chat chuyén hoa co hoat tinh
ting ¢ nhime bénh nhin suy giam midn dich nhimg sy hicu chinh lidy
khng cin hiét tri treromg ho suy piam chire nang thin,

QUY CACH DONG GOI

Hop03vix 10 vidn nangeimg. Vibim Al - PVCPVDC rong
Hop 05 via 10 vién pmg cimg. Vibim Al PYCPVDC trong
Hop 10% x 10 vién nang eimg. Vibim Al - PVC/PVDC iong,

BAOQUAN

Meri khd, dieon 30 C Trsanh amh séng

HAN DUNG

36 thang (ké tirngay san xudt)

TIEU CHUAN CHATLUQNG

Tidu chutin e sir
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