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RX Thudc ké ddn

LIFAGENA

Rifaximin 550 mg

4 ENLIE

S CNEATE DIFFERENCE
GMP-WHO
Hop 2 vi x 10 vién nén bao phim

Thanh phdn: M&i vign nén bao phim chifa: Composilion: Each film coated tablet:
RIAXIMIN.vornrioccneesnreanensesennnee. 55 0MY. RIQAMIN...ccvrrrennrsnerireennnn. 350 MQ.
Té dugc v.d. Excipients q.s.

Chi dinh, chéng chi dinh, liéu lugng - cich ding &  Indicalions, conlraindications, dosage - adminis-

céc thdng tin khac: Xem td hudng din s dung. lration & other information: See leafiet.
Bin quén Ndi khd, lrdnh dnh sdng, nhiét d§ dudi gé?aranga %ry place, protect from Fght, temperature
0 W 30°C.

mu ‘chuin chdl lugng: TCCS. Specilication: Manufacturer's.
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Soneare ourFrarNce

GMP-WHO
Hop 3 vi x 10 vién nén bao phim
Thanh phén: Mdi vi2n nén bao phim chia: Composition: Each fi'm coated tablat:
RHDIMIN.......ooconnasinnivasnsisnssinnnass S TOMY. RifQGMIN...........oonseerense. 550 M.
Ta duge v.d. Excipients q.s.
Chi dinh, chénl% chi dinh, liéu qulng -céchding &  Indicalions, conlraindications, dosage - adminis-
¢éc thang lin khdc: Xem ta hudng ddn si dung. lration & other informalion: See leafiet.

Bio quan: Noi khd, tranh énh sang, nhist do dugi  Storage: Dry place, protect from fight, temperature
30°C. below 30°C.

Tiéu chudn chl lugng: TCCS. Specification: Manufacturer’s.
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4 ENLIE

SR emeare oirrERENCE

Hop 5 vi x 10 vién nén bao phim

Thanh phdn: Mdi vién nén bao phim chua: Composilion: Each fi'm coated tablet:

BRI s e 550mg. RIDGMIN.....oioonnimninnneninnsns 350 MG,

Té duge v.d. Excipients g.s.

Chi dinh, chér;&chi dinh, lidu lugng - c&ch ding &  Indicalions, conlraindicalions, dosage - adminis-
céc thdng lin khdc: Xem td hudng din s dyng. {ration & other informalion: See leafiet.

siu quan: Noi khd, trénh &nh sing, nhidt dd dudi  Storage: Dry place, protect from light, temperature
30°C. below 30°C.

Tiéu chudn chl lugng: TCCS. Specilicalion: Manufacturer's.
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“ ENLIE
L hCREATE oIFFERENCE
GMP-WHO
Hop 6 vi x 10 vién nén bao phim
Thanh phén: Mdi vign nén bao phim chia: Composition; Each film coated tablet:
Rifaximin 550mg. RITDAMIN.......0corrrinrirsennn. 550 MQ.
Té dude v.d. Excipients q.s.
Chi d]!lnh chdng chi djnh, liéu lugng - cach ding &  Indications, conlraindicalions, dosage - adminis-
cdc thang lin khac: Xem td hudng din su dung. {ralion & other informalion: See lzafiet.

Bao quén: Noi khd, trinh 4nh sing, nhigt do dugi  Slorage: Dry place, protect from light, lemperature
30°C. below 30°C.
Tiéu chudn chil lugng: TCCS. Specification: Manufacturer’s.
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RX Thudc ké don

LIFAGENA

Rifaximin 550 mg

4 ENLIE

GMP-WHO T EREATE DIFFERENCE
Hop 10 vi x 10 vién nén bao phim

Thanh phan: Méi vién nén bao phim chia: Composition: Each fim coated tablet:

Rifaximin 550mg. Rifadmin..........coonimenninennn. 550 MQ.

T4 dude v.d. Excipients q.s.

Chi dinh, chdn?’:hl dinh, liéu Img céchding &  Indications, conlraindicalions, dosage - adminis-
céc hang tin khac: Xem td hudng din su dung. tration & other information: See leaflet

nio quan Ndi khd, trdnh dnh sdng, nhiét do dudi  Slorage: Dry place, protect from light, temperature
below 30°C.

mu chuan chil lugng: TCCS. Specilication: Manufacturer’s.
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Té dudc v.d.

chi dinh, chong chi dinh, liéu lugng -
cach ding & cac thong lin khac:

Xem td hudng dan st dyng.

Bao quan: Ndi khb tranh anh séng,
nhigt ¢ dudi 30°C.

Tiéu chudn chat ligng: TCCS.

Composition: Each film coated tablet:

Rifaximin 550 mg

CONG TY CO PHAN DUQC ENLIE
Dja chi: Pudmg NAG, khu cong nghi¢p My Phude 2, phlrbng My Phucrc, thj xa Bén Cat,
tinh Binh Duong.

Keep eut of reach of childrea
Read tha lealiel carefully belere vie

08 xa tim tay ik em
Dyt kj hedag dia s dyng lrwde Whi ding

4 53 s3n >l CONG TY C8 PHAN DUGC ENUIE
Du0rg NAG, Khu cdeg rotitp My Pruse 2,
phudng M Prude, thi xd B&n C2t, Erh Bich

Marafacturer: ENUIE PHARMACEUTICAL JSC
NAS street, My Phuos 2 industrial 2one, My Phuos ward,

TR OO 550 mg Ben Catbown, Birh Duoey pronfince.
Excipients q.s.
Indications, conlraindicalions, dosage - i
- administration & other information: Y ENLIE @y epta)
See leaflet. :.":nlan CIFFERINEE SN Sy Each M)
Storage: Dry place, protect from light, GMP-WHO B
temperalure below 30°C. - Lo 30 vién nén bao phim o ?‘ s “"_
Specilication: Manufacturer's. Hon g’ o Dok
I m/] A
Rifaxmin 580 mg
HLENLIE
Thinh phia: R
i ¥ign nén bao phim chda: e =
Rx by T ssomg. | X Thudc ke don et
Té duge v.d.
et it faemie
- cac L]
l'F EEN tfa?mma hJ.g‘r; dinsﬂd:run L,F EEN BRSO
:;:? qr:il':‘:l f;ﬁd.h;h;l) g&" dnh Castsianit CON TY 0 pidN COJC ENUE
Rifarmin 550 mg Tié chud ehdt higag: TCCS. Rifsemin 550mg iy b (s s

ENLIE

S ouare prranoes

Bottle of 30 fi'm coaled lablels

Compaosition:

Each fim coated tabiet:

RefaGmin. 550 mg.
Excipiznts q.5.

Indicatiens, conlraindicalions,
dasage - adminislration & olher
Information:See leafiet.

Storage: Dry place, protect from
fght, temperature be'ow 30°C.
Specification: Manutacturer’s,

GMP-WHO

Hép 11 x 30 vidn néa bao phim

Mantichurer ENUE FRARMACEUTICAL J§C
KAJ staet Wy Pwoc 2 indusiead 2o Wy Pouct word,
e Cf by B Duong provings.
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Rifaximin
Té dude v.d.

Chi dinh, chdng chi dinh, liéu lugng -
cdch ding & cac thong lin khac:

Xem td hudng dén st dung.

Bao quan: Ndi khﬁ tranh dnh sang,
nhit do dudi 30°C.

Tidu chudn chat lvgng: TCCS.

Composition: Each film coated tablet:

Rifaximin 550 mg

CONG TY CO PHAN DUQC ENLIE
Dia chi: Duémg NAG, khu céng nghiép My Phudc 2, phwdmg My Phude, thi xa Bén Cit,
tinh Binh Duong.

\U\NHAN HOP, LO LIFAGENA

p 110 x50 vién nén bao phim

Keap oot of reach of cdildrea
Read b2 leatlet canetally batore use

0éxatimlaylrd em
Do¢ kj hudag ddn sd dyng trede Wl ding

04 53 30 »udt CONG TY €8 PHAN DUGC ENLIE
Dudrg NAG, kru cdng notitp Mj Phide 2,
phudng M Phade, tH x3 BZn G4, Erh Bich

Marufacturer: ENLIE PHARMACEUTICAL JSC
NAG srast, My Pruos 2 indestrial 20ne, My Phuds ward,

Rifaximin.......covvevseerrsnsnecrenes 550 mg. B2 Gat town, B Duoeg province.

Excipients q.s.

Indicalions, contraindications, dosage

- administration & other informalion: } ENLIE S0 Papta)

g;’.e [aaﬂel[.) R {’ T CAEATE DIFFERENCE SNE0 Back M)

orage: Ury place, p ight, GMP-WHO S )
temperature below 30°C. Lo 50 vién nén bao phim n,r;g _m e
Specilication: Manufacturer's. Hnieg! . Dt
Rm«ﬂ;‘ A
Rifacmin 550 mg
GLENLIE
Thanh phin: R
Wi vign rén bea phim chlx wen
Rx Py Rfaim............ ssomg. | X Thudc k ddn B
T4 duge v.d.
Chl djah, :I:Ib'lu l:\liija. !Hlu of a tia tay ik e
h'ﬁlq‘l:lc Ung & cdc Ihdng tin I
LIFAGENA EHEERE | | IAGEN

Bio inmmumam T
sig, 15'1 .60 6501 30°C. ) oyl

Rifacmin 550 mg Tidu chudn chit kigag: TCCS. Rifaximin 550 m g I Fidc. i B6a (ot Bh Brd

ENL

e

Bottle of 50 film coated lablets

Compositian:

Each fim coated tab'et:
Rifaximin. ....550 mg.
Excipizots
Indications,  ceatraindications,
dosage - adminisiration & other
information:Se2 kafet,

Storage: Dry place, protect from
Fight, temperatue beow 30°C,
Specification: Marutacturer's.

GMP-WHO

Hép 1k x 50 vidn néa bao phim
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L Dja chi: Pudmg NAG6, khu cong nghié¢p My Phude 2, phudng My Phude, thi xa Bén Cit,
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Chi dinh, chong chi dinh, liéu lugng -
cach ding & cac thang lin khéc:

Xem td hudng dan sit dung.

Bao quan: Ndi khd, tranh dnh sdng,
nhigt do dudi 30°C.

Tiéu chudn chél lugng: TCCS.

Composition: Each film coated tablet:

2/
T —

RIGXINN. .. ?ﬁf.;._sw i /Rx Thate b ¢aa
Ta dude v.d. -

Rifaximin 550 mg

Keep oot ol reach ol chibdrea
Read the leatiel carefally belore wse

Dératimlaylidem
Dos kj hudag ddn i dyeg rvde WA ding

Cd sd sinowét CONG TY ¢ PHAN DUUC ENLIE
Dudng NAG, khu cdng nghidp My Phadec 2,
phudng M Prutde, th xd BEn Cél, trh Birh

Manufacturer, ENLIE PHARMACEUTICAL JSC
KAG strest, My Phuot 2 industrid 2002, My Phuis ward,

RIQXIMIN...vvrenerernssnnsnesenses 550 mg. B2n Gad town, Birh Duong province.
Excipients q.s.
Indications, conlraindications, dosage
- adminislralion & other information: } ENLIE w0 Pl
See leaflel. £ carare ouwrstince SIM S Bt Na)
Storage: Dry place, protect from light, GMP-WHO : Al
temperature below 30°C. Lo 60 vién nén bao phim K’”#,m -
Specification: Manufacturer's. Sy oy
R*m;‘ A
Rifarimin 550 mg
LENLIE
Thanh phin:
16 vida nén bzo phim chdx .
Rx Preswgossody l;;a-_’m'n ..................... 550mg. X Thude ké don n.:n':m':::!:\::u‘:m
g v.d.
., 4,00 ot
dgag - cac 2 & CaC glin I :
LIFAGEN SRS | IEAGEN
:::q “;:Ii:t d?:.r;?u g‘m hh L2 s sha it 0883 TY 08 Py ouge ExUE
Doy s ehog nghda Mj Frodz 2
Rifacimin $50mg Tia chudn chst igng: TCCS. Ritacmin 550 mg i i P 418 M o i B
Composiion: prmopdam el
E2ch Fm costed ab'et e Gt o, 3h Do provica.
Refaxmin... -...550 mg.
mm; q 5.
dosage - adminkslration & olher
Information:Se2 kafet, =N M
Storage: Dry place, protect from Ha ey
ENLIE | S it | ouewmo denvie | LTI
Bollle of 60 film coated fablets |  SPecification: Manufacturer's. Hop 1 x60vinriabaogiim | T
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CONG TY CO PHAN DUQC ENLIE )
Dia chi: Budmg NAG6, khu cong nghiép My Phude 2, phuong My Phude, thi xa Bén Cat,
tinh Binh Duong.

HAN HOP, LO LIFAGENA

110 x 100 vién nén bao phim

Thanh phin: Mﬁl
Rifaximin
Té duge v.d.

Chi dinh, chéng chi dinh, liéu igng -
cdch ding & cac thong lin khéc:

Xem td hudng dan st dung.

Béo quan: Ndi klm tranh anh sang,
nhiét do dudi 30°C.

Tiéu chudn chal lugng: TCCS.

Composition: Each film coated tablet:
RIBRAMIN: .o 550 ma.
Excipients q.s.

Indications, conlraindications, dosage

Rifaximin 350 mg

Keep oot o reach of children
Read the lealiet carelally betue vie

D8 xathm lay id em
Do kj hudag ddn s dyag lrvds khl ding

Cd 54 sin it CONG TY €& PHAN DUGC ENLIE
. Dudng NAS, Kru cdeg rgtip My Phude 2,
phudieg My Prode, thi »xa Bén CAt, tirh Binh

Masufacturer: ENLIE PHARMACEUTICAL JSC
MG streat, by Phuos 2 industvial 2one, My Phuos ward,
Ban Cat bwn, Birh Duong provinge.

- administration & other information: i;;) ENLIE ©4 e oy
See leaflet. ‘.‘-i"!ﬂnn DIFFERENCE SSUSY Bdoh o)
Storage: Dry place, protect from light, GMP-WHO e
temperature below 30°C. Lo 100 vién nén bao phim ety X IM‘M‘}
Specification: Manufacturer's. g/ Cp
R ekt h A
Afacmin 550 mg
Thinh phin:
R M3 vEn né beo phim chlz
X Py ... S X Thude ks gen ek ey
y.a.
Ehl lliuhi :.:n“ ;Hidil:':. ”qu tutatytim
.I'ﬂlﬂ cac R & Cak g lin h .
l,F EEN el hmﬂei”“*"“ l,F EEN e
Eﬁ] ":1’:! cﬁmt?o g‘“h L 02 w4 shaw CON TY 08 Pl 0OE XL
e S gid g LS Pefl
Rifaximin 550 mg Tigu chudn chil ligag: TCCS. Rifaxmin 550 mg :x :-l.:l:: o LML Sabst
Composition: Masutachon ENUE PRARSUCEUTICAL J55
- WA e Wy Pruoc 2 e e My Phut sl
Each fim costed tab'et: e (e Wb.ﬂm:ﬂ
Rifadgmin.......oooen.. 550 Mg
Excigiznts q.5.
Indications, coatraindications,
dosage - adminislration & other
information:Sea keafat. o
Starage: Dry place, protect from IRRT Ay
E.'?‘J',.'E Tight, temperature be'ow 30°C. GMP-WHO \E-’?!!'.-IE gy E1 g B
Betlle of 100 fitm coated tabiet  Specification: Manufacturers. Hip 1k 100 vinpéabaagtim| o
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Q%)NG wo Hwéng diin siv dung
nﬁédﬂi‘ﬁﬂn theo don thude

a LIFAGENA

uge /7
" \ Dé xa tam tay tré em

Doc kj hwdng din sit dung thubc truée khi ding
1. THANH PHAN CONG THUC THUOC.
Hoat chdt: Rifaximin........... 550 mg.

Td diwrge: Microcrystalline cellulose, Lactose monohydrate, PVP K30, Aerosil,
Magnesi stearat, HPMC 6c¢ps, PEG 6000, Talc, Iron Oxid Red, Titan dioxyd ....... vd.

2. DANG BAO CHLE.
Vién nén bao phim.
M6 ta: Vién nén bao phim dai, mau do héng, canh va thanh vién lanh Idn.
3. CHIPINH.
e Gidm nguy co tai phat bénh ndo gan & ngudi 16n.
e Diéu trj hoi chirng rudt kich thich kém tiéu chay (IBS-D) & ngudi 16n.

4. CACH DUNG, LIEU DUNG.

Liéu dimg

Bénh ndo gan

Liéu khuyén céo 1a mot vién 550 mg, ubng hai lan mot ngay.

Hdi chitng rudt kich thich véi ti€u chay

Liéu khuyén cdo 1a mdt vién 550 mg, ubng ba 1an mdt ngay trong 14 ngay.

Nhitng bénh nhén bj tai phat ¢6 thé dugc didu trj 1p lai t6i da hai lan véi cing liéu.
Cach dang

Dung dudng ubng, c6 thé duge dung cling hotic khong véi thirc an.

5. CHONG CHi PINH.

LIFAGENA dugc chéng chi dinh & nhitng bénh nhdn qua min véi rifaximin, bit ky
loai rifamycin nao hofic bit ky thanh phan nao trong LIFAGENA. Phan ting quéa min
da bao gdm viém da tréc vay, phit né mach méu va phén vé.

6. CANHBAO VA THAN TRONG KHI DUNG THUOC.
Suy gan ning (Child-Pugh Class C)
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Thén trong khi str dung cho bénh nhén suy gan ning (Child-Pugh Class C) do ting
phoi nhiém toan than. Céc thir nghiém lam sang duge gi6i han & nhitng bénh nhén c6
diém MELD (Mo hinh cho bénh gan giai doan cudi) <25. Do d6, cin thén trong khi str
dung LIFAGENA cho bénh nhén suy gan ning (Child-Pugh Class C).

Sit dung dong thoi véi cic chit e ché P-glycoprotein

Dung ddng thoi cac thude tre ché P-glycoprotein (P-gp) v6i LIFAGENA c6 thé 1am
ting dang ké Cmax trung binh ctia rifaximin. Cén thin trong khi sir dung dong thoi
LIFAGENA va mét chét trc ché P-gp nhu cyclosporin. O nhitng bénh nhén suy gan,
tac dung phy tiém tang ctia viéc giam chuyén héa va ding ddng thoi véi cac chét trc
ché P-gp c6 thé 1am tang Cmax trung binh ctia rifaximin. (xem phan Twong tdc, trong
ky ciia thudc).

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU.

Phu nit co thai

Khong ¢6 dir li¢u sir dung rifaximin & phy nit ¢6 thai. Nguy co udc tinh ctia céc dj tat
bAm sinh 16n va sdy thai tuong img 14 2 - 4% va 15 - 20%.

Phuy nit cho con bu

Khéng c6 thong tin ching minh rifaximin bai tiét trong sfta me, anh hudng cla
rifaximin trén tré so sinh bd sita me, hodc anh hudng ctia rifaximin dén san sinh
sita. Loi ich sirc khde dén vi¢e cho con bu can duge xem xét cung v6i nhu ciu lam
sang ciia ngudi me déi véi LIFAGENA va bét ky cdc tdc dung phy tiém an dbi voi tré
so sinh bu sita m¢ dung LIFAGENA.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY

MOC.

Chéng mit da dugce bao cdo trong cac thir nghiém 1dm sang c¢6 ddi ching, Tuy nhién,
rifaximin ¢6 4nh huéng khong dang ké dén kha niing 14i xe va sir dung méy méc.

9. TUONG TAC, TUONG KY CUA THUOC.
7.1 Chét ke ché p-glycoprotein

Sir dung ddng thoi cyclosporin, mot chét e ché P-gp va OATPs lam ting déng ké
Cmax trung binh cua rifaximin. G bénh nhén suy gan, tic dung phy tiém tang cla
chuyén héa gidm va cic chét trc ché P-gp dong thoi c6 thé 1am ting Cmax trung binh
ciia rifaximin. Cén than trong khi sir dung ddng thdi LIFAGENA va chét trc ché P-gp
nhu cyclosporine.

7.2 Warfarin

Nhitng thay dbi vé INR di duge bao cdo sau khi & nhitng bénh nhan ding rifaximin va
warfarin ddng thoi. Theo doi INR va thoi gian prothrombin. C6 thé can diéu chinh liéu
lugng ctia warfarin dé duy tri INR muc tiéu. Xem thong tin ké don cho warfarin.
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7.3 CYP3A4

Mot nghién ciru in vitro dd goi y ring rifaximin anh hudng dén CYP3A4. Tuy nhién, &
nhitng bénh nhén c6 chirc néng gan binh thudng, LIFAGENA & ché do ding khuyén
céo khong dy kién s& anh hu'dmg CYP3A4. Ngudi ta vin chua biét liéu rifaximin c6
thé ¢6 anh huong dang ké dén duge dong hoc ciia CYP3A4 & nhitng bgnh nhén suy
giam chirc nang gan khi ma ndng do rifaximin trong mau cao.

10. TACDUNG KHONG MONG MUON CUA THUOC. —

-+ 3
Phti ngoai vi, budn ndn, chong mit, mét mai va ) treéng. ALT ting, budn non. ’3.’“ -
Viém da tréc vdy, phat ban, phti mach (sung mdt, ludi va kho nudt), may day, do (SNF
bimg, ngira va sbc phan vé da duoe bio cio. pu
Réi loan co xuong va md lién két, tiéu co van dd dugce béo cédo ¢ bénh nhén xo gan, ¢6 Al
va khong keém theo sir dung statin. ;'-%,

11.QUA LIEU VA CACH XU TRI.
Khong c6 thong tin cy thé vé viée didu trj qué liéu véi LIFAGENA.

Trong trudng hop qua lidu lugng, ngung LIFAGENA, diéu trj tridu chirng va thyc hién
céc bién phap hd trg theo yéu céu.

12. PAC TiNH DUQC LUC HQC.
Nhém diwge ly: Khéng sinh.

Ma ATC: AOTAAL1L.

Co ché hoat dong

Rifaximin 12 mdt loai thudc khang khuin thudc nhém rifamycin lién két khong thuan
nghich v&i tiéu don vi beta cia ARN polymerase phy thudc vao enzyme cia vi khuin
va do d6 trc ché su tdng hgp ARN ciia vi khudn,

Rifaximin c6 phd khang khuén rong chong lai hiu hét cac vi khudn Gram duong va
am, hiéu khi va ky khi, bao gdm ca céc loai sdn xuit amoniac. Rifaximin c6 thé {rc ché
sy phén chia ctia cdc vi khudn khir uré, do d6 1am gidm san xuét amoniac va cac hop
chét khac duge cho 13 quan trong ddi véi tac nhan gy ra bénh ndo gan.

Co ché d& khéng

Chu yéu [a sy dot bién nguoc cia nhidm sic thé trong gen rpoB md héa RNA

polymerase ctia vi khudn.
Céc nghién ctru 1am sang diéu tra nhitng thay ddi trong tinh nhay cam ctia h¢ vi khuan

dudng rudt cia nhitng bénh nhan bj tiéu chay du lich dd khong phét hi¢n ra sy xXuit
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hién ctia céc vi khuén Gram duong khéng thude (vi dy nhu cAu khuén rudt) va Gram
am (E. coli ) trong qud trinh diéu tri ba ngay voi rifaximin.

Su gia ting sirc d& khéng ctia h¢ vi khuén dudng rudt binh thudng da dugce nghién clru
v6i lidu lwgng cao rifaximin 1dp di 1dp lai & nhitng ngudi tinh nguyén khoe manh va
nhitng bénh nhan bi bénh viém rudt. Céc chung khang véi rifaximin dd phat trién,
nhung khong n dinh va khong xam chiém dudng tiéu hoa hogc thay thé céc ching
nhay cdm v6i rifaximin. Khi ngimg diéu tri, cic ching khéng thudc bién mét nhanh
chong.

Dit liéu thyc nghiém va lam sang cho thiy ring viéc didu tri bang rifaximin & nhing
bénh nhén chira cac ching vi khudn Mycobacterium tuberculosis hojc Neisseria
meningitidis s& khong 1am ting kha néng khang rifampicin.

Tinh nhay cdm

Rifaximin 12 mot chit khang khuan khong hép thu. Thir nghi¢m tinh nhay cam in

vitro khong thé dugc st dung dé x4c dinh tinh nhay cam hodc tinh dé khang cta vi
Kkhudn d8i v6i rifaximin mot cach déng tin cdy. Hién khong c6 du dir li¢u sin c6 dé hd
trg vige thiét 14p 1am sang dé kiém tra tinh nhay cam.

Rifaximin da duge danh gié in vitro trén mot sé6 mam bénh bao gdm vi khun san xuét
ammoniac nhu Escherichia coli spp, Clostridium spp, Enterobacteriaceae,
Bacteroides spp. Do sy hép thu rét thép tir dudng da day-rudt, nén rifaximin khong c6
hiéu qué lam sang d6i v6i cac mam bénh xdm nhép, mic du nhing vi khuén nay nhay

cam in vitro.

13.DAC TINH DUQC PONG HOC.
Hip thu

3 nhitng ngudi khoe manh, thoi gian trung binh dé dat dugc ndng d9 dinh rifaximin
trong huyét tuong 1a khodng mdt gir va nghia 1a ndng do dao dong tir 2,4 dén 4 ng /
mL.

Bénh ndo gan

Dién tich trung binh du6i dudng cong clia rifaximin (AUC) & nhitng bénh nhén c6 tién
sit bénh ndo gan cao hon xdp xi 12 lan so v6i & cdc déi tugng khoe manh. Trong sb
nhitng bénh nhén co6 tidn sir bénh ndo gan, AUC trung binh & nhitng bénh nhan Suy

gan Child-Pugh Class C cao hon glp 2 1an so v6i bgnh nhan Child-Pugh Class A.

Hpi chitng ruét kich thich véi tiéu chay
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0 nhitng bénh nhén bj hoi chimg rudt kich thich kém theo ti€u chay (IBS-D) duo‘c didu
tri bfmg rifaximin 550 mg 3 1dn mot ngdy trong 14 ngdy, T max la 1 gio. Nong do
thudc va AUC c6 thé so sanh véi nhitng ngudi khoe manh.

Phén phéi

Rifaximin lién két vira phai v6i protein huyét twong ciia ngudi. Trong thir nghiém in
vivo, ty 18 lién két protein trung binh 13 67,5% & ngudi khoe manh va 62% & bénh
nhén suy gan khi ding LIFAGENA .

Chuyén héa

Thoi glan bén thai trung binh cla rifaximin & ngudi khoe manh & trang thai 6 6n dinh 1a
5,6 gior va la 6 gid & bénh nhan hi ching rudt kich thich kém theo tiéu chay.

Trong mot nghién ctru in vitro, rifaximin dugc chuyen hoa chii yéu bdi CYP3A4,

Thai trir

Trong mdt nghién ctru, sau khi ding 400 mg 14C-rifaximin bing dudng ubng cho
nhttng ngudi tinh nguyén khde manh, trong s6 96,94% thudc tim thiy, 96,62% tim
lhay trong phan duéi dang thude khong chuyén héa va 0,32% duge thu hdi trong nude
neu chu yéu duéi dang chit chuyen héa va 0,03% & dang khong chuyén héa. Sy bai
tiét rifaximin qua mét dugc d& xudt béi mot nghién ciru riéng biét trong d6 rifaximin
dugc phét hién trong mat sau khi cét tai mat & bénh nhan con nguyén niém mac dudng
tiéu hoa.

14.QUY CACH PONG GOI.
Hop 02 vi/ 03 vi/ 05 vi/ 06 vi/ 10 vix 10 vién kém t& HDSD.

Hop 01 1o 30 vién / 50 vién / 60 vién / 100 vién kém t& HDSD.

15.PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC.

Bio quan: D& & nhiét do dudi 30°C, trdnh 4m va anh sang.

Han ding: 36 thang ké tir ngay san xuét.

Tiéu chufin chit lwgng: Tiéu chuin co sé.

16. TEN, PIA CHi CUA CO SO SAN XUAT.

CONG TY CO PHAN DUQC ENLIE.

Pudng NA6, khu céng nghiép My Phude 2, phuong M§ Phude, thi xa Bén Cat, tinh
Binh Duong.
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