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1. Tén thude: Indolinazyt09HARBACO/O

; N pa- 1% .
2. Cac dau higu leu y va Khuy o khi ding thuoc:

Dé xa tim tay cila tré em
Poc kjf hiedng din sic dung trude khi dimg
Thudc chi dwge dimg theo don thubc
Néu cin thém thong tin, xin héi y kién ciia béc s
Khéng dimg khi thubc da hét han stk dung, vién th uéc bj vé, bién mau...

3. Thanh phén céng thire thude:

Thanh phan duoc chit: Acid ursodeoxycholic ......covirrvuireusesressennens . 100mg
Thanh phé’m t4 duge: Lactose monohydrat, tinh bdt ngd, povidon K30, natri starch glycolat,
magnesi stearat, Opadry white (hypromellose, talc, titan dioxid), oxyd sat do.......vira dir 1 vién

4. Dang bao ché: Vién nén bao phim
Mb ta san phdm: Vién nén bao phim hinh try, hai mét 16i mau hong, canh va thanh vién lanh

l&n.

5. Chi dinh:
Indolinazy 100 dugc chi dinh dé diéu tri :
- Bénh duong mat (ng mét/tii mat) va bénh gan lién quan dén & mat.

- Cai thién chirc ning gan trong bénh gan man tinh.

- Di chirg cit rudt non, bénh viém rudt non.

- Lam tan sdi mét cholesterol khong voi hda.

- C4i thién chire niing gan trong X0 gan mat nguyén phat.
- Cai thién chirc ning gan trong bénh gan man tinh C.

6. Cach ding, li¢u dimg:

Cach dung:

Diing dudng ubng.

Liéu dung:

Iiéu lugng thong thudng danh cho ngudi 1on 1a 50 mg ba JAn mdt ngay. Liéu luong nén duge
diéu chinh theo d6 tudi va triéu chimg.

DPé hoa tan so6i mat cholesterol ma khong bi voi héa I6p vé bén ngoai, lidu lugng acid
ursodeoxycholic thong thudng danh cho nguoi 1on la 600 mg/ngdy, chia lam 3 1an. Liéu lugng
nén duge didu chinh theo d¢ tudi va tridu chimg.
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Dé cai thién chiic nang gan trong bénh xo gan mat nguyén phat, liéu théng thudng danh cho
ngudi 16m 12 600 mg/ngdy chia lam 3 lan. Lidu luong nén dugc diéu chinh theo 46 tudi va triu
chimg. Khi tang liéu, liéu t6i da hang ngay 1a 900 mg.

Dé cai thién chirc ning gan trong bénh viém gan C, lidu thong thuong danh cho ngudi 16n 1a
600 mg/ngy chia 1am 3 1an. Liéu luong nén duoc diéu chinh theo df tubi va triéu chimg. Khi
tang lidu, lidu t6i da hang ngay 1a 900 mg.

7. Chong chi dinh

Acid ursodeoxycholic chéng chi dinh cho nhimg bénh nhan sau:

Bénh nhén bi tie mat hoan todn (cac tridu ching c6 thé trdm trong hon do tac dung loi mét).
Bénh nhén bi viém gan 16 cép (Céc triéu chimg c6 thé tram trong hon).

8. Canh bao va than trong khi dung thube:

Thén trong ding acid ursodeoxycholic & nhimg bénh nhan:

- Bénh nhin méc bénh tuyén tuy nghiém trong (bénh cé thé trim trong hon).

- Bénh nhan bi loét da day (céc tri¢u ching co thé trAm trong hon do kich ung niém mac).
- Bénh nhan bj 56i mAt trong éng mét (vi thubc nay 6 tae dung lgi mét nén c6 thé gay { mét).

Cai thién chitc ning gan trong xo gan mit nguyén phat:

Khi ding cho bénh nhan xo gan va vang da ning, cac trigu chimg c¢o theé xau di, vi vAy cln than

trong khi diing. Néu quan sét thdy sy gia tang ndng do bilirubin trong huyét thanh, v.v., nén

thue hién cac bién phap thich hop nhu ngimg dung thude. =3
C4i thién chirc ning gan trong bénh gan man tinh C: <
Li¢u phap loai bé virus nén duge xem xét dau tién trong bénh gan man tinh C. Vi thudc nay ”(
khéng c6 tac dung loai bo virus va tic dung cai thién chirc nang gan d6i v6i tién luong 1au dai uh
ctia bénh gan C man tinh hién chua 16 rang, khi dung cho nhiing bénh nhén khong thé diéu tri *j
bang interferon dé loai bo virus hodc nhitng ngudi khong thé didu tri bang interferon, nén cin 1&

nhéc sir dung peficitinib.
Khéng nén st dung cho bénh nhéin khéng dung nap galactose, thiéu hut Lapp Lactase, r6i loan
hip thu glucose-galactose.

9. Sir dung thude cho phu nir ¢é thai va cho con bii:

Phu nif c6 thai

Khong c6 hoic 6 it dit lidu vé& viée str dung acid ursodeoxycholic & phu nit mang thai. Cac
nghién ctu trén ddng vét cho théy doc tinh sinh san trong giai doan dAu thai k.

Acid ursodeoxycholic khong duge sit dung trong thoi ky mang thai, trir khi thét can thiét.

Phu nit trong thdi k¥ sinh dé

Phu nit trong th&i k¥ sinh dé chi nén duge didu tri bing acid ursodeoxycholic khi dang sir dung

bién phdp tranh thai ding tin cay: khuyén céo sir dung thube tranh thai khong hormon hogc
thuéc tranh thai duomg ubng véi ham lugng estrogen thdp. Tuy nhién, & nhimg bénh nhén ding
acid ursodeoxycholic dé 1am tan s6i mét, nén st dung bién phdp tranh thai khéng hormon, vi

thudc tranh thai hormon c6 thé 1am tAng s61 mat.
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Theo mét sé truomg hop dugce ghi nhéan vé phu nit cho con b, ndng do acid ursodeoxycholic trong stta
rét thép va c6 thé khong co phan tmg bét loi nao xdy ra & tré bu me.

Kha nang sinh san

Céc nghién ctru trén dong vat khong cho théy anh huéng cia acid ursodeoxycholic dbi véi kha ning

sinh san. Dit liéu cua con ngudi vé diéu tri sinh sén bang acid ursodecxycholic khong ¢6 san.

10. Anh hwéng ciia thude }én kha niing 14i xe, vin hanh may méc:
Acid ursodeoxycholic khéng c6 hodic 4nh hudng khéng déng ké dén kha nang 1i xe va van hanh may

moc.

11. Twong téc, twong ky, ciia thuoe:

Ifonyl ong ub . ; Pi 6 bio céo ra i
Sulfonylurea dudng weng | , .9 sodeoxycholic chthitang | O 00 40 B -
cho bénh dai thao duong Rl S ursodeoxycholic tic ché sy gin
(tolbutamid) g tac dung ha duong WuyeL | - | bumin huyét thanh véi tolbutamid.
V\ r ¥ th;{ - . té d . ) ] ) .
106 cb the lam giam tae dwng \ e o g gy Kbt véi acid
. cia acid ursodeoxycholic, nén = g 5 "
Cholestyramin . P : ursodeoxycholic va lam chdm hodc
ding thuoc cach nhau cang xa| .. . , .
A giam hap thu acid ursodeoxycholic.
cang tot.
Thude khéng acid c6 chira nhdm cé
Thube khéang acid C6 thé 1am suy yéu hoat déng cia thé hép thu acid ursodeoxycholic va
(gel nhom hydroxid) acid ursodeoxycholic. e chd sy hip thu coa acid
ursodeoxycholic.
Khi acid ursodeoxycholic duoc o
B il e sir dung véi myc dich 1am tan soi | Clofibrat  kich thich bai  tiét
Thuoc ha lipid mau 3 R B e g B Ic
(clofibrat) mét cholesterol, tac dung cua acid | cholesterol vao mét, cé the thic diy Pt
a . A - 2 . q . a E
ursodeoxycholic ¢ thé bi suy | hinh thanh s6i mét cholesterol. _J_"
yeu. | RE

12. Tac dyng khong mong mubdn ciia thude: s
Viém phdi k&: C6 thé xay ra viém phdi k& véi sbt, ho, khé the va cdc bét thudmg trén X-quang nguc.
Néu cac tridu chimg nhu vy xay ra, nén ngimg sir dung va dp dung cac bi¢n phép thich hop nhwr sur
dung corticosteroid.
Tiéu hoa: Tiéu chay, budn nén, chan in, tao bon, o néng, khé chiu & da day, dau byng, chuéng bung,
non.
Qué mén: Ngtia, phat ban, mé day, ban dé (nét ban dé da dang).
Gan: Tiang AST (GOT), ting ALT (GPT), ting Al-P, tang bilirubin, tang y-GTP.
Khac: Khé chiu, chéng mit, gidm sb lugng bach chu.

Théng bdo ngay cho bic sy hodc dwge sp nhitng phdn ing cd hai gip phdi khi sie dung thudc

13.  Qui liéu va cdch xi tri:

Trong truong hop qué lidy, tiéu chay cé thé xay ra. Thong thudng, cic triéu chimg qua lidu khéc khé
X4y ra, vi su hap thu acid ursodeoxycholic giam khi ting lidu va do dé duoc bai tiét qua phan nhidu
hon.

Cich xir tri qud liéu:
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Néu bj tiéu chay, nén giam liéu va ngimg diéu trj trong trudng hop tiéu chay kéo dai.
Khéng cén bién phéap diu tri diic hiéu va tiéu chay nén dugce didu tri triéu chimg bing cach phuc hdi

cin bang nudc va dién giai.

14. Dic tinh dwge lwe hoc:

Nhém duoc ly: Ché pham acid mét

Ma ATC: AO5AAQ2

Acid mat 13 mot trong nhimg thanh phin quan trong nhét cia mat va déng vai trd kich thich bai tiét
mét. Acid méat ciing rat quan trong dé giir cho cholesterol trong mat & dang dung dich. O ngudi khoe
manh, ty 1¢ giita nong d6 cholesterol va acid mat trong mét sao cho cholesterol sé ton tai trong dung
dich gin nhu ca ngay. Trong truong hop nay, séi mit khong thé hinh thanh (mat khéng sinh séi). O
nhimg bénh nhén co s6i cholesterol trong mét, ty 1€ nay bi thay dbi va mét qua bo hda véi cholesterol
(mét sinh soi). Piéu nay 6 thé gay két tia cac tinh thé cholesterol va hinh thanh soi mat sau mot thoi
gian.

Acid ursodeoxycholic chuyén mit sinh séi thinh mat khong sinh soi va dén din hoa tan so6i méat
cholesterol. _

Cac nghién ctru vé tic dung cua acid ursodeoxycholic dbi voi tinh trang @ mat & bénh nhén bi suy giam
dén luu mat va céc triéu chimg 1am sang & bénh nhan viém dudmg mit nguyén phat va xo nang dé chi
ra ring cac triéu chimg 1t mat (dwoc do bing gi tri ting cta phosphatase kiém, gamma-GT va bilirubin)
va tinh trang ngita giam nhanh chong, dong thoi tinh trang mét moi cling giam & phin 16n bénh
nhén. Hon nita, cAc nghién ctru duong nhu chi ra acid ursodeoxycholic ¢6 1¢i ich 16m hon nguy co & tré
em va bénh nhin xo nang trudng thanh tré tudi bi rdi loan gan mat tir nhe dén trung binh.

15. Dic tinh dwge déng hoc:

Khoang 90% liéu diéu tri cua acid ursodeoxycholic dugc hip thu nhanh chéng & rudt non sau khi ubng.
Sau khi hép thu, acid ursodeoxycholic dugc chuyén héa bude mot & gan, nb durge két hop véi glycin
hoic taurin va sau d6 dugc bai tiét vao dng dan mat. Chi mot phin nhé acid ursodeoxycholic duge tim
thdy trong hé tuén hoan. N6 dugc bai tiét qua than. Ngoai trir phan (mg lién hop, acid ursodeoxycholic
khéng duoc chuyén hoa. Acid ursodeoxycholic khong duge hép thu di vao ta trang, noi nd chu yéu
duge 7-dehydroxyl héa thanh acid lithocholic. Acid ursodeoxycholic, acid 7-keto-lithocholic va acid
lithocholic hoa tan kém trong nude, vi vay phan 1én duge bai tiét qua mat vao phén. Acid
ursodeoxycholic da tai hép thu duoc lién hop lai béi gan; 80% acid lithocholic hinh thanh trong ta trang
duge bai tiét qua phén, 20% con lai duge sulfat hda & gan thanh dang lién hop lithocholic khéng hoa
tan sau khi hip thu, duoc bai tiét qua mat va phan.

Acid 7-keto-lithocholic da tai hép thu duge khir thanh acid chenodeoxycholic trong gan.

Acid lithocholic ¢6 thé gay t6n thuong gan do 1 mét, khi gan khong thé sulfat hoa acid lithocholic. Mac
dir gidm khé niing sulfat héa acid lithocholic trong gan ¢ mot s6 bénh nhan, nhung hién tai khéng cé
bing chimg l4m sang nao cho thy ton thuong gan do r mét co thé lién quan dén 1iéu phép sir dung
acid ursodeoxycholic.

Sau khi dung lidu lip lai, ndng do acid ursodeoxycholic trong mat dat dén "trang thai 6n dinh" sau
khoang 3 tudn: tuy nhién, tdng ndng do chia acid ursodeoxycholic khong bao git cao hon khoang 60%
téng ndng d6 acid mat trong mat.
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Sau khi ngiing diéu tri bing acid ursodeoxycholic, nong d6 acid ursodeoxycholic trong mét gidm nhanh
chong sau 1 tudin xubng con 5-10 % ndng d9 "trang thai on dinh",
Thdi gian ban thai cua acid ursodeoxycholic 1a khoang 3,5 dén 5.8 ngay.

16. Quy cach déng goi:
Hop 3 vi x 10 vién, kém huéng din sir dyng.

Hop 10 vi x 10 vién, kém huéng din sir dung.
17. Diéu kién bio quan, han ding, tiéu chuéin chit lwgng ciia thude:
Bdo quin: Bao bi kin, noi kho, dudi 30°C
Han ding: 36 thang ké tir ngay san xuat
Tiéu chuin chit lwong: Tiéu chudn co s&
18. Tén, dia chi ciia co s¢ sin xuét thude:
Cong ty ¢b phin Duge phdm Trung uong 1 - Pharbaco
@ S6 160 Ton Dic Thing - Hang Bot - Péng Da - Ha Néi
: Pién thoai: 024 - 38454561; 024 - 38454562 Fax: 024 - 38237460
PHARBACO San xuét tai: Thach L&i - Thanh Xuén - S6¢ Son - Ha Noi



