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Ursodeoxycholic acid 150mg

Box of 3 blisters x 10 film-coated tablets
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MBI VIEN CHUA:

Tigu chusln: TCCS

PHUHEPA

T4 dugo via 8o
Chi dinh, i€y ding, cich ding, chdng chi djnh va
cdc théng tin khae: xem to huéng din sir dung.

Bdo qudn: Noi khd, nhiét d6 dudi 30°C, trdnh 4nh séng.

Dot kf hudng déin s dyng Wnrde khi dang
D4 xa thm tay tré am
150mg SBK: S3 L SX:
1 vién Nody 5X:

Han Ding:
CONG TY CP SX - TM DUGC PHAM BONG
L0 2A, Duting 1A - KCN Tdn Tao, P.Tan Tao A

0. Binh Tdn - TP.HE Chi Minh - Viét Nam
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Ursodeoxycholic acid 150mg
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GMP - WHO

PHUHEPA

Ursodeoxycholic acid 150mg

Hdp 3 vi x 10 vién nén bao phim

EACH TABLET CONTAINS:

See in the leafiet
Specification: In-house

PHUHEPA

Store in a dry place, below 30°C, protect from light.

Read leafiet carefully before use
Keep out of reach of children

Ursodeoxycholic acid..................150mg

Exciplents 4.5......cccoovved per tablet EE E

Indication, dosage, instruction and contra-indication: LI
i}

DONG NAM MANUFACTURING
TRADING PHARMACEUTICAL CORP.
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w1 vIEN cHUA:
Acid Ursodeoxychalic...............150mg
T4 duge vita @f................ 1 vién

Chi dinh, lida ding, cich dang, ching chi djnh va
cdc thong tin khdc: xem t hudng ddn st dung.

Tigu chudn: TCCS
Bdlo quin: Nal kho, nhigt d¢ dudi 30°C, tranh dnh séng.

Do ki hudng din s dyng trdde kni ddng
D6 xa tdm tay trd em

SBK: 53 L6 SX:

Ngay SX: /
Han Ding:

CONG TY CP SX - TM DUIC PHAM BONG
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Q. Binh Tén - TP.H8 Chi Minh - Vigt Nam
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Ursodeoxycholic acid 150mg

Hgp 4 vi x 10 vién nén bao phim

PHUHEPA

EACH TABLET CONTAINS:

Ursodeoxycholic acid..................150mg

Excipients q.5................ per tablet

Indication, dosage, instruction and contra-indication:
See in the leafiet

Specification: In-house

Store in a dry place, below 30°C, protect from light.

Read leaflet caretully before use
Keep out of reach of children
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DONG NAM MANUFACTURING
TRADING PHARMACEUTICAL CORP
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PHUHEPA

Ursodeoxycholic acid 150mg

WHO - GMP Box of 6 blisters x 10 film-coated tablets
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PHUHEPA S b

MBI VIEN CHUA:

Acid Ursodeoxycholic...............150mg SDK: 56/L8 Sx:

T4 duge via 00........ccc......1 viln Ngdy SX:

Chi dinh, 1i€u diing, cdch diing, chéng chi dinh va Han Diing:

c4c thdng tin khdc: xem 18 hudng din sif dung. : /
Ti6u chudin: TCCS CONG TY CP SX - TM DUGC PHAM BONG

Bdo quan: Noi khd. nhiét d dui 30°C, trénh dnh sdng. L6 24, Bubng 1A - KCN Tan Tao, P.Tan Tao A,

Q. Binh T4n - TP.H4 Chi Minh - Vigt Nam

PHUHEPA

Ursodeoxycholic acid 150mg

DONGNAM |

R( Thubc bén theo dan

PHUHEPA

Ursodeoxycholic acid 150mg

GMP - WHO Hop 6 vix 10 vién nén bao phim

—

PHUHEPA Read leaflet carefully before use

EACH TABLET CONTAINS: Keop out of reach of children

Ursodeoxycholic acid.................. 150mg

EXCipients §.5.....ccueeunnd per fablet

Indication, dosage, instruction and contra-indication;

Sueinﬂmlnﬁn ale35085053 2

Specilicalion: In-house DONG NAM MANUFACTURING
Store in a dry place, below 30°C, protect from light. TRADING PHARMACELTICAL CORP
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R,
PHUHEPA
Dé xa tim tay tre em.
Doc ky huong dén sir dung trieée khi dung.
Thubc nay chi ding theo don thudc.

THANH PHAN CONG THU'C THUOC :

MGéi vién nén bao phim chira:

Thémh phan hoat chdt : w8

Acid ursodeoxycholic ..........ccc.oooeiiiiil, 150 mg. Il

Thénh phan td diroc : e

Avicel 102, PVP K30, Natri lauryl sulfat, DST, Magnesi stearat, HP‘\:IC 613" PEG 6@00 Titan dioxyd,

Tale, Sunset yellow lake, Sunset yellow, Ponceau 4R. ‘TP
DANG BAO CHE :

Vién nén tron bao phim mau cam, hai mit tron.
CHI PINH :

PHUHEPA dugc chi dinh trong diéu tri xo gan & mat nguyeén phat (PBC) va lam tan soi mat

cholesterol ¢6 kich thuéce nho dén trung binh khong phau thuit duge (khong can tia X) & bénh nhan ¢é

chirc ning tii mat binh thuong.

Acid ursodeoxycholic khong hoa tan soi cholesterol dugc bao boc bai calci hodc s6i ¢6 thanh phan séc

EO mat.

Tré em : Cac bénh vé gan - 6ng mét trong bénh xo nang (CF) & tré em tir 6 tudi dén dudi 18 rubi.
CACH DUNG, LIEU DUNG :

Céch dung: Dung duong uéng.

Lleu dung:

Diéu tri xo gan & mat nguyén phét (PBC):

Ngueai I6m va ngueoi cao tudi: Lidu thuong dung la 10-15 mg/kg/ngay, chia lam 2-4 lan/ngay.

Tre em: Liéu dung tuy theo trong luong co thé.

Hoa tan soi mat:

Ngurdi I6m va nguedi cao tuoi: Liu thudmg dung la 6-12 mg/kg/ngay, udng 1 lan trude khi di ngi hode

chia lam 2-3 lan. Liéu ding c6 thé tang 1én 15 mg/kg/ngay & bénh nhén béo phi, néu can thiét.

Théi gian diéu tri c6 thé kéo dai dén 2 nam tiy theo kich thude soi. Khi soi da tan, tiép tuc dung trong

5 thang nita.
Tre em: Lidu dung tuy theo trong lugng co thé. %/
Bénh xo nang (CF) ¢ tré em tir 6 tudi dén dudi 18 tudi: 20 mg/kg/ngay chia 2-3 ¥in/ngay, co thé ting
1én 30 mg/kg/ngdy néu cén.

CHONG CHI PINH :
Acid ursodeoxycholic khong duge dung & nhimg bénh nhan sau:
e Qua man v§i bét cir thanh phan ndo cta thuéc.
e Soicalei ¢é can tia X.
e Viém tii mat hodc 6ng mat cz‘ip.
o Tic dudng mat (tic éng mét chit hoac mot dng tii mat).
 Bénh nhan thuomg xay ra cdc con dau do séi mat.
 Bénh nhén giam chirc nang co bop cia thi mat.
* Phu nir ¢6 thai hodc ¢ kha nang mang thai va phu nit trong th&i ky cho con bi.
e Bénh gan man tinh, loét da day t4 trang hodc cdc bénh 1y viém rudt non hodc rudt két.
Tré em: Phiu thut néi mét-rudt (phau thuat Kasai) nhung khong thanh céng ¢ bénh nhi teo duwong mat
bdm sinh.

CANH BAO VA THAN TRONG KHI DUNG THUOC :
Trong 3 thdng dau dleu tri, cac thong s6 vé chirc ndng gan nhu AST (SGOT), ALT (SGPT) va y-GT
can duoc theo ddi 4 tudn mot lan, sau d6 1a 3 thing mot lan. Ngoai viée dé xac dinh su dap Ung hoic
khong dép img & bénh nhan diéu tri xo gan (r mdt nguyén phat, viéc theo doi cling gitp phét hién sém
nguy co suy gan, dic biét la & bénh nhén dang & giai doan tién trién cua xo gan r mat nguyén phat.
Trong diéu trj s6i mat, dé danh gid tién do diéu trj va xéc dinh kip thoi tinh trang calci hda séi mat can
chup X quang tai mat sau 6-10 thang diéu tri.




https://nhathuocngocanh.com/

Tai mét khong hién thi duoc khi chup X Quang, soi mit ¢6 bién chimg, thc mat, con dau quan mat.
Khi st dung thude dé didu tri giai doan tién trién cua xo gan & mét nguyén phét: Hiém khi xay ra xo
gan mét bii va bénh nhan phai ngung diéu tri.
Néu xay ra tiéu chay can phai giam lidu va trong trudng hop dé bi tiéu chay trude do thi khong nén st
duncrthuoc 3024 TN
Trong thudc c6 chita td duge: A
Lactose monohydrat : Bénh nhan gip cdc van dé vé di truyén hlem gip- rikf r T(hong dung nap
galactose, thiéu Lapp lactose hoiic kém hép thu glucose- galatose khong nep;\s*wduri’g Ehuoc
Natri lauryl sulfat : Dung thén trong véi nguoi ¢6 lan da nhay cam Vl GO th&ﬂay}r& cac phan Ung tai
chd nhur cham chich hodc cam gidc dot. \ 3

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CONBU : L :
Phy ni¥ ¢6 thai: Chua c6 day du dit lidu v& viée str dung acid ursodeoxvchohc g phu nir mang thai dac
biét la trong ba thing dau thai ky. Cac nghién ctru trén dong vat cho thy nhimg bang chimg vé tic
dong gay qudi thai trong giai doan sém cua thai ky. Vi vay, khéng st dung acid ursodeoxycholic &
phu nit mang thai. Nén ngung thude ngay lap tirc néu mang thai va tu van bac si.
Phu nir ¢6 kha ning mang thai chi nén diéu tri acid ursodeoxycholic khi sir dung cac bién phép tranh
thai hi¢u qua. Can tranh kha ning mang thai trude khi bat dau didu tri.
Phuy nit cho con bii: Chua biét acid ursodeoxycholic c6 qua dugc sira me¢ hay khong. Vi vay, khong st
dung acid ursodeoxycholic & phu nir cho con bd. Néu cin thiét phai diéu i bang acid
ursodeoxychollc nén ngung cho con bi.

ANH HUONG CUA THUOC LEN KHA \ANG LAI XE, VAN HANH MAY MOC :

Chua ghi nhan nhimg anh hudng cua thude dén kha nang lai xe va van hanh mdy méc.

TUONG TAC, TUONG KY CUA THUOC :
Khéng nén ding dong thoi acid ursodeoxycholic véi than hoat, colestyramin, colestipol hoac thuoc
khanO acid c6 chira nhém hydroxvd va/hodc smectit (oxyd nhom), boi vi cac ché pham nay oran két
vo1 acid ursodeoxycholic trong rudt vi vay trc ché su hap thy va hiéu qua cua thude. Néu can thiét
phai sir dung cac thude nay. nén uono it nhat 2 gi treée hodc sau khi uono acid ursodeoxycholic.
Acid ursodeoxycholic ¢4 thé lam tang sy hip thu cyclosporin tir rudt. O nhimg ‘bénh nhan dang didu
tri cyclosporin, can kiém tra nong do cyclosporin trong mau va diéu chinh lidu néu cin thiét,
Trong mot s6 trwdong hop acid ursodeoxycholic ¢6 thé lam giam sy hap thu ciprofloxacin.
Acid ursodeoxvchohc da duge chimg minh 14 lam giam nong d¢ dinh trong huyét tuong (Cmax) va
dién tich dudi dudmg cong (AUC) cua nitrendipin chit déi khang calci. M4t su twong téc lam giam
hi¢u qua didu trj cua dapson cling da dugce béo cdo.

Thude tranh thai duomg udng, hormon oestrogen va cac thude lam giam chole trong mau nhu
clofibrat ¢6 thé lam tang soi mat, tic dong nguoce lai voi acid ursodeoxycholic duge sir dung dé lam
tan soi mat.

TAC DUNG KHONG MONG MUON CUA THUOC :
Banh gia cc tac dong khong mong muén dua trén sé liéu tAn sudt sau: Rat thuomg gap (> 1/10),
thuong gép (1/100 < ADR < 1/10), it gdp (1/1.000 < ADR < 1/100), hiém gap (1/10.000 < ADR <
1/1.000), rat hiém gap (ADR < 10. 000).
Thieong gdp, ADR > 1/100.
Tiéu hoa: Tiéu chay.
Hiém gap, 1/10.000 < ADR < /1 000.
Gan mét: Voi hoa soi mat, xo gan mét bu trén bénh nhan xo gan & mat nguyén phat (PBC), (hdi phuc
sau khi ngung thudc).
Rdt hiém gdp, ADR < 1/10.000.
Tiéu hoa: Pau bung c6 thé xay ra trong qué trinh diéu trj xo gan.
Da: May day.
Tén sudt khong xac dinh.
Da: Ngfra.
Tiéu hoa: Budn non, non.
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TEN, PIA CHI CUA CO SO SAN XUAT THUOC -

DUNG NAM

QUA LIEU VA CACH XU TRi :

Tic¢u chay c6 thé xay ra trong trudmg hop qua lidu. Nhin chung, cdc tri¢u chimg qua liéu khéc thuong
khéng xay ra vi sy hap thu cua acid ursodeoxycholic giam dan theo liéu ting dan va vi vay thude duge
dao thai qua phan nhiéu hon.

Khong can céc bién phap diéu tri dac biét, néu xay ra tiéu chay can bu nudc va can bang dién giai.

DPAC TINH DUQC LUC HOC :

Nhém duoc 1y: Thong mét, tan soi mt, bao vé té bao gan.

Ma ATC: A0SAA02.

Acid ursodeoxycholic [a mot acid mét tw nhién hién dién v6i mot luong nho trong thanh phan acid mat &
nguoi. Acid ursodeoxycholic tre ché s ting hop va bai tiét cholesterol & gan, va cling (rc ché sy hp thu
cholesterol tir rudt. Thudc it ¢o tac dong trc ché su tong hop va bai tiét vao trong dudng mat cua cac acid
mat noi sinh, va khong anh huong t6i su bai tiét phospholipid vao mat.

DPAC TINH DUQC PONG HOC :

Hap thu: Acid ursodeoxycholic hap thu theo duong tiéu héa sau khi udng va trai qua chu trinh gan-rudt.
Phdn bé: Mot phan duoc lién hop trong gan trude khi bai tiét vao mat.

Chuyén héa: Duéi téc dong ctia vi khuan dudmg rudt, thude & dang tu do va dang lién hop trai qua qua
trinh 7-dehydroxy hoa tao thanh acid lithocholic. ;
Thai trie: Mot phan dao thai tryc tiép qua phan, phin con lai duoc hdp thu, cht véu la lién hop @@Mw
¢ gan trudce khi dao thai qua phan.

QUY CACH PONG GOI :

Vi 10 vién; hop 3 vi, hop 4 vi, hop 6 vi va hop 10 vi.
Chai 30 vién, Chai 60 vién va Chai 100 vién.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG CUA THUOC :

Dicu kién bio quan: Noi kho, nhiét do dudi 30°C, trénh 4nh séng.
Han ding: 36 thang ké tir ngdy san xuat.
Thudc san xuat theo TCCS ’-\

|

CONG TY CO PHAN SX - TM DUQC PHAM BONG NAM
Ld 2A, Bubng 1A - KCN Tan Tao, P.Tan Tac A,Q. Binn Tan - TP.HCM.
BT:(08) 3754.1748, (08) 3754.1749: FAX: (08) 3754.1750.

TUQ.CUC TRUGNG
pTRUGNG PHONG
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