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INDICATIONS - See the patient leaflet enclosed.

POSOLOGY AND METHOD OF ADMINISTRATION

See the patient leaflet enclosed.

The expiry date refers to the product in
its intact, correctly stored package

Stare at temperature not exceeding 30°C,

in the original packaging.

Rx Thubc ban theo don

URSOBIL 300 - Acid Ursogsoxycholic
Hop 2 x 10 vién nén.  SDK:

THANH PHAN:

M8i vién nén chira 300 mg acid ursodeoxycholic.

S0 LO SX, NSX, HD : Xem "LOT", "MFG. DATE" va "EXP.
DATE" trén bao bi géc.

BAD QUAN: O nhigt a9 khdng qua 30°C, bao bl gc.
CHI BINH, CHONG CHI BINH. CACH DUNG VA CAC
THONG TIN KHAC BE NGH] XEM TRONG T& HUONG
DAN SUF DIUNG KEM THEO.

DOC KY HU'ONG DAN SU DUNG TRUGC KHI DUNG.

DE THUOC TRANH XA TAM VT VA TAM NHIN CUA TRE EM.
SAN XUAT BOI: ABC FARMACEUTICI S.p.A.

Via Cantone Moretti, 23-10090 Ivrea-Turin (TO) - Y.

CO SO NHAP KHAU:

XUAT X(r: Y.

WARNING: READ THE PATIENT LEAFLET
BEFORE USE

KEEP THE MEDICINE OUT OF THE REACH AND
SIGHT OF CHILDREN

MANUFACTURED BY:

ABC FARMACEUTICI S.p.A.
Via Cantone Moretti,
29-10090 Ivrea-Turin (TO)
Italy.

Do not disperse in the environment after use

COMPOSITION - Each tablet contains:

Active ingredient: Ursodeoxycholic Acid 300 mg;
Excipients: Magnesium Stearate, Polyvinylpyrrolidone, Talc, Maize starch, Lactose.

Reg. No.:

‘ajep dx3

‘ajep By

FON 107

RX Prescription only medicine

-z Ursobil 300

URSODEGXYCHOLIC ACID
300 mg

2 x 10 TABLETS

Equivalent Medicine

bl

100 %
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Rx Thuoc ban thea don

URSQOBIL 300 - acid Ursodeaxycholic
Hép 2vix 10 vién nén.  SBK:

THANH PHAN:

M3 vién nén chira 300 mg acid ursodeoxychatic.

| 50 LA SX, NSX, HD : Xem *LOT", “MFG. DATE" va "EXP

DATE" trén bao bl géc.

| BAO QUAN: & nhigt 49 khéing qua 30°C, Irong bao bi gdc.

CHI BINH, CHONG CHI DINH, CACH DUNG VA CAC
THONG TIN KHAC DE NGH XEM TRONG T HPONG
DAN SU DUNG KEM THEO.

BOC KY HONG DAN SU DUNG TRUGIC KHI DUNG

DE THUOC TRANH XA TAM VOt VA TAM NHIN CUA TRE EM.
SAN XUAT BOJI: ABC FARMACEUTICISpA.

Via Cantane Moretti, 26-10090 lvrea-Turin (TO) - Y.

CO SO NHAP KHAU: W
XUAT XP: V. %
V
100 %
Rx Thubc ban theo don

URSOBIL 300 - Acid ursodeoxychalic

Hop 2 vi x 10 vién nén. SBK:

THANH PHAN:

M&i vién nén chira 300 mg acid ursodeoxychalic.

SO LO SX, NSX, HD : Xem “LOT", "MFG. DATE" va *EXP.
DATE" trén bao bi géc.

BAO QUAN: O nhiét d khdng qué 30°C, trong bao bi gdc.

| CHI BINH, CHONG CHI BINH, CACH DUNG VA CAC
[ THONG TIN KHAC BE NGHI XEM TRONG TO' HUONG
{ DAN SU* DUNG KEM THEO.
{ BPOC KY HUONG DAN SUf DUNG TRUOC KHI DUNG.
| BE THUOC TRANH XA TAM VO'1 VA TAM NHIN CUA TRE EM.
| SAN XUAT BOI: ABC FARMACEUTICI S.p.A.
Via Cantone Moretti, 28-10080 Ivrea-Turin (TO) - Y.
| CO SO NHAP KHAU:

| XUAT XU Y.

150 %

J
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Label on the outer packings

INDICATIONS - See the patient leaflet enclosed.

POSOLOGY AND METHOD OF ADMINISTRATION - See the patient leaflet enclosed.

The expiry date refers to the product In its intact,

correctly stored package

Store at temperature not exceeding 30°C, in the original packaging.

Rx Thubc bén theo don

URSOBIL 300 - Acid urscdeoxycholic

Hip 3 vix 10 vidn nén.  SBK:

THANH PHAN:

M3 vién nén chira 300 mg acid ursodeoxycholic.

S0 LO SX, NSX, HD : Xem “LOT", "MFG, DATE" va "EXP.
DATE" tr8n bao bi gbc.

BAO QUAN: O nhigt 89 khong qué 30°C, bao bi gbc.
CHI BINH, CHONG CHI BINH, CACH DUNG VA CAC
THONG TIN KHAC BE NGH| XEM TRONG TOY HUONG
DAN SU DUNG KEM THEO.

BOC KY HPONG DAN SU DUNG TRUOC KHI DUNG.

BE THUOC TRANH XA TAM VO VA TAM NHIN CUA TRE EM.
SAN XUAT BO'l: ABC FARMACEUTICI S.p.A.

Via Cantone Moretti, 29-10090 Ivrea-Turin (TO) - Y.

CO SO NHAP KHAU:

XUAT XUP: Y.

WARNING: READ THE PATIENT LEAFLET
BEFORE USE

KEEP THE MEDICINE OUT OF THE REACH AND
SIGHT OF CHILOREN

MANUFACTURED BY:

ABC FARMACEUTICI S.p.A.
Via Cantone Moretti,
29-10090 Ivrea-Turin (TO)
Italy.

(o not disperse in the environment after use

COMPQSITION - Each tablet contains:
Active Ingredient: Ursodeoxycholic Acid 300 mg;

Excipients: Magnesium Stearate, Polyvinylpyrrolidone, Talc, Maize starch, Lactose.

Reg. No.:

‘giep dx3

‘a1ep By

o107

Rx Prescription only medicine

== Ursobil 300

URSODEOXYCHOLIC ACID
300 mg

3 x 10 TABLETS
Equivalent Medicine
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Rx Thude bin theo don |
u RSOB". 300 - Acid Ursodeaxychalic
Hop 3vix 10 vidn nén.  SBK:
THANH PHAN: ‘
Mai vién nén chira 300 mg acid ursedeaxychalic.
S0 LO SX, NSX, HO : Xem "LOT", “MFG. DATE" vé “EXP.
DATE" trén bao bi géc.
BAO QUAN: &' nhiét dg khang qua 30°C, trong bao bi gbe.
CHI BINH, CHONG CHI BINH, CACH DUNG VA CAC
THONG TIN KHAC BE NGH) XEM TRONG TO HPONG

| DAN SU DUNG KEM THEO.
BOC KY HUONG DAN SU DUNG TRUGIC KHI DUNG,
DE THUOC TRANH XA TAM VO VA TAM NHIN CUA TRE EM.
SAN XUAT BON: ABC FARMACEUTICI S.p.A.
\ia Cantone Maretti, 28-10080 lvrea-Turin (TO) = ¥
CO' SO NHAP KHAU:
XUAT XUr: ¥,

100 %

Rx Thudc ban theo don

URSOB". 300 - Acid Ursodeoxycholic

Hop 3 vix 10 vién nén, SBK:

THANH PHAN:

M&i vién nén chira 300 mg acid ursodeoxycholic.

SO LO SX, NSX, HD : Xem “LOT", “MFG. DATE" va "EXP.
DATE" trén bao bl géc.

BAO QUAN: O nhiét d6 khang qua 30°C, trong bao bi géc.

CHi BINH, CHONG CHI BINH, CACH DUNG VA CAC
THONG TIN KHAC BE NGHI XEM TRONG TO' HUONG
DAN SU’ DUNG KEM THEO.

DOC KY HYONG DAN SU DUNG TRU'OC KHI DUNG.

BE THUOC TRANH XA TAM VOI VA TAM NHIN CUA TRE EM.
SAN XUAT BOM: ABC FARMACEUTICI S.p.A.

Via Cantone Moretti, 29-10090 Ivrea-Turin (TO) - Y.

CO SO NHAP KHAU:

XUAT XU Y.

150 %
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Hudéne dan sir dung thi poc cho cin be Oy te

Boc ky hudng dén sir dung triede khi ding
Pé xa tim tay tré em
Théng bdo ngay cho bdc sy hodc dugc s§ nhirng tdc dung khing mong
mudn gdp phai khi sie dung thubc
Thudc nay chi ditng theo den ciia bdc sy

THANH PHAN

Hoat chit:

MGi vién nén Ursobil chira Acid Ursodeoxycholic 300 mg

Té duoc:

Lactose, tinh bt ngd, polyvinylpyrolidon, bjt tac, magnesi stearat.

DANG BAO CHE CUA THUOC

Vién nén.

DAC TINH DUQC LUC HQC

Nhom duge tr liéu: Biéu tri roi loan gan mét

Ma ATC: ADSAA02

Co ché tdc dung

Acid ursodeoxycholic, dang 7 epime cua acid chenodeoxycholic, mdt acid
mét ra nuée ¢d trong ty nhién, nguén gbe tir cholesterol, c6 mét it trong dich
acid mét toan phin & ngudi. Uédng acid ursodeoxycholic 1am tang ty 1 nay
tiy theo lidu dung dé tro thanh acid mét chinh, thay thé/chiém ché lugng
acid mét va nude ndi sinh djc hai c¢é khuynh hudmg tich tu trong bénh ly
gan ir mat. Ngoai viéc thay thé hay chiém chd cua cac acid mat déc hai, co
ché tac dung khac bao gbm bao vé céc té bao biéu mé cua dng din mat bi ton
thuong (té bao 16t ciia dng din mat) chdng lai téc dong doc cia cic acid mat,
irc ché sy ty hiy hoai cta té bao gan, tic dong thay dbi hay didu hoa chirc
ning mién dich, va kich thich tiét mat tir cic t& bao gan va té bao 16t cua éng
din mat.

UDCA & ngudi c6 thé lam tang kha nang hoa tan cholesterol cia mat,
chuyén mét ¢6 soi thanh mét khdng soi.

Tac dung nay ¢6 duge théng qua cac co ché khéc nhau: giam bai tiét
cholesterol viao mét bing cach giam sy hép thu cholesterol trong rudt va tong
hgp & gan; ting luong acid mét toan phén giip hoa tan cholesterol & dang
mixen, tao dang mesophase tinh thé long cho phép ha tan cholesterol khéng
& dang mixen nhidu hon dang ¢6 mixen & trang thai cin bing,

Do d6 diéu tri bing UDCA s& lam giam sy bao hoa cia mat da bo hoa
cholesterol va tang cumg mudi mét phi hop véi d hoa tan, giup cai thién
Iwu hrong mét binh thuomg va 1am tréng tai mat.

Neghién cieu ldm sang

Higu qud ciia acid ursedeoxycholic dung liéu 13 - 15 mg/kg/ngéy chia 3
hay 4 lin ¢ bénh nhin xo gan nguyén phdt (PBC)

Mot nghién ciru da trung tim, ngdu nhién, ma dbi, c6 déi ching voi gia dgc
dugc thyc hién & My dé danh gia hléu qua cua acid ursodeoxycholic liéu
diing 13 — 15 mg/kg/ngay chia 3 hay 4 l4n & 180 bénh nhén b xo gan nguyén
phat (78% ding 4 1an/ngay). Sau khi két thic giai doan mi doi, tit ca bénh
nhén tham gia giai doan diéu tri tién hanh theo kiéu nhan mé. Diéu trj duge
coi la thét bai néu cac tiéu chi chinh lién quan téi hléu qua diéu trj duge ghl
nhén trong sudt qua trinh dleu tri nay xay ra: chét, cAn ghép gan, tién trién
mb toi giai doan xo gan, xuat hién gidn tinh mach, cb tnrong hay bénh 1y
ndo, suy kiét hay ngira, khéng con kha nang dung nap thudc, bilirubin trong
huyét thanh tiang gép doi va tw nguyén rit khoi nghién ctru. Sau hai nam diéu
tri trong nghién ciru mi déi, ty & thét bai trong diéu tri giam déng ké
(p<0,01) 0 nhém ding acid ursodeoxycholic (20 trong 86 (23%)) so vdi
nhom dung gia duge (40 trong 86 (47%)). Khoang théi gian tir lic bt ddu
diéu tri t61 khi xay ra that bai didu tri, loai trir trudng hop bilirubin trong
huyét thanh tang gép dbi va tu nguyén rat khoi nghién ciru, ciing chdm lai
dang ké (p<0,001) trong nhém dugc didu tri bang acid ursodeoxycholic
(n+86, 803,8+24,9 ngay so véi 641,1+24.4 ngay dbi véi nhom gia duge
(n=86) tinh trung binh).

Bang cach xac dinh thit bai trong diéu trj, loai trir bilirubin tang gép doi va
sw rut lui ty nguyén, Khoang théi gian tir lic bat ddu didu tri 61 khi xay ra
that bai diéu trj cham lai dang ké trong nhém dung acid ursodeoxycholic so
voi gia duge. Diéu tri bing acid ursodeoxycholic gitp cai thién déang ké céc
chi sé sinh héa gan trong huyét thanh khi so véi gia ti ban dau: nhu bilirubin
toan phan, SGOT, phosphatase kiém va IgM.

Higu qud cia UCDA ding 14 mg/kg/ngay mot lan cho bénh nhin PBC
M@t nghién ciru thit hai duge thuc hién & Canada ngiu nhién trén 222 bénh
nhén PBC dung acid ursodeoxycholic 14 mg/kg/ngay hay gia duge, mjt
lin/ngay theo cach mu di trong hai nam. Sau 2 nam, sy khac biét vé mat
thong ké ¢6 ¥ nghia (p<0,001) gitta 2 nhém diéu trj (n=106 déi véi nhom
diing vién acid ursodeoxycholic 250 mg va n=106 déi véi nhom dimg gia

Trang 1/2

duge), da chimg minh wu thé cua acid ursodeoxycholic nhu sau: giam ty 1é
bénh nhin gap it nhit mot 1in tang hon 50% bilirubin trong huyét thanh;
giam ty 18 phan tram bilirubin trung binh (-17,12% d6i voi nhom dung acid
ursodeoxycholic so véi +20% nhém ding gia duge), transaminase (-40,54%
dbi voi nhém dung acid ursodeoxycholic so v +5,71% nhom ding gia
duoc) va phosphatase kiém (-47,61% dbi véi nhom dung acid
ursodeoxycholic so voi -5, 69% nhom ding gia duge); ty 18 thit bai trong
diéu tri; Khoang thoi gian tir lic bat du diéu trj t6i khi xay ra thét bai diéu
tn Xéc dinh tht bai trong diéu tri bao gom: ngimg tham gia nghién ctru vi
bit cir ly do nao; tong mic bilirubin trong huyét thanh 1én hon hay bang 1,5
mg/dl hay ting gdp hai lin mirc d¢ ban déu; va phat trién ch trudng hay bénh
ndo. Chura ¢6 du dir liéu dé danh gia bénh nhan sau 4 nam do ty 1¢ bé thude
cao (n=10 déi véi nhom diing acid ursodeoxycholic so voi n=15 nhom ding
gia duge) va sb méu (bénh nhén) khong do ]o'n Do dé nghién clru kh(')ng dua
ra danh gia nao vé trong quan ty 1€ chét, su cin thiét ghép gan, tién trién md
qua hai giai doan hay din t6i xo gan, phét trién chimg gin tinh mach, cd
trréng hay bénh ndo, suy kiét hay ngira, khong con kha ning dung nap
thudc, tang bilirubin gip d6i va tw nguyén rit lui.

Higu qua UCDA diing 2 lan/ngéy so véi 4 lin/ngay & bénh nhin PBC
M&t nghién ciru ngiu nhién, chéo 2 giai doan trén 50 bénh nhan PBC nham
so sanh hiéu qua cua vién acid ursodeoxycholic 250 mg dung 2 lan/ngay voi
4 1an/ngay trén 50 bénh nhén trong 6 thang & mdi giai doan nghién ctru chéo.
Danh gia thay dbi ty 1& phén trim trung binh so véi gia tri ban diu cac két
qua xét nghiém gan va thang nguy co Mayo (n=46) va ham luong UDCA
tang trong huyét thanh (n=34) cho thdy khong cé su khic biét c6 ¥ nghia
théng ké khi so céc lidu lugng & bét ky thoi diém nghién ciru ndo. Nghién
ctru nay chimg té ring UDCA (13 -15 mg/kg/ngay) ding 2 lin/ngay c6 tac
dung twong ty UDCA ding 4 ln/ngay.

DAC TINH DU 'QC PONG HQC

UDCA thuong chiém mdt ty 1§ nho trong tong sb cac acid mét & ngudi
(khoang 5%). Sau khi uong, phén I6n UCDA duge hép thu béng con dudmg
khuéch tan thu déng va khéng hoan toan. Mét khi di duoc hap thu, UCDA
qua gan dat mirc d¢ khoa.ng 50% khi khéng ¢6 bénh gan. Khi bénh 1y gan
tdng nang, mirc do nay giam. 6} gan, Ursobil két hop véi glycin hodic taurin,
rdi tiét vao mat. Dang lién hop néy duge hip thu trong rugt non bang co ché
thy déng va chu dong. Sy két hop nay cling ¢6 thé bi tach ra trong héi trang
bdi céc enzym cua rudt dan dén hinh thanh acid ursodeoxycholic ty do ma
c6 thé tai hip thu hodc tai két hop & gan. Ursobil khéng dugc hép thu sé& di

qua ruft két noi n6 dugc 7-dehydroxyl héa hau hét thanh acid lithocholic, -
Mot phin UCDA bi epime héa thanh chenodiol qua mot chit trung gian 7- —

oxo. Chenodiol ciing trai qua 7-dehydroxy] héa thanh acid lithocholic. Cac
chit chuyén hoa nay it tan va duge bai tiét qua phin. Trong gan, mét ty 1é
nho acid lithocholic dugc tai hap thu, két hop véi glyein hodc taurin va sulfat
0 vj tri 3. Cdc lién hop acid lithocholic c6 goc sulfat duge bai tiét vao mat va

roi qua phan. d déi tugng khoe manh, it nhét 70% acid ursedeoxycholic tyr -

do két hop véi protein trong huyét twong. Chua ¢6 nghién ciru vé su gin ket
Ursobil lién hop véi protein trong huyét twong & ddi tuqng khoe manh ha)r

bénh nhén xo gan mét nguyén phét. Ngudi ta chua xdc dinh dugc thé tlch,/

phén bb cuia thude, nhumg dir liéu nghién ciru cho thdy thé tich phén bé thip
vi thude duge phan bd hau hét & ‘mat va ruét non. Ursobil dugc bai tiét chu
yeu qua phén. Trong qua trinh diéu tri, su bai tiét qua nudc tiéu tang, nhung
van duéi 1% trir truémg hop bénh gan it mét ning. Khi ding Ursobil cho
truong hop bénh man tinh, Ursobil s& la ngudn acid mat chinh ¢ mét va
trong huyet tuong. O liéu 13 dén 15 mg/kg/ngay trong diéu tri man tinh,
Ursabil chiém 30— 50% cac acid mat & mét va trong huyét twrong.
Sau khi ding udng, UCDA de dua;rc hép thu qua hé dudng tiéu hda, tao lién
ho'p trong gan va dugce bai tiét phén lon qua mit & dang glyco lién hop rbi di
vao chu ky gan rudt; chuyén héa mot phin boi hé vi khudn dudmg rudt va
chét chuyén hoa cua né duge bai tiét qua phan.
S6 li¢u an toan tién 1im sang
Acid ursodeoxycholic ¢6 l¢i thé lam giam tao lithocolate, chét duge xem la
gy ddc cho gan trén déng vt thi nghiém (& nguoi phai trdi qua qua trinh
sulfat hoa), va khong lam tang transaminase trong huyét tuong, trong thai
gian diéu trj kéo dai & nguoi.
Déc tinh trén thye nghiém cia UDCA néi chung rit thap, liéu ubng LDsy &
chugt céng 12 10 g/kg, trong khi & chudt nhat duc 1a 5740 mg/kg va chudt
nhit cai 6000 mg/kg.
Cho chugt cong uéng 28 tudn liéu Ién dén 2000 mg/kg khong thiy thay dbi
c6 tinh bénh Iy qua céc théng s6 mé hoc duoc khao sat. Cho cho ufmg trong
mdt nam & liéu 1én dén 100 mg/kg ciing dap (mg 16t va khéng co bat ky phan
img phu nao. Dic biét khong thiy c¢6 bao cdo tac hai gan déng ké, tac dung
khong mong muén 1én kha nang sinh san, anh huong gdy quéi thal hay sinh
ung thu, va tén thuong niém mac da day.
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QUY CACH PONG GOI

Hop 2 vi x 10 vién nén hodc hdp 3 vi x 10 vién nén

CHI PINH
Diéu tri xo gan mét nguyén phat.

- Lam tan s6i mét ddi véi soi khong bi calci hod, khéng can tia X quang, co
dudmg kinh nho hon 20mm, dac biét soi trong tai mat khi chirc nang tai
mit con tot, sdi vun hodc soi tai phat trong éng din mat sau khi da phiu
thuit hogc cho nhimg ngudi tir chdi hay c6 chéng chi dinh cét bo i mat
hogc ¢6 khuynh huéng gia tang nguy co trong lic phiu thuat.

LIEU LUQNG VA CACH DUNG

Xo gan mét nguvén phat
Liéu dung cho ngudi 1on 14 13 - 15 mg acid ursodeoxycholic/kg moi ngay

chia 1am 2 — 4 lan. Nén k.n:m tra chirc nang gan (y-GT, phosphatase kiém,
AST, ALT) va bilirubin mdi théng trong 6 thang ké tir ngay bat diu diéu tri,
va nhéc lai kiém tramdi 6 thang tiép theo.
Lam tan soi mat
Liéu dung cho nguoi lon la tir 8 den 12mg UDCA/ kg thé trong dugc chia ra 2
dén 3 ldn udng trong ngay. Nén uong sau &n va hru ¥ liéu dung sau cing trong
ngdy 1a sau bira t6i. Théi gian diéu trj thuémg khong quéd 2 nam, trong qua
trinh diéu tri cﬁn kiém tra tién trién s6i mat qua s:éu am vao thang thir 6 va 12
dé danh gia, tiép tuc theo déi danh gia tién trién mdi 1 - 3 thang sau d6. Sau
khi soi tan hodn toan vén cdn phai tiép tuc sur dung thubc thém tir 3 — 4 thang.
Luu ¥ sau 12 thing khong thdy s6i mét tan phan nao, c6 the liéu phap UDCA
khéng mang lai hiéu qua va phai nghi dén liéu phép khac.
CHONG CHI DINH: ) ‘ )
Qua mén véi UDCA, cac acid mat hay voi bt e thanh phan nao ciia thube.
Khéng ding UDCA cho céc bénh nhén bj:

a) Viém i mét hay éng ddn mét cép tinh

b) Tac dng ddn mat

¢) Con dau quin mit thuong xuyén

d) So6i mét voi hoa thay trén X quang

e) Suy giam kha ning co bép cia tii mét

f) Phu ni¥ ¢6 thai hay dang nudi con bi, hay phu nit dy dinh mang thai
CAC TRUONG HQP THAN TRONG KHI DUNG THUGC
Dung Ursobil theo hudng dan cua bac si.
Trong 3 thang diu diéu trj, phai theo ddi cdc thong sé chirc nang gan AST
(SGOT), ALT (SGPT) va y-GT mdi 4 tudn, sau d6 mdi 3 théng. Ngoai viéc
cho phép xac dinh bénh nhén dang dugc diéu tri x gan mét tién phat ¢6 dap
g hay khéng, viéc theo ddi nay ciling gitp phat hién sém tinh trang suy gan,
dac biét & bénh nhén bj xo gan mdt tién phat dang tién trién.
Khi ding nhiim tan soi cholesterol:
Dé danh gia tién trién didu tri va phat hién kip thoi voi hoa s6i mat, tiy thude
vao kich thude soi khuyén céo nén khao sat toi mét tdng quat (chup X quang
t4i mat sau khi uéng chat can quang) & vj tri dimg va ndm ngira, 6 — 10 thang sau
khi bat dau diu trj.
Néu khong thé quan sat 1ii mat qua X quang, hodc trong truomg hgp soi da voi
héa, kha nang co bop cua tii mét suy giam hogc thudmg gap cdc con dau quin
mit thi khdng nén sir dung acid ursodeoxycholic.
Khi dung diéu tri xo gan mét nguyén phét giai doan tién xa:
Hiém khi thdy truong hop xo gan mét bu, va thuong sé phuc hdi dan sau khi
ngimg diéu tri.
Néu bj tiéu chay, phai giam liéu va trong truomg hop tiéu chay kéo dai nén ngung
diu tri.
Kiém soat thanh phan ciia mat d& xac djnh kha ning pha v& sy bao hoa doi
véi cholesterol 12 yéu té tién lrgng quan trong vé két qua diéu tri.
Néu diéu tri tan soi dai ngdy, phai thyc hién kiém tra transaminase va
phosphatase kiém ngay trudc khi dung thudc.
Théng tin quan trong vé mdt sb ta dugc:
Vién nén URSOBIL 300 mg co chira lactose: khong nén ding thubc nay cho
bénh nhan c6 vén dé di truyén hiém gap khéng dung nap galactose, thiéu hyt
Lapp lactase hay chimg kém hép thu glucose-galactose.

SU DUNG TRONG THOT KY MANG THAI VA CHO CON BU

Chua du dif liéu vé viéc sir dung acid ursodeoxycholic trong trudng hep mang
thai, dac biét trong ba thang déu cia thai ky.

Cac nghién ciu trén dong vét cho thdy cé dgc tinh sinh san trong giai doan
som cua thai ky.

Khéng ding acid ursodeoxycholic trong thoi ky mang thai trir khi lgi ich 13
rang. Phu nit trong d9 tudi sinh dé chi dugc dung thubc véi diéu kién la dang
dung phuong phap ngira thai dang tin cdy: thubc ngira thai udng estrogen liéu
thip hay khong ni tiét td. Tuy nhién, & bénh nhén dung acid ursodeoxycholic
dé 1am tan sdi mét, nén sir dung phuong phép ngua thai khong ni tiét td vi
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cc thude ngira thai noi tietto dang udng o thé Jam tang nguy co sdi nlél Cﬁn'
phai loai trir kha nang o6 thai trude khi bét diu diéu tri.

Nguoi ta chua xéc dinh li¢u acid ursodeoxycholic ¢6 di qua sira khéng, do dé
khéng nén dung acid ursodeoxycholic khi nudi con bt. Néu viéc diéu tri thudc
nay la cin thiét phai ngumg cho con ba sita me.

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC
Thudc khong anh hréng dén kha nang l4i xe va van hanh may mac.

TUONG TAC CUA THUOC V01 CAC THUOC KHAC VA CAC LOAL
TUONG TAC KHAC
Khéng nén si dung déng thoi acid ursodeoxycholic véi cholestyramin,
colestipol hay thuc khang acid ¢6 chira nhom hydroxid va/hay smectit (oxid
nhdm), vi céc ché pham niy gén két véi acid ursodeoxycholic trong rudt va do
d6 tc ché sy hdp thu va hiéu qua cia thude. Néu can ding ché phim ¢6 chira
mét trong cac chit ndy, phai udng it nhit 2 gidr truée hay sau khi dung acid
ursodeoxycholic.
Acid ursodeoxycholic cé thé lam tang hép thu ciclosporin tir rugt. Néu bénh
nhan dang dung ciclosporin, phai lru y kiém tra ndng do thudc trong méau va
diéu chinh lidu, néu cin thiét.
Trong mt sé trwémg hop acid ursodexoycholic ¢6 thé 1am giam hdp thu
ciprofloxacin.
Acid ursodeoxycholic 1am giam ndng do dinh trong huyét twong (Cpa) va
dién tich dudi duong cong (AUC) cua chét déi khang calci nitrendipin. D c¢
b4o cdo vé sy tuong tac 1am giam tic dung diéu tri cia dapson. Céc quan sat
nay clng voi cac phat hién in vitro cho thdy kha nang acid ursodeoxycholic
duge chuyén hoa nhér cic enzym cytochrom P450 3A.
Céc ndi tiét t6 estrogen va céc thudc ha cholesterol mau nhu clofibrat c6 thé
lam tang s6i mét, ngugc voi tdc dung lam tan s6i médt cua acid
ursodeoxycholic. Do d6 nén tranh két hop véi cac thube lam tang tiét
cholesterol trong mét (estrogen, thude ngira thai ndi tiét t6, mot sb thube ha
lipid).

TAC DUNG KHONG MONG MUON

Pénh gia tac dung khéng mong mudn dya trén s6 1dn xuét hién nhur sau:

R4t phd bién (>= 1/10); phé bién (>= 1/100, <1/10): khéng phé bién (>=
1/1,000, <1/100); hiém (>= 1/10,000, <1/1,000); rat hiém (<1/10,000); chua
rd (khéng thé danh gia tir nhimg dit li¢u hién cd)

Roi logn da day — rudt:

Trong cac thir nghiém lam sang, Lhutmg gap phai tiéu chay hay phan nhio.
Hiém giip dau bung trén bén phai trdm trong trong diéu tri xo gan mét nguyén
phat.

Réi loan gan mdt:

Trong khi diéu tri bdng UDCA hiém khi gap phai v6i hoa soi mat. Trong diéu
tri x0 gan mét nguyén phat giai doan mugn, hiém khi gap phai truémg hop xo
gan mét bi, ma thuong s& hdi phuc dan sau khi ngimg diéu tri.

R6i loan da vé mé dudi da:

Rét hiém gap mé day

@ lidu ding khuyén céo, thudc thuémg duge dung nap tot.

D6i khi ¢6 béo cdo vé bat thuomg trong théi quen di dai tién, nhung tinh trang
nay tir khéi trong qua tinh diéu tri

QUA LIEU VA CACH XU TRi

Co thé bi tiéu chay khi ding qua liéu. Nhin chung, cic triéu chimg qué liéu
khéac khong chiic xay ra vi sy hap thu acid ursodeoxycholic giam khi ting lidu
vi véy liéu cao hon s& duge bai tiét qua phan.

Khéng cén thiét dung cac bién phap xu tri dac hiéu, chu yéu bl nudc va cén
bang dién gia trong tnrong hop gap tiéu chay.

Chua c6 truong hop nao qua lidu trén 4 g/ngay (liéu nay vin duge dung nap
tét). Trong truémg hep vé tinh udng lidu cao acid ursodeoxycholic, khuyén
c4o thuc hién céac bién phap xur tri nhu trudmg hop ngd dc thong thudmg va
cho ding cholestyramin (do c6 kha nang tao phirc véi acid mit).

DPIEU KIEN BAO QUAN
Bio quan & nhiét do khong qua 30°C, trong bao bi gdc.

HAN DUNG CUA THUOC:
36 thang I tir ngdy sn xuét.

TEN, PIA CHI CUA €O SO SAN XUAT: ABC FARMACEUTICI S.P.A.
Via Cantone Moretti, 29-10090 Ivrea-Turin (TO) — Italy.

NGAY XEM XET SUA POI, CAP NHAP LAI NOI DUNG HUONG
DAN SU DUNG THUOC:
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r.i'r_i;;r,'_‘.[; dan su dung thuoc cho ngudi bent

Boc kj hudng din su' dung trudc khi ding
DPé xa tam tay tré em
Thong bdo ngay cho bdc sy hodc duwgc sy nhitng tdc
dung khong mong mubn giip phai khi sir dung thuic
Thuoc nay chi diung theo don cda bdc sy

THANH PHAN

Hoat chat:

M&i vién nén Ursobil chira Acid Ursodeoxycholic 300
mg

Ta duoc:

Lactose, tinh bt ngd, polyvinylpyrolidon, bjt talc,
magnesi stearat.

MO TA SAN PHAM: Vién nén.

QUY CACH PONG GOI:
Hop 2 vi x 10 vién nén hodc hop 3 vi x 10 vién nén

THUOC DUNG CHO BENH Gi

Thubc dugc dung dé:

- Diéu tri xo gan mat nguyén phat.

- Lam tan s6i mat dbi v6i soi khong bi calci hoa, khong
can tia X quang, ¢6 duong kinh nho hon 20mm, dac
biét soi trong tii mat khi chirc ning tii mat con tdt, soi
vun hogc soi tai phat trong dng din mat sau khi da phiu
thuét hodc cho nhimg ngudi tir chdi hay c¢6 chéng chi
dinh cit bo tii mat hoic cé khuynh huéng gia ting
nguy co trong ltic phau thuét.

NEN DUNG THUOC NAY NHU THE NAO VA
LIEU LUQNG

Ludn uéng thudc theo ding chi dinh cua bdc sy. Xin hoi y
k:en bac sy hodc dwoc sy néu khéng nim ré liéu lwong
can st dung.

Liéu lwong sé duoc bdc sy s€ chi dinh duwa trén kha nang
dung nap thuéc va tinh trang lam sang ciia ngueoi bénh.
Xo gan mat nguyén phat

Lidu dung cho nguoi 16m 1a 13 — 15 mg acid
ursodeoxycholic/kg mdi ngay chia lam 2 — 4 1in. Nén
kiém tra chic ning gan (y-GT, phosphatase kiém, AST,
ALT) va bilirubin moi théng trong 6 thang ké tir ngay bt
dau diéu tri, va nhic lai kiém tra mdi 6 théng tiép theo.

Lam tan soi mat

Liéu ding diéu trj dai han cho ngudi 16n la tr 8 dén
12mg UDCA/ kg the trong duoc chia ra 2 dén 3 lan uong
trong ngay. Nén uong sau an va wu y lidu dung sau cung
trong ngay la sau bira tdi. Thoi gian dleu tri thurcmg
khéng qua 2 nam, trong qué trinh diéu tri can kiém tra
tién trién soi mat qua siéu am vao thang thir 6 va 12 dé
béc sy danh gia, tiép tuc theo doi mdi 1 — 3 thang sau dé.
Sau khi soi tan hoan toan vin cin phai tiép tuc sir dung
thudc thém tir 3 — 4 thang.

Néu 12 thang khong thay soi mat tan phdn nao, c6 thé
thudc khong phu hop va phai nghi dén liéu phap khac.
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KHI NAO KHONG NEN DUNG THUOC NAY

Khéng str dung Ursobil:

- Néu di (mg véi ursodeoxychohc acid, acid mat, hodc
bt c(r thanh phan nao clia thudc.

- Néu dang viém tai mat hoac dudng mét cap tinh.

- Néu bj tac nghen dudng mat.

- Néu thlrcmg xuyén dau ¢ vung bung trén.

- Néu soi mét bi calci ha ¢6 thé nhin thiy trén X-quang;

- Néu tii mét khong hoat dong binh thudng.

- Néu dang c6 thai, dang cho con by, hodc du dinh c6
thai.

TAC DUNG KHONG MONG MUON

Nhu céc thube khéc, thudc c6 thé gay ra mot sb tac dung

khong mong mudn. Tuy nhién khéng phai ai ciing gap

céc tac dung khéng mong mubn nay.

Céc tac dung khong mong mubn c6 thé xay ra:

Thwong gip (ty 1€ 1/ 10 nguoi sir dung)

Phan nhéo hodc tiéu chay.

Hiém gip (ty 1& 1/ 1.000 ngudi sir dung)

Thay déi théi quen di vé sinh, thuomg hét khi tiép tuc

dung thudc

Rét hiém gip (ty 1& 1/ 10.000 ngudi sir dung)

- Pau bung nang phia trén bén phai

- Soi mat bj calci hoa

- Vén d& vé gan ning (xo gan), suy thodi mét phin sau
khi ngung diéu tri;

- May day.

Thong béo cho béc s§ hodc duge sy cac tac dung khong

mong mudn gip phal ké ca céc tac dung khdng duoc liét

ké trong hudng dan sir dung nay, gép phan cung cip

thém thong tin vé sir an toan cta thudc.

Str dung acid ursodeoxycholic liéu cao, lau dai (28-30
mg/ kg/ ngay) ¢ bénh nhan viém xo dudng mét nguyen
phét (khéng tudn theo hudng din su dung) c6 g
xdy ra cac tac dung khong mong mubn nghiém tro

NEN TRANH DUNG NHU‘NG THUOC

Ngudi bénh can thong bao cho bac sy hoac d _
thudc khac dang, dd va du dinh sir dung.

Tranh sir dung dong thai véi cac thude 1am giam tac dun%

ctia Ursobil sau: I

- Cac chit ngan tai hép thu acid mét duoc sir dung d;
lam giam nong d6 cholesterol nhu cholestyramm Vi
colestipol hodc thudc khang acid ¢6 chira nhéd Q«\
hydroxide v&/ hodc smectite (oxid nhoém). Trudng hop\
ngudi bénh bt bude phai dung cac thudc nay, nén dung
trude hodc sau 2 gidr sau khi dung Ursobil.

- Cyclosporme mot loai thuc lam giam hoat dong cia
hé mién dich. Trong trudng horp ndy, bac si s& kiém tra
lugng ciclosporin trong mau va diéu chinh liéu lugng
str dung phu hop.

- Ciprofloxacin va dapsone, cac thudc khang sinh.

- Nitrendipine, thuéc ha huyét ap. C6 thé can ting lidu

trong trudng hop nay. N mQ(% JUL v



- Estrogen va céac thubc lam giam cholesterol nhu
clofibrate c6 thé 1am ting nguy co hinh thanh soi mat.

- Céc thudc lam tang thai trir cholesterol mét (thuoc tranh
thai ¢6 chira ndi tiet t6, mot sd thude ha lipid). Pdi voi
phu nit st dung Ursobil dé 1am tan soi cholesterol, phai
str dung bién phap tranh thai khong c6 ndi tiét té, do
kha nang ting hinh thanh s6i mat cua né.

- Rosuvastatin (thuoc diéu tri tang cholesterol mau).

- Budesonide (thuoc dleu tri viém nhiém, dic biét 1a trén
ngudi bénh c6 ngudn gbe di img).

CAN LAM GI KHI MOT LAN QUEN KHONG

DUNG THUOC

Khéng nén dung lidu gap doi dé bu cho liéu da quén. Cho

to1 thoi gian sir dung lleu tlep theo méi dung thude.

Néu cé bét ky thiac mac nao vé viée sir dung thube, xin

hoi y kién bac sy hoac dugec sy.

CAN BAO QUAN THUOC NAY NHU THE NAO

- Dé thuéc tranh xa tdm nhin va tdm véi cia tré em.

- Khéng sir dung thubc sau khi da hét han str dung dugc
ghi trén bao bi.

- Bao quan & nhiét do khong qua 30 °C, giir thubc trong
bao bi goc.

- Khéng wirt thude vao thing réc cla gia dinh. Xin héi y
kién duoc sy cach xir Iy thube néu khong sir dung nira, dé
bao vé méi truong.

NHUNG DAU HIEU VA TRIEU CHUNG KHI
DUNG QUA LIEU

Tiéu chay c6 thé xay ra néu su dung thudc qua licu.
Théng thudmg, céc triéu chimg khig-etm.qué liéu hau nhur
khong xay ra, do kha nang hé}ﬁ:;’:l ursbdgoxycholic
giam khi liéu sir dung tangfsau €6 duge dad:,

phan. ;
CAN PHAI LAM Gl Klﬂ
LIEU KHUYEN CAO .

Qua liéu nén duoc diéu trj the :
can bang nudc va dién giai. Trong t

su dung cholestyramine, do nhu khawa&g Eapmt%r&:l
acid mat cua no. P.TRUSNG PHONG

J

Trudmg hgp v6 tinh nudt phai/. W
thdng bao cho béc sy ngay lap tiré hodc dén ngay bénh
vién gin nhat.

NHUNG DPIEU CAN THAN TRONG KHI DUNG
THUOC NAY

Thong bao cho bac sy hodc duge sy trudc khi dung
Ursobil.

Bénh nhén cin dugc giam sat chit ché trong qua trinh st
dung thudc

Trudce khi stir dung thudc 14u dai, ngudi bénh can dugc
theo ddi cac chi s6 chirc nang gan (cac transaminase va
phosphatase klem) Cac chi sd chic ndng gan s& dugc
béc sy theo doi moi thang trong 6 thing dau diéu tri, sau
dé theo doi mdi 6 thang, dé danh gia kha ning dap (mg
diéu tri ciia nguoi bénh (dbi voi xo gan mat nguyén phat),
va phat hién cdc suy giam chirc nang gan kip thoi.
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Trong qué trinh diéu trj cn kiém tra tién trién s6i maf
qua siéu am vao thang thr 6 va 12 dé bac sy danh gia,
tiép tuc theo doi mdi 1 -3 thang sau do. Sau khi sdi tan
hoan toan van cin phai tiép tuc sir dung thudc thém tir 3 —
4 thang.

Néu 12 thang khong thdy soi mat tan phdn nao, c6 thé
thuoc khong phit hop va phai nghi dén liéu phap khac.

Néu gdp phai tic dung gly tiéu chay, gy giam chét
luong sbng, ngudi bénh can thong bao cho béc sy, dé
quyét dinh giam lidu hodc ngung sir dung thubc.

Thudc khéng thich hop cho viéc diéu tri tat ca cac loai
s6i mat, soi ¢6 thé nhin thdy dugc trén hinh anh X-quang,

PHU NU' MANG THAI VA CHO CON BU

Xin héi y kién bac sy néu dang mang thai, dang cho con
bu, hodc du dinh mang thai trude khi quyét dinh sir dung
thudc nay.

Khoéng st dung Ursobil khi dang mang thai, trur khi that
s cén thiét. Ngudi bénh cin chic chin minh khong
mang thai trrGe khi bit dau sir dung thudc.

Nguodi bénh 1a nir va dang trong do tudi sinh de can ap
dung céc bién phap tranh thai khong chira ngi tiét t6 hoic
chira lugng estrogen thap néu mudn sir dung lhuoc, do
thudc tranh thai duong uong c6 chira noi tiét t6 c6 kha
ning lam tang hinh thanh soi tii mat.

Nong do acid ursodeoxycholic 1a rat thip va khong gay ra
céc tac dung khéng mong mudn nao trén tré dang b me.

LALXE HOAC VAN HANH MAY MOC
Phucc khong gy anh huong dén kha nang lai xe hodc
van hanh méay moc.

URSOBIL CO CHUA LACTOSE

Thudc ¢6 chira mot lugng nho lactose.

Théng béo cho bac s§ néu co thé khéng dung nap mét s6
loai dudmg trurdce khi su dung Ursobil.

KHI NAO CAN THAM VAN BAC SY, DUQC SV:
Xin hoi y kién hodc dén gdp bac sy hoac dugc sy:
Néu khong ném rd nén uong lidu lugng nhu thé nao.
Néu khéng ndm rd khi nao khong nén sur dung thude.
- Néu céc tac dung khong mong muon nghiém trong xay ra.
- Néu c6 bat ky théc méc nao vé sir dung thude.
- Néu khong nam ré tinh trang bénh ctia ban than va cac
thudc khac da, dang va du dinh sir dung c6 anh hudng
dén tac dong cua thubc, hoidc ngugc lai hay khong.
- Néu dung thude qué lidu khuyen céo.
- Néu cén thém théng tin xin hoi ¥ kién béc s hogc duge

s¥.
HAN DUNG CUA THUOC:
36 thang ké tir ngay san xuét.

TEN, PIA CHI CUA CO SO SAN XUAT:
ABC FARMACEUTICI S.P.A.
Via Cantone Moretti, 29-10090 Ivrea-Turin (TO) —

NGAY XEM XET SUA DPOI, CAP NHAP LAI NOI
DUNG HUONG DAN SU DUNG THUOC: JCWJ

Italy.
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