Rx Thudc nay chi ding theo don thuédc

LIVIMAX 300

Acid ursodeoxycholic 300 mg
Pé thube xa t&m_tay tré em.
Doc ky huéng dan sir dung trude khi ding.

THANH P_HAN: Mz’)il vién nén bao phim chira:

- Thanh phan dugc chat: Acid ursodeoxycholic.................... 300 mg.

- Thanh phan ta dugc: Lactose monohydrat, Tinh bt ngd, Polyvinyl pyrrolidon (PVP) K30, Magnesi stearat, Natri
starch glycolat, Hydroxypropyl llulose (HPMC) 606, Hydroxypropylmethyl cellulose (HPMC) 615, Titan
dioxyd, Tale, PEG 6000.

DANG BAO CHE: Vién nén bao phim.

CHI DINH: : :

LIVIMAX 300 dugec chi dinh trong diéu tri xo gan i mt nguyén phat (PBC) va dé lam tan soi mit gidu cholesterol,
khong can quang c6 kich thude nho dén trung binh. e
Acid ursodeoxycholic khong hoa tan duge cdc séi cholesterol duge bao phii calci hodc céc soi ¢b thinh phan sic to
mit. LIVIMAX 300 c6 mét vi tri dic biét trong diéu tri cic bénh nhan chong chi dinh phau thut hoic mong mudn 1a
khéng phiu thudt. . i

Tré em: Céc roi loan gan mat ¢6 lién quan t6i b¢nh xo nang & tré em tir 6 cho dén dudi 18 tudi.

LIEU LUQNG VA CACHDUNG:

LIVIMAX 300 dugc dung bang duémg udng ciing véi mét ly nude.

Xo gan ir mit nguyén phit =

Ngudi 16m va ngudi gia: 10-15mg acid ursodeoxycholic (UDCA) cho 1kg/ ngay va chia thanh 2-4 liéu.

Tré em: Lieu dung lién quan téi can ning.

Lam tan s6i mit R N ;.

Ngudi 6n va ngudi gia: Licu thong thuong 12 6 - 12mg/kg/ngay, dudi dang lieu duy nhit dung vao ban dém hodc chia
licu. Lieu dung c6 the ting Ién 15mg/kg/ngdy & bénh nhén béo phi, néu can thiét. i

Thai gian dieu trj c6 the kéo dai t6i 2 nam, tly thude vao kich thudc cia soi va nén duy tri thudc thém 3 thing sau khi
s0i bien mat.

Tré em: Liéu ding lién quan t6i can nin

2.
Tré em @ 6 cho dén dudi 18 woi bj xo nang: 20mgkg/ngdy chia lam 2-3 lidu, néu can thict ¢ the tang Tidu 1én

30mg’kg/ngéy:

CHONG CHI DINH:

LIVIMAX 300 chong chi dinh trén b¢nh nhan: .

- Qué min véi acid mat hodic véi bt cir thanh phén nao cua san pham.

- Bj s6i mit calci hoa can quang.

- Bj viém cép tinh tdi mat hodc duong mat hodc tli mit co bop kém.

- Bi tiic ong mit (tic ong mat chu hodc ong tii mat).

- Thudng xuyén ¢6 con dau quiin mit.

- Ti mat co bop kém.

- Phy nir ¢6 thai hodic phy nir cho con bi, hogc phy nir nghi ngé dang c6 thai.

CANH BAO VA THAN TRONG: i

Acid ursodeoxycholic nén duge ding dudi syr gidm sat cia can b y té. 4

Trong 3 thang dau diéu trj, cic thong so vé chirc niing gan nhur AST (SGOT), ALT (SGPT) va y-GT can dugc theo ddi
4 tuan mdt lan, sau d6 1a 3 thang mét lan. Ngoadi vi¢c dé xdc dinh sy dap (mg hojc khong dép (mg & bénh nhén diéu trj
X0 gan {r mit nguyén phat, vige theo ddi ciing gitip phat hi¢n sém nguy co suy gan, ddc biét 1a & bénh nhin dang & giai
dogn tién trién cua xo gan {r miit nguyén phat.

Khi sir dung thudc dé hoa tan soi mit cholesterol:

D¢ danh gia l'ién 46 diéu trj va xdc dinh kip thoi tinh trang calci hoa soi mét, ty thude vao kich thude soi, tii mat nén
duoc nhin thay tong quat va thay cic vj tri tic khi bénh nhan dimg va ndm ngira (tur thé siéu dm) sau 6 - 10 théng bat
dau diéu tri (bang cach chyp X-quang tdi mét co ubng thude can quang). Néu tii mat khong dugce nhin thay khi chup
X-quang, hodic ¢6 voi hoa s6i mat, hep tii mét hofic thudmg bj dau quiin mét thi khong sir dung acid ursodeoxycholic.
Khi sir dung thuoc dé diéu trj giai doan tién trién cuia xo gan {r mit nguyén phat: 5

Hiém khi xdy ra xo gan mat bu va b¢nh nhan phai ngung diéq tri. Néu xdy ra tiéu chay can phai giam lidu va trong
trudmg hop da bi tiéu chay trude d6 thi khéng nén sir dung thude.

Ta duge:

T}luéc €6 chira td dugc lactose do d6 khong nén sir dung cho ngudi khong dung nap gal
r6i loan hip thu glucose-galactose.

SUDUNG THUOC CHO PHY NU' CO THAI VA CHO CON BU:

Sir dung thube cho phu nir ¢6 thai: <
Khong c6 dir li¢u dy du vé vige sir dung acid ursodeoxycholic, diic biét 14 trong ba thang déu ciia thai ky. Cac nghién
ciru trén dong vit da cung cdp bing chimg vé tic dung gdy quai thai trong giai doan diu cia thai ky. Khéng duge sir
dung acid ursodeoxycholic trong thai ky. Nén ngimg diéu trj ngay Iap tirc néu c6 thai va tham khao ¥ kién cta bac sy.
Phy nir ¢6 kha néng sinh con chi nén dugc dicu tri khi ho dang sir dung bién phap tréanh thai higu qua: céc bién phap
trénh thai dudng uong khong phai I ndi tiét 6 hofic c6 estrogen li¢u thap duge khuyén cdo. Tuy nhién, & nhimg bénh
nhan sir dung acid ursodcoxycholic dé hoa tan soi mit, nén sir dyng bi¢n phap tranh thai khong phai la ngi tiét 6, vi
thude trénh thai ndi tiét t6 ¢4 thé 1am ting s6i mat. Cn trénh kha nang mang thai trée khi bit dau diu trj.

thiéu hyt Lapp-lact

https://trungta

Sir dyng thube cho phy nir cho con bii: :

Hi¢n chua biét acid ursodeoxycholic li¢u c6 duge bai ti¢t vdo stra me hay khong. Do d6, khéng nén ding acid
ursodeoxycholic trong thi gian cha.con bu. Néu viée diéu tri véi acid ursodeoxycholic 1a cin thiét, thi phai ngimg cho
con bi.

ANH HUONG CUA THUOC LEN KHA NANG LAIXE, VAN HANH MAY MOC:

Thudc khéng anh huémg t6i kha ndng lai xe va van hanh méy méc.

TUONG TAC, TUONG KY CUA THUOC: , )

Khong nén dung dong thai acid ursodeoxycholic véi than hoat tinh, cholestyramin, colestipol hodic cic thuoc khing
acid ¢6 chira nhém hydroxyd va/ hofic smectit (nhém oxyd), bai vi cic ché phim ndy c6 th¢ gin két vai acid
ursodeoxycholic & rugt va lam \rc ché sy hip thu va higu qua ciia acid ursodeoxycholic. Néu cin sir dung ché phim c6
chira mot trong cdc chat ndy, thi phai ding ché pham ndy cich xa it nhét 2 gi trwée hojc sau khi ding acid
ursodeoxycholic. s A y 2

Acid ursodeoxycholic ¢4 thé lam ting sy hap thu ciclosporin & rudt. Can theo ddi ndng d§ ciclosporin trong méu khi
sir dung dong théi véi acid ursodeoxycholic va diéu chinh liéu ciclosporin neu can.

Trong céc trudng hop riéng biét, acid ursodeoxycholic ¢6 thé [am giam sy hap thu cua ciprofloxacin.

Acid ursodeoxycholic dugc chimg minh 1a lam giam ndng d¢ dinh trong huyét tuong (Cmax) va di¢n tich dudi dudmg
cong (AUC) cua nitrendipin. Thudc cling ¢6 the twong tic, lam giam hi¢u qua diéu trj cia dapson. Két hgp nhimg quan
st vGi cac phat hi¢n trén in vitro c6 thé cho thay acid ursodeoxycholic c6 thé gay cam {mg enzym cytochrom P450 3A.
Tuy nhién, cdc thir nghi¢ém I1am sang c6 kiém soat di cho thay acid ursodeoxycholic khong c6 tic dung ndo giy cam
mg cdc enzym cytochrom P450 3A. .

Ciéc thude tranh thai dudmg uong, hormon oestrogen vi hormon ¢6 tinh oestrogen vi cic thude ha cholesterol mau nhw
clofibrat ¢6 thé lam tang soi mdt, 1am giam téc dyng tan soi mt cia acid ursodeoxycholic.

Tuong ky ciia thubc: 2 g ;

Do khéng c6 cic wﬂ ciru ve tinh tuong ky ciia thude, khong trgn lin thude nay véi cic thude khac.
TAC DUNG KHONG MONG MUON CUA THUOC (ADR): ) ~
Thieong gap, 1/10> ADR = 1/100

Tiéu héa: Phin nhio, tiéu chay.

Rat hiem gap, 1/10000 > ADR .

Tiéu héa: Dau bung trén phia bén phai nghiém trong da xdy ra trong qua trinh diéu tri xo gan i mit nguyén phat.

Gan mét: S6i mdt bj calci héa 6 the xdy ra, lim cho ching khéng thé hoa tan bing li¢gu phap acid mat va bénh nhan
phai can den phau thujt. Trong thoi gian dieu trj xo gan {r mét nguyén phét & gian doan tién trien, cdc trudmg hop rat
hiém gap cia xo gan mat bu cling duge béo cdo, va sé hdi phuc mdt phan sau khi ngimg diéu trj.

Da va md dudi da: Noi me day.

Ty I¢ gap chwa ro

Da va mé dudi da: Ngira.

QUA LIEU VA CACH XU TRi: : :
Tri¢u chimg: Tiéu chay c6 thé xdy ra trong cdc truong hop qua liéu. Noéi chung, céc tri¢u chimg khéc cia qua liéu 12
khong xay ra béi vi sy hap thu cua acid ursodeoxycholic giam khi ting liéu va vi thé duge dao thai qua phan. i
Diéu tri: Khong c6 cach diéu trj dic higu, diéu trj trigu chimg cia tiéu chay bing cach tai 1ap can bing nuéc va chat
dién giai.

DAC TINH DUQC LUC HQC: ;

Khi ding bing dudng uong, acid ursodeoxycholic lam giam ty 1¢ cholesterol trong mudi mat va giam Phospholipid
trong mit, tir 6 lam khir sy bdo hoa ctia mit bdo héa cholesterol. Co ché tic dung chinh xdc cia thude van chua duge
ldm rd hoan toan. . 3

Tré em bj xo nang: Tir cac béo cio lam sang v6i kinh nghiém lau dai lén t6i 10 nam uo di ve vige dicu rj UCDA &
b¢nh nhén nhi mic bénh xo nang lién quan dén réil loan gan mat (CFAHD). C6 bang chimg cho thay viéc diéu tri X0
nang v6i UCDA ¢ the 1am gidm sy phat trién ciia dng mét, ngn chan sy tién trién cia ton thwong mé hoc va lam hoi
phuc cdc thay doi vé gan mét neu thuoe duge ding & giai doan déu cua CFAHD. Vige dicu tri vai UDCA nén duge bt
diu ngay khi dugc chan dodn I3 bj CFAHD dé t5i wu héa hi¢u qua diéu tri.

DAC TINH DUQC PONG HQC:

Acid ursodeoxycholic dugc hip thu qua dudmg tiéu hoa va tri qua chu trinh gan rugt. Mt phin duge lién hop & gan
truée khi dwge bai tiet vao mit va trai qua qud trinh 7-a-dehydroxy héa tao thanh acid lithocholic, mét s6 duge bai tiét
tryc ticp vao phan. Phan con lai dugce hip thu va lién hgp chi yéu véi sulfat & gan truée khi duge ddo thai qua phén.
QuYy CA(__‘H PONG GOI: Vi 10 vién. Hop 3 vi; 5 vi; 10 vi; chai 50 vién; chai 100 vién; chai 200 vién.

BAO QUAN: Bio quan thuoe & noi kho, thodng, nhiét dd dudi 30°C, tranh dnh sing.

HAN DUNG: 36 thing ké tir ngay sin xudt.

TIEU CHUAN: Tiéu chuin co sd.

NHA SAN XUAT: CONG TY CO PHAN US PHARMA USA .

Lo B - 10, Buong D2, KCN Tay Béac Cu Chi, ap Bau Tre 2, xd Tan An Hoi, huyén Cu Chi, TP. Ho Chi Minh,

Viét Nam.



