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1. Nhin bao bi trye tiép véi thube.
a). Nhan vi 10 vién nén bao phim

b). Nhan chai 100 vién nén bao phim

COMPOSITION: Each film-coated tablet contamns:
Ursodiol......... 500 mg

k@ PENDOPHARM *)

INDICATIONS, DOSAGE AND Al TRATION,
CONTRAINDICATIONS AND OTHER INFORMATIONS:
Read the package insert

STORAGE: Store ina dry piace, below 30 C protect from
light

KEEP OUTOFREACHOF CHILDREN

READ CAREFULLY THE PACKAGE INSERT BEFORE
USE

Manufactured by DOMESCO MEDICAL IMPORT
EXPORT JOINT-STOCK CORP. Mo &6, National road 30,
My Phu Ward, Cao Lanh City, Dong Thap Province
Underlicense of Pendopharm, Montreal, Canada,

Thude bin theo don
Prescription only

X pendo-URSODIOL C

Ursodiol

Chai 100 vién nén bao phim
Bottle of 100 film-coated tablets

GMP-WHO

THANH PHAN: Mai vién nén baa phitn chiza:

UFSEEN s 500mg
CHI BINH, LIEU DUNG, CACH DUNG, CHONG CHI
DINH VA CAC THONG TIN KHAC: D& nghu xem trong to
huong dan st dung thudc kem theo,

BAO QUAN: Mol khé, nhiét dé duéi 30 C tranh dnh
sdng

DEXATAMTAYTREEM
BOCKYHUONG DAN SUDUNGTRUGC KHIDUNG
San xuat tai CONG TY CO PHAN XUAT NHAP KHAU
¥ TE DOMESCO. 54 &6, Quéc la 30, Phutng My Phu,
Thanh phd Cao Linh, finh 86ng Thap. Theo nhugng
quyén Pendopharm, Montreal, Canada.

SPK/Reg. No.

L5X /Lot

NS/ Mg

HOExp

Tran Thanh Phong

ay 29 thing 06 nim 2017
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2. Nhian bao bi ngoai.
a). Nhdan hop 1 vi x 10 vién nén bao phim
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OMESCO.
GMP-WHO [=2
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Hop 1 vix 10 vién nén bao phim P-_nduphdrm Montreal, Canada
THANHPHAN: CHIBINH, LIEU DUNG, CACH DUNG, CHONG CHi BINHVA
Méivign nén baa phim chu CAC THONG TIN KHAC: D& nghi xem trong to hudng dan su
Ursodio dung thudckém thea.
BAO QUAN: DEXATAMTAY TREEM

POCKYHUONG DANSUDUNGTRUGC KHI DUNG
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STGRﬂGE nadry Dla e, below 30 C, KEEP OUTOF REACH OF CHILDREN
protect fromlight. READ CAREFULLY THE PACKAGE INSERT BEFORE USE
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b). Nhan hop 3 vi x 10 vién nén bao phim
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pendo-URSODIOL C

Ursodiol

Thudc ban theo don

Ursodiol

500 mg

San xuattai CONG T‘{ CO PHAN XUAT NHAP KHAU

Y TE DOMESCO.® JLi
GMP-WHO Thanh phoCao Lanh, Tinh D Thap Theo nhu

Hop3 vix 10 vién nén bao phil‘l‘l quyen Pendopharm, Montreal, Canada.

% pendo-URSODIOL C

CHI BINH, LIEU DUNG, CACH DUNG, CHONG CHI
BINH VA CACTHONG TIN KHAC: Dé nghixem trong ta
huang dinsidung thude kem theo.

BAO QUAN: Nuikhé, nhiét do dudi 30 C tranh anhsang

THANH PHAN:
Mbivién nén bao phim chia; DEXATAMTAY TREEM
UISOHION 1 500 MG DOCKYHUGNGDAN SUDUNGTRUGCKHIDUNG
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INDICATIONS, DOSAGE AND ADMINISTRATION,
CONTRAINDICATIONS AND OTHER INFORMATIONS:

Read the package insert |
STORAGE: Store in a dry place, below 30 C, protect from V|

COMPOSITION: light.
Each film-coated tablet contains: KEEPOUT OF REACH OF CHILDREN
UPSOLID ocociicinasisiaiisiesisianissiosisics 500 MG READ CAREFULLY THE PACKAGE INSERT BEFORE USE
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% pendo-URSODIOL C

Ursodiol

‘ (7 PENDOPHARM * |

Thuée ban theo dan

B “pendo-URSODIOL C

Ursodiol

DOMESCO

THANH PHAN: Mdi vien nén bao phim chiia:
Ursodiol 500 mg
CHIi BINH, LIEU DUNG, CACH DUNG, CHONG
CHI PINH VA CAC THONG TIN KHAC: Bé nghi
xem trong tohudng dan sirdung thudc kemtheo,
BAO QUAN: Noikho, nhiét dé dudi30 'C, tranh anh
sang.

DE XATAMTAY TRE EM

POC KY HUGNG DAN SU DUNG TRUGC KHI
DUNG

% pendo-URSODIOL C

Ursodiol

SBK/Req. No.:

San xuat tai CONG TY €O PHAN XUAT NHAP
KHAU Y TE DOMESCO. 56 66, Quéc 16 30, Phuang
My Phu, Thanh phé Cao Lanh, Tinh Béng Thap. Theo

nhuong quyén Pendopharm, Montreal, Canada.
GMP-WHO

Hép 10 vix 10 vién nén bao phim
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Prescription only

pendo-URSODIOL C

Ursodiol

GMP-WHO Box of 10 blisters x 10 film-coated tablets

L5X/ Lot
NS¥/Mig.:
HD/Exp.:

I

% pendo-URSODIOL C

Ursodiol

COMPOSITION: Each film-coated tablet contains:
Ursodiol.......... ; 500mg
INDICATIONS, DOSAGE AND
ADMINISTRATION, CONTRAINDICATION AND
OTHER INFORMATIONS: Read the package
insert.

STORAGE: Storein adry place, below 30 'C, protect
fromlight.

KEEPOUTOFREACHOFCHILDREN

READ CAREFULLY THE PACKAGE INSERT
BEFORE USE

Manufactured by DOMESCO MEDICAL IMPORT
EXPORT JOINT-STOCK CORP. No. 66, National
road 30, My Phu Ward, Cao Lanh City, Dong Thap
Province. Under license of Pendopharm,
Montreal, Canada.



" TO HUGNG DAN SU DUNG THUOC CHO BENH NHAN
Rx - Thuéc ban theo don

pendo-URSODIOL C 500 mg
® Docky huéng din sit dung trudc khi dung.
® Pé&xatamtaytréem,
® Thudcnay chi ding theo don ciia bacsi.

® Thong bao ngay cho bac si hodc dugc si nhitng tac dung

khéng mong muén gép phai khi st dung thuéc.

® Hay gili lai t& huéng dén stf dung; ban c6 thé can phai

doc lai.

® Thudc nay chi dugc ké don cho ban. Khéng dua thudc

cho ngudi khac vi thudc nay cé thé khéng tét cho ho
ngay ca khi ho c6 triéu chiing giong nhu ctia ban.

THANH PHAN, HAM LUONG CUA THUOC:

Méi vién nén bao phim chia:

- Ursodiol 500 mg

- Té dugc: Natri starch glycolat, Povidon K30, Natri laury! sulfat,

Microcrystallin  cellulose PH101, Polyethylen glycol 3350,

Magnesi stearat, Opadry YS-1-7006 clear.

MO TA SAN PHAM:

Dang bao ché: Vién nén bao phim.

Hinh thic: Vién nén bao phim, hinh b&u duc, mau trang, hai

mat 16i, canh va thanh vién lanh lan. Nhan thudc bén trong

mau trang.

QUY CACH PONG GOI:

- Chai 100 vién.

-Hop 1vix 10 vién; hop 3 vix 10 vién; hép 10 vi x 10 vién.

THUOC DUNG CHO BENH GI?

- Biéu tr bénh gan ' mat nhu xo gan do mét nguyén phat
(PBC), khdng bao gém xo gan mat bu.

- Lam tan séi mat cholesterol trong tdi mat. S6i mat phai
khéng dugc phat hién trén anh X-quang va cé duéng kinh
dudi 15 mm. Tii mat hoat déng binh thuéng.

Tréem

Rai loan gan mat lién quan dén xo nang & tré em i 6 - 18 tudi

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUONG?

Céch ding:

Udng pendo-URSODIOL C 500 mg vdi nudc. Khéng nén nghién

hoac nhai. Nén uéng pendo-URSODIOL C 500 mg déu dan.

Trong diéu tri bénh gan & mat nhu xo gan do mat nguyén phét

(PBC), pendo-URSODIOL C 500 mg c6 thé dugc tiép tuc diing

vo thai han.

Liéu dung:

Khéng cé gidi han dé tudi khi ding pendo-URSODIOL C 500

mg trong diéu tri bénh gan & mat nhu xo gan do méat nguyén

phat (PBC) va lam tan s6i mat khéng can quang.

Liéu hang ngay sau day dugc dé nghi cho cac chi dinh khac

nhau:

Diéu tri bénh gan & mét nhu xo gan do mat nguyén phat (PBC)

Liéu hang ngay phu thudc vao trong luong co thé.

Trong 3 thang dau diéu tri, liéu pendo-URSODIOL C 500 mg

duogc chia déu trong ngay. Khi chiic nidng gan duoc cai thién,

liéu hang ngay dugc uéng mét lan/ngay vao budi téi.

Lam tan s6i mat cholesterol trong tdi mat:

Khodng 10 mg acid ursodeoxycholic trén 1 kg trong lugng co

thé.

Uéng pendo-URSODIOL C 500 mg véi nudc vao buéi téi trudc

khi di ngu. Khong nén nghién hoac nhai.

Nén uong pendo-URSODIOL C 500 mg déu dan,

Thai gian cén thiét dé lam tan s6i mat cholesterol trong tui mat

la 6-24 thang, tuy thudc vao kich c& va thanh phén cta séi mat

cholesterol. Néu kich ¢& ctia s6i mat khéng gidm sau 12 thang,
ngung ding pendo-URSODIOL C 500 mg.

Cach 6 thang chup X-quang tdi mat hodc siéu am dé theo déi

dap Ung vdi thudc. Cac dot kiém tra tiép theo, néu xudt hién soi

v6i héa, ngung diing pendo-URSODIOL C 500 mg.

Ty lé tai phat s6i mat sau khi diéu tri lam tan séi mat trong vong

5 nam la 50%. Hiéu qua cta pendo-URSODIOL C 500 mg trong

viéc diéu tri s6i mat can quang hodc can quang mét phan chua

dugc kiém tra, thudng kém hon so véi s6i khéng can quang.
Soi khong co cholesterol chiém tir 10-15% so6i khéng can
quang va khéng dugce hoa tan bai cac acid mat.

Ngudi cao tudi: Trong ca hai chi dinh, khéng cé bang ching
nao cho thay can phai thay déi liéu ngudi lén nhung cin phai
luu y khi dung pendo-URSODIOL C 500 mg cho cac bénh nhan
nay.

Tré em

Ca hai chi dinh déu rat hiém gap & tré em va thanh thiéu nién.
Do d6 chua c6 dir liéu day du vé hiéu qua va tinh an toan cho
doi tugng nay.

Liéu dung cta pendo-URSODIOL C 500 mg dua vao trong
lugng co thé va tinh trang stfc khoé.

Biéu tri R6i loan gan mat lién quan dén xo nang

Tréem

Tré em bi xo nang & tudi tif 6-18 tudi: 20 mg/kg/ngay, chia 2-3
lan, tang thém néu can dén 30 mg/kg/ngay.

KHI NAO KHONG NEN DUNG THUGC NAY?

Khéng nén ding pendo-URSODIOL C 500 mg cho bénh nhan:

- Viém tli mat hoac duong mat cap tinh.

- Tac duong dan mat (TAc 6ng dan mat théng thudng hodc 6ng
dan tdi).

- Céc dot dau vung tui mat thudng gap.

- S6i can quang (chua calci).

- Co that tdi mat suy gidm.

- Quéa man vdi acid mat hodc bat ky thanh phan nao
Khi dling trong réi loan gan mat lién quan dén xon
em tlr 6 -8 tudi:

- Phau thudt ndi dudng mat truc tiép vao rudt
cong hoac khong phuc héi duge téc do dong mat
bi hep 6ng dan mat.

TAC DUNG KHONG MONG MUON:

Cing nhu céc thuéc khac, pendo-URSODIOL C 500 mg
gay ra cac tac dung phu, mac du khéng phai bénh nhan nao
cling gap phai.

Théng bdo ngay cho béc si hoac dugc si nhiing tic dung khéng
mong mudn gap phai khi sir dung thuéc.

Néu tdc dung khdng mong muén nao tré nén nghiém trong
hoac néu ban phat hién téc dung khéng mong muén chua
dugc dé cap trong t& hudng dan nay, hay bao cdo cho bac si
clia ban biét,

- dudida

(*) Tan sudt tac dung khéng mong muén duoc dinh nghia nhu
sau: Rat thuang gap (ADR = 1/10), thuding gap (1/100 < ADR <
1/10), it gap (1/1000 < ADR < 1/100), hiém gap (1/10000 < ADR
< 1/1000), rat hi€m gap (ADR < 1/10000).

NEN TRANH DUNG NHUNG THUGC HOAC THUC PHAM Gi
KHI DPANG SU DUNG THUOC NAY?

Thuc pham: Thic dn va dé uéng khong cé anh hudng dén tac
dung ctia thuéc.

Diing cac thudc khac:

- Théng tin véi bac si danh sach tat ca cac thudc ma ban
dang sirdung.

Khéng nén dung dong thai pendo-URSODIOL C 500 mg vdi
cholestyramin, cholestipol hodc cac thuéc khang acid cé chia
nhém hydroxid va/hodc oxid nhom, vi cac ché phdm nay lién
két vdi acid ursodeoxycholic trong ruét, do dé tic ché su hap
thy va hiéu qua cla acid ursodeoxycholic. Néu can phai ding
cac ché pham nay thi phai dung it nhat 2 gié trude hodc sau khi
dung pendo-URSODIOL C 500 mg.

pendo-URSODIOL C 500 mg c6 thé dnh hudng dén su hip thu
clia ciclosporin tir rudt. & bénh nhan diéu tri bé‘m?iclosporin,




. nén kiém tra néng do clia ciclosporin trong méu v diéu chinh
_ liéu ciclosporin néu can.

Trong mét s6 truong hop, pendo-URSODIOL C 500 mg cé thé
lam gidm su hdp thu cla ciprofloxacin.

Trong mét nghién ctu ldm sang & nhiing ngudi tinh nguyén
khée manh, viéc sir dung dong thai acid ursodeoxycholic (500
mg/ngay) va rosuvastatin (20 mg/ngay) lam tdng néng do
rosuvastatin trong huyét tuong. Su tuong tac chéo giita acid
ursodeoxycholic va cac statin khac chua duoc biét.

Acid ursodeoxycholic da dugc ching minh I3 lam giam néng
d6 thude toi da trong mau (Cmax) va dién tich dudi dudng
cong (AUC) ctia thuéc doi khang calci-nitrendipin & nhiing
ngudi tinh nguyén khée manh. Theo déi chat ché két qua sur
dung dong thai nitrendipin va acid ursodeoxycholic. C6 thé
tang liéu nitrendipin néu can. Acid ursodeoxycholic lam giam
tac dung diéu tri clia dapson ciing dugc bao cdo. Quan sat
nhiing tuong tac nay cung véi két qua in-vitro cho théy acid
ursodeoxycholic la chat cdm Ung cytochrom Paso 3A. Tuy nhién,
chua quan sat dugc tuong tac gita acid ursodeoxycholic va
budesonid, dugc biét la chat nén cytochrom Pase 3A.

Oestrogen va céc thuée lam gidm cholesterol trong méu nhu
clofibrat lam tang bai tiét cholesterol & gan, do d6 c6 thé gay ra
bénh soi mat, a téc dung déi lap véi acid ursodeoxycholic dugc
strdung dé lam tan séi mat.

CAN LAM Gl KHI MOT LAN QUEN KHONG DUNG THUGC?
Biéu quan trong la ban phai uéng thuéc duing liéu diing nhu
bac si da chi dinh.

Néu ban quén uéng mét liéu diing, hay uéng ngay khi nhé ra.
Néu théi gian gén véi 1an ding thudc tiép theo, bé qua lidu da
quén va hay dung liéu tiép theo vao théi gian thusng lé. Khéng
dung liéu gap doi dé bu vao liéu da quén.

CAN BAO QUAN THUGC NAY NHU THE NAO?

Bdo quan thudc noi khé, nhiét d6 dudi 30 °C, tranh anh sang.
NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC
QUA LIEU?

Triéu chiing qué liéu c6 thé gém tiéu chay. Cac triéu ching qua
liéu khac xay ra do su hdp thu clia acid ursodeoxycholic giam
khi tang liéu, do d6 lam tang su dao thai qua phan.

CAN PHAI LAM Gl KHI DUNG THUGC QUA LIEU KHUYEN
CAO?

Cach x{rtri qué liéu

- Néu ban hay bat ky ai khac (nhu tré em) udng qué nhiéu vién
thuéc, hay gap ngay bac si hoic téi khoa Héi stic - Cap ciu ctia
bénh vién gan nhat.

Khong co bién phép giai doc dac hiéu va diéu tri triéu ching
cua tiéu chay bang cach truyén dich va can béng dién giai.
NHUNG DIEU CAN THAN TRONG KHI DUNG THUBC NAY:
Ding pendo-URSODIOL C 500 mg dudi su gidm sat cla nhan
Vién y té.

Trong 3 thang dau diéu tri, phai gidm sat cac théng s6 ctia chic
nang gan AST (SGOT), ALT (SGPT) va y-GT méi 4 tuin maét lan,
sau do cach 3 thang lam xét nghiém mét lan. Theo déi dap Ung
va khéng dap (ing & bénh nhan dang diéu tri bénh gan U mét
nhu xo gan do mat nguyén phat (PBC), cho phép phat hién
som kha nang suy giam chic nang gan tiém &n, dic biét &
nhing bénh nhan & giai doan tién trién ctia bénh gan  mat
nhu xo gan do mét nguyén phét (PBC).

Biéu tri giai doan tién trién cla xo gan do mét nguyén phat:
Sumat bl ctia xd gan thudng hiém gap, va gidam mét phéan sau
khi ngung diéu tri.

0 nhiing bénh nhan bi bénh gan & mat nhu xo gan do mat
nguyén phat (PBC), hiém gdp cac trudng hop ma cac triéu
chiing lam sang co thé tré nén xdu hon khi bat dau diu tri, vi
du: Ngura c6 thé tang lén. Trong trudng hop nay, nén giam liéu
xuéng 250 mg/ngay va sau do tang dn dén liéu khuyén céo
dugc mo ta trong phan LIEU DUNG VA CACH DUNG.

Néu tiéu chdy xudt hién, phai gidm liéu va trusng hop tiéu chay
dai dang, nén ngung diing thudc.

Lam tan s6i mat cholesterol trong tui mat

Dé danh gid dap ting diéu tri va phat hién kip thai séi voi hoa,
thy thudc vao kich thudc soi, chup téng quan ti mat (cé thudc
can quang dudng uéng) va quan sat diém tac nghén khi bénh

nhan chup & vi tri ding va nam nga (kiém soét bing siéu am)
trong 6-10 thang sau khi bat dau diéu tri.

Néu tdi mat khong thé nhin thdy dugc trén hinh anh X-quang,
hodc trong trudng hop séi mat bj véi hoa, su suy giam chiic
nang co bop cla tui mat hoac cac con dau quin mat thudng
xuyén thi khéng nén ding pendo-URSODIOL C 500 mg.

Cac bénh nhan nir dung pendo-URSODIOL C 500 mg dé lam
tan s6i mat nén dung bién phap trdnh thai hiéu qua khéng
chita néi tiét t6, vi bién phap tranh thai chita noi tiét t6 co6 thé
lam tang bénh séi mat.

Phu nif c6 thai va cho con bu:

Théng bao véi béc si néu ban dang mang thai hay cho con
bu.

Cac nghién cdu trén dong vat khong cho thay su anh hudng
cuia acid ursodeoxycholic déi vdi khd nang sinh san, Cac dir liéu
trén ngudi vé kha nang sinh san sau khi diéu tri bang acid
ursodeoxycholic la chua day du.

Thai ky mang thai

Khong co di liéu hoac dir liéu con vé viéc dung acid
ursodeoxycholic & phu nir mang thai. Cac nghién citu trén
déng vat da cho thédy doc tinh sinh san trong giai doan dau cua
thai ky. pendo-URSODIOL C 500 mg khéng dugc dung trong
thai ky mang thai tri khi that can thiét.

Phu nif tudi sinh dé

Phu ni tudi sinh dé chi dung pendo-URSODIOL C 500 mg khi
st dung bién phap tranh thai déng tin cay: Thudc tranh thai
dudng udng chifa néng dd estrogen thip hoac khong chia noi
ti€t t6 dugc khuyén cao sir dung. Tuy nhién, & nhiing bénh
nhan dung pendo-URSODIOL C 500 mg dé lam tan s&i mat, nén
dung bién phap ngtia thai hiéu qua, khéng chita noi tiét té vi
thudc nglfa thai dudng udng chifa néi tiét t6 c6 thé lam tang
bénh soi mat.

Kha nang mang thai phai duoc loai trir trudc khi bit dau
tri.

Thai ky cho con ba Aoy
Mét vai truding hop da ghi nhan néng do acid ursodeoxychdli
trong sifa me rét thap va c6 thé khéng gay phan ting bit
tré bd sta me.
Anh huéng ctia thudc d8i véi céng vide (ngudi van
mdy méc, dang lai tau xe, ngudi lam viéc trén ca
trudng hop khac):

Acid ursodeoxycholic khong cé hodc anh hudng khéng dang
ké dén kha nang I4i xe va van hanh may méc,

KHINAO CAN THAM VAN BAC STHOAC DUQC Si?

Té hudng dan sir dung néu tém tit cac théng tin quan
trong clia thudc. N&u cdn thém théng tin, xin hdi ¥ kién bac
si hodc dugc si.

HAN DUNG CUA THUOC: 36 thang keé tir ngay san xuat.

CO SO SAN XUAT:

CONG TY CO PHAN XUAT NHAP KHAU Y TE
DOMESCO

Bia chi: S6 66, Qudc 16 30, Phudng My Phu, Thanh phé
Cao Lanh, Tinh Béng Thap

Bién thoai: 0277. 3851950

NGAY XEM XET SUA DOI, CAP NHAT LAI NOI DUNG HUGNG
DAN SU DUNG THUGC: (Ngay duoc cip sé ding ky/Ngay

dudc duyét thay d3i/ba sung) |’,-'
If."'\_ )

a cac

DOMESCO
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ran Thanh Phong



§

© TOHUONG DAN SU DUNG THUOC CHO CANBO Y TE
Rx - Thuéc ban theo don
pendo-URSODIOL C 500 mg
® Pocky hudng dan st dung trudc khi dung.
® DE xatam tay tré em.

® Thong bao ngay cho bac si hoac dudc si nhitng tac dung
khéng mong muén gap phai khi st dung thuéc.

THANH PHAN:
Mai vién nén bao phim chia:
- Ursodiol 500 mg
- T4 dugc: Natri starch glycolat, Povidon K30, Natri lauryl sulfat,
Microcrystallin - cellulose  PH101, Polyethylen glycol 3350,
Magnesi stearat, Opadry YS-1-7006 clear.
DANG BAO CHE:
Vién nén bao phim.
QUY CACH BONG GOl:
- Chai 100 vien.
-Hop 1 vix 10 vién; hop 3 vix 10 vién; hop 10 vi x 10 vién,
DUQC LUC HOC:
Nhém dugc ly: Thudc diéu tri mat.
Ma ATC: AO5AAQ2
Mot lugng nhé acid ursodeoxycholic dugc tim thay trong acid
mat & ngudi.
Sau khi uéng, thudc lam giam dé bao hoa cholesterol ctia mat
bang cédch Uc ché su hap thu cholesterol & rudt va giam bai
tiét cholesterol vao mat. Dan dén su phan tan cholesterol va
su hinh thanh cac tinh thé 16ng, xuat hién su hoa tan dan soi
mat cholesterol.
Téc dung cua acid ursodeoxycholic trong bénh gan & mat la
do su thay thé tuong doi cac acid mat gay doc, giéng chat tay
va ky nudc bang acid ursodeoxycholic khéng déc, ¢é tinh bao
vé té bao va than nudc, cai thién khad nang bai tiét mat & té
bao gan va tac déng diéu hoa mién dich.
Xo nang - Bénh nhan nhi
Tl céc bao cdo lam sang hon 10 nam diéu tri lau dai vdi acid
ursodeoxycholic & nhiing bénh nhan nhi bi bénh xo nang do réi
loan gan mat. C6 bang ching cho thay diéu tri bang acid
ursodeoxycholic c6 thé lam gidm hodc ngan chan su tién trién
clia 6ng mat bi tén thuong va tham chi héi phuc céc thay déi
gan mat néu acid ursodeoxycholic dugc diéu tri & giai doan dau
clia bénh xo nang do réi loan gan mat. Viéc diéu trj bang acid
ursodeoxycholic nén dugc bat ddu ngay khi chdn doan la bénh
xa nang do réi loan gan mat dé téi uu hoa hiéu qua diéu trj.
DUQC DONG HOC:
Acid ursodeoxycholic hién dién tu nhién trong ca thé. Sau khi
udng, acid ursodeoxycholic sé dugc hép thu nhanh chéng va
hoan toan. 96-98 % lién két vdi protein huyét tuang va dugc gitl
lai & gan va bai tiét vao mat dudi dang lién hop véi glycin va
taurin. Trong rudt, cac dang lién hgp nay duoc tai hap thu hoac
tai lién hop. Cdc hap chit nay cing cé thé duge khir nhom
hydroxyl thanh acid lithocholic, mét phan acid lithocholic dugc
tai hap thu, sulfat hoa & gan va bai tiét trong mat.

CHI DINH:

- Diéu tri bénh gan & mat nhu xo gan do mat nguyén phat
(PBC), khéng bao gém xo gan mat bu.

- Lam tan soi mat cholesterol trong tui mat. Soi mat phai khéng
dugc phat hién trén anh X-quang va cé dudng kinh dudi 15
mm. Tdi mat hoat dong binh thudng.

Tréem

Réi loan gan mat lién quan dén xo nang & tré em i 6 - 18 tudi.

LIEU DUNG VA CACH DUNG:

Cach dung:

Uéng pendo-URSODIOL C 500 mg vdi nudc. Khéong nén nghién

hoac nhai. Nén uéng pendo-URSODIOL C 500 mg déu dan.

Trong diéu tri bénh gan & mat nhu xo gan do mat nguyén phat

(PBC), pendo-URSODIOL C 500 mg cé thé dugc tiép tuc dung vo

thoi han.

Liéu ding:

Khéng co gidi han dé tudi khi dung pendo-URSODIOL C 500 mg
trong diéu tri bénh gan & mat nhu xo gan do mat nguyén phat
(PBC) va lam tan soi mat khéng can quang.

Liéu hang ngay sau day dugc dé nghi cho cac chi dinh khéc
nhau:

Piéu tri bénh gan & mat nhu xo gan do méat nguyén phat (PBC)
Liéu hang ngay phu thudc vao trong luong co thé.

Trong 3 thdng dau diéu tri, liéu pendo-URSODIOL C 500 mg
dugc chia déu trong ngay. Khi chiic nang gan dugc cai thién,
litu hang ngay dugc uéng mot lan/ngay vao budi téi.

Lam tan s6i mat cholesterol trong tdi mat:

Khoang 10 mg acid ursodeoxycholic trén 1 kg trong lugng co
thé.

Uéng pendo-URSODIOL C 500 mg véi nudc vao budi téi trudc
khi di ngti. Khéng nén nghién hoac nhai.

Nén uéng pendo-URSODIOL C 500 mg déu dan.

Thai gian can thiét d& |am tan soi mat cholesterol trong tdi mat
la 6-24 thang, tuy thudc vao kich ¢& va thanh phan clia séi mat
cholesterol. Néu kich ¢& ctia s6i mat khong giam sau 12 théng,
ngung dung pendo-URSODIOL C 500 mg.

Céch 6 thang chup X-quang tdi mat hodc siéu &m dé theo doi
dap Ung vdi thude. Cac dat kiém tra tiép theo, néu xudt hién soi
voi héa, ngung dung pendo-URSODIOL C 500 mg.

Ty | tai phat soi mat sau khi diéu tri lam tan s6i mat trong vong
5 nam la 50%. Hiéu qua ctia pendo-URSODIOL C 500 mg trong
viéc diéu trj s6i mat can quang hoac can quang mot phan chua
dugc kiém tra, thudng kém hon so vdi séi khéng can quang. Soi
khéng cé cholesterol chiém tir 10-15% séi khong can quang va
khong dugc hoa tan bdi cac acid mat.

Ngudi cao tudi: Trong ca hai chi dinh, khéng cé bing chiing nao
cho thay can phai thay déi liéu nguai Ién nhung can phai luu v
khi ding pendo-URSODIOL C 500 mg cho cac bénh nhan nay.
Tréeem

Ca hai chi dinh déu rat hiém gap & tré em va thanh thiéu nié
Do dé chua c6 dir liéu day di vé hiéu qua va tinh an to:
déi tugng nay.

Liéu diing ctia pendo-URSODIOL C 500 mg dua vao tr
co thé va tinh trang suc khoé,

Diéu tri Réi loan gan mat lién quan dén xd nang

Tréem

Tré em bi xo nang & tudi tir 6-18 tudi: 20 mg/kg/nga

lan, tang thém néu can dén 30 mg/kg/ngay.

CHONG CHI PINH:

Khong nén dung pendo-URSODIOL C 500 mg cho bénh nhan:

- Viém tdi mat hoac duong mat cap tinh.

- Tac dudng dan mat (Tac 6ng dan méat thong thudng hodc éng

dan tdi).

- Cac dot dau vung tai mat thuang gap.

- Soi can guang (chua calci).

- Co that tdi mat suy giam.

- Qué man vdi acid mat hoac bat ky thanh phan nao cda thuéc.

Khi duing trong réi loan gan mat lién quan dén xd nang & tré em

tl 6 -8 tudi:

- Phdu thuat néi dudng mat truc tiép vao rudt khong thanh

cong hodc khéng phuc héi dugc téc dé dong mat tét & tré em bi

hep 6ng dan mat.

THAN TRONG KHI DUNG THUOC:

Diung pendo-URSODIOL C 500 mg dudi su giam sat cla nhan

vién y té.

Trong 3 thang dau diéu tri, phai gidm sét cac théng sé clia chuic

nang gan AST (SGQOT), ALT (SGPT) va y-GT méi 4 tuan mot lan,

sau do cach 3 thang lam xét nghiém mot lan. Theo doi dap ting

va khéng dap (ng & bénh nhan dang diéu tri bénh gan & mat

nhu xa gan do mat nguyén phat (PBC), cho phép phat hién sém

kha nang suy gidm chiic nang gan tiém an, dac biét ¢ nhiing

bénh nhan & giai doan tién trién ctia bénh gan &t mat nhu xo gan

do mé&t nguyén phat (PBC).

Diéu tri giai doan tién trién cla xo gan do mat nguyén phat:

Su mét b clia xo gan thudng hiém gdp, va giam mot phan sau

khi ngung diéu tri,

J nhitng bénh nhéan bi bénh gan « mét nhu xo gan do mat

nguyén phat (PBC), hiém gap céac trudng hgp ma cac trieu
/
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ching lam sang cé thé tré nén xau hon khi bit diu diéu tri, vi
Jlu: Ngua c6 thé tang lén. Trong truding hop nay, nén giam liéu
xuéng 250 mg/ngay va sau dé tang dan dén liéu khuyén cdo
dugc mé ta trong phan LIEU DUNG VA CACH DUNG.

Néu tiéu chay xudt hién, phai gidm liéu va truong hop tiéu chay
dai dang, nén ngung diing thudc.

Lam tan sdi mat cholesterol trong tui mat

Dé dénh gia dép (ng diéu tri va phat hién kip thai soi véi hoa,
tay thudc vao kich thudc soi, chup téng quan tai mat (cé thudce
can quang dudng udng) va quan sat diém tic nghén khi bénh
nhan chup & vi tri diing va ndm ngUia (kiém soét bing siéu am)
trong 6-10 thang sau khi bat ddu diéu tri,

Néu tdi mat khong thé nhin thdy duoc trén hinh anh X-quang,
hoac trong truong hop séi mat bi véi héa, su suy giam chirc
nang co bop cta tii mat hodc cac con dau quin mat thudéng
xuyén thi khéng nén diing pendo-URSODIOL C 500 mg.

Céc bénh nhan nir dung pendo-URSODIOL C 500 mg dé |am tan
56i mat nén dung bién phép tranh thai hiéu qua khong chia noi
ti€t t6, vi bién phap tranh thai chia noi tiét t6 c6 thé lam tang
bénh soi mat.

Phu nii c6 thai va cho con bua:

Cac nghién ctiu trén dong vat khéng cho thdy su dnh huéng clia
acid ursodeoxycholic déi véi khd nang sinh san. Cac dit liéu trén
ngudi vé kha nang sinh san sau khi diéu tri bing acid
ursodeoxycholic la chua day du,

Thoi ky mang thai

Khong c6 di liéu hodc dir lieu con vé viec dung acid
ursodeoxycholic & phu nit mang thai. Céc nghién cuu trén déng
vat da cho thdy ddc tinh sinh san trong giai doan dau cta thai
ky. pendo-URSODIOL C 500 mg khéng dugc dung trong thai ky
mang thai trir khi that can thiét,

Phu nir tudi sinh dé

Phu nit tugi sinh dé chi diing pendo-URSODIOL C 500 mg khi st
dung bién phap tranh thai déng tin cay: Thudc tranh thai dudng
udng chita néng dé estrogen thap hoic khéng chua néi tiét 1
dugc khuyén cdo str dung. Tuy nhién, & nhiing bénh nhan ding
pendo-URSODIOL C 500 mg dé 1am tan séi mat, nén duing bién
phép ngtra thai hiéu qua, khéng chia noi tiét t6 vi thudc nglia
thai dudng uéng chita noi tiét t3 c6 thé lam tang bénh soi mat.
Kha nang mang thai phai duoc loai trir trudic khi bit diu didu tri.
Thai ky cho con ba

Mot vai trudng hop da ghi nhan néng dé acid ursodeoxycholic
trong stta me rét thap va c6 thé khong gay phan ting bt Ioi &
tré bu sita me.

Anh huéng cta thudce dsi véi ¢6ng viéc (ngudi van hanh may
mé¢, dang lai tau xe, ngudi lam viéc trén cao va cac trudng
hop khac):

Acid ursodeoxycholic khéng c6 hosc anh hudng khong dang ké
dén kha nang 13i xe va van hanh may mac.

TUONG TAC CUA THUGC VOI CAC THUGC KHAC VA CAC
LOAI TUONG TAC KHAC:

Khong nén ding déng thsi pendo-URSODIOL C 500 mg vai
cholestyramin, cholestipol hodc cac thudc khing acid cé chifa
nhom hydroxid va/hoac oxid nhém, vi cac ché pham nay lién két
v6i acid ursodeoxycholic trong ruét, do dé tic ché su hap thu va
hiéu qua cta acid ursodeoxycholic. Néu can phai dung cac ché
pham:nay thi phai dung it nhat 2 gi¢ trugc hodc sau khi ding
pendo-URSODIOL C 500 mg.

pende-URSODIOL C 500 mg 6 thé anh huéng dén su hap thu
clia ciclosporin tif ruét. & bénh nhan diéu tri bang ciclosporin,
nén kiém tra néng do clia ciclosporin trong mau va diéu chinh
liéu ciclosporin néu can.

Trong mét s6 truéng hap, pendo-URSODIOL C 500 mg c6 thé
lam gidm su hap thu cla ciprofloxacin.

Trong mot nghién clu 1am sang & nhing ngudi tinh nguyén
khoe manh, viéc str dung dong thai acid ursodeoxycholic (500
mg/ngay) va rosuvastatin (20 mg/ngay) lam tang néng do
rosuvastatin trong huyét tuong. Su tuong tic chéo gitta acid
ursodeoxycholic va cac statin khac chua duoc biét.

Acid ursodeoxycholic da dugc chiing minh I3 1am giam néng d6
thudc t6i da trong mau (Cmax) va dién tich dudi duong cong
(AUC) ctia thubc déi khang calci-nitrendipin & nhing ngudi tinh

nguyen khée manh. Theo doi chat ché két qua sit dung déng
thai nitrendipin va acid ursodeoxycholic. Cé thé tang liéu
nitrendipin néu cén. Acid ursodeoxycholic lam gidm tac dung
diéu tri cila dapson cling dugc béo cdo. Quan sat nhiing tuong
tac nay ctng véi két qud in-vitro cho thay acid ursodeoxycholic
la chat cdm (ng cytochrom Puss 3A. Tuy nhién, chua quan sat
dugc tuang tac gitra acid ursodeoxycholic va budesonid, duoc
biét la chat nén cytochrom Puaso 3A.

Oestrogen va cac thudc lam giam cholesterol trong mau nhu
clofibrat 1am tang bai tiét cholesterol & gan, do d6 c6 thé gay ra
bénh séi mét, la tic dung déi 1ap véi acid ursodeoxycholic dugc
stf dung dé lam tan s6i mat.

TAC DUNG KHONG MONG MUON (ADR):

Bang tém tat cac phan (ing khéng mong muén:

Céc ca quan Tansuat (*) Cac phan ung khéng
_____________ — ) mongmuén
| R6i loan gan = Hiém gap Soi voi hoa, xa gan mat

- mat ) ' bu
: Réi loan

tiéu _Thuonggap | Phan Iong, tié

. Baubung
May day

() Tan suat tac dung khéng mong mudn duoc dinh nghia nhu
sau: Rat thuéng gap (ADR = 1/10), thudng gap (1/100 < ADR <
1/10), it gap (1/1000 < ADR < 1/100), hiém gap (1/10000 < ADR
< 1/1000), rét hiém gap (ADR < 1/10000).

QUA LIEU VA CACH XU TRI:

Triéu ching va biéu hién khi sit dung thuéc qua lidu:

Triéu chiing qua liéu c6 thé gém tiéu chay. Cac triéu chiing qua
liéu khac xay ra do su h&p thu ctia acid ursodeoxycholic gidm khi
tang liéu, do dé lam tang su dao thai qua phan.

Cach x{i tri qua liéu

Khong c6 bién phap gidi déc dac hiéu va diéu trj triéu chiing cua
tiéu chay bang cach truyén dich va can béng dién giai.

DIEU KIEN BAO QUAN: Noi kho, nhiét dé dui 30 °C. tranh 4nh
séng.

HAN DUNG CUA THUGC: 36 théng ké tir ngay san xuit.

CO SO SAN XUAT:

CONG TY CO PHAN XUAT NHAP KHAU Y TE
DOMESCO

Bia chi: S6 66, Quac 16 30, Phuong My Phu, Than
Cao Lanh, Tinh Déng Thap s,
Bién thoai: 0277. 3851950
NGAY XEM XET SUA DOI, CAP NHAT LAI NOI DUNG HL/¢
DAN SU' DUNG THUGC: (Ngay duoc cip s6 dang Ry
dugc duyét thay d8i/bé sung)

DOMESCO
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