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THANH PHAN: ;
g A — BAO QUAN:
MGi vién nén bao phim chira: Noi kh rao, thoang mat, tranh &nh
Ursodeoxycholicacid: ............... 150 mg sang, nhiét @6 dudi 30°C
Tadwoc: ... virada 1 vién nén bao phim. TIEU CHUAN: TCCS '
CHIBINH: SPK: '
-Piéu trixorg gan & mat nguyén phat. :
- Lamtan cac s6i mat thau xa & bénh nhan DE XA TAM TAY TRE EM
cotaimat hoat dong. DPOC KY HUYONG DAN SU DUNG
. i TRUOC KHI DUNG
LIEU DUNG-CACH DUNG, CHONG CHi o
DINH, TAC DUNG KHONG MONG NEX: ddimmiyyyy  HD: ddimmlyyyy
MUON VA CAC THONG TINKHAC:

Céngty Cé Phén Dwoc Phdm ME DI SUN
| 56521 Khu phé An Loi, Phureng Hea Loi,
mEDQlﬂ TX.Bén Cat, T. Binh Duong
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COMPOSITION: STORAGE:

Each film-coated tablets contains: Dry place, avoid the sunlight,
Ursodeoxycholicacid: ................... 150mg below 30°C.

Excipients: ........... q.s 1film-coated tablets. SPECIFICATION: Manufacturer
INDICATIONS: VISA:

- Treatment of primary cholestatic cirrhosis

-Dissolve the gallstones in patients with active  KEEP OUT THE REACH OF CHILDREN
gallbladder. READ CAREFULLY THE INSTRUCTION
. BEFORE USE

DOSAGE-USAGE, CONTRAINDICATIONS,
SIDE-EFFECTS AND OTHER
INFORMATIONS:

Phar i i c
Please read the leafletin the box. No. 521, An Loi Quarter, Hoa Loi Ward,
a3 MEDBUH Ben Cat Town, Binh Duong Province
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THANH PHAN:
Apidihie T BAO QUAN:
Méi vién nén bao phim chira: St i e T
Ursodeorycholicacid: . ... 150mg o\ KO 180, thodng m, rénh &nn
Tadwoc: ... vira dl 1 vién nén bao phim. TIEUCHUAN: TCCS :
CHIBINH: SOK: .
-Diéutrixo gan ¢ mat nguyén phat. :
-Lamtan céac s6iméatthau xa & bénhnhan DE XA TAM TAY TRE EM
c6 tli mat hoat déng. DOC KY HUYONG DAN SU DUNG
i . . TRUOC KHI DUNG
LIEU DUNG-CACH DUNGbCHONG CHi SrEE
DINH, TAC DUNG KHONG MONG 4
Xin doc trong to' hwong dan sk dung 54521 Khu phé An Lo, Phureng Hoa Loi,
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MEDISLN

COMPOSITION: STORAGE:
Each film-coated tablets contains: Dry place, avoid the sunlight,
Ursodeoxycholicacid: .................. 150mg below 30°C.
Excipients: ...........q.5 1 film-coated tablets. SPECIFICATION: Manufacturer
INDICATIONS: VISA:
- Treatment of primary cholestatic cirrhosis

-Dissolve the gallstones in patients with active ~KEEP OUT THE REACH OF CHILDREN

gallbladder. BEFORE USE
DOSAGE-USAGE, CONTRAINDICATIONS,
SIDE-EFFECTS AND OTHER
INFORMATIONS: Pharmaceutical Joint Stock Company
Please read the leafletin the box. MEDISUN ggn gizT&nn En\r‘mol;\?::gh?po?n ‘1;:\ \Naft\
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R, - THUOC BAN THEO PGN

Z0Z0 150
“Doc ky hudng dan sir dung triede khi dimg”
“Dé xa tam tay tré em”
“Thudc nay chi ding theo don ciia béc st
“Théng bdo ngay cho bdc s hodc duoc s7 nhitng tde dung
khéng mong mudn gap phdi khi sir dung thuéc”

PHAN THONG TIN DANH CHO NGUOI BENH

Thanh phin, ham lwgng cia thude:

MGi vién nén bao phim chira: ‘

Hoagt chdt: Ursodeoxycholic acid ........... . 150 mg

Ta duge: Avicel 101, Lactose, Natri starch glycolat, PVP K30, Aerosil, Polyplasdone XL-10,
Magnesi stearat, HPMC 606, HPMC 615, Talc, Titan dioxyd, PEG 6000, Patent blue, vira du 1
vién nén bao phim.

Mo ta san plllé'im:
Dang bao ché: Vién nén bao phim.
Quy cich déng géi: Hop 03 vi x 10 vién nén bao phim; Hop 10 vi x 10 vién nén bao phim,

Thuée ding cho bénh gi?
- Dicu trj xo gan r mat nguyén phat.
- Lam tan cac so6i mét thau xa & bénh nhan ¢ taj mét hoat ddng.

Nén dang thuée nay nhw thé nao va lidu lwong?

- Ngudi 16n va ngudi cao tudi:

Liéu thdng thuong 1a: 1-2 vién/lan x 2 lan/ngay.

- Tré em va thanh thiéu nién: Khong duge khuyén céo & tré em va thanh thiéu nién,
Hodc theo sy chi dan cua thay thudc.

Khi nao khong nén ding thuée nay?

- Man cam véi acid mét hodic bat ky thanh phan nao ciia thubc.

- Bénh nhan bi s6i tai mat véi hoa (chira du calci dé can quang)

- Viém duong mat hodc tui mat cdp tinh

- Téc dudng mat.

- Bénh nhan thuong Xuyén bi con dau do co thit tui mat

- Bénh nhén bj suy giam kha nang co bop cua thi mat,

- Phuy nit cho con by, phu nir mang thai hodc nghi ngo ¢4 thai,

- Bénh nhén bj bénh gan man tinh, viém loét da day ta trang hodc & nhiing
rudt non va rudt gia.

- Bénh nhan nhi bi teo duong mat bam sinh khong phuc hdi tét sau phiu thuat mé théng dudng
maét,

bénh viém
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Nhiing diéu cin thin trong khi diing thudc nay?
- Trong 3 thang dau diéu tri, céc thong sé chire nédng gan AST (SGOT), ALT (SGPT) va y-GT nén
dugc theo déi bai bac st mai 4 tuan, sau dé mdi 3 thang. Ngoai vigc cho phép dé xdc dinh su dap

tién trién cua bénh xo gan mat tién phat.

- Khi duge str dung cho muc dich [am tan s6i mat cholesterol:

Dé danh gia su tién trién cia viéc diéu tri va phét hién kip thoi sur voi héa s6i mt, tiy thuge vao
kich thudc séi, nén chup tii mét ¢6 udng thuée can quang 6-10 thang sau khi bt diu didy tri. Néu
tai mét khong thé dugc nhin thdy trén hinh anh X quang, hodc trong trudng hop soi thi mat bj véi
héa, suy giam kha nang co bép cua tii mat hodc thudng xuyén c6 con dau do co thét th; mat,
khong str dung ursodeoxycholic acid.

- Khi duoc sir dung dé diéq tri céc giai doan ;ién trién cia xo gan mat tién phat; e ——
Trong nhiing trudng hop rat hiém, X0 gan mat bu da duogc ghi nhén. LLLTE
Neu tri¢u chimg tiéu chay xay ra, lieu phai dugc gidm va trong cac truong hop tiéu chay kéo dai,

n 3 £ {)NGT\"
nen ngung sir dung thudc. ) 3 pHAN
- Bénh nhan kém hép thu glucose-galactose hoic khdng dung nap galactose khong nén ding thude 100 pHA
nay. ,@D‘S‘
Téac dung khong mong muén @

Roi logn tiéu héa:

- Phé bién (> 1/100 dén <1/10): Phan nhao hoic tiéu chay
- Rét hiém (<1/10.000/ khéng thé duoc uéc luong tir dif lidu ¢6 sin): dau bung trén bén phai, .
budn nén va 6i mura,

Réi loan gan mdt:

- Rét hiém (<]/10.000/kh6ng thé duoc ude lugng tir dir liéu co s§n): Voi hoéa s6i mat, xo gan mat

bl

Réi loan da va mé lién két

- Rét hiém (<1/1 0.000/khong thé dugc ude luong tir dif lidy c6 s&n): ndi mé day, ngira. ,
Nén trinh ding nhiing thudc hodc thuc phim gi khi dang sir dung thudc nay? -
Khéng nén dung d?)ng thoi ursodeoxycholic acid véi than hoat tinh, colestyramin, colestipol

hodc thude khang acid ¢6 chira nhom hydroxid va / hodc smectit (oxit nhdm) do 1am ac¢ ché sur

hap thu va hi€u qua cta ursodeoxycholic acid. Cac thube ndy can phai duoc sir dung it nhét 2 gior

trude hodc sau khi ubng ZOZO 150.

Ursodeoxycholic acid ¢6 thé 1am ting hap thu cyclosporin & rudt, O nhitng bénh nhan duoc didy
tri cyclosporin, nf‘mg do trong mau clia chét nay nén duge kiém tra béi cac bac si va phai diéu
chinh liéu diing ctia cyclosporin néu can thiét.

Trong trudng hop ¢ biét ursodeoxycholic acid ¢6 thé lam giam sy hdp thu cua ciprof]
Ursodeoxycholic acid l1am giam néng dé dinh trong huyét tuong (Cmax) va dién tich dugi
cong (AUC) cua nitrendipin.

Thubc tranh thai, hormon estrogen va cac chét lam giam cholesterol trong mau nhu clofibrat co
thé lam tang qua trinh tao soi duong mat, gdy ra sy doi khéng tac dung cia ursodeoxycholic acid
khi ursodeoxycholic acid duoc sir dung véi muc dich 1am tan sOi mat.

Sir dung thudc cho Phu nit cé thai va cho con bui:

Khong 6 dir lidu day du vé viée st dung acid ursodeoxycholic, dc biét Ia trong ba thang diu
cua thai ky. Céc nghién ciru trén dong vit da cung cép bing ching vé tac dung gy quai thaj
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trong giai doan s6m cia thai ky. Khong sir dung ursodeoxycholic acid trong thai ky. Viéc diéu trj
nén duoc ngung ngay l8p tirc mang thai va cin tu vén kham bac si.

Phy nir ¢6 kha nang mang thai nén dugc diéu tri chi khi sir dung bién phap tranh thai dang tin
cdy: Cac bién phép tranh thai khong c6 noi tiét t6 hogc dung liéu thap estrogen dugc khgyén
s0i mdt, bién phap ngira thaj khoéng hormon c6 hiéu qua nén dugc sir dung. Kha nang mang thai
phai dugc loai trir trude khi bét dau didu tri.

Chua biét 1o li€u ursodeoxycholic acid ¢6 di vio stia me hay khong. Vi vay, khong sir dung
ursodeoxycholic acid & phu nit cho con b, Néu didu tri bing ursodeoxycholic acid 1a can thiét,
phai dirng viéc cho con bu.

Anh hwéng dén ki ndng ldi xe va vin hanh mdy méc

Str dung ursodeoxycholic acid khéng gdy anh huéng dén kha nang lai xe hodc véan hanh may
méc.

Cin lam gi khi mjt lin quén khong dung thude \
Cén udng thém mot liéu ngay khi ban nhé ra, cang som cang t6t. Néu thoi gian nhéra

2 ’ 1 -
thoi gian dung lidu tiep theo thi bo qua lidu da quén. Khong nén ding cung mot lac hai

an ke vai
iéu.
Nhirng dau hiéu va trigu chirng khi diing thude qua lidu: P

A A . , . A ’ ,'\ 5 g A
Tiéu chay ¢ thé xay ra trong truong hop qua liéu. N6i chung, cac triéu chimg khac%ua qua liu
ursodeoxycholic acid Ia khong dang ké vi sy hap thu ursodeoxycholic acid giam khi tang liéu.

Cin lam gi khi diing thudc qui liéu khuyén ci0?
Khéng cd bién phéap diéu trj dic hiéu khi qua liéu. Trong truong hop bj tiéu chay
ho trg bang can bang nudc va dién giai,

s A A , -~ -~
Khi nao can tham vin bac si, dwge si?
“Néu can thém thong tin xin hoi Y kién bac st hogc dugce si”

Cin bio quan thuée nay nhuw thé nao?
Bao quan & noi khé rao, thodng mat, tranh 4nh sdng, nhiét dé dudi 30°C.

Han diing )
36 thang keé tir ngay san xuit.

Tén, dia chi, biéu twgng (néu ¢0) ciia co’ s&' san xuit:
CONG TY CO PHAN DUGC PHAM ME DI SUN
Dia chi: Sé 521, khu phé An Loi, phuong Hoa Loi, thi xa Bén Cat, tinh Binh Duong.

Ngay xem xét sira di cap nhait lai ngi dung hwéng din sir dung thudbe: dd/mm/yyyy
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PHAN THONG TIN DANH CHO CAN BOYTE

Thanh phéan: M3i vién nén bao phim chira:

Hoat chat: Ursodeoxycholic acid ............... 150 mg

Ta duoc: Avicel 101, Lactose, Natri starch glycolat, PVP K30, Aerosil, Polyplasdone XL-10,
Magnesi stearat, HPMC 606, HPMC 615, Talc, Titan dioxyd, PEG 6000, Patent blue, vira du 1
vién nén bao phim.

Dang bao ché: Vién nén bao phim.
Pudng ding:Dudng udng
Quy cach déng go6i: Hop 03 vi x 10 vién nén bao phim; Hop 10 vi x 10 vién nén bao phim,

Ma ATC: A0OSAAQ2

Dic tinh dwoc lwce hoc:

Ursodeoxycholic acid 1a mot acid mat tu nhién duoc tiét ra tir gan va duy trir trong thi mat voi mot
lugng nho. Ursodeoxycholic acid tic ché su tong hop va bai tiét cholesterol & gan va uc ché sy
hép thu duong ruét cia cholesterol, N6 dugc sir dung trong diéu trj soi mét giau cholesterol ¢
bénh nhén khéng thé hoic khéng muon phau thuat. Véi viéc tao dieu kién thuan loi cho sy tiét
madt cua gan, tir d6 giup ha men gan va bao vé gan nén ursodeoxycholic acid duoc sir dung dé h
trg phuc hoi va béo vé gan trong mét s6 bénh viém gan, viém gan man tinh....do roi loan chirc
nang gan.

Dic tinh dwge dong hoc:

Ursodeoxycholic acid dugc hap thu qua dudng tiéu héa, chi yéu ¢ ruét non va trai qua chu tgthh
gan-ru¢t. N6 duogc lién hop mét phan trong gan trude khi duoc tiét vao mat. Dudi t4
hé vi khudn dudng rudt, lién hop tu do va 7a-dehydroxy hda thanh acid lithocholic g
duoc thai ra ngoai qua phan, phan con lai dugc hap thu va lién hop, sulfat héa & gan\trude khi
dugc thai qua phan.

Chi dinh: <
- Diéu trj xo gan & mat nguyén phat ;
- Lam tan cdc soi mét thdu xa & bénh nhan ¢6 tai mat hoat dong. o

Liéu luwong va cach sir dung:

- Nguoi lon va ngudi cao tudi:

Liéu thong thudng 1a: 1-2 vién/ln x 2 lan/ngay.

- Tré em va thanh thiéu nién: Khong dugc khuyén co & tré em va thanh thiéu nién.
Hodc theo su chi dan cua thay thuéc.

Chong chi dinh:

- Mén cam véi acid mét hodic bét ky thanh phan nao ciia thuc.
- Bénh nhén bj soi tui mat voi hoa (chira du calci dé can quang)
- Viém duong mat hoac tui mét cép tinh

- Téc duong mét.

- Bénh nhan thudng xuyén bj con dau do co thét tai mat

- Bénh nhén bj suy giam kha nang co bép clia tii mat.

- Phy nit cho con b, phy niy mang thai hodc nghi ngo ¢6 thai.
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- Bénh nhan bj b¢nh gan mén tinh, viém loét da day ta trang hodc & nhiing ngudi cé bénh viém
rudt non va rudt gia.

- Bénh nhén nhi bi teo dudng mét bam sinh khéng phuc hdi tét sau phau thudt mé thong duong
mat.

Thén trong:

- Trong 3 thang dau diéu tri, cac théng so chirc nang gan AST (SGOT), ALT (SGPT) va y-GT nén
dugc theo ddi boi bac sTmbi 4 tudn, sau d6 m&i 3 thang. Ngoai viée cho phép dé xac dinh sy dép
ung hay khong dép (g & nhitng bénh nhan dang duoc diéu tri xo gan mét tién phat, giam sat nay
cling s& cho phép phét hién sém suy giam chirc ning gan, dic biét & nhiing bénh nhén & giai doan
tién trién cua bénh xo gan mat tién phat,

- Khi dugc sir dung cho muc dich 1am tan sdi mét cholesterol:

Dé danh gia su tién trién cua viéc diéu trj va phat hién kip thoi su voi hda soi mét, tiry thude vao
kich thudc s6i, nén chup tii mat c6 ubng thude can quang 6-10 thang sau khi bat ddu didu tri. Néu
tai mat khong thé duoc nhin thy trén hinh anh X quang, hodc trong truong hop soi tii mat bi voi
hoa, suy giam kha néng co bép cia tui mat hodc thudng xuyén c6 con dau do co thét tii mat,
khong str dung ursodeoxycholic acid.

- Khi dugc sir dung dé diéu tri cac giai doan tién trién cia xo gan mat tién phat:

Trong nhiing trudng hop rt hiém, xo gan mét bu da duoc ghi nhén.

Néu triéu chirng tiéu chay xay ra, liéu phai dugc giam va trong cac truong hop tiéu chay kéo dai,
nén ngung st dung thude.

- Bénh nhan kém hép thu glucose-galactose hodc khong dung nap galactose khong nén diing thude
nay.

Tac dung khéng mong mudn

Réi loan tiéu héa:

- Phé bién (= 1/100 dén <1/10): Phan nhio hodc tidu chay \
- Rat hiém (<1/10.000 / khong thé duoc ude lugng tir dir lidu ¢6 san): dau bung't
budn ndn va éi mira.

Réi loan gan mdt:

- Rét hiém (<1/10.000 / khéng thé dugc uéc lugng tir dir lidu co sin): Voi héa soi mat, X0 gan
mét bi

Réi loan da va mo lién két

- Rt hiém (<1/10.000 / khong thé dugc uéce lugng tir dif liéu 6 sin): ndi mé day, ngira.

én phai,

Twong tac thude

Khéng nén ding déng thoi ursodeoxycholic acid véi than hoat tinh, colestyramin, colestipol
hodc thube khang acid ¢6 chira nhdm hydroxid va / hodc smectit (oxit nhém) do lam Gc ché sy
hap thu va hiéu qua cta ursodeoxycholic acid. Cac thude ndy cin phai duoc sir dung it nht 2 gior
trude hodc sau khi ubng ZOZO 150.

Ursodeoxycholic acid ¢6 thé lam tang hip thu cyclosporin & rudt. O nhitng bénh nhan duoc diéu
tri cyclosporin, ndng do trong méu ctia chét nay nén duoc kiém tra bai cac bac st va phai diéu
chinh liéu diing ctia cyclosporin néu cin thiét.

Trong trudng hop cd biét ursodeoxycholic acid ¢6 thé 1am giam su hdp thu cia ciprofloxacin.
Ursodeoxycholic acid lam giam néng dd dinh trong huyét tuong (Cmax) va di¢n tich dudi duong
cong (AUC) cuia nitrendipin.
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Thudc tranh thai, hormon estrogen va cac chét 1am giam cholesterol trong mau nhu clofibrat c6
thé lam tang qué trinh tao soi dudng mat, gay ra sy doi khang tac dung cua ursodeoxycholic acid
khi ursodeoxycholic acid dugc sir dung voi muc dich 1am tan soi mat.

Sir dung thube cho phu nir ¢6 thai va cho con bu:
Khéng ¢ dit lidu ddy du vé viée sir dung ursodeoxycholic acid, dic biét 1a trong ba thang dau
cta thai ky Cac nghién clru trén dong vat da cung cp bing chirng vé& tac dung gy quéi thai
trong giai doan sém cua thai ky. Khong sir dung ursodeoxychollc acid trong thai ky. Viéc diéu tri
nén dugc ngung ngay lap tic mang thai va can tu van kham bac si.

Phuy nir ¢6 kha nang mang thai nén duoc diéu tri chi khi sir dung bién phép tranh thai dang tin
cdly: Cac bién phap tranh thai khong co ndi tiét t hodc diing liu thap estrogen dugc khuyén
khich. Tuy nhién, & nhitng bénh nhan sir dung ursodeoxycholic acid theo dudng ubng dé lam tan
sOi mat, bién phéap ngtra thai khéng hormon ¢6 hiéu qua nén dugc sir dung. Kha niang mang thai
phai dugc loai trir trudc khi bit dau diéu tri,

Chua biét rd liéu ursodeoxycholic acid cé di vao sira me hay khong. Vi vay, khong s dung acid
ursodeoxychollc & phu nir cho con bii. Néu diéu tri bang ursodeoxycholic acid 1a ca '
dimg viéc cho con bu.

Anh hwéng dén kha niing l4i xe va van hanh may méc
St dung ursodeoxycholic acid khong gdy anh hudng dén kha ning lai xe hodc vdn h
moc.

Quia lidu va cach xir tri \
Tiéu chay co the xay ra trong truong hop qua li€u. Noi chung, cac triéu chirng khac
ursodeoxvcholic acid lét khong déng ké vi sy hép thu acid ursodeoxycho!ic gpiam khi

hd trg bing can bang nudc va dlen gal

Bdo quan
Bao quan & noi khd rdo, thodng mat, tranh anh sang, nhiét d¢ dudi 30°C. ‘
N
Y
Han dung ’ ?‘
36 thang ke tir ngay san xuaét. 3
i’."r

,&""";"‘"w
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