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Doc ky huéng dan sir dung truée khi dimg

1. THANH PHAN CONG THUC THUOC

Mdi vién nén bao phim chira:

Thanh phan dwge chat: Rifaximin 550 mg

I hanh phan ta dwoc: Microcrystalline cellulose 102, sodium starch glycolate, hypromellose
2910, polyethylene glycol 4000, ecdetate disodium, tale, colloidal silicon dioxide, behenoyl
polyoxyl-8 glycerides, magnesium stearate, opadry II white (polyvinyl alcohol, tale, titan
dioxid, polycthylen glycol), opadry AMB II white (polyvinyl alcohol, tale, titan dioxid.
glyceryl monocaprylocaprat, natri lauryl sulfat), tartrazine lake, sunsct yellow lake

2. DANG BAO CHE

Vién nén bao phim.

M6 ta: Vién nén bao phim hinh caplet, mau cam, mdt mét c6 vach ngang, canh va thanh vién
lanh ldn.

3. CHI DINH

Giam nguy co tai phat bénh ndo gan ¢ nguoi lon.

Diéu tri hoi chimg ruét kich thich kém tiéu chay & ngudi 1on.

4. CACH DUNG, LIEU DUNG

Cach diung:

Thube ding dudng udng, cé thé udng cing hodc khéng cung thirc n.

Liéu ding:

Newai lon

Bénh ndo gan: 550 mg x 2 lin/ngay.

[16i chimg rudt kich thich kém tiéu chay: 550 mg x 3 lan/ngay trong 14 ngay. Nhing bénh
nhan bi tai phat cac tricu chimg ¢o thé tiép tuc diéu tri dot thir hai voi ciing ché dg licu.

Tre em

D¢ an toan va hi¢u qua cua rifaximin o tr¢ em (duoi 18 tudi) chua dugce thit lap.

Newoi cao tuoi

Khong cén diéu chinh liéu vi dir liéu vé do an toan va hi¢u qua cta rifaximin cho thiy khong
¢6 su khac bict gitra bénh nhan I6n tudi va bénh nhéan tre tuoi.

Suy gan

Khong c¢an di¢u chinh liéu cho bénh nhén suy gan.

Suy than

Duoc ddng hoc cua rifaximin ¢ bénh nhén suy than chua dugc nghicn ciru.
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lostridium difficile (CDAD) di duge bao cao khi sir dung hau hét cac khang
G bages A ca rifaximin. Khong thé loai trir méi lién quan tiém an cua viée diéu tri hﬁng
rilaximin v CDAD va viém dai trang gia mac.

Do con thiéu dir li¢u va c6 kha ning gdy rdi loan nghiém trong h¢ vi khudn duong rudt ma
chua rd hau qua, khong khuyén céo sir dung dong thoi rifaximin véi céc rifamycin khac.
Giéng nhu tdt ca cac dan xudt cua rifamycin, bénh nhan nén duoc théng bdo ring rifaximin
¢6 thé 1am nude tiéu ¢6 mau do mice di thude duoe hip thu khong dang k& (dudi 1%).

Suy gan: ¢an than trong khi st dung ¢ nhiing bénh nhan suy gan nang (Child-Pugh C) va &
nhitng b¢énh nhan ¢é diém MELD (Mb hinh bénh gan giai doan cudi) > 23.

Cén than trong khi st dung ddng thoi rifaximin va P-glycoprotein nhu ciclosporin.

Ca vibe giam va ting ty 1¢ binh thudng hoa qudc ¢ (trong mot sb trudmng hop ¢ bién b xuit
huyét) da duoce bao cdo & nhitng bénh nhéan dang diéu tri duy tri bing warfarin va duoc ké
don rifaximin. Néu cin str dung ddng thoi, cn theo ddi can than ty 1¢ binh thuong hoa qudc
& khi dung thém hode ngimg dicu tri bang rifaximin. C6 thé can ditu chinh lidu cta cac thude
chong dong mau duong udng dé duy tri hiéu qua chdéng déng mau mong mudn.

T4 duge mau tartrazine o thé giy cac phan mg di img.

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

Phu nir co thai:

Khong ¢o hodce ¢o rat it dit licu vé vide st dung rifaximin ¢ phu nit mang thai.

Cac nghi¢n ctru trén dong vt cho thay anh huong tam thai 16n qué trinh ¢t hoa va phat trién
xuong ¢ thai nhi.

Dé than trong, khong nén str dung rifaximin trong thoi ky mang thai.

Phu nit cho con bii:

Chua rd liéu rifaximin/cac chit chuyén hoa co duoc bai tiét qua sira me hay khong.

Khong thé loai trir nguy co déi véi tré bl me.

Phai dua ra quyét dinh ngirng cho con bt hay ngimg/tranh didu trj bang rifaximin dya vao loi
ich cta viee cho con b dbi voi tré va loi ich cua viée didu tri dbi voi nguoi me.

Kha nang sinh san:

Cac nghicn ctru trén dong vat khong cho thdy anh hudng ¢ hai truc tiép hodc gian tiép déi
voi kha nang sinh san cua con duc va con cal.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chodng véang da duoc bdo cdo trong cac thir nghiém lam sang ¢ déi chang. Tuy nhién.
rifaximin anh huong khong dang ké dén kha nang l4i xe va vin hanh may moc.

9. TUONG TAC, TUONG KY CUA THUOC
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Dlﬁt?b‘ Iillisl}{’h’}f? vilto cho thdy rifaximin khéng e ché céc enzym chuyén hoa thude chinh cua
» oo.}mcw E“{n P50 (CYP) (CYPs1A2, 2A6, 2B6, 2C8. 2C9, 2C19, 2D6, 2151 va 3A4). Trong
- ru in vitro, rifaximin khong gay cam ung CYP1A2 va CYP2B6 nhung la chat
cu CYP3A4.
O ngudi khoe manh, cac nghién ciu vé tuong tac thude trén 1am sang di chimg minh ring
rifaximin khong anh huong dang ké dén duge dong hoc cta cic co chit CYP3A4, tuy nhién,
& bénh nhan suy gan, khong thé loai trir rifaximin ¢6 thé lam giam ndng do cua céc co chit
CYP3A4 khi dung déng thoi (vi du warfarin, cac thube chdng déng kinh, thude chéng loan
nhip tim, thude tranh thai dudong udng) so voi ngudi khoe manh.
Ca viée giam va tang ty 1¢ binh thuong héa qudc 1¢ (trong mét s6 truong hop co bién ¢ xudt
huyét) da duge bao cdo ¢ nhitng bénh nhén dang diéu tri duy tri bing warfarin va duogc ké
don rifaximin. Néu can str dung ddng thoi, cin theo dai ¢dn than ty 1 binh thuong hoa quéc
t& khi dung thém hodc ngimg di¢u tri bing rifaximin. C6 thé can di¢u chinh liéu cta cac thude
chéng dong mau duong udng.
Mot nghién ctru in vitro cho thiy rifaximin la co chit trung binh cua P-glycoprotein (P-gp)
va duoe chuyén hoa boi CYP3A4. Chua ro li¢u vige dung déng thoi cac thude ure ché P-gp
va/hodc CYP3A4 ¢6 lam tang ndng do rifaximin hay khong.
O ngudi khoe manh, st dung déng thoi lidu don ciclosporin (600 mg), mdt chét tic ché manh
P-glycoprotein, voi liéu don rifaximin (550 mg) lam ting Cpax va AUC, lrung binh cua
rifaximin 1én 14n luot 83 14n va 124 lan. Y nghia 1am sanﬂ clia su gia tang nay van chua dugc
bidt.

Kha ning tuong tac thude - thude xay ra ¢ hé théng van chuyén da dugc danh gid in vitro va
nhitng nghién ctru ndy cho thdy rang twong tac 1am sang gitra rifaximin va cac chét khac duoc
van chuyén boi P-gp va céc protein van chuyén khic 1a kho xay ra (MRP2, MRP4, BCRP va
BSI:P).

Twong ky ciia thuic:

Do khéng cé cac nghién ctm vé tinh twong ky cua thude, khong tron 1dr thude nay voi cac
thude khéc.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Cac tac dung khong mong mudn sau day di duge quan sat trong céc thir nghiém lam sang va
rong qud trinh luu hanh rifaximin va duoc siip x&p theo tan sudt nhu sau:

Rat thuong gip (> 1/10); thuomg gip (> 1/100 dén < 1/10): it gap (> 1/1000 dén < 1/100):
hiém gap (> 1/10.000 dén < 1/1.000); rat hiém gap (< 1/10.000): chua biét (chua thé danh gia
tr cac di licu hicn ¢o).

Trong mdi nhém tan sudt, céc tic dung khong mong mudn dugc trinh bay theo tha tw mue dd
nghi¢m trong giam dan.

Nhiém khuan va nhiém ky sinh triing
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(}901’039
1(,n ApwVieém phoi, viém mé 1¢ bd(} nhiém khuin duong ho hap trén, viém mii.

1 va hé bach huyét

mau.

Chua biét: Phan Gng dang phan vé&, phtt mach, qua man.
Roi loan chuyér hoa va dinh dudng
It g@p: Chan an, tang kali mau.
[iém gap: Mat nudc.
Roi loan tam than
Thuong gép: Tram cam.
it edp: Trang thai 14 13n, lo u, ngu nhiéu, mat ngu.
Réi loan than kinh
Thuong gip: Choang vang, dau diu.
it odp: Réi loan thing bing, mat tri nhé, co giat, réi loan tip trung, giam cam gidc, suy giam
tri nho.
Roi loan mach
It gap: Nong bung.
[liém eap: Ting huy_él ap. ha huyét 4p.
Chura biét: Tién ngat, ngét.
Roi loan hé ht‘fp, lon g ngue va trung thiit
Thuong gap: Kho tho.
It gap: Tran dich mang phoi.
11iém gap: Bénh phdi tdc nghén man tinh.
Rébi loan tiéu héa
Thuong gap: Dau bung trén, chudng bung, tiéu chay, budn nén, non, ¢b trudng.
it gip: Dau bung. xudt huyét ticu héa do gidn tinh mach thuc quan, kho miéng, kho chiu ¢ da
day.
[1iém gap: Tao bon.
Roi loan gan mit
Chua biét: Xét nghiém chite ning gan bét thuong.
Réi logan da va mé dudi da
Thuong gap: Phat ban, ngura.
Chua biét: Viém da, cczcema.
Réi loan co xwong va mé lién két
Thuong gap: Chudt rit co, dau kKhop.
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Réi loan toan théan va tai cho

Thuong gap: Phu ngoai bién.

It giip: Phu, s6t.

[1iém gap: Suy nhuge.

Can lam sang

Chua biét: Ty 1¢ binh thudng hoa qudce 1é bt thudneg.

Chan thiwong, ngé doc va cdc bién chirng

it odp: Nea.

[1iém gap: Bam tim, dau khi thuc hién thu thuat.

Thong bao ngay cho béac sy hodc duoc si khi gip cac téc dung khong mong muén khi st dung thude
hodc bao cdo cac phan ting ¢o hai cta thude vé Trung tdm Théng tin thude va Theo doi phan Gmg co
hai cua thude (ADR) Qube Gia.

Dia chi: 13 - 15 L& Thanh Téng - [oan Kiém - 1a Noi.

Dic¢n thoai: 024.3.9335.618: IFax: 024.3.9335642; I:mail: di.pvcenter@gmail.com

11. QUA LIEU VA CACH XU TRi

Chua ¢6 truong hop qua li¢u ndo duge bio cdo.

Trong cdc thir nghiém 1am sing véi bénh nhén bi tidu chay du lich, lidu 1én 161 1800 me/ngay
da duge dung nap ma khéng o bét ky ddu hiéu 1am sang nghiém trong nao. Ngay ca ¢ nhimg
bénh nhan/nguoi ¢ hé vi sinh binh thudng, ding rifaximin vai lidu 1én 61 2400 mg/ngay
trong 7 ngay ciling khong gy ra bt ky triéu chimg 1am sang nao lién quan dén li¢u cao.
Trong trudng hop vé tinh ding qua liéu, nén diéu tri tricu ching va hd trg.

12. DAC TINH DUQC LUC HQC

Nhom duoc ly: Thude khang sinh chéng nhiém khudn duong ruét

Ma ATC: AQ7AAL1

Co ché tdic dung

Rifaximin 12 mot khang sinh thude nhém rifamyein lién két khong thuin nghich véi tiéu don
vi beta cua enzym RNA polymerase phu thudée DNA cua vi khuan va do do trc ché t(”'mg hop
RNA cua vi khuan.

Rifaximin ¢é phd khang khudn réng chdng lai hiu hét cac vi khudn gram duong va am., hiéu
khi va ky khi. bao gom ca cac vi khuan sinh amoniac. Rifaximin ¢6 thé vc ché sy phan chia
cua vi khuan khir amin cta ure, do do lam glam san XUuAt amoniac va cac hop chat khéac dugc
cho la quan trong trong co ché bénh sinh cia bénh ndo gan.
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tri ba ngay voi rifaximin.

Sy phat trién dé khéng trong hé vi khuin duong rudt binh thudong da duoc nghién ctu khi
ding rifaximin liéu cao, 1ap lai & nhimg ngudi tinh nguyén khoe manh va bénh nhan bi viém
rudt. Cac chung khang rifaximin phat trién nhung khong 6n dinh va khéng cu trai & dudng
ticu hoa hodc thay thé cac chung rifaximin nhay cam. Khi ngimg diéu tri, cac chung khang
thude bién mét nhanh chong.

Dir lidu thue nghiém va lam sang cho thiy viéc diéu trj bang rifaximin ¢ nhiing bénh nhan
mang chung Mycobacterium tuberculosis hay Neisseria meningitidis s¢ khong chon loc dé
khang voi rilampicin.

13. DAC TINH DUQC DONG HHQC

Hap thu

Céc nghién ctiru duge dong hoc trén chudt ¢dng, ché va nguoi da ching minh ring sau khi
udng rifaximin ¢ dang da hinh o hiu nhu khong duge hap thu (dudi 1%). Sau khi dung lap
lai rifaximin & li¢u didu tri trén nguoi tinh nguyén khoe manh va bénh nhan bi ton thuong
niém mac rudt (bénh viém ruét), néng dd trong huyél twong la khong dang k& (dudi 10
ng/ml.). O nhitng bénh nhin méc bénh ndo gan, sir dung rifaximin 550 mg hai lin mot ngay
cho thdy nong dé trung binh cua rifaximin cao hon khoang 12 1in so véi mite quan sat duoc
¢ nhimg ngudi tinh nguyén khoe manh ciling theo ché dé dung thude tuong tu. DA ghi nhan
su gia tang hap thu toan than cua rifaximin khéng c6 y nghia lam sang khi dung trong vong
30 phut sau bita sdng giau chét béo.

Phiin bo

Rifaximin lién két vira phai voi protein huyét twong nguoi. In vive, 1y 18 lién két véi protein
trung binh la 67.5% ¢ nguoi khoe manh va 62% ¢ bénh nhan suy gan khi dung rifaximin 550
me.

Ch H_}-‘é" hoa

Phan tich dich chiét tr phin cho théy rifaximin dugc tim thiy & dang phan tir nguyén ven, ¢o
nghia 12 né khong bi phan hiy hay chuyén héa trong qua trinh di qua dudng tiéu hoa.

Trong mot nghién ctru sir dung rifaximin duoc danh dau phong xa. luong rifaximin duge tim
thdy trong nudc tidu la 0,025% lidu dang, trong khi < 0,01% lidu ding duoc tim thdy duoi
dang 25-desacetylrifaximin, chat chuyén hoa duy nhat cua rifaximin di duge xéc dinh &
nguoil.

Thai trir
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2101 han boi t6¢ dd hoa tan.

Cic dbi tupng dic biét

Suy thdan

Chua ¢o dir liéu 1am sang vé vide st dung rifaximin ¢ bénh nhan suy than.

Suy gan

D liu Jam sang hién ¢6 ¢ bénh nhan suy gan cho théy n(‘"mg dd toan than cao hon so vai O
ngudi khoe manh. Nong dé toan than cua rifaximin cao hon lan lugt khoang 10, 13 va 20 lan
¢ bénh nhan suy gan nhe (Child-Pugh A), trung binh (Child-Pugh B) va niang (Child-Pugh
(), so vO1 ¢ nguoi tinh nguyén khoe manh. Sy gia tang néng d toan than cua rifaximin o
nhitng nguoi bi suy gan 1a do tac dung tai cho cua rifaximin trong dudng tiéu hoa va sinh kha
dung toan than thap cua no, cling nhu dir li¢u an toan hién ¢6 vé rifaximin ¢ nhirng ngudi bi
X0 gan.

Do d6 khong nén diéu chinh li¢u vi rifaximin c6 téc dung tai chd.

Ire em

Dugc dong hoc ctia rifaximin chua dugc nghién ctru trén bénh nhi ¢ mei lta tuoi. Cac doi
tuong dugc nghién clru ve cd vi¢e lam giam tai phat bénh ndo gan va dicu tri dot ¢ip cua bénh
nao gan dcu la nhirng bénh nhan > 18 tuoi.

14. QUY CACH DONG GOI

[6p 3 vix 10 vicén.

1op 5 vix 10 vién.

Hop 10 vix 10 vién.

15. PIEU KIEN BAO QUAN

Noi kho, nhi¢t d§ khong qua 30°C, tranh anh sang.

16. HAN DUNG

24 thang ké tir ngdy san xut.

17. TIEU CHUAN CHAT LUQNG THUOC

TCCS.

18. TEN, DIA CHI CUA CO SO SAN XUAT THUOC

CONG TY CO PHAN DUQC PHAM SOHA VIMEX

Dia chi: Duong N1 - Khu ¢dng nghiép Yén My I1, Thi trén Yén My, Huyén Yén My, Tinh
Hung Yén., Viét Nam
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