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M&u nhan MAXXHEPA URSO 300 capsules

Tui nhém 10 vién nang cung (1 vi x 10 vién)
100% real size




MAau nhan MAXXHEPA URSO 300 capsules
Hop 30 vién nang cung (3 vi x 10 vién)
90% real size
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URSO 300 capsules

Acid ursodeoxycholic 300mg




Mau nhan MAXXHEPA URSO 300 capsules
Tui nhém 30 vién nang cuing (3 vi x 10 vién)

100% real size
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M&u nhan MAXXHEPA URSO 300 capsules
Tui nhdm 100 vién nang ciing (10 vi x 10 vién)

70% real size




MAau nhan MAXXHEPA URSO 300 capsules
Vi 10 vién nang cling
100% real size

HEPA' MAXXHEPA MA

capsules URSO 300 capsules URSO

plic acid 300mg Acid ursodeoxycholic 300mg Ursodeq

bred & Distributed by: ' un xudt & Phin phdi bov: '
kO U.8.4 PJSC cONG TYCPOPAMPHARCOUSA O 4
MACC US A K AMPHARCO US.A [

MAXXHEPA MAXXHEP

URSO 300 capsules URSO 300 car _ s

Ursodeoxycholic acid 300mg

o\
' N\
Manutactured & Distributed by: ' Sin xult & Py ohdlbor, ] (-1,\
@A) Aurvancous.Apisc & concr IRARGD g
KN AMPHARCOUS.A KW AMPHAR "l_-l B.. .
I\

Ursodeoxycholic acid 300mg

' Manufactured & Distributed by:
AMPHARCO U.S.A PJSC

KR AMPHARCO US.A




MAXXHEPA® URSO

a

Vién nang cimg - Acid ursodeoxycholic 150 mg/ 200 mg/ 250 mg/ 300 mg
Thudbc ké don
Doc ki hwdng din sir dung triede khi diing
Dé xa tam tay tré em
Théng bdo ngay che bic sy hodc duwge s nhing tic dung khéng mong muon gap phai khi sie dung thuic

. Thanh phén: Mdi vién nang ctmg chira:
MAXXHEPA® URSO 150
Acid ursodeoxycholic (UDCA, ursodiol) ......ccccoeeee. 150 mg

Ta dwge:  Povidon, Microcrystalline  cellulose,
Pregelatinised starch, Lactose, Natri starch glycolat, Natri
lauryl sulfat, Colloidal anhydrous silica, Talc, Magnesi
stearat.

MAXXHEPA® URSO 200 capsules
Acid ursodeoxycholic (UDCA, ursodiol) ......cccc....... 200 mg

Ta  duge:  Povidon,  Microcrystalline  cellulose,
Pregelatinised starch, Lactose, Natri starch glycolat, Natri
lauryl sulfat, Colloidal anhydrous silica, Talc, Magnesi
stearat.

MAXXHEPA® URSO 250
Acid ursodeoxycholic (UDCA, ursodiol) ......c.ccoeene 250 mg

Ta  dwge: Povidon,  Microcrystalline  cellulose,
Pregelatinised starch, Lactose, Natri starch glycolat, Natri
lauryl sulfat, Colloidal anhydrous silica, Talc, Magnesi
stearat.

MAXXHEPA® URSO 300 capsules
Acid ursodeoxycholic (UDCA, ursodiol) ........c......... 300 mg

Ta  dugc:  Povidon, Microcrystalline  cellulose,
Pregelatinised starch, Lactose, Natri starch glycolat, Natri
lauryl sulfat, Colloidal anhydrous silica, Talc, Magnesi
stearat.

2. Quy cich déng géi: Vi bdm nhém - PVC, 10 vién/ vi.
Hop | vi/tai nhom, 3 vi/tai nhom, hodc 10 vi/tdi nhom.
3. Tinh chit

Ma ATC: AOSAAQ2

Duge lye hoe

Acid wrsodeoxycholic (UDCA, ursodiol) 12 mgt acid mit

thdn nude ty nhién, c6 nguon goc tir cholesterol, chiem

mot phan nho trong tong lurgng acid mét & nguoi.

—Acid ursodeoxycholic sir dung dudng udng giup lam tang
luong acid mdt ndy lién quan dén liéu dung dé tro thanh
acid mat chinh, thay thé/hoan chuyén néng do giy doc
cua cac acid mat ndi sinh Ky nudc (loai acid mat c6 xu
hudng tich liy trong bénh gan tac mat).

—Acid ursodeoxycholic ¢6 tic dung bao vé gan, lgi mat,
lam tan soi mat, giam lipid trong mau, giam cholesterol
trong mau va mat so tac dung diéu hoa mién dich:

« Bao vé cic té bao biéu mé dng mat bi tén thuong chng
lai cac téc dung gdy doc cia céc acid mat.

o Uc ché su chét theo chuong trinh ciia céc té bao gan.

o Giam tiét cholesterol, giam hap thu cholesterol & rudt
va kich thich giai phong soi cholesterol méi trong mét.
« Kich thich té bao gan va cac té bao biéu md éng mit bai
tiet mét.

o Giam mit tao soi, tang ndng do cac acid mat, ting hoat
dong cua men lipase, cai thién chirc nang tiéu hoa.

e Tac dung diéu hoa mién dich: giam biéu hién bénh 1y
cua khang nguyén phi hop mé chinh HLA [ trén té bao

gan va HLA 11 trén té bao biéu md dng mat, (e ché tao

interleukin-2, giam s6 lugng bach cu ai toan.
Duge dong hoe
Hip thu: binh thudong acid ursodeoxycholic chiém mot
phan nho trong tong lugng acid mat & ngudi (khoang 5%).
Sau khi ubng, phin lén cac acid ursodeoxycholic dugc hap
thu béi su khuéch tan thu dong va su hdp thu nay la khong
hoan toan.
Chuyén héa: ngay sau khi dugc hip thu, khoang 70% acid
ursodeoxycholic duge gan tiét ra khi khong bi bénh gan.
Diéu nay dan dén ndng do trong méau tudn hoan thip. Khi
bénh gan tré nang, mirc dé gan tiét ra giam. Trong gan,
acid ursodeoxycholic lién hop véi glycin hodc taurin, sau
d6 dugc bai tiét vao mat. Cac chit lién hop nay cua acid
ursodeoxycholic dugc hap thu & rudt non theo cac co ché
thu dong va chu dong. Cac chit lién hop nay ciing co thé
duoc tach ra & hdi trang boi cac enzym trong rudt, dan dén
su hinh thanh acid ursodeoxycholic tu do, chit nay co thé
dugc tai hdp thu va lién hop lai trong gan. Acid
ursodeoxycholic khong hip thu di vao dai trang, noi hiu
nhu dugc khir 7-OH thanh acid lithocholic. Mot phﬁn acid
ursodeoxycholic dugc chuyén thanh dang déng phan lap
thé chenodiol/ acid chenodeoxycholic (CDCA) thong qua
trung gian 7-oxo. Chenodiol cling duoc khir 7-OH thanh
acid lithocholic. Céc chat chuyén hoa nay kém hoa tan va
dugc bai tiét trong phan. Mgt phin nho acid lithocholic
duoc tai hap thu, lien hop vai glycin hodc taurin ¢ trong
gan va dugc gin goc sulfat & vi tri thir 3. Lién hop acid
lithocholic sulfat héa tao ra dugc bai tiét vao mat va sau do
dao thai trong phan.

Phdn bé: & nhiing nguoi khoe manh, it nhat 70% acid
ursodeoxycholic (khong lién hop) gan vaoi protein huyét
trong. Chua c¢6 théng tin vé su gén két cua acid
ursodeoxycholic lién hop vdi protein huyét tuong & nhimng
ngudi khoe manh hay bénh nhan xo gan mét nguyén phat.
Tuy nhlen vi hiéu qua cua acid ursodeoxycholic lién quan
den nbng do ctia n6 trghg mat hon la trong huvel trong,
nong dé trong huyét thanh khong phai la yéu 16 biéu thi cia
sinh kha dung vé mét lam sang. Thé tich phén b6 cua no
chura dugcepiac dm nhung duge cho la thip do thuoc dugce
phén bb ¢ mét va rudt non. Trong mét, nong dé
dinh cua acld Wrsodeoxycholic dat duge trong 1-3 gid.

Bai tiét: acid ursodeoxycholic dao thai cha véu qua phan.
Khi diéu tri, sir bai tiét qua nudce tiéu tang 1én, nhung van it
hon 1%, ngoai'trir trong bénh gan &r mdt nghiém trong.
4. Chidinh
MAXXHEPA® URSO duoc chi dinh trong:
- Piéu tri xo gan do mat nguyén phat (PBC).
- Lam tan soi tai mat cholesterol khdong can quang ¢ nhiing
bénh nhén cé hoat dong chirc nidng tui mat.
- Diéu tri rdi loan gan mat kém bénh xo nang & tre em tir 6-
18 tudi.
5. Liéu lugng - cich diing

Nén nudt nguyén vién véi nudce.
Cén quan tim udng thudc déu dan.




Khong c6 han ché vé tudi khi ding MAXXHEPA® URSO
trong dicu tri xo gan do méat nguyén phat (PBC) va lam tan
s0i tili mat khong can quang.

Xo gan do mat nguyén phat (PBC)

Nguoi lon: lidu dung khuyén cdo coa acid ursodeoxycholic
la 14 + 2 mg/kg/ngay. Trong 3 thing dau dieu tri,
MAXXHEPA® URSO nén chia lieu lam 2-4 lan trong
ngay. Cung vai sy cai thién cac trj so cua gan ¢6 theé dung
liéu mot 1dn vao budi toi.

Ding MAXXHEPA® URSO trong diéu tri xo gan do mat
nguyén phat (PBC) cd thé tiép tuc vo thoi han,

Tré em: liéu diing tinh theo trong lugng co thé.

Bang 1: Liéu dung cua acid ursodeoxycholic trong diéu tri
xo gan do mét nguyén phat (12-16 mg/kg/ngay)

Can Khodne [id MAXXHEPA*® URSO
nang oang fiey (s6 vién nang x sé lan/ngay)
g 150 200 250 300

10-20| 120-320 | 1x2 - - -
20-30| 240-480 | 1x2-3 | 1x2 | 1x2 -
30-40| 360-640 | 1x34 |Ix2-3| 1x2 | 1x2
40-50| 480-800 | 1x4 |1x3-4[1x23]| Ix2

50-60 | 600 -960 - 1x3-4|1x34|1x2-3
60-70|720-1120 - 2x2-3|1x3-4|1x34
=70 > 1120 - 2x3 |2x3-4| 1x4

Lam tan so6i tai mat
Nguei Iom: liéu thuomg ding cua acid ursodeoxycholic la
8-12 mg/kg/ngay ding mat lan vao budi téi hodc chia
thanh nhleu liéu. Khi can thiét, c6 thé ting liéu lén 15
mg/kg mdi ngay doi voi bénh nhin béo phi. Thai gian cin
thiét dé lam tan soi c6 thé tir 6 dén 24 thang, tiy thude vao
kich thudce va thanh phén cia soi.
Theo ddi qua chup tii mat co thude can quang hodc siéu
am mdi 6 thang c6 thé gitp ich cho dén khi hét soi.
Piéu tri lién tuc cho dén 2 lan lién tiép chup tai mét co
thuc can quang va/hodc siéu dm cach nhau 4-12 tudn
khong xdc dinh dugce soi tii mat. Diéu nay do cdc ky thuat
nay khong dang tin cay cho phép nhin thay soi co dudng
kinh nho hon 2 mm. Kha ning soi tii mat tai phat sau khi
diéu tri tan soi tai mat béng acid mat da dugc udc tinh lén
dén 50% sau 5 nam. Hiéu qua cia MAXXHEPA® URSO
trong diéu tri soi tii mat can quang hodc can quang mdt
phén chua dugc thir nghiém nhung nhimg loai soi nay néi
chung duogc cho la it tan hon soi khéng can quang. Céc soi
khéng phai cholesterol chiém 10-15% soi khong can quang
va ¢6 thé khong bi acid mat hoa tan.
Tré em: sOi tui mat giau cholesterol va xo gan do mat
nguyén phat rit hiém gip o tré em, nhung khi phét hién
bénh, liéu ding nén tinh theo trong lugng co thé. Khang
c6 dir liéu ddy du vé hiéu qua va an toan doi voi tré em.
Ngueoi I6n tuéi: khdng co bang ching goi ¥ cin thay doi
liu cho nguoi 16n nhung cédn than trong khi ding cho
bénh nhan l6n tudi.
Bang 2: Liéu dung cua acid ursodeoxycholic trong diéu tri
lam tan soi tui mat (8-12 mg/kg/ngay)

Can ) MAXXHEPA® URSO

nang l:é:o(?:f) (s6 vién nang x sb lin/ngay)

(kg) =150 200 250 300
10-201| 80 -240 1 1 0 0

20-30(160-360( 1 x1-2 1 1 1

30-40(240-480] 1 x2-3 1x2 1x1-2 1

40-50(320-600 1 x2-4 1x2 1 x1-2

1 3
50-60[400-720[ 1x3-5 | 1x2-3 | 1x2-3 1 %2

60-70 (480 -840 2x2-3 X34 | 1x2-3 | 1x2-3
>70 > 840 - 2x2-3 | 2x2-3 | 1x34

Rbi loan gan mit lién quan dén bénh xo nang ¢ tré em 6
- 18 tudi
Liéu dang khuyén cio cua acid ursodeoxycholic la 20
mg/kg/ngay chia thanh 2-3 liéu, khi can thiét co thé ting
lén dén 30 mg/kg mdi ngay.

Bing 3: Liéu ding cua acid ursodeoxycholic trong diéu trj
roi loan gan mit lién quan dén bénh xo nang & tré em 6 -
18 tudi (20 mg/kg/ngay)

Can y o ol MAXXHEPA* URSO
Khoang licu Y ook ko
nang i/ (s0 vién nang x s0 lan/ngay)
(mg)

(kg 150 200 250 300
10-20 | 200-400 ix2 1x2 - -
20-30| 400-600 | Ix3-4 |1x2-3| Ix2 1% 2
30-40| 600-800 | 2x2-3 | 2x2 | Ix3 | 1x2-3
40-50 | 800-1000 | 2x3 2x2 | 1x4
50-60 | 1000-1200] 2 x4 2x3 | 2x2
60-70 (1200-1400| 3x3 2x3 | 2x3 | 2

>170 > 1400 - 3x3 | 2x3 ] 2%3

Quén ding thudc: néu bo 13 mot lidu, bénh nhan duge
khuyén dung liéu d6 ngay khi nh¢ ra. Néu liéu ding nay
gan véi lhm gian cua lidu tiép theo, bo qua liéu bj & va
ding lidu tiép theo déu dan theo lich. Khéng ding liéu gép
doi.

6. Ching chi dinh
Khong ding MAXXHEPA® URSO cho cac bénh nhan cé: @"

- Quéa min véi acid mat hodc bét ky thanh phin nao cua

: 0Nt
thudc. pN
— - N OFP

- Viém tii mét hodc dudng mét cap tinh. ‘ge

- Tic éng mat (tic 6ng mat chu hodc éng thi mat). gm

- Con dau quan mat thuong xuyén. :

- Soi mat voi hoa can quang. '54 Ci

- Co thét tai mat suy giam, tai mat khong hoat dong chirc
nang.

- Bénh viém rudt.

- Cz’;c tinh trang bénh gan va rudt can tro su quay tro lai .
tudn hoan gan-rudt cua cac acid mat: r mdt ngoai gan, o i
mdt trong gan, bénh gan cdp tinh, man tinh hay ning,
dang bi loét ta trang, dang bi loét da day.

- Phu nir co thai, phu nir cho con bi, hodc nhitng phy nir
co y dinh mang thai. ,

Khi duge dung trong roi logn gan markéem bénh xo nang &

tré em tir 6-18 tudi:

.

- Phau thuét qéi thong duong wat-rudt khong thanh cong
hay khong hoi phuc dong mat ¢ tré em bi teo duomg mat.

7. Canh bdo va thian trong
Theo dai bénh nhan:

Nén ding acid ursodeoxycholic dudi sy giam sat y khoa.
Trong sudt 3 thang dau diéu tri, cic théng sb chire ning
gan nhu aspartate transaminase (AST/SGOT). alanine
transaminase (ALT/SGPT) va gamma-glutamyl transferase
(YGT) nén dugc bac sT theo doi mdi 4 tuin, sau do mdi 3
thang. Bén canh viéc cho phép xac dinh nhimg nguoi déap
img va khong dap mg trong so nhitng bénh nhan dang
duge diédu tri xo gan do mat nguyén phat, viéc theo ddi nay
ciing s& tao diéu kién phat hién som suy gan tiém an, dic
bi¢t 0 nhitng bénh nhdn xo' gan do mat nguyén phat giai
doan tién trién.

Khi ding dé didu tri xo gan do mdt nguyén phit giai dogn
tifes twide IDRO).



Xo gan mét bii duge nhin thay trong rat hiém truomg hop,
tinh trang nay giam bot mét phin sau khi ngung diéu trj.

O bénh nhan bi xo gan do mét nguyén phat, rit hiém cac
truong hop triéu ching lam sang c6 thé xdu di luc bit diu
diéu tri, vi du ngira c6 thé tang. Trong truong hop nay liéu
dung nén glam xuong con mot vién nang moi ngay va sau
do tiang dan dén liéu khuyén cdo.

Néu bj tiéu chay, phai giam lidu va trong truong hop tiéu
chay kéo dai, nén ngung diéu tri.

Khi diing dé lam tan soi cholesterol tiii mit:

Nén tham kham tii mat (chyp tdi mat ubng thudc can
quang) vdi hinh anh tong quat va hinh anh bi tic & tu thé
dimg va nim ngua (klem tra qua siéu dm) 6-10 thang sau
khi bat ddu diéu tri dé danh gia tién trién liéu phap diéu tri
va phat hién kip thoi bét ky tinh trang véi hoa soi thi mat
nao, tiy thudce vao kich thudce soi.

Néu khéng thé nhin thdy tai mét trén phim X-quang, hoc
trong trudmg hop soi tii mat bj véi hoa, co that tii mat suy
giam hodic con dau quin mét thudng xuyén, khéng nén
dung acid ursodeoxycholic.

Td dwge

Thubc ¢6 chira lactose. Do dé, bénh nhan c6 bénh di truyén
hiém gap khéng dung nap galactose, thiéu hut Lapp lactase
hodc kém hdp thu glucose-galactose khong nén dimg thudc
nay.

Cac dbi tugng dic bigt

Phu nit ¢6 kha ning mang thai: chi nén dung thube cho
phu nir ¢6 kha nang mang thai néu hg ding bién phap ngira
thai dang tin cdy: cac bién phap ngira thai khong phai
hormon hodic cac thude ngira thai udng estrogen liéu thap
duge khuyén nghi. Tuy nhién, & nhitng bénh nhan nit diing
vién acid ursodeoxycholic dé lam tan séi tii mat, nén diung
bién phap ngira thai khong phai hormon hi¢u qua. bdi vi
thuéc ngira thai ung dang hormon ¢6 thé lam ting s6i mat.
Phai loai trir kha nang mang thai trude khi bt dau diéu tri.
Bénh nhi: tinh an toan va hiéu qua cua acid
ursodeoxycholic trén tré em chura duge xac nhén.

Bénh nhan Ién iz cac nghién ciu phi hop véi acid
ursodeoxycholic hién chua dugc thuc hién trong nhém
bénh nhan I6n tudi. Tuy nhién, cac vin dé riéng biét &
ngudi lon tudi s& han ché viéc sir dun hay lgi ich cua acid
ursodeoxycholic & nguai lém tudi 1a diéu co thé xay ra.
Gan/mit/tuy: bénh nhin bj XUt huyét do gidn ﬁnh'mac_h,
bénh ndo gan, ¢b truéng, hodc can ghép gan khén cép, cin
duge diéu tri dac hiéu thich hop. Cin thin trong khi sir
dung acid ursodeoxycholic trong trudng hop tic mit mét
phén do nguyén nhan ngoai gan.

8. Sir dung thude cho phu nir ¢6 thai

Khéng c6 hoic it dir liéu vé viéc ding acid
ursodeoxycholic & phu nit mang thai dic biét trong 3 thang
dau thai ky. Céc nghién ctru trén ddng vit cho thay doc tinh
gdy quai thai trong giai doan sém cua thai ky. Khéng dugc
dung acid ursodeoxycholic trong khi mang thai. Ngung
diéu tri va dén kham bac singay khi phat hién c6 thai.

9. Sir dung thude cho phu nir cho con bi

Vin chua biét liéu acid ursodeoxycholic ¢é duge bai tiét
qua sita me¢ hay khong. Do vdy, khéng nén dung acid
ursodeoxychohc cho phu nir dang cho con bi. Néu cin
phai diéu trj véi acid ursodeoxycholic, phai ngimg cho con
bu sira me.

Séan xudt va Phan phoi boi:
CONG TY CO PHAN DUQC PHAM AMPHARCO
Khu cong nghiép Nhon Trach 3, Xa Hiép Phude, Huyén Nhon Trach,

10. Anh huéng téi kha niing lii xe va vin hanh may mée
Acid ursodeoxycholic khong ¢6 hodc énh hudng khong
dang ke lén kha ndng lai xe va van hanh may moc.

11. Tuong tic thude

Khong nén diung acid ursodeoxycholic cing véi than hoat
tinh, colestyramin, colestipol hodc cac thudc khang acid
chira hydroxid nhém va/hodc smectite (oxid nhom), vi cac
thubc ndy gan acid ursodeoxycholic vao rudt non, do dé
can tro sy hdp thu va higu qua cia no. Néu cén thiét ding
thude c6 chira mot trong cac chét nay, phai udng it nhét 2
gid trude hodc sau khi ding acid ursodeoxycholic.

Acid ursodeoxycholic ¢6 thé anh huéng sy hép thu
ciclosporin tir rugt non. O nhuno bénh nhian dang ding
c:closporm béc s nén kiém tra nona do ciclosporin trong
mau va diéu chinh liéu ciclosporin néu cin.

Trong vai truémg hop ca biét acid ursodeoxycholic ¢6 thé lam
giam hép thu ciprofloxacin.

Trong mét nghién ciru lam sang & nhimg ngudoi tinh
nguyén khoe manh ding dong thoi acid ursodeoxycholic
(500 mg/ngay) va rosuvastatin (20 mg/ngay) lam tang nhe
ndng dd rosuvastatin trong huyet tuong. Su lién quan trén
ldm sang cuia tuong tac thude nay vai cac thude statin khac
chua duoc biét rd.

Acid ursodeoxycholic da cho thiy c6 thé lam giam ndng do
dinh trong huyét tuong (Cuma) va dién tich duéi dudmg cong
(AUC) cua thubc dbi van calci nitrendipin & nhimg ngudi
tinh nguyén khoe manh. Theo ddi sat két qua ctia viée sir dung
déng thoi nitrendipin va acid ursodeoxycholic da duoc khuyén
cdo. Co thé cin ting liéu nitrendipin. Tucno tac thudc lam
giam hiéu qua diéu tri ciia dapsone cingiduoc ghi nhan.
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Céc ndi tiét té tao estrogen va mot so t cholesterol

trong mau nhu clofibrat lam ting tiét shsge feral o gan va
do d6 c6 thé thic ddy tao soi mat, diéu' bay pT\ tac dung
diing acid ursodeoxycholic dé lam tan soi\rMhﬁ :

L
12. Tac dung khdng mong mudn (ADR] SA /

O liéu khuyén cdo, acid ursodeoxycho@m’c dung nap tét
va tac dung khong mong muon khong dang ke.

Thirong gdp (ADR = 1/100)
Roi loan tiéu héa: phian nhio hodc tiéu chay, buon nén, non.
Rit hiém (ADR < 1/10 000)
R6i loan tiéu héa: dau ving bung trén bén phai trim trong,
tdo bon.
Réi logn gan mdt: v6i hoa soi tii mat, xo gan mét bil.
Réi logn da va mé diwdi da: nbi may day, ngira, phit ban da.
13. Qui liéu
Tiéu chay c6 thé xay ra trong tiyy qué lidu. Whin
chunL nhung, 1rieu chirmg khac k ;

do do phan nhiéu hon sé ducc “bai tiét qua phan.

Céc bién phap dic hiéu la khong can thiét va bhé qué cua
tiéu chay nén dugc diéu trj triéu chimg véi phuc hoi can
bang nudc va dién giai.

14. Bio quiin: O nhiét do du6i 30°C. Tranh anh sang truc
Elep va noi dm uat.

15. Han ding: 36 thang ke tir ngay san 2,

16. Ngay xem xét sua dm, cap nhﬁt Ial

sir dung thude:
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