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Acid ursodeoxycholic
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MEYER - BPC

HOP 03 Vi X 10 VIEN NEN BAO PHIM

250 mg

S& 16 SX:

:g:ydi:: . CHI DINH, CHONG CHIBINH, LIEU LUGNG VA CACH DUNG:
@ & LXem l: huéng din sit dyngbén trong hop.
A ~ BAG QUAN: Noi khd, nhigt dd khdng qua 30°C, trdnh dnh sdng.
CONG TY LIEN DOANH MEYER"BPC aén'rluuvcﬁrrqé:ﬂ. _
S6 6A3 quéc 16 60 p.Ph Tan, thanh phd Bén Tre, tinh B&n Tre-Vigt Nam BOC KY HUGNG DAN S DUNG TRUGC KHIDUNG.

THANH PHAN:
Acid ursodeoxycholic 250mg
T4 dugc via di 1 vién nén bao phim.

CAC THONG TIN KHAC XEM TO HUGNG DAN SUDUNG.

Hutnh Thién Nghia



ar

UOC MEYERURSO

”

~

=

MAU DANG KY HOP TH

https://trungtamthuoc.com/

WBN 181A-811 U2G YU} ‘6L UpG Qud YUY ‘UEL NYd'd 09 91 9gnb £V9 9§
Jdg-43A3N HNVOA N3IT AL DNOD

Bunp ueH
X8 Aebn
XS Q1 98
"ONNA IS NYA ONONH QL WX OYHM NILONQHL OYO
"ONNA ) OPNHL ONAANS NYA DNONH AX 008
‘W3 FHLVNOAVLAYLYX3E
“Bues yue yues'0,0€ Bnb Buoyy 9pIRIYU ‘ouY 10N :NYND OYE
*d¢y Buouugq Bunp ns ugp Bugny o1 wey
ONNAHIYI YADNONTNFITHNIG |HO ONQHO ‘HNI@ [HD
“wiyd 0Bq UL UGIA | NP BNAJONP B
Bw 052 2110y0AX08pOSIN PloY
‘NYHd HNYHL

osinloAsy ’
/

S gsz anjoyofxoaposn poy

oa..:w%“

INIHd OVE NIN NJIA 01 X |A O} dOH
SJJL :NYNHI NIJIL as

Odd - MALETN

\2

®

NOG O3HL NY8 JQNHL &

‘ Meyerurso




https://trungtamthuoc.com/

N ey s T8

NA-e0uinaid 81] uag ‘Ald 81| uag ‘prem UL nud ‘09 ON PBO! [UOHEN £Y9

ANVdINOD JHNLNIA LNIOF Odg-H3AIN

‘NOILdIHIS3Hd FHL AV3IH NOILYIWHOANI H3HL10
‘ASN Y0439 ATTNA3HVI NOLLONYLSNI IHL AV3H
‘NIHATHI 40 HIVIH 40 LNO 433N
“JyBIj woyy1o8j014 *8v|d Aip B U| "D, 0€ MOjeq 8.10)S :FOVHOLS
"UOlONIISU| 8Y) peal ases|d
‘39VS0d ‘SNOILYIIANIVHLNOD ‘SNOLLYOIANI
‘Jo|qe) pajeod-wyl 8uo 4o} s'b sjus|diox3
Bw 0gz p1oe o1joysAxoaposin
*NOLLISOdNOD

osinioAsy '
/

S g5z

OdH - MAAAN

p1av njoyafxoapos.y)

omsh@»mb

$1378VL A3LVOD-INTI4 0L X SH3LSITE 01 40 X0d
QHVYANYLS S\ HIUNLOVINNYIN :NOILYDIAID3dS

‘ON'93Y

DNHA NOLLIHISIHd Mﬂ

%

Q
Q
@
=
et
o
O]

A

Huinh Thi¢n Ngh



https://trungtamthuoc.com/

MAU DANG KY Vi THUOC MEYERURSO

Hudnh Thicn Nghia

s oc® \‘
pcd b e .
o0 40 N2 ..
« s “ﬁ x
Ml.‘d OF““ e ¢ W @
e ) 2 T e RE
‘50 3 ; urs O"‘“\“ @

Han dung:

Rt

27 &0~



+ https://trungtamthuoc.com/

24083 bs4

_ MAUDANG KY
TG HUGNG DAN SUDUNG THUOC MEYERURSO

Rx Thuéc ban theo don
MEYERURSO
Doc ky huéng dan sl dung truéc khi ding

Tiéu chudn: TCCS

Dé xa tdm tay tré em

Théng bao ngay cho Béc si hodc Dugc si cac tac dung
khéng mong mudn gép phai khi s dung thudc

Thanh phén, ham lugng cla thudc:

Acid ursodeoxycholic 250 mg

T4 dugc: Lactose, microcrystallin cellulose 101, PVP
K30, natri lauryl sulfat, natri croscarmellose, aerosil, talc,
magnesi stearat, HPMC 606, HPMC 615, PEG 6000,
sunset yellow lake, titan dioxyd, tartrazin yellow, ponceau
viia da 1 vién.

M6 ta san phdm: Vién nén hinh bau duc, hai mat tron 18i,
bao phim mau cam, bén trong mau trang.

Qui cach déng géi:
- Hdp 08 vi x 10 vién nén bao phim
- Hop 10 vi x 10 vién nén bao phim

HUGNG DAN SU DUNG THUGC CHO NGUSI BENH

Thudc diung cho bénh gi:

- Thu6c dugc chi dinh dé lam tan sdi cholesterol &
nhiing ngudi bénh sdi mat cé tii mat vdn con hoat déng.

- Bénh gan man tinh d&c biét Ia chiing xo gan do tat
nghé&n 8ng mat, viém xo dudng din mat.

Nén ding thudc nay nhu thé nao va liéu lugng:
* Lam tan sdi cholesterol:

- Ngudi I6n:

+ Liéu théng thudng: 8 — 12 mg/kg/ ngay, udng 1
liéu duy nhat vao budi téi.

+ Bénh nhan béo phi: Liéu ding c6 thé ting dén
15 mg/kg/ngay.

+ Dot diéu tri cé thé kéo dai ti 6 dén 24 thang tuy
thuéc vao kich thudc va thanh phan cia séi.

- Ngudi cao tudi: Khéng cé bdng chiing cho thdy cén
phai thay d8i liéu ngudi 16n, nhung cdn phai tinh dén cdc
bién phap du phong thich hop.

- Tré em: Séi mat giau cholesterol va xd gan mét tién
phéat rat hiém & tré em. N&u x4y ra, liéu dung nén tinh theo
trong lugng cd thé. Khéng c6 ddy du did liéu vé tinh an
toan va hiéu qua cho déi tugng nay.

* X0 gan do tdt nghén 6ng mét, viém xo dudng ddn mat:

Liéu hang ngay tinh theo trong lugng co thé: 14 = 2
mg/kg (khodng 3 - 7 vién).

Trong 3 thdng ddu tién diéu tri, nén uéng 3 lan/ngay.
Khi chiic ndng gan dugc cai thién, cé thé uéng méi ngay
mét Idn vao budi toi:

Trong Lie‘ig Vién Meyerurso -
Higng mdi ‘ 3 thang dau Théng ké tiép
(kg) (r:g?g) Sang | Trua | T&i | T&i: 1 1&n/ingay
47-62 | 12-16 1 1 1 3
63-78 | 13-16 1 1 2 4
79-93 [ 13-16 | 1 | 2 | 2 | 5
94-109 | 14-16 2 2 2 6
> 110 2 2 3 7

- Tré em bi xo nang tU 6 dén 18 tudi: 20 mg/kg/ngay,
chia lam 2-3 I4n, cé thé ting thém t6i 30 mg/kg/ngay néu
cén thiét:

— Ui; ;;& Vién Meyerurso
(kg) (mgkg) Séng Trua Toi

20-29 17-25 1 -~ 1
30-39 19-25 1 1 1
40 - 49 20-25 1 1 2
50 - 59 21-25 1 2 2
60 - 69 22-25 2 2 2
70-79 22-25 2 2 3
80 -89 22-25 2 3 3
90 - 99 23-25 3 3 3
100 - 109 23-25 3 3 4
> 110 3 4 4

Khi nao khéng nén dung thudc nay:

- Qud mén vdi bat cd thanh phdn ndo cua thudc.

- R&i loan chiic ndng gan hodc bt thudng dudng dan
mat.

- 86i can tia X (sdi calci).

- Sdi mat cé bién ching hodc cé chi dinh phai phiu
thuat.

- Bénh viém rudt hodc loét da day - ta trang dang hoat
doéng.

- Tré em duéi 12 tudi.

- Phu nii c6 thai va cho con bu.

Tac dung khéng mong mudn: ﬁ/
* Thuong gap, 1/100 < ADR < 1/10

- Réi loan tiéu héa: Phan 1dng hoic tiéu chay.
* R4t hiém gdp, ADR < 1/10.000

- Dau byng trén bén phai nghiém trong da xay ra trong
qud trinh diéu tri xa gan mat tién phat.

- S6i mat bj véi héa.

- Xo gan mét bu trong théi gian diéu tri céc giai doan
ti€n trién clia xd gan mat tién phat.

- R6i loan da va md dudi da: N&i may day.

* Khéng ré tian sudt

- Buén nén, nén.

- Ngua.

Hudng dén céch xu tri ADR:

Giam liéu dén 250 mg méi ngay, sau dé6 ting dan lén
dén liéu khuyén cdo. Trong trudng hgp tiéu chay kéo dai,
nén ngung thudc.

Théng bdo ngay cho Béc si hodc Dugc si cdc tdc dung
khéng mong muén gdp phai khi sd dung thudc

Nén tranh ding nhiing thudc hodc thuc pham gi khi
dang si dung thudc nay:

- Tranh phéi hgp véi cdc thudc lam tdng sobi cholesterol
nhu cédc estrogen, thuéc chéng ting lipid mau nhu
clofibrat.

- Tranh dung chung véi cdc thudc khéng acid, than
hoat va cholestyramin, do lam giam hoat tinh cta thuéc.

Cén lam gi khi mét Idn quén dung thudc:

Khi mét 1an quén dung thudc, hdy udng thuéc ngay
khi nhé ra. Tuy nhién, néu nhu gan dén thdi gian udng liéu
ké tiép, thi bd qua liéu da quén. Khéng nén udng liéu gap
d6i dé bu cho mét liéu da quén.
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Cén bao quan thudc nay nhu thé nao:
Bao quan thudc & noi khd, nhiét dé khéng qua 30°C,
trdnh dnh sédng.

Nhiing déu higu va triéu ching khi dung thudc qué
liéu:

Cé thé bi tiéu chdy. N6i chung, céc triéu chiing khac
clia qué liéu hdu nhu khéng cé, bdi vi sy hdp thu cia acid
ursodeoxycholic gidm khi ting liéu va do dé dugc bai tiét
nhiéu hon vao phéan.

Can lam gi khi diing thuéc qua liéu khuyén céo:

Diéu tri triéu ching tiéu chdy k&t hop phuc hdi can
béng nuéc va dién giai. Nhya trao di ion cé thé hdu ich
dé gén két céc acid mat trong rudt. Khuyén khich kiém tra
chiic ndng gan.

Nhiing di€u cén than trong khi diing thudc nay:

- Trong 3 thdng ddu diéu tri, cdc théng s6 chiic ning
gan nhu AST, ALT va y-GT nén dugc theo d6i mdi 4 tuan,
sau d6é méi 3 thang.

- Trong trudng hgp diéu tri sdi tdi mat cholesterol, nén
kiém tra hiéu qua diéu tri bing chin doén hinh anh sau 6
thang. Néu X-quang khéng thdy dugc tii mat, séi mat bj
véi héa, tii mat gidam co b6p hodc thudng xuyén xudt hién
cdc con dau quin mat, Meyerurso khéng dugc sl dung.

- Né&u bj tiéu chay, phai giam liéu, trudng hop tiéu chay
van cdn, nén ngung thudc.

- Tranh ph8i hgp v6i céc thudc cé doc tinh véi gan.

- Thanh phén t4 dugc cla thudc cé chida lactose nén
khéng nén sl dung cho bénh nhan khéng dung nap
galactose, thi€u hyt Lapp lactase, r8i loan hdp thu glucose-
galactose.

* Trudng hop phyu nir co thai va cho con bu:

- Thoi ky mang thai: Khong c6 di liéu ddy da vé viéc
st dung acid ursodeoxycholic, dic biét 1 trong ba théng
ddu cla thai ky. Cac nghién ctiu trén dong vat da cho thdy
kha ndng gay quéi thai trong giai doan sém cla thai ky. Do
d6 khéng dugc st dung thudc trong khi mang thai tri khi
that su cén thiét.

- Thoi ky cho con bi: Chua c6 dii liéu lam sang vé sy
an toan cua acid ursodeoxycholic & phu nit dang cho con
bu. Vi vdy, Meyerurso khdng dugc khuyén cdo cho nhém
bénh nhan nay.

* Truong hop lai xe va van hanh may moc:

Khéng anh hudng.

Khi nao cén tham van Bac si, Dudc si:

- Théng béo cho Béc si hodc Dudc si néu gin day
hodc hién tai b&nh nhan cé sl dyng céc thudc khéc.

- Bénh nhan khéng dung nap mét s§ dudng nhu
lactose.

Né&u cén thém théng tin xin héi y kié€n Béc si hodc Dugc

si.

Han dung clia thudc: 36 thang ké tif ngdy san xuét.
HUGNG DAN SU DUNG THUGC CHO CAN BO Y TE

Dugc luc hoc:

Acid ursodeoxycholic 1a mét acid méat tu nhién hién
dién v6i s8 lugng it trong mat ngudi. Acid ursodeoxycholic
tic ché sy téng hop va bai tiét cholesterol & gan va Uc ché
sy hap thu cholesterol & ruét. Thudc dugc diing dé lam tan
céc sdi giau cholesterol & ngudi bénh cé tii mat vdn con
hoat déng.

Dugc déng hoc:
Acid ursodeoxycholic dugc hdp thu cao qua dudng tiéu

héa, véi néng dd t6i da sau khi uéng khoang 60 phut va
dat néng dé dinh trong 3 gid.

Acid ursodeoxycholic nhanh chéng lién hgp véi glycin
va taurin trong gan. Sy bién déi vi sinh dudng rudt va cac
chat chuyén héa cla thuSc xay ra khi thudc rdi khdi chu
trinh gan rudt va lién quan dén néng dé cao clia acid
lithocholic va acid 7- ketolithocholic trong suét qua trinh
diéu tri bing acid ursodeoxycholic.

Thuédc dugc thai trii qua than, sila me, mat va chi yéu
qua phan.

Chi dinh:

- Thuéc dugc chi dinh dé lam tan sbéi cholesterol &
nhiing ngudi bénh sbi mat cé tti mat vdn con hoat dong.

- Bénh gan man tinh ddc biét 12 chiing xd gan do tit
ngh&n 8ng mat, viém xo dudng din mat.

Liéu lugng va cach dung:
* Lam tan séi cholesterol:

- Ngudi Ién:

+ Liéu théng thudng: 8 — 12 mg/kg/ ngdy, udng 1
liéu duy nhat vao budi téi.

+ Bénh nhan béo phi: Liéu ding cé thé ting dén
15 mg/kg/ngay.

+ Dgt diéu tri c6 thé kéo dai ti 6 dén 24 thang tuy
thudc vao kich thudc va thanh phan cla sdi.

- Ngudi cao tudi: Khéng cé bdng ching cho thdy c4n
phai thay d8i liéu ngudi I6n, nhung cdn phai tinh dén céc
bién phdp dy phdng thich hgp.

- Tré em: Sdi mat gidu cholesterol va xo gan mat tién
phat rat hi€ém & tré em. Néu xay ra, liéu ding nén tinh theo
trong lugng co thé. Khéng cé ddy da dif liéu vé tinh an
toan va hiéu qua cho déi tugng nay.

* Xd gan do tdt nghén 6ng mat, viém xd duong dan mat:

Liéu hang ngay tinh theo trong lugng co thé: 14 + 2
mg/kg (khoang 3 - 7 vién). ¢

Trong 3 thdng ddu tién diéu tri, nén uéng 3 ldn/ngay.
Khi chic niang gan dudc cdi thién, c6 thé uéng mbi ngay
mot 1an vao budi tdi.

o Liég Vién Meyerurso i
koo mdi 3 thang déu Théng ké tiép
(kg) (r:g?k);;) Sang | Trua | T&i | T&i: 1I4n/ngay
47-62 | 12-16 1 1 1 3
63-78 | 13-16 1 1 2 4
79-93 | 13-16 1 2 2 5
94-109 | 14-16 2 2 2 6
> 110 2 2 3 il

- Tré em bi xo nang tif 6 dén 18 tudi: 20 mg/kg/ngay,

chia lam 2-3 Idn, c6 thé ting thém t6i 30 mg/kg/ngay néu
cén thiét.
Liéu mi Vién Meyerurso
Trong lugng ngay .
Y merg | 9 T T
20-29 17-25 1 -- 1
30-39 19-25 1 1 1
40 - 49 20-25 1 1 2
50 - 59 21-25 1 2 2
60 - 69 22-25 2 2 2
70-79 22-25 2 2 3
80 - 89 22-25 2 3 3
90 -99 23-25 3 3 3
100 - 109 23-25 3 3 4
> 110 3 4 4
Chéng chi dinh :

- Qua mén véi bat cd thanh phan nao cla thudc.
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- Réi loan chic ndng gan hodc bat thudng dudng ddn
mat.

- Sbi cén tia X (sbi calci).

- S6i mat c6 bién chidng hodc cé chi dinh phai phiu
thuat.

- Bénh viém rudt hodc loét da day - t4 trang dang hoat
déng.

- Tré em duéi 12 tudi.

Than trong:

- Trong 3 thdng ddu diéu tri, cdc théng s6 chiic ndng
gan nhu AST, ALT va y-GT nén dugc theo ddi méi 4 tuén,
sau dé méi 3 thang.

- Trong trudng hop diéu tri sdi tGi mat cholesterol, nén
kiém tra hiéu qua diéu tri bang chdn dodn hinh anh sau 6
thdng. Néu X-quang khéng thdy dugc tii mat, sdi mat bj
véi héa, tii mat gidm co bép hodc thudng xuyén xuat hién
cdc con dau quan mat, Meyerurso khéng dugc si dung.

- Né&u bi tiéu chay, phai gidm liéu, trudng hgp tiéu chay
van con, nén ngung thuédc.

- Tranh phéi hop véi céc thudc cé doc tinh véi gan.

- Thanh phén t4 dugc cla thudc cé chida lactose nén
khéng nén si dung cho bénh nhan khéng dung nap
galactose, thi€u hut Lapp lactase, r6i loan hdp thu glucose-
galactose
* Trudng hop phy ni co thai va cho con bu:

- Thoi ky mang thai: Khéng c6 dit liéu ddy di vé viéc
sti dung acid ursodeoxycholic, dic biét 14 trong ba thdng
ddu cla thai ky. Cac nghién ctiu trén déng vat da cho thay
kha ndng gay qudi thai trong giai doan sém cua thai ky. Do
d6 khéng dugc st dung thudc trong khi mang thai trir khi
that sy can thiét.

- Thoi ky cho con bu: Chua c6 dii liéu lam sang vé su
an toan cla acid ursodeoxycholic & phu nii dang cho con
bu. Vi vay, Meyerurso khéng dugc khuyén cédo cho nhém
bénh nhan nay.

* Trudng hop lai xe va van hanh may moc:

Khéng anh hudng.

Tuong tac thuéc:
- Tranh phéi hgp véi cdc thudc lam ting soi cholesterol
nhu cédc estrogen, thudc chéng tdng lipid mdu nhu

clofibrat.
- Tranh dung chung v6i céc thudc khdng acid, than
hoat va cholestyramin, do lam gidm hoat tinh cla thudc.

Téc dung khéng mong muén:
* Thuong gap, 1/100 < ADR < 1/10

- Réi loan tiéu héa: Phan Idng hoic tiéu chay.
* R4t hiém gap, ADR < 1/10.000

- Dau bung trén bén phai nghiém trong da xay ra trong
qua trinh diéu tri xa gan mat tién phat.

- S6i mat bj véi héa.

- Xo gan mat bu trong thai glan diéu tri céc giai doan
tién tnen clia xo gan mafié

- Ngtia.

1én dén liéu khuy&n
dai, nén ngling thuéc.
Théng bao ngay cho Bdc si hodc Dugc si céc téc di
khéng mong mu6n gap phai khi'sd- ﬂ%N
N PHO\IG
Qué liéu va cach xu tri: TRDO G

- Triéu ching: C6 thé bi tiéq%ﬂo%@ tfg u%tny
chiing khéac cua qué liéu hdu nh cd, bdi visy hdp
thu clia acid ursodeoxycholic gidm khi ting liéu va do dé
dugc bai ti€t nhiéu hon vao phan.

- XU tri: Diéu tri triéu chdng tiéu chdy két hop phuc héi
can bang nudc va dién giai. Nhya trao déi ion c6 thé hiiu
ich dé gén két cac acid mat trong rudt. Khuyén khich kiém
tra chdc nidng gan.

Ngay xem xét stia d8i, cap nhat lai ndi dung huéng }'
dén sl dung thudc: /

b o

CONG TY LIEN DOANH MEYER-BPC
S6 6A3 quéc 16 60, P. Phd Tan, thanh phé Bén Tre,
tinh Bén Tre - Viét Nam

Hudnh Thi¢n Nghia
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