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’» y chi ding theo don thubc
huwdng dan sir dung trudc khi diing
im tay tré em

THANH PHAN

MGi vién nén bao phim Normix chira:

Thanh phdn duoc chdt: 200 mg rifaximin

Thanh phan td diroe: Tinh bot natri glycolat (loai A); glycerol distearat; colloidal anhydrous silica;
talc; cellulose vi tinh thé; hypromellose; titan dioxyd E171; dinatri edetat; propylen glycol; sit
oxyd do E172

DANG BAO CHE
Vién nén bao phim. .
Vién nén bao phim mau hong, hai mat 16i, duong kinh 10 mm.

CHI PINH

Dé giam nguy co phat trién vi khuén khéng thudc va duy tri hidu qua ciia Normix ciing nhu céc
thudc khéng sinh khac, Normix chi nén duoc sir dung dé diéu tri hodc phong ngira cac nhiém
khudn da dugce xdc dinh hodc co kha ning cao 1a do vi khudn nhay cam gy ra. Khi c6 thong tin
vé nudi cdy va do nhay khéng sinh, cin xem xét dé lya chon hodc diéu chinh liéu phap khéng sinh
pht hgp. Trong trudng hop khong co dir liéu nay, co thé sir dung thong tin dich & hoc dia phuong
va md hinh khang thude dé hd trg lwa chon diéu tri theo kinh nghiém.

Tiéu chav du lich:

Normix duoc chi dinh dé didu tri tiéu chay du lich (TD) & ngudi 16n va tré em tir 12 tuéi trd 1én
do céc ching Escherichia coli khong x4m 14n giy ra.

Han ché sir dung:

Khong sir dung Normix & nhimg bénh nhén bi tiéu chdy bién chimg kém theo sdt hodc c6 mau
trong phan hodc tiéu chay do cdc mam bénh khac ngoai Escherichia coli.

CACHDUNG, LIEU DUNG

Diéu trj tiéu chay du lich

Liu khuyén cdo: 200 mg x 3 1an/ngay, kéo dai 3 ngay.
Cach dung

Normix ¢6 thé ubng ciing hoac khong cing thirc an.

CHONG CHI PINH

Bénh nhan qué man véi rifaximin, bt ky khéng sinh nao thugc nhém rifamycin hodc bat ky thanh
phén ndo ciia thube. Cac phan tmg qua man di dugc béo cdo bao gdm viém da tréc vay, phi mach
than kinh va sbc phan vé.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Tiéu chay du lich khong do Escherichia coli

Rifaximin khéng c6 hiéu qua trén bénh nhén bi tiéu chay kém theo st va/hodc c6 mau trong phén,
hodc tiéu chay do cac tac nhan gay bénh khac ngoai Escherichia coli.

Néu tri¢u chirng tiéu chay tro nén nghiém trong hoic kéo dai hon 24 dén 48 gio, nén ngimg diéu
tri va can nhic sir dung liéu phap khéng sinh thay thé.

Rifaximin khdng ¢6 hiéu qua trong diéu trj tiéu chay du lich do Campylobacter jejuni. Hiéu qua
cta Rifaximin d6i véi tidu chay du lich do cac loai Shigella spp. va Salmonella spp. chua dugc
chirg minh. Rifaximin khong nén dugc str dung cho bénh nhén c¢é nghi ng& Campylobacter jejuni,
Shigella spp. hoac Salmonella spp. la tac nhan gay bénh.
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Tiéu chay do Clostridium difficile

Tiéu chay do Clostridium difficile (CDAD) dd duoc ghi nhan Khi str dung hau hét cac loai khang
sinh, bao gdm rifaximin. Bénh ¢6 thé tir tiéu chay nhe dén viém dai trang gay ti vong. Vige diéu
tri thuoc khéng sinh c6 thé 1am thay déi hé vi sinh binh thudng trong dai trang, din dén sy phat
trién qua muc cha C. a':ﬁ“crle

C. difficile san sinh ra doc t6 A va B, 1a nguyén nhan chinh gy ra CDAD. Cac ching Clostridium
difficile san sinh hypertoxm c6 thé gay tang ty ¢ miéc bénh va tir vong, vi nhiing nhiém khuan nay
thuong khang didu tri khang sinh va c6 thé can phai phau thuat cat bo dai trang.

Can xem xét kha nang mac CDAD o tét ca bénh nhan bi tiéu chay sau khi sir dung khang sinh.
Viéc khai théc tién sir bénh cén thén 1a cén thiét, vi CDAD di duge béo céo xdy ra ngay ca sau
hai thang ké tir khi str dyng khang sinh.

Néu nghi ngd hodc xac nhan bénh tiéu chay do Clostridium difficile (CDAD), ¢6 thé can ngumg
str dung khang sinh khong c6 tac dung chéng lai C. difficile. Can tién hanh diéu chinh can bang
nude va dién giai thich hop, bd sung protein, diéu tri khang sinh chéng C. difficile va dénh gia
phéu thudt néu can thiét theo tinh trang |am sang ctia bénh nhén.

Nguy co phat trién vi khuéin khang thuéc

K& don Rifaximin cho bénh tiéu chay du lich trong trudng hop thiéu bang chimg hodc chua chéc
chéin nghi ngd nhiém khudn hoiic dung dé phong ngira, c6 thé khong mang lai loi ich cho ngudi
bénh ma con lam ting nguy co phat trién vi khuan khang thube.

Suy gan ning (Child-Pugh C)

Bénh nhan suy gan ning c6 thé gia ting mirc phoi nhiém toan than véi thudc. Do dé, cn thén
trong khi sir dung cho bénh nhan suy gan nang (Child-Pugh C).

Sir dung dong thoi véi cac thude e ché P-glycoprotein

St dung dong thoi céc thude e ché P- glycopmtem (P-gp) v6i Normix c6 thé 1am ting dang ké
mirc phoi nhiém toan than véi rifaximin. Cén than trong khi sir dung dong thoi Normix véi cac
thudc trc ché P- -gp nhu cyclosporm O bénh nhan suy gan, hiéu Gng cong gop cua V1¢c giam chuyen
héa va sir dung dong thoi thude e ché P-gp cé thé 1am gia ting mirc phoi nhiém toan than vdéi
rifaximin.

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

Phu nir ¢6 thai

Tom tdit nguy co

Chua c6 dif lidu vé viéc sir dung rifaximin & phu nir c6 thai dé cho thiy bat ky rti ro lién quan dén
thudc. Tac dung gdy quai thai di duge quan sat thiy trong cac nghién ciru sinh san trén dong vt
khi sir dung rifaximin cho chudt va thd mang thai trong giai doan hinh thanh co quan, véi liu
tuong ng khoang 0,9 dén 5 lan va 0, 7 den 33 14n so v6i lidu khuyén céo 0 ngudi (600 mg dén
1.650 mg moi ngay). 0 tho, cdc di tat vé mét, miéng, hdm mat, tim va ct song thit lung da dugc
quan sat thiy. Dj tat vé mét ciing dugc ghi nhén & ca chugt va tho khi sir dung liéu 1am gidm can
nang ctia me. Khuyén céo phu nit mang thai vé nguy co tiém an doi véi thai nhi.

Dir liéu

Dir liéu trén dong vdt

Rifaximin c6 tac dung gdy quai thai & chudt vailidu 150 den 300 mg/kg (tuong duong khoang 2,5
dén 5 14n liéu khuyen céo cho tiéu chay du lich [600 mg mdi ngay], duoc diéu chinh theo dién tich
bé mit co thé). Rifaximin cling c6 tdc dung gy quai thai ¢ tho voi lieu 62,5 dén 1.000 mg/kg
(twong duong khoang 2 dén 33 lan lleu khuyén cao cho TD, duoc diéu chinh theo dién tich bé mit
co thé). Nhiing tac dong nay bao gom ho ham éch, tat khong ham, ngan xuong ham XuAt huyet
mit m& mot phan, mét nho, tat ham ngén, bt héa khong hoan chinh va gia ting s6 luwong dbt song
nguc-thét lung.

Mot nghién ciru vé sur phat trién trude va sau sinh ¢ chudt khong cho thiy bang chimg vé bat ky
tac dong bat lgi ndo d6i véi sy phat trién trude va sau sinh khi sir dung rifaximin bing dudng ubng
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v6i lidu 1én dén 300 mg/kg mdi ngay (trong duong khoang 5 14n 1iéu khuyén cao cho TD, dugc
diéu chinh theo dién tich bé mit co thé).

Phu nit cho con b1

Tom tit nguy co

Chua c6 dir liéu vé sy ¢6 mat cua rifaximin trong sira me, tac dong cua rifaximin 1€n tre b me
hodic anh hudng cta thude dbi voi qua trinh tiét stra. Cin can nhic sy phat trién va lgi ich strc khoe
clia viée nudi con bang sira me cling véi nhu cau diéu trj rifaximin ctia ngudi me va nhimg tac
dung c6 hai c6 thé xay ra d6i véi tré bt me hay tir tinh trang bénh nén clia ngudi me.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua c6 bing chimg vé anh huong cta thude 1én kha nang lai xe, van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC

Twong tac thudce

Thudc trc ché P-glycoprotein (P-gp)

Viéc dung dong thoi rifaximin v&i cyclosporin, mot chét trc ché P-gp va OATP, lam téng dang ké
mire phoi nhiém toan than véi rifaximin. G bénh nhan suy gan, tac dung cong gop cta vigc giam
chuyén héa va str dung dong thoi thude trc ché P- -gp ¢0 thé lam gia tang thém murc phoi nhiém
toan than vdi rifaximin. Can than trong khi str dung dong thei Normix voi thude trc ché P-gp nhu
cyclosporin.

Warfarin

Thay ddi INR da duoc ghi nhan sau luu hanh & bénh nhan dung dong thoi rifaximin va warfarin.
Cén theo dai INR va thoi gian prothrombin. Hiéu chinh liéu warfarin c6 thé can thiét d&é duy tri
khoang INR muyc tiéu. Xem thong tin ké don cua warfarin.

Co chat CYP3A4

Mot nghién ctru in vitro cho thdy rifaximin c6 thé cam Gng CYP3A4. Tuy nhién, & bénh nhén
chirc ning gan binh thuong, viéc sir dung rifaximin theo phéc dd khuyen cao khong c6 kha nang
gdy cam g CYP3A4. Chua 13 liéu rifaximin ¢6 anh hudng dang ke den dugc dong hoc cua cac
co chat CYP3A4 dung cung & bénh nhan suy giam chirc nang gan c6 ndng do rifaximin tng cao
hay khdng.

Cdc nghién ciru vé tirong tdc thuéc

Trong mot nghién ctru in vitro cho thdy rifaximin 13 co chét ciia CYP3A4.

Trong in vitro, rifaximin 13 co chat cta P-glycoprotein, OATP1A2, OATP1B1 va OATP1B3.
Rifaximin khong phai li co chét cia OATP2BI,

Cyclosporin

Cyulosporm cling la mgt chét tc ché OATP, pr otein khang ung thu via (BCRP) va 1a chét e ché
yéu cua CYP3A4. Muc d§ dong gop tuong ddi cua vige trc che ting chat vén chuyén nay béi
cyclosporin dbi véi s gia ting mirc d9 phoi nhiém rifaximin van chua dugc xéc dinh.

Tdc dung cia rifaximin lén cde thude khdc

Trong cac nghién clru tuong tac thudc in vitro, gia tri ICso clia rifaximin d6i véi cac isoenzyme
CYP 1A2.2A6. 2B6, 2C9, 2C19, 2D6, 2E1 déu >50 uM (~60 meg). Gia tri ICso dbi voi CYP3A4
12 25 uM. Dua trén céc nghién ciru in vitro, rifaximin khong ¢6 kha nang giy tuong tac thude dang
ké trén 1am sang thong qua (i ché cac enzyme CYP 1A2, 2A6, 2B6, 2C9, 2C19, 2D6, 2E1 va
3A4.

Trong mdt nghién ctru in vitro, rifaximin ciing cho thdy téc dung tc ché van chuyén qua P-
glycoprotein (P-gp) , nhung anh hudng cta rifaximin 1én P-gp trong nghién ctru in vivo chua duge
danh gia.

Trong cac nghién ctru in vitro, rifaximin tai ndng d6 3 pM i ché 64% su hap thu estradiol
glucuronide qua OATP1B1 va 70% qua OATP1B3, trong khi do trc ché 40% su hap thu estrone
sulfate qua OATP]AZ Tuy nhién, kha ndng trc ché céc chit van chuyén nay ¢ nong do rifaximin
¢6 ¥ nghia 1am sang van chua dugc xac dinh.

Midazolam
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Mot nghién ciru in vitro cho thay rifaximin cé kha nang cam Gmg CYP3A4 & nong d6 0,2 uM. Khi
ding rifaximin véi liéu 200 mg va 550 mg, 3 lan/ngay trong 7 ngay thi khong quan sat thdy sur
cam ung dang ké ctia enzyme CYP3A4 khi sir dung midazolam 1am co chét, trong hai nghién ciru
tuong tac thude trén 1am sang & ngudi khoe manh.

Tac dung cua rifaximin 200 mg uong moi 8 gid trong 3 ngay va 7 ngdy doi voi duoc dong hoc cua
liéu don midazolam 2 mg dudng tiém tinh mach hogc midazolam 6 mg duong uong da dugce danh
gia trén nguoi khoe manh. Khong ¢6 su khac biét dang ké ve muc d§ phoi nhiém toan than hodc
thai trir cia midazolam dudng tiém tinh mach hodc dudng udng hodc chat chuyén hoa chinh cta
no (1'-hydroxymidazolam) gitra cac nhom dung midazolam don lidu hodc ding cling véi rifaximin.
Do dé, rifaximin 200 mg (3 lan/ngay) khéng c6 anh hudng dédng ké dén hoat tinh ctia CYP3A4 ¢
rudt hodc gan.

Thudc tranh thai dwong uong chira Erhfny! Estradiol va Norgestimate

Nghién ciru nhin ma, bat chéo trén thudc tranh thai duong udng & 28 phu nir khée manh nhiam
x4c dinh liéu rifaximin 200 mg uong 3 lan/ngay trong 3 ngdy (phac dd diéu trj tiéu chay du lich)
c6 thay déi duge dong hoc cua thudc tréanh thai don liéu chira 0,07 mg ethinyl estradiol va 0.5 mg
norgestimate hay khong. Két qua cho thiy duge dong hoc cia ethinyl estradiol va norgestimate
don lidu khong bi thay déi boi rifaximin.

Twong ki ciia thude

Khéng co turong ki.

TAC DUNG KHONG MONG MUON CUA THUOC

Thir nghiém lam sang

Trong céc thir nghiém 1dm sang mu déi c6 dbi chimg va nghién ctru duge ly lam sang, tac dung
ca rifaximin duge so sanh véi gid duge va céc khang sinh khéc. Vi vdy, c6 sin dit liéu an toan
cua rifaximin.

Chu y: Mot s tdc dung bat lgi duoc ligt ké (cu thé phan ung trén duong tiéu héa) co thé la triéu
chimg giong véi triéu chirng bénh tiém an dang dwoc diéu tri, va dwoe bdo cdo véi tan sudt twong
tw & nhém bénh nhan diéu tri bang gia dwoc trong cdc thir nghiém ldm sang.

Kinh nghiém sau khi luu hanh

Sau khi luu hanh trén thi thuong, mot sé tac dung khéng mong muén khac duge bio céo thém, tan
sudt cua cac tac dung nay chua rd (khong thé tinh dugc tir cac dit liéu hién cd)

Tan suit dugc dinh nghia nhu sau:

Rét thudng gap (>1/10); Thu'omg gip (>1/100 va <1/10); it gap (=1/1000 va <1/100); Hiém gap
(gl!l{) 000 va <1/1.000); R4t hiém gap (<1/10.000); Khéng rd (chua tinh duge tir cac dir liu c6
san).

Phén loai h¢ co | Thuong gip it gap Hiém gip | Khoéngrd
quan theo
MedDRA
Nhiém trang va Nhiém nim Candida, Nhiém tring
ky sinh triing herpes simplex, viém miii Clostridial

hong, viém hong, nhiém
tring duong ho hap trén

Réi loan mau Tang bach cau lympho, Giam tiéu cau

va hé bach tang bach cau don nhan,

huyét giam bach cau trung tinh

R6i loan hé Phan (g phan
X . -~ =

mién dich vé, man cam

Réi loan Chan &n, mét nudc

chuyén héa va

dinh dudng
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Réi loan tAm
thin

Mat ngii, nga khong yén
giac tram cam, cdng
thang

Rbi loan hé

Chdng mat, dau

Pau ntra dau, giam cam

Ngit

than kinh dau gidc, di cam, dau dau
trung wong xoang, mo mang

Réi logn mit Nhin dbi

Roi loan tai Mét thang bing, dau tai
Réi loan tim Tim dép nhanh

Réi loan mach

Tang huyét 4p, nong

R&i loan ho
hap, nguc va
trung thit

Kho thé, ngat mii, kho
hong, dau hau hong, ho,
chay nudc miii

R6i logn dwong
tiéu hoa

Tao bon, dau
bung, day hoi va
tredng bung, tiéu
chay, day hoi,
budn ndn, mét
ran tryce trang, dai
tién cap, triéu
chirng non mtra

C6 chudng, khé tiéu, rdi
loan nhu ddng tiéu hoa,
dau bung trén, dai tién ra
méu, phan nhay, phan
clrng, mai kho, roi loan
vi gidc, mau trong phan

R6i loan gan
mait

Tang aspartat
aminotransferase

Xét nghiém chirc
ning gan bét
thuong

Roi loan da va
mo dudi da

Ban do, ngoai ban va
hdng ban, chay nang'

Pht mach, viém
da, viém da troc
vily, eczema,
ban do, ban xuat
huyét, ngira, mé
day

Réi loan co
xwong va mo
A A

lién ket

Dau lung, yéu co, co co,
dau ¢0, dau co

Réi loan thén
va tiét ni¢u

Méu trong nude tiéu,
glucose niéu, dai rat, dai
nhiéu, protein ni¢u

Roi loan hé
sinh san

R&i loan kinh nguyét

R6i loan chung
va phan rng tai
cho

Sbt

Tinh trang suy nhugc, on
lanh, d6 md hoi lanh, dau
va kho chiu, pht ngoai
bién, bénh giéng ctiim,
tang tiét md hoi

Khao sat

Bt thuomg chi
s0 binh thuong
hoa quéc té

(INR)

"'Nhu cac nha nghién ctru di béo céo "chdy ning", diéu nay duoc coi la thye sy 1a mot "chay
nang", khéng phai la dé cdp dén phan ting nhay cam 4nh sang.
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Bio cdo khi nghi ngo xay ra tic dung bt loi

Thong bao ngay cho béc s§ hodc dugce sy khi gip cac tac dung khéng mong mudn nhu trén khi st
dung thude hodc bao cdo cac phan tmg c6 hai ctia thude v& Trung tdm Théng tin thude va Theo
ddi phan Gng co hai cia thuéc (ADR) Qudc Gia. Dia chi: 13 - 15 Lé Thanh Tong - Hoan Kiém -
Ha Noi. Dién thoai: 024.3.9335.618; Fax: 024.3.9335642; Email: di.pvcenter@gmail.com.

QUA LIEU VA CACH XU TRIi

Qua liéu

Chura c6 thong tin cu thé vé diéu tri qua lidu rifampin.

Trong cac nghién ctru lam sang v6i liéu cao hon liéu khuyén cdo (trén 600 mg/ngay d6i v6i TD),
cac phan (ng c¢6 hai tuong ty gitta nhém dung liéu cao hon khuyén cao va nhom dung gia dugc.
Cach xir tri

Trong trudng hop qua lidu, ngimg thude, didu tri triéu chimg va 4p dung cac bién phap hd trg can
thiet.

PAC TiNH DUQC LUC HQC

Nhém dwoce I: didu tri tiéu chay, chdng viém va khang khudn dudng rudt, khang sinh.

Ma ATC: AOTAALL

NORMIX cé chira rifaximin [4-desoxy-4’-methyl pyrido (1°,2°-1,2) imidazo (5,4-c) rifamicin SV]
& dang da hinh o.

Co ché tic dung

Rifaximin 1a mot dAn xudt ban téng hop cua rifampin c6 co ché tic dong bing cach gan vao tiéu
don vj beta cua enzyme RNA polymerase phu thuoc DNA, chan mot bude trong qua trinh phién
ma va din dén trc ché téng hop protein ctia vi khudn, tir 46 ngin can sy phét trién cta vi khuén.
Co ché khang thube

Khang rifaximin chti yéu do dot bién gen rpoB, lam thay ddi vi tri gén trén RNA polymerase phu
thudc DNA, din dén giam 4i lyc lién két va giam hiéu qua ctia thude. Tuy nhién, khong ¢6 khang
chéo gitra rifaximin va cac nhom khang sinh khac.

Hoat tinh khéng khuan

Rifaximin da dugc cerng minh ¢6 hoat tinh chéng lai hdu hét cac chung vi khuan duéi, ca trong
in vitro va trong nhiém khuin lam sang:

- Vi khuén hiéu khi

- Vi khudn Gram am

- Escherichia coli (cac chung enterotoxigenic va enteroaggregative)

PAC TiNH DUQC PONG HQC

Hip thu

Tiéu chay du lich (TD)

Mirc hép thu toan than cta rifaximin (200 mg, 3 lénfngay) duoc déanh gia trén 13 ddi tuong méc
bénh ly truc khuan vao ngay 1 va ngay 3 trong dot didu tri 3 ngay. Nong do rifaximin trong huyet
twong thap va bién thién, khong c6 diu hiéu tich ity thube sau khi dung lién tuc 3 ngay (9 l1eu)
Nong d6 dinh cta rifaximin trong huyét tl.ro'ng sau 3 va 9 liéu lién tlep dao dong tir 0,81 dén 3,4
ng/mL véo ngdy 1 va 0,68 dén 2,26 ng/mL vao ngay 3. AUCq.a udc tinh lan luot 12 6,95 + 5,15
ng-h/mL (ngay 1) va 7,83 £+ 4,94 ng| ‘h/mL (ngay 3). Rifaximin khong phu hop dé diéu tri nhiém
khudn toan than do mirc do phoi nhiém toan than thap sau khi uéng.

Anh hwong ciia thire an ¢ ngueoi khoe manh

Khi diing bita an nhiéu chét beo 30 phut trude khi uéng rifaximin & ngudi khée manh 1am cham
thoi glan trung binh dé dat ndng do dinh trong huyet tuong tir 075 1én 1,5 gi¢ va tang mirc do
phoi nhiém toan than (AUC) ciia rifaximin 1én gap 2 lan, nhung khong anh hudng déang ké dén
Cmax

Tuong quan liéu
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Sau khi uong rifaximin v&i cac liéu 200 mg, 400 mg hogc 600 mg, ndng dg rifaximin toan than
tang theo liéu khoang gap 2 14n d6i v6i cad AUChst vA Cmax cho liéu tir 200 mg dén 400 mg, nhung
tang theo lidu it hon 1,3 1an d6i véi cd AUCus va Cmax cho liéu tir 400 mg dén 600 mg.

Phén b

Rifaximin gén véi protein huyét tuong & mic do trung binh. Trong cac thir nghiém in vivo, ty 1¢
géin v6i protein huyét tuong trung binh 1a 67,5% & ngudi khoe manh va 62% & bénh nhan suy gan
khi ubng rifaximin.

Chuyén héa

Trong mdt nghién cru in vitro, rifaximin chu yéu duge chuyén hoa boi CYP3A4. Trong huyel
tuong, rifaximin chiém 18% hoat tinh phong xa, diéu nay cho thdy phan rifaximin duge hap thu
<& trai qua qué trinh chuyén héa manh mé.

Thai trir

Thoi gian ban thai trung binh cva rifaximin ¢ nhiing nguoi khoe manh co trang thai 6n dinh 12 5.6
git va 6 gid & nhitng bénh nhén maéc hdi chimg rudt kich thich kém tiéu chay (IBS-D).

Trong nghién ciru can bing khéi lugng, sau khi udng 400 mg rifaximin dénh dAu phong xa ("*C-
rifaximin) & ngudi khoe manh: 96,94% tng lugng thudc duoc bai tiét trong d6 96,62% duoc bai
tlet qua phén, chi yéu dudi dang thudc chura chuyén hoa, 0,32% dugc bai tiét qua nude tiéu, chu
yéu dudi dang chat chuyén héa, chi 0,03% dudi dang thude chua chuyen hoa.

Mot nghién ctru riéng biét cho thay rifaximin cé thé dugc bai tiét qua dudng mét, trong do
rifaximin dugc phat hién trong dich mét cua bénh nhan da cit tii mat, nhung van ¢6 niém mac
duong tiéu héa nguyén ven.

Bénh nhéan dic biét

Bénh nhén nhi

Hiéu qua va an toan cua rifaximin chua dugc thiét lap o bénh nhi dudi 12 tudi dbi véi tidu chay
du lich.

Bénh nhan cao tudi

Céc nghién ciru 1am sang vé tiéu chay du lich khong du s6 lugng bénh nhan tir 65 tudi trd 1én dé
xéc dinh liéu ho c6 dap (mg khac so v&i bénh nhan tré tudi hay khong Cac kinh nghlem khéc trén
lam sang da dugc ghi nhan khong xdc dinh dugc sy khic biét ve dap (g gitra ngudi cao tudi va
ngudi tré tudi, nhung khéng thé loai trir kha nang mot sé c4 thé |6n tudi nhay cam hon.

Bénh nhén suy than

Dugc dong hoc ctia rifaximin chua duge nghién ciru trén bénh nhan suy thén.

Bénh nhan suy gan

Mirc do phoi nhiém toan than cua rifaximin ting déng ké & bénh nhan suy gan so v&i ngudi khoe
manh. Khong khuyén cédo hiéu chinh liéu lugng vi rifaximin c6 thé c6 tac dung tai chd. Tuy nhién,
can than trong khi dung rifaximin & nhimg bénh nhan suy gan ning.

DU LIEU TU CAC THU NGHIEM LAM SANG, PHI LAM SANG:

Hd so tién 1am sang khong cho thay ddc tinh dic biét nao trén ngudi thong qua cac nghién ciru
quy ude vé duge hoc an toan, dfc tinh liéu 1ap lai, doc tinh trén gen va kha ning gy ung thu.
Trong nghién ciru vé su phat trién phoi thai & chudt, c6 mot sur tri hoan nhe va thoang qua su hoa
xuong - nhung khéng anh huong toi sur phat trién binh thuomg ciia thai nhi - dugc ghi nhan & lidu
300 mg/kg/ngay. O tho, sau khi udng rifaximin trong qua trinh mang thai, sy gia tang ty 1¢ bién
dang xvong da dugce ghi nhan. Mirc d6 lién quan trén 1am sang cta cac nghién clru nay chua duge
biet.

QUY CACH PONG GOI
Hop 1 vi x 12 vién.

PIEU KIEN BAO QUAN
Béo quan & nhiét dé dudi 30°C.
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HAN DUNG ,
36 Thang ké tir ngay san xuat. Khéng ding thuoc da qua han in trén bao bi.

TIEU CHUAN CHAT LUQNG
Tiéu chuéan co so.

CO SO SAN XUAT
Alfasigma S.P.A. )
Via Enrico Fermi, 1 - 65020 Alanno (PE), Y

. S
HHNL 2
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