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THANH PHAN: Méi vién nén bao phim chira:

Thanh phén digce cht:

LR | e Py s S g g 200,0 mg.

Théanh phé?n td dwge: Microcrystalline cellulose 101, Edetate disodium, Hydroxypropy! cellulose-
L, Sodium starch glycolate, Colloidal silicon dioxide, Stearic acid, Hypromellose 6c¢ps, Talc,
Titanium dioxide, Polyethylen glycol 6000, Ferric oxide (red), Sunset yellow lake.

DANG BAO CHE: Vién nén bao phim )
Vién nén bao phim hinh tron, mau d6 cam, khum, hai mét tron.

TRUOC KHI DUNG.

CHI PINH:

BV RIFAXIMIN 200 didu trj tiéu chay & ngudi du lich khong lién quan dén bit ky bénh ndo sau
day: Sét, phan nét hodc nhidu phin khéng thanh khudn trong 24 gid trude, ¢6 méu hogic bach ciu
trong phan.

BV RIFAXIMIN 200 ¢6 thé rat ngéin thoi gian tidu chay & khéch du lich do cac ching Escherichia
coli khong xam nhép (xem phén Canh bdo va thédn trong khi sir dung va Ddc tinh dirge lire hoc).

LIEU DUNG VA CACH DUNG:

Liéu dimg

200 mg méi 8 gié trong ba ngdy (tdng cong 9 liéu).

Khéng duge str dung Rifaximin quéa 3 ngay ngay ca khi céc tri¢u chimg vin tiép tuc va khong duge
thwe hién dot didu tri thir hai (xem phin Canh bdo va théin trong khi sir dung).

Tré em:

Tinh an toan va hiéu qua ctia vién nén bao phim BV RIFAXIMIN 200 & tré em (dudi 18 tudi) chua
duge thiét lap.

Nguoi gia

Khéng cén diéu chinh lidu lugng vi dir liéu vé tinh an toan va hiéu qua clia BV RIFAXIMIN 200
cho thdy khong ¢6 su khéc biét gitra bénh nhan lén tudi va bénh nhan tré tudi.

Suy gan

Khong can diéu chinh liéu cho bénh nhén suy gan (xem muc Cdnh bdo va thén trong khi sit dung).
Suy thén

Miic dit khong thé doan trude duge viée thay ddi liéu nhung nén thén trong khi sir dung & nhimg
bénh nhén bi suy giam chirc nang than (xem myc Déc tinh dirge dong hoc).

Cdch diing

Pudng udng. Rifaximin c6 thé duoc diing cling hojc khong cling véi thire #n.

CHONG CHI PINH:

Qué mén cam vdi hoat chit, véi bat ky rifamycin ndo (vi du rifampicin hogc rifabutin) hogc véi bit
ky ta duge nao.

Céc truong hop tic rudt.
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CANH BAO VA THAN TRQNG KHI SU DUNG:

Céc phén (g bit lgi nghiém trong & da, bao gbm hoi chimg Stevens-Johnson (SJS) va hoai tir bidu
bi nhiém doc (TEN), d& duge béo cdo lién quan dén viée sir dung rifaximin & bénh nhan xo gan.
Ngirg dung rifaximin khi c¢é ddu hidu dau tién hoic trigu chimg clia phan tmg bt lgi & da nghiém
trong hoic cac déu hiéu qui min khéc va tién hanh d4nh gi4 lam sang.

Dit liéu 14m sang cho thy rifaximin khong hiéu qua trong diéu tri tiéu chay ¢ ngudi du lich do céc
mém bénh dudng rudt xdm 1dn nhu Campylobacter jejuni, Salmonella spp. va Shighella, thudng
gdy tidu chay giéng nhu bénh kiét ly, dic trung béi sbt, mau trong phén va tan sé phan cao,

Néu céc triéu chimg x4u di thi nén ngimg diéu trj bang rifaximin.

Néu cée triéu chimg khong thuyén giam sau 3 ngay diéu tri hofic tai phat ngay sau dé thi khéng nén
dung rifaximin dot thir hai.

Tiéu chay lién quan dén Clostridium difficile (CDAD) dé dugc bdo cdo khi sit dung hau hét cac
thuéc khéng sinh, bao gdm ca rifaximin. Khong thé loai trir méi lién quan tiém an cla viée diéu tri
bing rifaximin v6i CDAD va viém dai trang gia mac (PMC).

Bénh nhin nén dugc thong béo rang mgc du sy hip thu ctia thude khdng déng ké (dudi 1%), giéng
nhu tit ca céc din xudt cua rifamycin, rifaximin c6 thé gy ra nudc tiéu c6 mau do.

Can than trong khi st dung ddng thoi rifaximin va P-glycoprotein nhu ciclosporin (xem mue Tirong
tdc, ticong ky véi cac thude khdc va cde dang tieong tdc khdc).

TaAng va giam ty 1€ trong xét nghiém dénh gid mc d§ hinh thanh céc cyc méu dong (INR) (trong
mdt s trudong hop ¢6 bién cb chay méu) da duge bdo cdo & nhimg bénh nhén duge duy tri ding
warfarin va dugc ké don rifaximin. Néu cdn sir dung ddng thoi, cdn theo ddi cAn than chi sd INR
khi ding bd sung ho#ic ngimg didu tri bing rifaximin. C6 thé cén phai diéu chinh liéu thudc chdng
dong mau dudng uémg dé duy tri mirc do chéng dong mau mong mudn (xem muc Tuwong tde, hrong
ky véi cde thude khde va cde dang tiwong téc khdc).

Thuée nay chita it hon 1 mmol natri (23 mg) mdi vién, nghia 13 vé co ban 1a khong chira natri.

Tré em: Vién nén bao phim BV RIFAXIMIN 200 khéng khuyén cdo st dung cho tré em (< 18

tudi).

TRUONG HQP CO THAI VA CHO CON BU:

Phu nir ¢d thai
Khéng ¢ hojic ¢6 rit it dit lidu vé viée sir dung rifaximin & phy nit mang thai.
Céc nghién ciru trén dong vat cho thdy téc dung nhét thei 1én qua trinh cbt héa va bién ddi xuong &

thai nhi. D& phong ngira, khong nén sitr dung rifaximin trong théi ky mang thai.

Phu nir cho con bi

Chua 18 lidu rifaximin/ c4c chit chuyén hoa c6 duge bai tiét vao stta me hay khong.

Khéng thé loai trir nguy co ddi vai tré b sita me.

Phai dua ra quyét dinh ngimg cho con bu hay ngirng/ tranh didu tri biing rifaximin, cé tinh dén lgi
fch ctia viée cho con b ddi véi tré va loi ich ciia vige diéu trj dbi vdi me.

Kha niing sinh sin
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Céc nghién ctru trén dong vét khong cho thdy tac dung c6 hai truc tiép hoic gian tiép déi voi kha

ndng sinh san ctia nam va nit.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Choéng mat da dugce béo céo trong céc thir nghiém 1dm sang ¢o6 kiém soat. Tuy nhién, rifaximin anh
hudng khéng déang ké dén kha néing 14i xe va véin hanh médy moc.

TUONG TAC, TUONG KY VOI CAC THUOC KHAC VA CAC DANG TUONG TAC
KHAC:

Khéng c6 kinh nghiém vé viéc str dung rifaximin cho nhitng dbi twgng dang ding mot thude khang
sinh rifamycin khac dé diéu tri nhidm khuén toan than.

Dit liéu in vifro cho théy rifaximin khong trc ché cac enzym chuyén héa thudc cytochrome P-450
(CYP) chinh (CYPs1A2,2A6, 2B6, 2C8, 2C9, 2C19, 2D6, 2E1 va 3A4). Trong céc nghién clru cam
ng in vitro, rifaximin khong cam img CYP1A2 va CYP2B6 nhung la chit cam (ing yéu CYP3A4,
O nhiing ngudi khoe manh, cac nghién ciu vé twong tac thube trén 14m sang da chimg minh riing
rifaximin khong anh huong dang ké dén dwoc dong hoc cia chat nén CYP3A4, tuy nhién, & nhing
bénh nhén suy gan, khong thé logi trir ring rifaximin c6 thé lam giam sy tiép xdc cua chat nén
CYP3A4 duge sir dung dong thoi (vi du nhw warfarin, thubc chdng dong kinh, thudc chong loan
nhip tim, thudc tranh thai), do phoi nhiém toan than cao hon so véi dbi tugng khoe manh.

Viée giam va ting chi sb INR dd dugc bdo cédo & nhilmg bénh nhén duge ké don warfarin va
rifaximin. Néu cén sir dung ddng thoi, cén theo doi cAn than chi s& INR khi thém hoiic ngimg sir
dung rifaximin. Co thé cin phai diéu chinh lidu thubc chéng dong duong udng.

Mot nghién ciru in vitro cho thy rifaximin 1a chét trc ché vira phai P-glycoprotein (P-gp) va duoc
chuyén hoa béi CYP3A4. Chua 13 liéu céc thude trc ché P-gp va/hoiic CYP3A4 ding ddng thai cé
thé lam ting ndng do rifaximin toan than hay khong.

& ngudi khée manh, st dung ddng thoi mot lidu duy nhat ciclosporin (600 mg), mdt thude tic ché
P-glycoprotein manh, véi mot lidu duy nhét rifaximin (550 mg) dén dén ting Cmax va AUC trung
binh cta rifaximin 1én gép 83 14n va 124 lan. Y nghia lam sang cla sy gia ting phoi nhiém toan
than nay van chua dugc biét 16.

Kha ning tuong tac thude-thude xay ra & cép dd hé théng van chuyén da duge danh gia in vitro va
céc nghién ctru nay goi ¥ ring kho co kha niing xdy ra tuong tac 1am sang gifta rifaximin va céc hop
chét khéc thoat ra qua P-gp va céc protein vén chuyén khéc (MRP2, MRP4, BCRP va BSEP).
Khéng ¢6 nghién ctu vé trong tac thude didu tra vide st dung ddng thoi rifaximin va céc thube
khac ¢6 thé duge sir dung trong giai doan tiéu chay & ngudi du lich (vi dy loperamid, than hoat
tinh).

Trong trudng hop diing than hoat, nén ding rifaximin it nhét 2 gid sau khi diing than hoat tinh.

Twong ky th néc:
Do khéng cé céc nghién ciru vé tinh tuong ky cta thube, khéng trén 13n thube ndy véi cac thude
khac.




https://trungtamthuoc.com/

TAC DUNG KHONG MONG MUON:
Céc phan tmg bét loi sau ¢6 thé lidn quan dén rifaximin, duge phén theo nhém co quan va tin sufit:
rét thudng gip (> 1/10), thudmg gap (> 1/100 dén < 1/10), it gap (1/1.000 dén < 1/100), hiém gip (>
1/10.000 dén <1/1.000), rét hiém (< 1/10,000), khéng 16 tan suét (khong thé uéc tinh tir dit lidu co

sin)

Trong mdi nhém tan sudt, cac phan tmg bét lgi duge trinh bay theo thit tw mirc dd nghiém trong
giam dén:

Hé co quan Thudng gép it gap Khéng xac dinh

Nhiém tring va nhiém
doc

Nhiém Candida,
Herpes simplex,

Viém mii hong, viém
hong,

Nhiém tring dudng ho
hap trén

Nhiém Clostridial

Réi loan hé théng tao
méu va hé bach huyét

Tang bach céu; ting
bach cdu don nhén;
giam bach cdu trung
tinh

. . A A
Giam ti€u cau

ROi loan hé thong
mién dich

Phan (ng phan vé, qua
méan

R6i loan chuyén héa
va dinh dudng

Chén &n, mat nudc

Rdi loan tdm than

Gide mo bit thuong,
tim trang chan nan,
mét ngo, lo ling

R&i loan hé thén kinh

Chéng mit, dau dau

Mat cam gide, chimg
dau ntra dau, di cam,
viém xoang, budn ngu

ﬁg_‘“;t_ =

ROi loan mit

Song thi

ROi loan tai va mé
cung

Dau tai, chong mat

R&i loan tim

Danh trdng nguc

R0Oi loan mach mau

Tang huyét dp, nong
birng

R&i loan hé hip, long
5 A
nguc va trung that

Ho, ¢ hong khd, khé
thé, nghet miii, dau
hong, chay nuée miii

R4i loan tiéu héa

Dau bung, tdo bon, dai
tién khin cdp, tiéu
chay, ddy hoi, bung
chuéng, budn non, nén
mura, dau true trang

Dau bung tén, khd
mdi, kho tiéu, rdi loan
nhu dong dudng tiéu
héa, phan cing, dai
tién ra mdu, phén
nhdy, r6i loan vi gidc

R&i loan gan mét

Téng Aspartate
aminotransferase

Bat thudong xét nghiém
chitc nang gan

A - A
ROi loan da va md

Phat ban, nglra, nodi

Hoi  ching  Stevens-
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duéi da man, chay ning Johnson*.

Hoai tior thugng bi
nhiém doc*.

phtu mach, viém da,
viém da troc vay,

bénh cham, ban do,
ngia, ban xuit huyét,
may day

* Phan img bdt loi ¢
da nghiém trong da
dirge quan sat thay o
bénh nhdén xo gan.

R6i loan co xwong va Pau lung, Co thit co,
md lién két yéu co, dau co, dau cb
Rbi loan thén va tiét Méu trong nudc tiéu,
niéu dudng niéu, tiéu gét,
da niéu, protein niéu

R&i loan hé sinh san va Da kinh

vii

RGi logn chung va tai Sot Suy nhugc, on lanh, do
chd ding thube md hdi lanh, ting tiét

mo hoéi, bénh giong
cum, phli ngoai bién,
dau dén va kho chiu

Xét nghiém Bat thurdng chi s6 INR

THONG BAO NGAY CHO BAC SI HOAC DUQC SI NHUNG PHAN UNG CO HAI GAP
PHAI KHI SU DUNG THUOC

QUA LIEU VA CACH XU TRi:

Khong ¢ trudmg hop qué lidu ndo dugc béo cdo.

Trong céc thir nghiém 1am sang véi bénh nhén bj tiéu chay du lich, liéu 1én t6i 1800 mg/ngay da
dugce dung nap ma khong c6 bat ky ddu hi¢u 1am sang nghiém trong nao. Ngay ca & nhitng bénh
nhan/ddi tugng c6 hé vi khudn binh thuomg, rifaximin ding lidu Ién téi 2400 mg/ngay trong 7 ngay
ciing khong gy ra bt ky triéu ching 1dm sang lién quan ndo lién quan dén lidu cao.

Trong trudng hop vo tinh ding qué lidu, nén diéu tri triéu chimg va chim séc hd trg.

PAC TINH DUQC LUC HOQC:

Nhém duge 1y: nhém khéng sinh duong rugt, ma ATC: AO7AALL
Co ché tic dung

Rifaximin 1a mot loai thubc khéang sinh thu¢c nhom rifamycin lién két khong thé dao ngugce véi tiéu
don vi beta cia RNA polymerase phy thude enzyme DNA cia vi khuén va do d6 tre ché témg hop
RNA ctia vi khuin.

Rifaximin c6 phd khéng khuén rdng chéng lai hau hét cac vi khun gram dwong va am, hiéu khi va

ky khi gdy nhiém tring dudmg rudt.
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Do sy hip thu rit thp tir dudng tidu hda nén rifaximin & dang da hinh « cé téc dung cuc bo trong
long rudt va khéng cé hiéu qua vé mat 14m sang véi cac bénh xam lan.

Co ché dé khang:

Su phét trién dé khang véi rifaximin chit yéu 1a sy thay déi mét bude nhidm sic thé c6 thé dao
nguoc trong rpoB ma héa RNA polymerase ctia vi khudn.

Céc nghién ciru 1dm sang diéu tra nhing thay déi v& tinh nhay cam ctia hé vi khun dudmg rudt cia
bénh nhén bj tiéu chay khi du lich da khong phét hién dwoc su xudt hién ctia vi khuén Gram duong
khéng thude (vi du: cau khuén duong rudt) va Gram am (E coli) sinh vt trong qua trinh diéu trj ba
ngay bing rifaximin.

Su phit trién d& khang & hé vi khudn dudng rudt binh thudmg da duge nghién ctu bing cach 13p lai
lidu cao rifaximin & nhimg tinh nguyén vién khde manh va bénh nhén miéc bénh viém rudt. Cac
ching khang rifaximin da phat trién nhung khéng n dinh va khong cu tri & dudmg tiéu héa hodc
thay thé cac ching nhay cam voi rifaximin. Khi ngtng didu tri, cac chung khang thude bién mat
nhanh chong,

Dir ligu thyc nghiém va lim sang cho thdy ring viéc diéu tr bing rifaximin & nhitng bénh nhan
mang ching vi khudn Mycobacterium tuberculosis hodic Neisseria meningitidis s&¢ khong chon
khang rifampicin.

Tinh nhay cam:

Rifaximin 14 mét thude khang sinh khéng hap thu.

In vitro: Thit nghiém dé nhay cadm khong thé duoe sir dung dé xéc dinh mdt cach dang tin cdy tinh
nhay cam hogc kha ning d& khang ctia vi khudn véi rifaximin. Hién tai khéng cé du dit lidu dé hd
trg viée thiét lap diém dimg ldm sang cho thir nghiém dd nhay cam.

Rifaximin da dugc dénh gia In vitro, trén mot sé mim bénh bao gdm cé vi khuén san xuft amoniac
nhu Escherichia coli spp, Clostridium spp, Enterobacteriaceae, Bacteroides spp. Do su hép thu rat
thdp tir rifaximin qua dudng tiéu hoa nén khdng c6 hiéu qua ldm sang chdng lai cac mam bénh xdm

14n, mic di nhig vi khudn nay rit nhay cam trong in vitro.

PAC TINH DUQGC PONG HOQC:

Hip thu

Céc nghién ctru duge ddng hoc & chudt, ché va ngudi da chimg minh ring sau khi ubng rifaximin &
dang o da hinh dwgc hip thu kém (dudi 1%). Sau khi dung Iip lai liéu diéu tri rifaximin & nhing
nguoi tinh nguyén khoe manh va bénh nhéan bj tbn thuong niém mac rudt (Bénh viém rudt), n(’ing
d0 trong huyét tuong khong déang ké (du6i 10ng/mL). Su hip thu toan thén cia rifaximin ting lén
nhung khéng ¢6 ¥ nghia 1am sang khi diing rifaximin trong vong 30 pht sau bita &n nhiéu chét béo.
Phén b6

Rifaximin gén trung binh v6i protein huyét tumig & ngudi. In vivo, ty 1& gén protein trung binh 1a
67,5% & nhitng doi twong khée manh va 62% & nhitng bénh nhén suy gan khi duing rifaximin.
Chuyén héa
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Phén tich cdc chit chiét xudt tir phan da ching minh rdng rifaximin duge tim thdy & dang phan tr
nguyén ven, goi ¥ rang rifaximin khong bi phén huly ciing nhu khong bi chuyén héa trong qua trinh
di qua dudmg tiéu hoa.

Trong mét nghién ctu sir dung rifaximin duge danh dau bing chét phéng xa, lugng rifaximin dugc
tim thdy trong nude tiéu 1 0,025% lidu ding, trong khi <0,01% liéu diing dugc tim thiy dudi dang
25-desacetylrifaximin, chét chuyén hoa rifaximin duy nhét da duoc xéc dinh & nguoi.

Thai trir

M{t nghién ciru véi rifaximin duge danh diu bing chit phong xa cho lhfiy ring 14C-rifaximin hau
nhu duge bai tiét hoan toan qua phan (96,9% liéu ding). Bai tiét qua nude tiéu khong vugt qud
0,4% liéu ding.

Tuyén tinh

Téc dd va mirc d6 phoi nhiém toan than & ngudi v6i rifaximin duong nhu duge dic trung boi dong
hoc phi tuyén tinh (phu thude vao lidu) phit hop véi kha nang hép thu rifaximin & mirc gioi h%m toe

dd hoa tan. i:‘%]
Doi twong dic bit ,"}?’

Suy thdn

Khéng c6 dit ligu lam sang vé viéc sir dung rifaximin & bénh nhin suy than.
Suy gan

Dit ligu ldm sang c6 séin d6i véi bénh nhén suy gan cho thiy mic phoi nhiém toan thin cao hon so
v6i ddi tugng khoe manh. Nong do toan than cua rifaximin cao hom khoang 10, 13 va 20 lan &
twong Gng & nhitng bénh nhén suy gan nhe (Child-Pugh A), trung binh (Child-Pugh B) va suy gan
ning (Child-Pugh C), so vé&i & ngudi tinh nguyén vién khoe manh. Sy gia ting phoi nhiém toan
thén véi rifaximin ¢ nhitng ngudi bi suy gan nén dugc giai thich dya trén tic dung tai chd cuia
rifaximin trong dudmg tiéu héa va sinh kha dung toan thén thap ctia né, ciing nhw dit liéu an toan vé
rifaximin cé sin & nhitng ngudi bi xo gan.

Do dé khong c¢in diéu chinh liéu lugng vi rifaximin c6 téc dyng tai chd.

Tré em

Duge dong hoc ctia rifaximin chura duge nghién citu & bénh nhi & moi lira tudi.

QUI CACHPONG GOI:  Hop 3 vi holic 6 vi hodic 10 vi x 10 vién
Hop 3 vi hodc 6 vi hodc 10 vi x 9 vién.

BAO QUAN: Nhiét d§ khong qua 30°C.

HAN DUNG: 24 thang ké tir ngdy san xut.

TIEU CHUAN: TCCS

NHA SAN XUAT: CONG TY TNHH DUQC PHAM BV PHARMA

Dia chi: S5 18, Pudmng L& Thi Soc, Ap 2A, X4 Tan Thanh Tay, Huyén Cii Chi, Thanh phé H& Chi
Minh, Viét Nam.




