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1. Tén thudc: Indolinazy 250

2. Céic d4u hiéu luu y va khuyén cdo khi
Dé xa tim tay ctia tré em
Doc kj huong dén sir dung trieéc khi ding
Thubc chi dwpe ditng theo don thuic
Néu cén thém thong tin, xin héi y kién ciia bdc st
Khéng ding khi thubc @ hét han sit dyng, vién th ubc bi vé, bién mau...

3, Thanh phén céng thirc thube:

Thanh phan dugc chit: Acid ursOde0XYChONC ..vvuevvesreverereceseeisr st seesssse et seeesesseeseenas 250mg
Thanh ph:.?‘in ta duge: Lactose monohydrat, tinh bdt ngd, povidon K30, natri starch glycolat, magnesi
stearat, Opadry white (hypromellose, talc, titan dioxid), oxyd T (OO vira du 1 vién

4. Dang bao ché: Vién nén bao phim
M& ta san phim: Vién nén bao phim hinh oval mau hong, canh va thanh vién lanh lan.

5. Chi dinh:
Indolinazy 250 dugc chi dinh dé diéu tri viém dudng mat nguyén phat.

6. Cach ding, li¢u ding:

Céch dung:

Dung dudng udng.

Liéu dimng:

Lidu khuyén céo danh cho ngudi 16n trong diéu tri viém dudng mat nguyén phat Ia 13-15 mg/kg/ngay
chia 1am 2 dén 4 l4n ding cing v6i thire &n. Ché do dimg thudc nén duge diéu chinh phii hop véi nhu
cAu ctia timg bénh nhin theo quyét dinh cia bac si.

7. Chéng chi dinh:
Bénh nhén bi thc mat hoan toan va qua man cam hogc khong dung nap véi acid ursodeoxycholic hodc
bit ky thanh phan nao ciia thube.

8. Cinh bso va thén trong khi ding thude:

e  Xét nghiém chirc ning gan bat thudng

Cac xét nghiém chtrc ning gan (y-GT, phosphatase kiém, AST, ALT) va nong dd bilirubin nén duge
theo dai hang théng trong ba thang tinh tir khi bit diu didu tri va sdu théng mot 1an sau d6. Viée theo
di nay s& cho phép phéat hién sém kha ndng suy giam chirc ning gan.
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Nén can nhic ngimg diéu tri néu céc théng sb trén ting dén mire duge coi 1d c6 ¥ nghia 1am sang &
nhitng bénh nhan c6 xét nghiém chite ning gan truée ddy 6n dinh.

Phai than trong dé duy tri luu lugng mat ctia bénh nhén ding acid ursodeoxycholic.

o S6i rudt & bénh nhin cd nguy co bi hep hodc r dong dudng rudt

Di c6 mét s6 bao cdo hiém gip sau khi luu hanh trén thi trudmg vé nhitng bénh nhan dugc didu tri bing
acid ursodeoxycholic dé phat trién soi rudt (bezoars) din dén céc triéu chimg tic nghén cén can thiép
phu thuit. Nhirng bénh nhén niy c6 céc tinh trang khién hep hodc & dong rugt (vi du: phau thuft
enteroanastomoses, bénh Crohn). Néu bénh nhén ¢6 céc triéu chimg téc nghén duéng tiéu hoa, ngimg
sir dung acid ursodeoxycholic cho d@én khi tién hanh dénh gia 14m sang,.

o Khéng nén sir dung cho bénh nhan khong dung nap galactose, thiéu hut Lapp Lactase, r6i loan hap
thu glucose-galactose.

9, Sir dung thude cho phu nir ¢6 thai va cho con bii:

Phu nif ¢6 thai

Di liéu d3 cong bd hién ¢6 vé viée str dung acid ursodeoxycholic ¢ phynit ¢6 thai bit ngudn tir céc thir
nghiém ngiu nhién c6 ddi chimg, nghién ciru quan sét va chudi trudng hop duge thu thp trong nhidu
thép ky da khong xéac dinh duoce nguy co di tit bdm sinh nghiém trong, sy thai hodc bit lgi khac cho
me hoic thai nhi lién quan dén thude. Hau hét cac truéng hop phoi nhigm duge bdo cdo véi acid
ursodeoxycholic xay ra trong giai doan thir hai va thi ba clia thai ky. Trong céc nghi€n ciru vé kha niing
sinh san & déng vat, acid ursodeoxycholic khdng c6 tic dung phu d6i véi sy phat trién ctia phoi thai khi
dung & liéu cao hon liéu diéu tri & ngudi.

Nguy co ude tinh vé di tit bdm sinh nghiém trong va siy thai 12 khong 8. T4t c4 céc trudng hep mang
thai déu co nguy co dj tat bim sinh hojc c4c két qua bét lgi khac.

Dit lidu trén dong vat: Khong quan sat thdy tic dung phu nao dbi véi su phat trién ctia phoi thai khi cho
chudt va thd mang thai udng acid ursodeoxycholic trong qué trinh hinh thanh céc co quan v&i liéu
tuong tmg glp 22 va 7 Ian lidu khuyén cdo t6i da cho ngudi (dya trén dién tich bé mit co thé).

Phu nif cho con bu

Acid ursodeoxycholic ¢6 tu nhién trong sita me. Céc béo cdo vé tac dung phu cia acid ursodeoxycholic
dbi véi tré b me rt han ché. Khong c¢6 dir lidu vé anh hudng ciia acid ursodeoxycholic d6i voi viée
tiét stra. CAn xem xét cdc 1 fch ciia viée cho con bit ciing v&i nhu cAu didu tri cia ngudi me.

10. Anh huéng cia thube 1én kha niing i xe, vin hanh may méc:
Acid ursodeoxycholic khong ¢6 hodic anh huéng khong dang ké dén kha ning 14i xe va van hanh may
moc.

11. Twong tac, twong ky ciia thude:

- Thubc gin acid mét: Céc thubc gén acid mat nhu cholestyramin va colestipol ¢6 thé can trd hoat dong
ciia acid ursodeoxycholic bing cach lam giam kha nang hép thu cia né.

- Thubc khang acid gbc nhém: Thude khang acid gbc nhom da duge chiing minh 1a hép thu acid mét
trong 6ng nghiém va ¢6 thé duge cho 1a s& anh hudng dén acid ursodeoxycholic theo cach twong ty nhuw
thudc gin acid mat.
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- Thubc 4nh hudng dén qué trinh chuyén héa lipid: Estrogen, thue trénh thai va clofibrat (va c6 thé ca
céc thube ha lipid mau khac) 1am ting bai tiét cholesterol & gan va thic ddy hinh thanh séi mat
cholesterol va do d6 co thé lam mét tic dung cia Indolinazy 250.

12. Tac dung khéng mong mubn ciia thude:
Cac phan trng bat loi sau ddy, dugc trinh biy theo hé co quan, di duge xac dinh trong qua trinh sit dung
acid ursodeoxycholic sau khi duge phé duyét. Boi vi nhitng phan g nay dugc bio cao mét cach tur
nguyén tir mot quin thé c6 quy md khong rd rang, nén khong phai lic nao cfing c6 thé ude tinh tAn sudt
cuia ching mét cich d4ng tin cdy hodc thiét 1ap méi quan hé nhén qua véi viée sir dung thudc.
- Réi loan tiéu héa: khé chiu & bung, dau bung, s6i rudt (bezoars), téo bén, tidu chay, kho tiéu, budn
nén, ndn.
- R6i loan toan than va tai chd dung thude: khé chiu, phit ngoai bién, sét.
- Réi loan gan méat: vang da (hodc lam niing thém tinh trang vang da d& c6 tir trudc).
- R&i loan hé théng mién dich: qua méin voi thube bao gdm phit mit, mdy day, phit mach va phu thanh
quan. '
- Cac xét nghiém bt thuong: ALT ting, AST tang, phosphatase kiém méu ting, bilirubin mau ting, y-
GT ting, men gan ting, xét nghiém chirc ning gan bit thudng, transaminase ting.
- R6i loan co xuong va md lién két: dau co
- Réi loan hé than kinh: chéng mit, nhirc dAu.
- Réi loan hd hip, 16ng nguc va trung thét: ho.
- Réi loan da va mo dudi da: rung t6c, nglra, phat ban.

Thing bdo ngay cho bdc sy hodic dugc sf nhiing phdn ving cd hai gdp phai khi si dung thubc

13. Qu4 liéu va cich xir tri: A
Khéng ¢6 béo cdo vé qud lidu vo v holic ¢b ¥ véi acid ursodeoxycholic. Liéu udng duy nhét cua acid
ursodeoxycholic & mirc 10 g/kg & chudt nhét va cho, va 5 g/kg & chudt céng khong gdy chét. Mot liéu

udng acid ursodeoxycholic duy nhit & mirc 1,5 g/kg dd gdy chét chudt déng. Cac triéu chimg ngd doc

cép tinh 1 tiét nuéc bot va nén mira & ch, mét diéu hoa, kho thd, co giat va hon mé & chutt dong.

14. Pic tinh dwge lwe hoe:

Nhom dugce 1¥: Ché phim acid mat

Ma ATC: AOSAAQ2

Co ché hoat dong: acid ursodeoxycholic, mdt acid mat tw nhién wa nudc, ¢6 n gudn gbe tir cholesterol,
chiém mot ty 16 nho trong tong luong acid mat ciia con ngudi. Ubng acid ursodeoxycholic 1im ting t
& ndy bing cach lién quan dén lidu lugng, dé tré thanh acid mat chi yéu, thay thé ndng d6 doc hai ciia
acid mit ky nudc ndi sinh ¢ xu hudng tich tu trong bénh gan r mét.

Ngoai viée thay thé céc acid mat déc hai, cdc co ché hoat déng khac bao gbm bao vé t& bao ciia céc té
bao biéu mé Sng mat bi tdn thuong (t& bao dudmg mat) chng lai tic dung ddc hai ciia acid mat, Ge ché
qua trinh chét theo chwong trinh ctia té bao gan, tic dung diéu hoa mién dich va kich thich bai tiét mét
bang céch té bao gan va té bao dudng mat.

Acid lithocholic, khi ding Jau dai cho déng vét, gy tén thuong gan & mit ¢6 thé din dén tr vong do
suy gan & mdt s6 loai khong thé tao thanh lién hop sulfat. Acid ursodeoxycholic bi 7-dehydroxyl hoa
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cham hon chenodiol. Dbi véi cac lidu acid ursodeoxycholic va chenodiol bang nhau, ndng d6 acid

lithocholic trong acid mat & trang thai 6n dinh thap hon trong qué trinh str dung acid ursodeoxycholic
so v&i khi sir dung chenodiol. Con nguoi va tinh tinh c6 thé sulfat hoa acid lithocholic. Mac du ton

thuong gan khéng lién quan dén liéu phap acid ursodeoxycholic, nhung kha néng sulfat hoa giam cé
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thé ton tai & mot s6 ngudi.

15. Dic tinh dwoe dong hoc:

Acid ursodeoxycholic thudng cé mat dudi dang mot ty 1¢ nho trong téng s acid mat & ngudi (khodng
E 5%). Sau khi ubng, phE‘m 16m acid ursodeoxycholic dugce hép thu bang cach khuéch tan thy dong va sur

hép thu ctia né khong hoan toan. Sau khi duoc hép thu, acid ursodeoxycholic trai qua qua trinh chuyén

héa & gan & mire do khoang 50% trong trudng hop khong co bénh gan. Khi mic d6 nghiém trong cia

bénh gan tang 1én, mitc d6 chuyén héa giam. O gan, acid ursodeoxycholic dugce két hop véi glycin hodc

taurin, sau d6 duoc bai tiét vao mat. Cac lién hop ndy cla acid ursodeoxycholic duge hép thu & rudt

non bang co ché thy dong va chi dong. Cac chit lién hop cling c6 thé duge khir 1ién hop trong hdi trang

bing céc enzym dudmg rudt, din dén sy hinh thanh acid ursodeoxycholic tir do c6 thé duoe ti hép thu

va tai lién hop & gan.

Acid ursodeoxycholic khong duge hép thu di vao dai tring, noi né chl yéu duoc 7-dehydroxyl hoa

thanh acid lithocholic. Mét sb acid ursodeoxycholic dugc epime hoa thanh chenodiol (CDCA) théng

qua chét trung gian 7-oxo. Chenodiol ciing tral qua qua trinh 7-dehydroxyl héa dé tao thanh acid

lithocholic. Céc chit chuyén hoa nay hoa tan kém va bai tiét qua phan. Mot phan nho acid lithocholic

duoc tai hép thu, két hop & gan véi glyein hodc taurin va dugc sulfat hoa & vi tri sb 3. Cac lién hop acid

lithocholic sulfat tao thanh duoc bai tiét qua mét va sau d6 bi thai ra phan.

O nhitng ngudi khoe manh, it nhit 70% acid ursodeoxycholic (khdng lién hop) dugc lién két v6i protein

huyét twong. Khong c6 thong tin v& sy ghn két cia acid ursodeoxycholic lién hgp véi protein huyét B

tuong & nhitng ddi tuong khoe manh hoge bénh nhén viém dudng mat nguyén phat. Thé tich phén bb

ctia thube chua duoc xéc dinh, nhung duge cho la nho vi thube duge phan bd chu yéu & mat va rudt

non. Acid ursodeoxycholic dugc bai tiét chii yéu qua phéan. Khi diéu tri, bai tiét qua nudc tiéu ting lén,

nhung van dudi 1% trir truong hop bénh gan r mit ning.

Trong qua trinh sir dung 1au dai acid ursodeoxycholic, nd tré thanh mot acid mét chu yéu trong mét va

huyét trong. Vi lidu kéo dai tir 13 dén 15 mg/kg/ngay, acid ursodeoxycholic chiém 30-50% acid mét

trong mat va huyét twong.

16. Quy cach déng géi:
Hop 3 vi x 10 vién, kém huéng dan st dung.
Hop 10 vi x 10 vién, kém huéng dan sir dung.

17. Diéu kién bio quin, han ding, tiéu chuéin chit lwong ciia thude:
Bao quén: Bao bi kin, noi kho, dwoi 30°C
Han dung: 36 thang ké tir ngay san Xuét

Tiéu chuén chit lwong: Tiéu chuin co s&
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18. Tén, dia chi ciia co' s& san xuat thube:
Céng ty ¢b phin Dugc phdm Trung uong I - Pharbaco
@ S6 160 Ton Prre Théng - Hang Bot - Pdng Da - Ha Noi
: Dién thoai: 024 - 38454561; 024 - 38454562 Fax: 024 - 38237460
PHARBACC san xuét tai: Thach L3i - Thanh Xuan - S6¢ Son - Ha Néi




