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HUONG DAN SU DUNG THUOC

holic 250

1. Tén thube: Thacholic 250

2. Cac d4u hiéu lwu ¥ va khuyén cdo khi dung thude

Pé xa tAm tay tré em.

Poc k§ huéng din sir dung trudce khi ding.

Thudc chi duge ding theo don thude.

Néu cén thém thong tin, xin hoi v kién ctia thay thube.

Khéng dung khi thude da hét han st dung, vién thude bi v, bién mau. ..

3. Thanh phin céng thirc thude:

Thanh phan duge chét:

Bl DS SORCIONIG oisesisivnisnssnnisissanisioss ks sianiui iasispis il e i Fs 250mg
Thanh phan ta duge:

Lactose monohydrat, tinh bot ngd, povidon K30, natri starch glycolat, magnesi stearat,
Opadry white (hypromellose, talc, titan dioxid), oxyd sét do.........ccccc.cevnav vira du 1 vién
4. Dang bao ché: Vién nén bao phim

M ta dang bao ché: Vién nén bao phim hinh oval mau hdng, canh va thanh vién lanh lin.
S. Chi dinh:

Thacholic 250 duoc chi dinh dé diéu tri bénh xo gan mat nguyén phat.

6. Cach ding, liéu dung

Cdach dung

Dung duodng ubng, udng cling bita n.

Liéu dimg

Liéu khuyén cdo danh cho nguoi 16n trong diéu tri viém duomg mat nguyén phdt 1a 13-15
mg/kg/ngdy chia lam 2 dén 4 1dn ding cling véi thirc n. Ché d6 dung thudc nén duge didu
chinh phil hop véi nhu ciu ctia timg bénh nhén theo quyét dinh ctia bac si.

Cac xét nghiém chitc ndng gan: Xét nghiém chirc ndng gan (y-GT, phosphatase kiém, AST,
ALT) va bilirubin nén dugc theo d&i hang thang trong 3 thang sau khi bt dau didu tri va ct
sau 6 thang/lin sau do6

Vi cdc trwdng hop lidu dung khéng phit hop véi dang bao ¢hé, khuyén cfo chon dang
bao ché vi ham lwgng thich hop

7. Chdng chi dinh

Bénh nhdn bi tic mat hoan toan va quid man cadm hodc khdéng dung nap v&i acid
ursodeoxycholic hodc bit ky thanh phan nao cua thude.

8. Canh bdo va thin trong khi ding thudc

Bénh nhén bi xut huyét gidn tinh mach, bénh no gan, ¢b trudng hodc can ghép gan khén

cap, can duoc dicu tri dédc hiéu thich hop.
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- Xét nghiém chirc nang gan

Céc xét nghiém chirc ning gan (y-GT, phosphatase kidm, AST, ALT) va ndng do bilirubin
nén duoc theo doi hang thang trong ba thang tinh tir khi bit du didu tri va sdu thang mot lan
sau d6. Viéc theo d&i nay s& cho phép phat hién sdm kha nang suy giam chire nang gan.

Nén cin nhic ngimg diéu tri néu céc thong sb trén ting dén mirc duoc coi 1 c6 ¥ nghia ldm
sang & nhing bénh nhén c6 xét nghiém chirc ndng gan trude day on dinh.

Phai thén trong dé duy tri luu lvgng méat clia bénh nhén dung acid ursodeoxycholic.

- Séi rudt & bénh nhén ¢6 nguy co bi hep hodc &r dong dudng rudt

D3 c6 mdt s6 bdo cao hiém gip sau khi luu hanh trén thi truong vé nhitng bénh nhén dugc
diéu tri bang acid ursodeoxycholic dé phat tridn soi rudt (bezoars) dan dén cac triéu chimg tic
nghén cin can thiép phdu thuét. Nhimng bénh nhén ndy c6 céc tinh trang khién hep hodc @
dong rudt (vi du: phdu thuit enteroanastomoses, bénh Crohn). Néu bénh nhén c¢6 céc triéu
chimg tic nghén dudng tiéu hoa, ngimg sur dung acid ursodeoxycholic cho dén khi tién hanh
dénh gia lam sang.

Khong nén sir dung cho bénh nhan khong dung nap galactose, thiéu hut Lapp Lactase, rdi
loan hép thu glucose-galactose.

- Tré em: Tinh an toan va hiéu qua cua vién nén Thacolic 250 mg & bénh nhi van chua duoc
thiét lap do dé cin than trong khi ding thude trén ddi tugng tré em

Canh bdo t4 duoc chita Natri: Thude nay c6 chira dudi 1 mmol (23 mg) natri trong moi vién,

vé co ban duge xem nhu ‘*khdéng chira natri’.

9. Si dung thude cho phu nit ¢6 thai va cho con bi

Phu nit mang thai

Dit lidu d3 cong bd hién c6 vé viée str dung acid ursodeoxycholic & phu nit c6 thai bét ngudn
tir cac thir nghiém ngAu nhién c6 dbi chimg, nghién ciru quan sat va chudi trudng hop duoe
thu thip trong nhiéu thap ky d& khong xac dinh duoc nguy co di tat bam sinh nghiém trong,
sdy thai hodc bét loi khéc cho me hodc thai nhi lién quan dén thube. Hau hét cac truong hop
phoi nhiém duge bdo céo vdi acid ursodeoxycholic xdy ra trong giai doan tht hai va thir ba
cua thai ky. Trong cac nghién ctru vé kha ning sinh san & dong vat, acid ursodeoxycholic
khong ¢6 tac dung phu dbi voi su phét trién chia phoi thai khi ding & lidu cao hon lidu didu tri
& nguoi.

Nguy co udc tinh vé di tat bam sinh nghiém trong va say thai la khong rd. Tét ca céc trudng
hgp mang thai ddu c6 nguy co di tit bAm sinh hodic céc két qua bét loi khac.

Dit liéu trén dong vat: Khong quan sat thdy tac dung phy nao dbi voi su phat trién cta phoi
thai khi cho chudt va thé mang thai udng acid ursodeoxycholic trong qua trinh hinh thanh céc
co quan véi lidu trong (ng gip 22 va 7 1an liéu khuyén céo t61 da cho ngudi (dua trén dién
tich bé mit co thé).

Phuy ni¥ cho con bi

Acid ursodeoxycholic ¢é tu nhién trong sita me. Cdc bdo cédo vé tac dung phu cta acid

ursodeoxycholic d6i véi tré bu me rat han ché. Khong c6 dit lidu vé anh hudng cua acid
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ursodeoxycholic dbi véi viée tiét sita. Can xem xét cac loi ich ctia viée cho con bl cung voi
nhu céu didu tri ctia ngudi me.

10. Anh huéng ciia thude 1én khi ning l4i xe, vin hanh may moc

Acid ursodeoxycholic khéng ¢ hodc anh huong khong dang ké dén kha nang lai xe va van
hanh may moc.

11. Twong tic, twong Ky, cia thude

Twong tdac

- Thubc gén acid mét: Céac thude gin acid mét nhu cholestyramin va colestipol c6 thé can tro
hoat ddng cua acid ursodeoxycholic bang cach lam giam kha ning hép thu ctia né.

- Thudc khéng acid gbc nhom: Thubc khéang acid gbc nhém dd duge chimg minh 1a hép thu
acid mat trong 6ng nghiém va c6 thé duogc cho la s& anh hudng dén acid ursodeoxycholic theo
céch tuong tu nhw thude gin acid mat.

- Thudc anh huong dén qua trinh chuyén héa lipid: Estrogen, thudc tranh thai va clofibrat (va
c6 thé ca cac thude ha lipid mau khéc) 1am ting bai tiét cholesterol & gan va thuc déy hinh
thanh séi mét cholesterol va do d6 co thé lam mat tac dung ctia Thacholic 250.

Twong ky:

Do khéng c6 cac nghién ctru vé tinh twong ky cta thude, khong trdn 1an thudc nay véi cac
thube khac

12. Tdc dung khéng mong muén ciia thube

Céac phan tng bét loi sau ddy, dugc trinh bay theo hé co quan, di dugc xdc dinh trong qua
trinh st dung acid ursodeoxycholic sau khi dugc phé duyét. Boi vi nhiing phan tng nay dugce
bdo cdo mot cach tir nguyén tlr mot quan thé ¢6 quy md khong rd rang, nén khong phai lic
ndo ciing c6 thé wéc tinh tAn sudt ctia ching mdt cach déng tin cdy hodc thiét 14p mbi quan hé
nhan qua vdi viée sit dung thudc.

- Réi loan tiéu héa: khoé chiu & bung, dau bung, soi rudt (bezoars), tdo bén, tiéu chay, kho tiéu,
budn ndn, ndn.

- R6i loan toan than va tai chd dung thude: khé chiu, phti ngoai bién, sot.

- Réi loan gan mat: vang da (hodc 1am ning thém tinh trang vang da da co tir trudc).

- R&i loan hé théng mién dich: qua min voi thude bao gdm phlt mat, may day, phi mach va
pht thanh quan.

- C4c xét nghiém bét thuong: ALT ting, AST tang, phosphatase kiém maéu tang, bilirubin mau
ting, y-GT ting, men gan ting, xét nghiém chirc ndng gan bit thuomg, transaminase ting.

- Réi loan co xwong va md lién két: dau co

- Réi loan hé thn kinh: chéng mat, nhirc dau.

- Réi loan hd hip, 1dng nguc va trung thét: ho.

- Réi loan da va md dudi da: rung téc, ngita, phat ban.

Théng bdo ngay cho bdc sy hodc dwgc si khi gip cdc tdc dung khong mong mudn nhw trén
khi sit dung thudc hodc bdo cdo cdc phdn iing cd hai ciia thude vé Trung tim Thong tin
thuédc va Theo déi phin iing cé hai ciia thuéc (ADR) Quéc Gia. Dia chi: 13 - 15 Lé Thdanh
Téng - Hoan Kiém - Ha Npi. Dign thogi: 024.3.9335.618; Fax: 024.3.9335642;

B
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Email: di.pvcenter@gmail.com
13. Qua lidu va cdch xi tr
Khong c6 bdo cédo vé& qua liéu vd y hoic ¢d v véi acid ursodeoxycholic. Liéu udng duy nhat
cta acid ursodeoxycholic & mire 10 g/kg & chudt nhét va ché, va 5 g/kg & chudt cong khong
gdy chét. Mot lidu ubng acid ursodeoxycholic duy nhit & mac 1,5 g/kg da giy chét chudt
ddng. Céc tridu chimg ngd ddc cép tinh 14 tiét nuGe bot va ndn mira & chd, mét didu hoa, kho
thé, co gidt va hon mé ¢ chudt dong.
14. Pic tinh dwge lwe hoe
Ma ATC: AQ5AA02
Nhém tac dung duge 1y: Ché phdm acid mat
Co ché tic dung: acid ursodeoxycholic, mot acid mat tur nhién wa nude, co ngudn gbe tir
cholesterol, chiém mot ty 16 nho trong téng lwong acid mat cua con ngudi. Ubng acid
ursodeoxycholic lam tang ty 1€ nay bing céch lién quan dén lidu lugng, dé tro thanh acid mat
chi yéu, thay thé ndng d6 doc hai ctia acid mat ky nude ndi sinh cé xu huéng tich tu trong
bénh gan & mat.
Ngoai viéc thay thé cdc acid mat doc hai, cac co ché hoat dong khéc bao gém bao vé té bao
clia cac té bao bidu md 6ng mét bi tén thuong (té bao duong mat) chéng lai tic dung doc hai
ctia acid mét, (rc ché qua trinh chét theo chuong trinh cta té bao gan, tac dung didu hoa mién
dich va kich thich bai tiét mét bang cach té bao gan va té bao duong mét.
Acid lithocholic, khi dung 14u dai cho dong vat, gdy ton thuong gan t mét c6 thé dan dén tir
vong do suy gan & mot s loai khong thé tao thanh lién hop sulfat. Acid ursodeoxycholic bi 7-
dehydroxyl héa chdm hon chenodiol. Pbi v6i cac lidu acid ursodeoxycholic va chenodiol
bang nhau, ndng do acid lithocholic trong acid mét & trang thai dn dinh thip hon trong qua
trinh st dung acid ursodeoxycholic so véi khi sit dung chenodiol. Con nguoi va tinh tinh ¢6
thé sulfat héa acid lithocholic. Mic di ton thwong gan khong lién quan dén liéu phap acid
ursodeoxycholic, nhung kha ndng sulfat hoa gidm co thé tdn tai & mot s6 ngudi.
15. Pic tinh dwge dong hoc
Acid ursodeoxycholic thuong c6 mat dudi dang mot ty 1€ nhoé trong téng sb acid mét & ngudi
(khoang 5%). Sau khi ubng, phan 16m acid ursodeoxycholic duge hép thu bang céich khuéch
tan thu dong va sy hdp thu cta né khdong hoan toan. Sau khi duoc hép thu, acid
ursodeoxycholic trai qua qua trinh chuyén héa & gan & mitc 9 khoang 50% trong truong hop
khong c6 bénh gan. Khi mirc do nghiém trong cta bénh gan ting [én, mic dd chuyén hoa
giam. O gan, acid ursodeoxycholic dugc két hop v6i glycin hodc taurin, sau d6 dugc bai tiét
vao mat. Céc lién hop nay cia acid ursodeoxycholic dugc hép thu & rudt non bang co ché thy
dong va chu dong. Céc chat lién hop ciing ¢6 thé dugc khir lién hop trong hoi trang bang céc
enzym duong rudt, dan dén su hinh thanh acid ursodeoxycholic tu do ¢ thé duoc tai hip thu
va tai lién hop & gan.
Acid ursodeoxycholic khong dugc hép thu di vao dai trang, noi né chu yéu duoc 7-
dehydroxyl héa thanh acid lithocholic. Mgt s6 acid ursodeoxycholic dugc epime héa thanh
chenodiol (CDCA) thong qua chét trung gian 7-oxo. Chenodiol ciing trai qua qué trinh 7-
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dehydroxyl héa dé tao thanh acid lithocholic. C4c chét chuyén hoa nay hoa tan kém va bai tiét
qua phan. Mot phan nho acid lithocholic dugc tai hdp thu, két hop & gan véi glycin hodc
taurin va duge sulfat hoa & vi tri sd 3. Céc lién hop acid lithocholic sulfat tao thanh duge bai
tiét qua mét va sau do bi thai ra phan.
O nhitng ngudi khoe manh, it nhit 70% acid ursodeoxycholic (khong lién hop) duge lién két
voi protein huyét twong. Khong c6 thong tin vé su gin két cta acid ursodeoxycholic lién hop
voi protein huyét tuong & nhiing dbi twong khoe manh hodc bénh nhan viém dudng mat
nguyén phat. Thé tich phan bd cta thudc chua duge xéc dinh, nhung duoc cho 1a nho vi thude
duge phan b6 cht yéu & mat va rudt non. Acid ursodeoxycholic duge bai tiét cht yéu qua
phan. Khi diéu tri, bai tiét qua nude tiéu tang lén, nhung van duéi 1% trir trudng hop bénh
gan 1 mat nang.
Trong qua trinh sir dung lau dai acid ursodeoxycholic, né trd thanh mot acid mat cha yéu
trong mat va huyét twong. Véi liéu kéo dai tir 13 dén 15 mg/kg/ngay, acid ursodeoxycholic
chiém 30-50% acid mét trong mat va huyét twong.
16. Quy cach dong géi:
Hép 3 vi x 10 vién, kém huéng dan str dung.
Hép 10 vi x 10 vién, kém huéng dan sir dung.
17. Pidu kién bio quan, han ding, tiéu chuin chit lwrgng cia thube:
Piéu kién bao quan: Bao bi kin, noi kho, duéi 30°C
Han dung: 24 théng ké tir ngay san xut.
Tiéu chudn chit luong: TCCS.
18. Tén, dia chi ctia co s& san xuét thude

Céng ty ¢6 phin Dwge pham Pharbaco Théi Binh

Thai Binh, Viét Nam
sussaacoriamne San xudt tai: Lo CNO1 — Cum cong nghiép An Ninh, X& An Ninh, Huyén Tién Hai,
Tinh Thai Binh, Viét Nam

Tru s&: Ld CNO1 — Cum cdng nghiép An Ninh, X& An Ninh, Huyén Tién Hai, Tmh



