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Rx 7hude nay chi ding theo don thuée

POTAN 400

CONG TY \? Dé xa tam tay tré em
c0O PHAN

Doc ky hudng dan sie dung trudce khi dimg

Thanh phan dwge chdt: Rifaximin 400 mg

I'hanh phan ta dwee: Microcrystalline cellulose 102, sodium starch glycolate, hypromellose
2910, polycthylene glycol 4000, edetate disodium, talc, colloidal silicon dioxide, behenoyl
polyoxyl-8 glycerides, magnesium stearate, opadry II white (polyvinyl alcohol, tale, titan
dioxid, polyethylen glycol), opadry AMB II white (polyvinyl alcohol, tale, titan dioxid,
elyceryl 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, mét mit ¢6 vach ngang, canh va thanh
vicén lanh lan.

3. CHI DINH

o Didu tri cdc bénh ¢ nguoi 16n va tré em tir 12 tudi 1o 1én do vi khudn nhay cam voéi
rifaximin gay ra o duong ticu hoa nhu:

- bénh tai thira khong bién ching,

- bénh ndo gan,

- viém dai trang gia mac do Clostridioides difficile,

- hoi ching phat trién qua mire cta vi khuén,

- tiéu chay du lich do vi khuan giy bénh dudng rudt khong xam lén,

« Dy phong nhiém khudn trude phiu thudt dudng tiéu hoa.

Cén phai xem xét cac hudng dan chinh thic vé viée str dung thude khang sinh hop 1y.

4. CACH DUNG, LIEU DUNG

Thude dung dudng udng. ¢6 thé udng cting hodc khong cung thire dn.

Nguwoi lon vi tré em tiv 12 tuéi tré lén:

- 'Tiéu chay du lich: 400 mg x 2 lan/ngay.

~ Viém dai trang gia mac do Clostridioides difficile: 400 mg x 3 lan/ngay.

- Bénh tai thira khong bién ching, du phong nhiém khuén trude phau thudt dudmg ticu hoa:
400 mg x 2 lan/ngay trong moi dot dicu trl.

- Bénh nio gan: 400 mg x 3 lan/ngay trong mdi dot dicu tri.

- 1181 chimg phat trién qua murc cia vi khudn: 400 mg x 2-3 lan/ngay trong mdi dot diéu tri.

Tré em dwoi 12 tuoi:
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DO an toan va hi¢u qua cua rifaximin ¢ tré¢ em dudi 12 tudi chua duoc thiét lap.

ngay.

- Bénh tai thira khong bién ching, bénh ndo gan, hdi ching phat tr ién qua muc cua vi
khuén: Thoi gian cia mot dot dicu tri thudng khong qua 7-10 ngay. D& dibu tri cAp tinh, chi
cin mot dot didu tri duy nhét. D¢ diéu tri duy tri, tién hanh diéu tri 1 dot mdi thang.

Bénh nhin réi loan chive ning gan:

Khong c¢in diéu chinh lidu dbi voi bénh nhan suy gan.

Bénh nhin réi loan chirc ndang thin:

Mac du khong thé du doan dugce vi¢e thay déi liéu nhung nén thén trong khi str dung ¢ bénh
nhan suy giam chire niing than.

Bénh nhdn cao tudi:

Khong cin di¢u chinh licu.

5. CIIONG CIHI DINII

Qué min véi rifaximin, cdc ddn xudt cta rifamycin hodc voi bat ky 14 duge nao cua thude.
Tdc rudt.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Céc phan tng ¢6 hai trén da nghi¢m trong, bao gém hoi chung Stevens-Johnson (SJS) va
hoai tu bicu bi nhiém doc (T'EN), da duge bao cao lién quan dén vide st dung rifaximin ¢
bénh nhan xo gan. Ngimg dung rifaximin khi ¢6 cac déu hi¢u hogc triu Lhun;d_ déu tién cua

phan (mg ¢6 hai trén da nghiém trong hodc céc dau hidu qua man khéc va tién hanh danh gia
lam sang.

Khi diéu tri kéo dai vai lidu cao hodc néu ¢6 t6n thuong niém mac rudt, mot luorng, nho
rifaximin (dudi 0.4%) co thé duom hép thu va ¢ thé 1am nude tiéu c6 mau hoi do. Diéu nay
la do hoat chét ¢6 mau do cam, giéng nhu hAu hét cac khang sinh rifamycin.

Do kha ning hép thu kém, rifaximin khong thich hop dé didu tri nhiém khuén toan than
hogc nhiém khuan xam lAn niém mac rudt. Khong nén st dung rifaximin ¢ nhing bénh
nhan bi tiéu chay ¢6 bién chimng kém theo st hodc phan co mau. Néu cdce triéu chimg ticu
chay kéo dai hon 24 dén 48 gio, nén ngimg st dung rifaximin va xem xCt thay dai li¢u phap
dicu tri.

D 1iéu lam sang cho thiy rifaximin khong hifu qua trong didu tri nhi®m khuan do cac
chung gdy b¢nh dudong rudt xam lin nhu Campylobacter jejuni, Shigella spp. hoac
Salmonella spp.
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xudt huy¢t) da duoc bao céo ¢ nhiing bénh nhan dang dicu tri duy tri bang warfarin va duoc

ké don rifaximin. Néu can str dung déng thoi. cén theo ddi can than ty ¢ binh thuong hoa
qudc 1é khi dung thém hodc ngimg diéu tri bing rifaximin. C6 thé cén diéu chinh licu cua
céic thude chéng dong mau dudng udng dé duy tri hidu qua chéng déng méu mong mudn.

T4 dugc mau tartrazine ¢6 thé gay cac phan tng di tmg.

Thube nay ¢6 chira dudi 1 mmol (23 mg) natri trong mdi vién nén bao phim, vé co ban dugce
xem nhu "khong chira natri”.

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

Phu niv ¢o thai:

Khéng ¢6 hodic ¢o rat it dit licu vé viée sur dung rifaximin ¢ phu nir mang thai.

Cac nghién ctru trén dong vat cho thdy anh hudng tam thoi 1én qua trinh ¢6t hoa va phat
trién xuong o thai nhi.

D¢ than trong. khong nén st dung rifaximin trong thoi ky mang thai.

Phu nir cho con bu:

Chua rd lidu rifaximin/céc chit chuyén hoa co duoc bai tiét qua sita me hay khong.

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

Phai dua ra quyét dinh ngimg cho con bu hay ngimg/tranh di¢u tri bang rifaximin dya vao
loi ich ctia viée cho con bt ddi voi tré va loi ich cua viée diéu tri ddi voi ngudi me.

Kha nang sinh san:

Cac nghién c¢tru trén dong vat khong cho théy anh huong ¢6 hai truc tiép hodc gian tiép doi
vO1 kha ning sinh san cua con duc va con cai.

8. ANHH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANII MAY MOC
Choang vang da duge bao cdo trong cac thir nghiém lam sang ¢6 ddi chimg. Tuy nhién,
rifaximin anh huong khong déang ké dén kha ning ldi xc va van hanh may moc.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tac cua th uoc:

Dit liéu in vitro cho thiy rifaximin khong e ché cac enzym chuyén hoa thude chinh cua
cytochrome P-450 (CYP) (CYPs1A2, 2A6, 2B6, 2C8, 2C9, 2C19, 2D6, 21 va 3A4). Trong
céc nghién ciru in vitro, rifaximin khéng gay cam ting CYP1A2 va CYP2B6 nhung la chat
cam ng yéu CYP3A4.

O ngudi khoe manh, cac nghién ctru vé tuong tac thude trén lam sang da ching minh rang
rifaximin khong anh huong dang ké dén duge dong hoc cta cac co chit CYP3A4, tuy nhién,

& bénh nhan suy gan, khong thé loai trir rifaximin ¢6 thé lam giam néng dé cua cdc co chat
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miin. Néu can st dung dong thoi, can thco doi c¢an thdn ty [¢ binh thudng hoa
i ng thém hodc ngimg diéu tri bang rifaximin. C6 thé cin diéu chinh licu cta

M6t nghién ctru in vitro cho thiy rifaximin 1a co chit trung binh ctia P-glycoprotein (P-gp)
va duge chuyén hoa boi CYP3A4. Chua 1o lidu viée dung dong thoi cac thude e ché P-gp
va/hodc CYP3A4 ¢o lam tang néng do rifaximin hay khong,

O ngudi khoe manh, st dung dong thoi liéu don ciclosporin (600 mg), mét chit e ché
manh P-glycoprotein, vdi liéu don rifaximin (550 mg) lam ting Cmax vi AUC. trung binh
ctia rifaximin 1én 1an luot 83 l4n va 124 1an. Y nghia 14m sang clia sy gia ting nay vin chua
duoc bict.

Kha ning tuong tac thude - thude xay ra ¢ hé théng van chuyén da duoc danh gia in vitro va
nhitng nghién ctru ndy cho thdy ring tuong tac lam sang giira rifaximin va céc chat khac
dugc van chuyén boi P-gp va céc protein van chuyén khac la kho xay ra (MRP2, MRP4,
BCRP va BSEP).

Trong truong hop dung than hoat tinh, nén dung rifaximin it nhit 2 gid sau khi dung than
hoat tinh.

Tuwong ky cia thube:

Do khong ¢6 cac nghién ctru vé tinh tuong ky cta thude, khong tron 1an thude nay voi cac
thude khéc.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Céc tac dung khéng mong muédn sau diy da duoe quan sat trong cac thir nghiém lam sang
v trong qud trinh luu hanh rifaximin va dugc sap xép theo tan sut nhu sau:

R4t thuomg gp (> 1/10): thudong gip (> 1/100 dén < 1/10); it gap (> 1/1000 dén < 1/100):;
hiém gip (> 1/10.000 dén < 1/1.000); rt hiém gap (< 1/10.000); chua biét (chua thé danh
gid tu cac di licu hicn co).

Nhiém khudn va nhiém ky sinh tring

it gp: Bénh nim Candida, Herpes simplex, viém mii hong, viém hong, nhiém khudn dudong
ho hép trén.

Chura biét: Nhiém khuan Clostridium.

Réi loan mdu va hé bach huyé‘}

it gap: Tang t¢ bao lympho, ting bach cau don nhén, giam bach céu trung tinh.

Chua biét: Giam ticu cau.

Réi logn mién dich

Chua biét: Phan tmg dang phan vé&, qua man.

Roi loan chuyén hoa va dinh duwéng
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m an, mat nudc.

At thuong. tam trang chén nan, mat ngu, lo au.

it eap: Glam cam gidc, dau nira dau migraine, di cam, dau dau do bénh X0ang, buon ngu.
Chua biét: Tién ngat.

Roi loan thi gidc

it gap: Nhin doi.

R&i loan tai va bc tai

[t dp: Dau tai, chong mat.

Roi loan tim

it g@ip: Danh tréng nguc.

Réi loan mach

It gap: Tang huyét 4p, néng bimg.

Réi loan ho h ap, long ngue va trung th (t

it gap: Ho. kho hong, kho tho, nghet mili, dau hau hong, chay nudc miii.

Réi loan tiéu héa

Thudng gap: Dau bung, téo bon, dai tién khan cip, tiéu chay, diy hoi, chudng bung, budn
ndn, nén, mot ran.

it gdp: Dau bung trén, kho moi. khoé tidu, rdi loan nhu dong duong ticu hoa, phan cung, dai
{ién ra mau, phan nhay, rdi loan vi gidc.

Réi loan gan mt

it gap: Ting aspartatc aminotransferase.

Chua biét: Xét nghiém chire ndng gan bt thuong.

Réi loan da va mo dudi da

It gap: Phat ban, ngoai ban, chay niing.

Chua biét: 1161 chung Stevens-Johnson*, hoai tu bi¢u bi nhiém doc*, phu mach, viém da.
viém da troc vay, eczema, ban do, ngua, ban xuét huyét, may day.

* Phan (g c6 hai trén da nghiém trong da duoc ghi nhan ¢ bénh nhan xo gan.

Réi loan co xwong va mé lién két

it odp: Dau lung, chudt rt co, yéu co, dau co, dau co.

Réi loan thin va tiét ni¢u

it gap: Tic¢u ra mau, glucose ni¢u, tiéu rat, da niéu, protcin nicu.

Réi logn sinh sdn va tuyén vii

it gip: Da kinh.

Réi loan toan than va tai chd
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1¢ binh thuong hoa qudc 1é bit thuong.

Théng bdo ngay cho bdc sy hodc dwoc st khi gip cdc tic dung khong mong muén khi sie
dung thuéc hodc bio cdo cdc phin irng c6 hai ciia thube vé Trung tam Théng tin thuoc
va Theo déi phan ting co hai cua thuée (ADR) Quéc Gia.

Dia chi: 13 - 15 Lé Thanh Tong - Hoan Kiém - Ha Ngi.

Dién thoai: 024.3.9335.618; Fax: 024.3.9335642; Email: di.pvcenter@gmail.com

11. QUA LIEU VA CACH XU TRI

Chua ¢6 truémg hop qua lidu nao duge bdo co.

Trong céc thir nghiém 1am sang, lidu 1én t6i 2400 mg/ngay trong 5 ngay khong edy ra bt ky
triéu chtmg cu thé nao.

Trong truong hop v6 tinh ding qué lidu, nén diéu tri triéu ching va hd tro.

12. DAC TINH DUQC LUC HOQC

Nhém duoe 1y: Thude khang sinh chéng nhiém khudn duong rudt

Ma ATC: AOTAATL

Co ché tac dung

Rifaximin la mot khang sinh thudc nhom rifamycin li¢n két khong thuan nghich vai ticu
don vi beta cua enzym RNA polymerase phu thugée DNA cua vi khudn va do do tre ché tong
hop RNA ciia vi khuan.

Rifaximin ¢6 phd khéng khudn rong chdng lai hiu hét cac vi khuan gram duong va gram
am, hiéu khi va ky khi.

Do duge hip thu rat it & duong ticu hoa nén rifaximin ¢ dang da hinh a c6 tac dung tai chd
trong 1ong rudt va khong ¢o hi¢u qua lam sang déi véi cac mam bénh xam ldn, mic du cac
vi khudn nay da duoc chimg minh tinh nhay cam in vitro.

Co ché dé khdng

Su phét trién dé khang véi rifaximin chu yéu la do sw hoi phuc nhiém sac thé, mot budc
thay di trong gen rpoB md hoa RNA polymerase cua vi khuan.

Cac nghién ctru lam sang diéu tra nhing thay d6i v¢ tinh nhay cam cta h¢ vi khuan dudng
rudt cua bénh nhan bi ticu chay du lich da khong phat hi¢n dugce su xudt hién cuia cac vi
khudn Gram duong (vi du enterococci) va Gram am (k. coli) khang thude trong sudt qua
trinh diéu tri ba ngay véi rifaximin.

Su phét trién dé khang trong hé vi khudn dudng rudt binh thuong da duge nghién ciu khi
dung rifaximin liéu cao, 1dp lai ¢ nhitng ngudi tinh nguyén khoe manh va bénh nhén bi viém
rudt. Cac ching khang rifaximin phat trién nhung khéng 6n dinh va khong cu tri ¢ dudng
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picin.
DUQC DONG HHQC

Iip thu
Cac nghién clru duge dong hoc trén chudt céng, cho va ngudoi da chirng minh r‘fmg sau khi
udng rifaximin & dang da hinh « hiu nhu khéng duge hip thu (dusi 0,4%).

Sau khi dung lip lai rifaximin & liGu didu tri trén nguoi tinh nguyén khoe manh va bénh
nhin bi t6n thuong niém mac rudt (bénh viém rudt), ndng do trong huyét tuong la khong
dang ké (dudi 10 ng/ml.).

Da ghi nhén su gia ting hip thu toan than cta rifaximin khéng ¢6 y nghia 1am sang khi ding
trong vong 30 phut sau bita sang giau chit béo.

Phiin bo

Rifaximin lién két vira phai véi protein huyét twong neudi. In vivo. ty 18 lién két véi protein
trung binh 1a 67,5% & nguoi khoe manh va 62% ¢ bénh nhéan suy gan khi dung rifaximin.
Ch u_vé:n hoa

Rifaximin hdu nhu khong dugc chuyén hoa. Phan tich dich chiét tir phin cho théy rifaximin
duge tim thiy & dang phan tir nguyén ven, ¢6 nghia 1a né khong bi phin hiy hay chuyén
hoa trong qué trinh di qua duong ticu hoa.

Trong mot nghién ctru st dung rifaximin duge danh ddu phong xa, lugng rifaximin duoc
tim thdy trong nude tiu 1a 0,025% liéu dung, trong khi < 0,01% liéu dung dugc tim thiy
dudi dang 25-desacetylrifaximin, chét chuyén hoa duy nhit cia rifaximin da duoc xic dinh
O nguoi.

Thai trir

Rifaximin chu yéu duoce bai tiét dudi dang khong doi qua phan. 10ng luong rifaximin dugc
bai tiét qua nudc tiéu khong qua 0,4% li¢u dung.

Tinh tuyén tinh/khong tuyén tinh

Toe do va mice do phoi nhiém toan than ¢ nguoi voi rifaximin duong nhu duoc dic trung
boi dong hoc phi tuyén tinh (phu thude li¢u), diéu nay phu hop voi kha nang hap thu
rifaximin bi gii han bai t6¢ do hoa tan.

Cic déi twong dic biét

Chua ¢6 dir li¢u l[am sang vé viée str dung rifaximin & bénh nhan suy than.

D@ li¢u 1am sang hi¢n ¢6 & bénh nhan suy gan cho thiy ndng d6 toan than cao hon so véi ¢
nguoi khoe manh. Do dir liéu hién cé v& do an toan va tac dung tai chd, khong nén diéu
chinh liéu.

Tre em

Duoc dong hoc cua rifaximin chua duoc nghién ciru trén bénh nhi ¢ moi lira tudi.
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; ;:N BAO QUAN
Neikhe Aihi¢t do khong qua 30°C, tranh anh sang.
16. HAN DUNG
24 thang ké tir ngay san xuat.
17. TIEU CHUAN CHAT LUQNG
TCCS.
18. TEN, DIA CHI CUA CO SO SAN XUAT THUOC
CONG TY CO PHAN DUQC PHAM SOHA VIMEX
Dia chi: Duong N1 -~ Khu ¢ong nghiép Yén M 11, Thi tran Yén My, Iuyén Yén M3, Tinh
[ung Yén, Viét Nam
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