https://trungtamthuoccom/ F5651b, 43y 49
’ CUC QUAN LY DUQC 93 Y e
* | PAPHEDUYET 7
Rx. Prescription 0|]Iy
IVOURO
(6vx 10v)
Box: 102 x 55 x 45 mm
Bijister: S5t 40 sm Ursodeoxycholic acud7300 ‘mg

Oral route

COMPOSITION: Ursodeoxycholic acid 300 mg and excipients sq. for 1 film-coated tablet.
INDICATIONS, ADMINISTRATION, CONTRAINDICATIONS AND FURTHER INFORMATION:
Refer to package insert.

STORAGE: Temperature not exceeding 30°C, protected from light.

SPECIFICATION: In-house.

o R

- KEEP OUT OF REACH OF CHILDREN.
READ PACKAGE INSERT CAREFULLY BEFORE USE.
Manufacturer:
BV PHARMA JOINT STOCK COMPANY
Hamlet 2, Tan Thanh Tay Village, Cu Chi District, HCMC.
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THANH PHAN: Acid Ursodeoxycholic 300 mg va céc td dugc vira dii 1 vién nén bao phim.
CHi DINH, CACH DUNG, CHONG CHI BINH VA CAC THONG TIN KHAC: Doc to hubng din
sit dyng thudc.

BAO QUAN; Nhigt d9 khong qué 30°C, tranh 4nh sang.

TIEU CHUAN: TCCS.

DE XA TAM TAY TRE EM. )
D0C KV HUGNG DAN SU DUNG TRUGC KHI DUNG.

Nha san xudt:
CONG TY CO PHAN BV PHAR
Kp 2, Xa T4n Thanh T4y, Huy8

( CO PHAN

BV PHARMA /]

HD/Exp
\\

S6 16 SX/Lot No.:
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BIVOURO
(10vx 10v)
Box: 102 x 65 x 45 mm
Blister: 99 x 40 mm

Rx. Thudc bén theo don

_Ursodeo

COMPOSITION: Ursodeoxychelic acid 300 mg and excipients sq. for 1 film-coated tablet.

INDICATIONS, ADMINISTRATION, CONTRAINDICATIONS AND FURTHER INFORMATION:
Refer to package insert.

STORAGE: Temperature not exceeding 30°C, protected from light.
SPECIFICATION: In-house.

KEEP OUT OF REACH OF CHILDREN.
READ PACKAGE INSERT CAREFULLY BEFORE USE.

-
Manufacturer:
BV PHARMA JOINT STOCK COMPANY
Hamlet 2, Tan Thanh Tay Village, Cu Chi District, HCMC.
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Hop 10 vi x 10 vién nén bao phim
ot THANH PHAN: Acid Ursodeoxycholic 300 mg va céc t dugc vifa di 1 vién nén bao phim.

CHI BINH, CACH DUNG, CHONG CHI BINH VA CAC THONG TIN KHAC: Doc tb hudng din s
dung thuc.

BAO QUAN; Nhiét do khong qua 30°C, trénh 4nh séng.
TIEU CHUAN: TCCS.

DE XA TAM TAY r}E EM.

DOC kY HUGNG DAN SU DUNG TRUGC KHI DUNG.

23a sin xuf: p & \

NG TY cO PHAN B PHARMA S/ 0

Kp 2, Xa Tan Thanh Tay, Huyef/ GG Cni, O |\ \ //
CO PHAN

\\*&\ BY PHARMA ;/’/

S6 16 SX/Lot No.:
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BIVOURO
(chai 60v)
Box: 97 x 55 x 45 mm
Label: 145 x 45 mm

Rx. Prescription Only

Ursodeoxychohc acid 300 mg

Oral route

f 60 film-coated tablets

COMPOSITION: Ursodeoxycholic acid 300
mg and excipients sq. for 1 film-coated
tablet.

INDICATIONS, ADMINISTRATION,
CONTRAINDICATIONS AND FURTHER
INFORMATION: Refer to package insert.

STORAGE: Temperature not exceeding
30°C, protected from light.
SPECIFICATION: In-house.

KEEP OUT OF REACH OF CHILDREN.
READ PACKAGE INSERT CAREFULLY
BEFORE USE.

Manufacturer:
BV PHARMA JOINT STOCK COMPANY

Hamlet 2, Tan Thanh Tay Village, Cu Chi
District, HCMC.

Rx. Thudc bén theo don

Acid ursodeoxycholic 300 mg

Thudc udng
Hop 1 chai 60 vién nén bao phi

DUNG.

Nha sin
cone TY

THANH PHAN: Acid ursodeoxycholic 300 mg va cic
t4 dugc vira db 1 vién nén bao phim.

cHi BINH, CACH DUNG, CHONG CHI BINH VA CAC
THONG TIN KHAC: Doc t hubng din sir dung thudc.
BAO QUAN: Nhigt 00 khong qué 30°C, tranh 4nh

séng.

TIEU CHURN: TCCS.

DE XA TAM TAY TRE EM.
BOC KY HUONG DAN SU DUNG TRUGC KHI

PHAN BV PHARMA

Kp 2, X3 Tan Thanh T4y, Huygn Ci Chi, TP.HCM.

BVIPHARMA

Thudc udng

Y A STORAGE: Temperature not exceeding 30°C, protected
from light.
Acid ursodeoxycholu: 300 mg SPECIFICATION:In-house.

KEEP OUT OF REACH OF CHILDREN.
READ PACKAGE INSERT CAREFULLY BEFORE USE.

Manufacturer:
BY PHARMA JOINT STOCK COMPANY
Hamlet 2, Tan Thanh Tay Village, Cu Chi District, HCMC.

FION==ReTer to package insert.

S6 16 SX/Lot No.:
HD/Exp:

THANH PHAN: Acid Ursodeoxycholic
300 mg va cac ta dugc vira dii 1 vién
nén bao phim.

CHI BINH, CACH DUNG, CHONG CHi
DINH VA  CAC THONG TIN KHAC:
Poc t& huéng din sif dyng thudc.
BAO QUAN: Nhiét do khong qua 30°C,
tranh &nh i

TIEU CHUAN: TCCS.

DE XA TAM TAY TRE EM.

80C KY HUGNG DAN SU DUNG
TRUGC KHI DUNG.

Nha sén xg.

CONG TY CO PHAN BV PHARMA
Ap 2, Xd T4n Thanh T4y, Huyén C
Chi, TP.HCM.
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BIVOURO
(chai 100v)
Box: 105 x 55 x 55 mm
Label: 155 x 52 mm

Rx. Prescription Only

Ursodeoxychohc acld 300 mg

Oral route

m-coated tablets

COMPOSITION: Ursodeoxycholic acid 300
mg and excipients sq. for 1 film-coated
tablet.

INDICATIONS, ADMINISTRATION,
CONTRAINDICATIONS AND FURTHER
INFORMATION: Refer to package insert.

STORAGE: Temperature not exceeding
30°C, protected from light.
SPECIFICATION: In-house.

KEEP OUT OF REACH OF CHILDREN.
READ PACKAGE INSERT CAREFULLY
BEFORE USE.

Manufacturer:
BV PHARMA JOINT STOCK COMPANY

Hamlet 2, Tan Thanh Tay Village, Cu Chi
District, HCMC.

Rx. Thudc bdn theo don

Acid ursodeoxycholic 300 mg

Thudc udng
1 chai 100 vién nén bao phim

THANH PHAN: Acid ursodeoxycholic 300 mg va céc
14 dugc vira dli 1 vién nén bao phim.

cHi BINH, CACH DUNG, CHONG CHI BINH VA CAC
THONG TIN KHAC: Boc tb hubng din sif dung thudc.
BAO QUAN: Nhigt d0 khdng qué 30°C, tranh 4nh

séng.
nEu CHUAN: TCCS.

Kp 2, Xa Tan Thanh T4y, Huyén Cii Chi, TP.HCM.

Acid ursodeoxycholic 300 mg.

DE XA TAM TAY KEEP OUT OF REACH OF CHILDREN.
00C K¥ HUONG ﬂﬁ U DUNG TRUGC KHI READ PACKAGE INSERT CAREFULLY BEFORE USE.
DUNG.

S6 16 SX/Lot No.:

HD/Exp:
Nha sin xg Thudc udng Manufacturer:
CONG TY CO PHAN BV PHARMA : BV PHARMA JOINT STOCK COMPANY

BVIPHARMA

ER % :
STORAGE: Temperamre 0 excsedmg 30°C, protected
from light.

SPECIFICATION:In-house.

Hamlet 2, Tan Thanh Tay Village, Cu Chi District, HCMC.

THANH PHAN: Acid Ursodeoxycholic
300 mg va cac ta dugc vira di 1 vién
nén bao phim.

CHI BINH, CACH DUNG, CHONG CHi
DINH VA  CAC THONG TIN KHAC:
Poc 19 hutng dn sif dung thudc.
BAO QUAN: Nhiet do khong qua 30°C,
tranh &nh sng.

TIEU CHUAN: TCCS.

DE XA TAM TAY TRE EM.

DOC KY HUONG DAN SU DYNG
TRUGC KHI DUNG.

Nha san xudt:

CONG TY CO PHAN BV PHARMA
Kp 2, Xd T4n Thanh T4y, Huyén C
Chi, TP.HCM.
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THUOC NAY CHI DUNG THEO PON THUOC
DE XA TAM TAY TRE EM ’ ‘
DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG

THANH PHAN: Cho 1 vién

- Thanh phan hoat chit: Acid ursodeoxycholic 300 mg.

- Thanh phan ta dugc: Lactose monohydrat, tinh bot ngd, povidon K30, natri starch glycolat, magnesi stearat,
hydroxypropyl methylcellulose 6cPs, polyethylen glycol 400, titan dioxyd vira du.

DANG BAO CHE: Vién nén bao phim (vién nén tron bao phim, mau tring dén tring nga, hai mat tron).

CHI PINH PIEU TRI

- Thudc dugc chi dinh trong diéu trj xo gan mét nguyén phat.

- Lam tan céc vién soi mat cholesterol khéng can quang c6 kich ¢& tir nho dén trung binh & cac bénh nhan c6 chirc ning tui
mat van hoat dong binh thudng (cac loai si cholesterol da calci hoa hoic cac soi tao bai sic td mét khong hoa tan dugce boi
acid ursodeoxycholic). .

Thudc dic biét dugc ding trong diéu tri cho cac bénh nhan bi chdng chi dinh phiu thuét hogc lo ling khong mudn phiu
thuat.

- R&i loan gan mét lién quan dén xo nang & tré em tir 6 tudi dén dudi 18 tudi.

LIEU LUQNG VA CACH DUNG
Liéu lwong:

Xo gan mat nguyén phat
- Ngudi 16n va ngudi cao tudi: 10 - 15 mg/kg mdi ngay (khoang 2 - 4 vién/ngay), chia lam 2 - 4 1an ubng.
- Tré em: Liéu dung tiy theo trong lugng co thé.

Lam tan séi mat

- Nguoi 16n va nguorl cao tudi: Liéu thong thudng 1a 6 - 12 mg/kg/ngay (khoang 1 - 3 vién/ngay) ding I 14n vao ban dém
hodc chia 1am nhiéu lan.

- O bénh nhan béo phi: Liéu dung c6 thé ting 1én 15 mg/kg/ngay (khoang 3 - 4 vién/ngay) néu can.

Thoi gian ding thude c6 thé kéo dai dén 2 nam, tuy thude vao kich c& ciia séi va phai duogc tiép tuc diéu tri thém 3 thang
sau khi soi tan rd rang.

Tré em: Liéu ding tiy theo trong lugng co thé.

Bénh xo nang ¢ tré em tir 6 dén dudi 18 tudi
Dung 20 mg/kg/ngay chia lam 2 - 3 1an uéng, c6 thé tang 1én 30 mg/kg/ngay néu cén.

Cdch ding: Thubc dung qua dudng udng véi nude. W

CHONG CHi PINH
- Qua min cam v&i bét ky thanh phéan nao ciia thude.
- Sai calci hoa can quang.
- Viém thi mét va duong mét cép.
- T4t duomg mit (tic dudng mat thong thudng hogc 6 dng dan tai mat).
- Thuong xuyén bi dau bung mat.
- Giam kha ning co that tti mat.
- Thai ky ho#c cho con bu, phu nir c6 thé mang thai.
- Viém gan man tinh, loét da day hodc viém rut non va dai trang.
- PhAu thuat ni mét — rudt khong thanh céng hodc khong hdi phuc t6t luu lugng mat & tré em bi &r mt.

CANH BAO VA THAN TRONG KHI SU DUNG

- Can phai ¢6 giam sat y té khi sir dung acid ursodeoxycholic.

- Trong 3 thang dau tién diéu trl cac thong s6 chirc nang gan nhu AST (SGOT) ALT (SGPT) va y-GT can dugc theo ddi
bai bac si mdi 4 tudn, sau d6 mdi 3 thang mot 1an. Viéc theo ddi ndy ngoai cho phép xac dinh nhig nguoi dang diéu tri xo
gan mat nguyén phat cé dap img hay khong dap u'ng véi dleu tri, con cho phép phat hién sém tiém nang huy hoai gan, nhét
1a & bénh nhan xo gan mat nguyén phat giai doan tién trién.

- Khi dung dé 1am tan s6i mét cholesterol:
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diéu trj va dé phat hién kip thoi sy calci héa s6i mét, ty thuge vao kich ¢c& cua soi, can khao
t sau khi cho udng thuoc) ve hinh anh téng thé va cac hinh anh tic nghén & cac tu thé dimg va
g 6-10 thang sau kh1 bt ddu diéu trl

- Khi dung de diélt{ﬁ»
Trong vai
thudc.
Néu bi tiéu chay thi phai giam lidu va trong truong hop tiéu chay kéo dai, thi phai ngung thudc.

1 doan tién trién cua X0 gan mat nguyén phat:
hiém hoi xo gan mét b d& dugc ghi nhan, tinh trang nay di phan nao thuyén giam sau khi ngimg

- Do san phém nay c6 chira ta dugc lactose monohydrat, khong nén dung cho nhitng bénh nhén c6 van d di truyén hiém
gap vé khong dung nap galactose, thiéu lactase, hodc kém hap thu glucose-galactose.

TRUONG HQP CO THAI VA CHO CON BU

- Chua c6 day du dir liéu vé viéc sir dung acid ursodeoxycholic, dac biét 1a trong ba thang déu cua thai ky. Cac nghién ciru
trén dong vat cho thiy c6 bing chimg ve tac dung gdy quai thai trong giai doan dau cua thai ky. Khong nén sir dung thudc
nay trong thoi ky mang thai. Néu phét hién c6 thai can ngung thudc 14p tirc va hoi y kién cia béc si.

Chi nén ding thudc cho phu nit ¢6 kha néng mang thai khi ho dang sir dung céc bién phdp tranh thai déng tin cay: Khuyén
cao ho sir dung cac bién phap tranh thai khong c6 ndi tiét t6 hodc thudc ubng co estrogen liéu thap. Tuy nhién, ¢ nhing
bénh nhan dung acid ursodeoxycholic dé 1am tan sdi mét, nén sir dung céc bién phap tranh thai khong noi tiét c6 hiéu qua vi
cac thudc ngira thai chira noi tiét t5 c6 thé 1am tang chimg so6i mat. Kha ning mang thai phai duoc loai trir trudc khi bét dau
diéu tri.

- Chua ’biét acid ursodeoxycholic c6 di qua sita me hay khong. Do d6, khong nén dung thudc trong thoi ky cho con bu. Néu
can thiét phai dung thudc thi phai ngung cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thuoc khong gdy anh hudng gi cho nguoi lai xe hodc van hanh may méc.

TUONG TAC, TUONG KY VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC

- Khéng dung ddng thoi acid ursodeoxycholic véi cac thudc than hoat, colestyramine, colestipol hoic thudc khang acid c¢6
chira nhém hydroxyd va / hoic smectit (oxyd nhém), béi vi cac ché phim nay s& gin két acid ursodeoxycholic trong rudt va
do d6 tre ché su hép thu va hiéu qua cia thudc. Néu can sir dung két hop, phai cho ding cach xa it nhit 2 gid trudce hodc sau
khi dung acid ursodeoxycholic.

- Acid ursodeoxycholic c6 thé 1am ting sy hp thu cua ciclosporin trong rudt. Do d6 & bénh nhan diéu tri bing ciclosporin,
bac s can cho kiém tra n(“)ng do cua chét nay trong mau va diéu chinh liéu ciclosporin néu can.

- Trong mdt sb truong hop riéng 1€, acid ursodeoxychollc c6 thé 1am giam sy hép thu cua ciprofloxacin.

- Acid ursodeoxycholic da dugc chimg minh la lam giam ndng do dinh trong huyét tuong (Crax) va thé tich dudi dudng
cong (AUC) cuia chét d6i khang calci nitrendipin. Sy tuong tac lam giam tac dung diéu tri cia dapsone ciing da dugc bao
céo. Nhing quan sat nay ciing véi cac phat hién in vitro cd thé cho théy acid ursodeoxycholic c6 tiém ning gy cam (g cac
enzym cytochrom P450 3A. Tuy nhién, céc thir nghiém lam sang c6 doi ching da cho thdy, acid ursodeoxycholic khéng c6
tac dong cam (g lién quan dén cac enzyme cytochrome P450 3A.

- Thudc tranh thai dudng ubng, cac noi tiét t6 loai oestrogen va cac chit giam cholesterol trong mau nhur clofibrat c6 thé lam
tang chimg s6i mét, d6 1a phan umg nghich cua acid ursodeoxycholic dung dé 1am tan soi mét.

TAC DUNG KHONG MONG MUON
"/ Céc tac dung phu sép xép theo phén loai va tan suét dugc liét ké trong bang sau:

Phan loai rbi Thuwong giap R4t hiém gap \Q«
loan (=1/100 - < 1/10) (<1/10000)

Tén suit chwa ro

Di phén sét hodc tiéu

, Pau bung phia trén bén phai. Budn ndn, ndn.
chay. ung p! p

Pudng tiéu hda

Calci héa soi mat lam khong tan bai
acid mat va mét sb truong hop phai
phu thudt. Xo gan mit bu. (Ngung
thubc s& giam).

Gan — mat

Da va mé dudi da Nb6i may day. Ngtra ngay.

THONG BAO NGAY CHO BAC SI HOAC DUQC SI NHUNG PHAN UNG CO HAI GAP PHAI KHI SU DUNG THUOC

QUA LIEU VA CACH XU TRi

Trudng hop ding thudc qué lidu c6 thé gay tiéu chay. Néi | chung, cac triu chimg khac do qua lidu 1a it co, vi sy hép thu cia
thudc bi giam khi lidu ting 1én va do d6 thudc dugce bai tiét qua phan nhiéu hon.

Xir tri: Khong can cac bién phép giai doc dic hiéu, c6 thé diéu tri triéu chimg tiéu chay bing su b nudc va can bing chét
dién giai.
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C: Ma ATC: AOSAA02. Nhém thudc: Thudce tri §6i mét.
g bang dudng udng lam giam ty 1€ cholesterol dén cac mudi mat cong voi cac phospholipid
i mat bao hoa cholesterol. Co ché tac dung chinh xé4c chua du'qc biét ro.

PAC TINH DUQC PONG HQC

Acid ursodeoxycholic dugc hap thu tir duong tiéu héa va trai qua qua trinh chuyén héa budc dau va tai ché & rudt va gan.
Thudc lién két mot phan trong gan trude khi dugce bai tiét qua mat va trai qua sy 7-a-dehydroxyl héa thanh acid lithocholic,
trong d6 mot s6 dugc bai tiét truc tiép trong phan. Phan con lai dugc hp thu va chu yéu duoc lién hop va sulphat hoa boi

gan trude khi bai tiét qua phan

QUI CACH PONG GOI: Hop 6 vi hodc 10 vi x 10 vién (vi nhém - PVC), hop 1 chai 60 vién hoic 100 viér;\&@,l{ﬁ’E).
BAO QUAN: Noi nhiét d6 khong qua 30°C, tranh 4nh sang.

HAN DUNG: 36 thang ké tir ngay san xuét.

TIEU CHUAN: TCCS

NHA SAN XUAT: CONG TY CO PHAN BV PHARMA
Dia chi: Ap 2 - X Téan Thanh Tay - Huyén Ci Chi -TP. H5 Chi Minh.
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