MAXXHEPA® URSO

Vién nang cimg - Acid ursodeoxycholic 150 mg/ 200 mg/ 250 mg/ 300 mg

Thudc ké don
Doc ky hmf’ng dén sw dung trudc khi dung
Dé xa tim tay tré em
Théng béo ngay cho béc sy hodc dwgc sy nhitng tic dung khong mong muén gip phdi khi sit dung thuéc

1. Thanh phén: M3i vién nang cimg chtra:
MAXXHEPA® URSO 150
Acid ursodeoxycholic (UDCA, ursodiol) ..........c.ccceeuererevereneererennenns 150 mg
Ta dwoc: 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) ...........ccouevererereruererenennnne 200 mg
Ta dwogc: 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) ..........ccceveuererruereresuerenennns 250 mg
Ta duwgc: 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) ..........ccccovrrreererererenennns 300 mg
Ta dwogc: Povidon, Microcrystalline cellulose, Pregelatinised starch,
Lactose, Natri starch glycolat, Natri lauryl sulfat, Colloidal anhydrous
silica, Talc, Magnesi stearat.
2. Quy céch déng goi: Vi badm nhom - PVC, 10 vién/ vi. Hop 1 vi/tai nhém,
3 vi/thi nhom hodc 10 vi/tai nhom.
3. Tinh chét
Ma ATC: AOSAA02
Dwgc Iye hoe
- Acid ursodeoxycholtc (UDCA, ursodiol) l1a mdt acid mat than nuéc ty
nhién, c6 ngudn gdc tir cholesterol, chiém m¢t phan nhé trong tdng lrong
acid mat & ngudi.
- Acid ursodeoxycholic stt dung du'(mg uéng gitip 1am ting lwgng amd mat
nay lién quan dén lidu dung, @ tro thanh acid mat chinh, thay thé/hoén
chuyén ndng do gay doc cua cac acid mat ndi sinh ky nudc (loai acid mét c6
xu huéng tich liiy trong bénh gan tac méit).
- Acid ursodeoxycholic c6 tac dung béo vé gan, loi mét, lam tan sdi mét,
giam IIPId trong mau, giam cholesterol trong méu va mot 6 tic dung didu
hoa mién dich:
* Bao vé céc té bao biéu m6 éng mét bj tdn thwong chdng lai cac tac dung
gdy doc cua cc acid mét.
+ Uc ché su chét theo chuo'ng trinh ctia cac té bao gan.
+ Giam tiét cholesterol, glam hép thu cholesterol & rudt va kich thich giai
phéng soi cholesterol méi trong mét.
» Kich thich té bao gan va cac té bao biéu md dng mat bai tiét mat.
+ Giam mat tao soi, ting néng d6 cac acid mét, ting hoat déng ciia men
lipase, cai thién chirc nang tiéu hoa.
» Tac dung diéu hoa mién dich: giam biéu hién bénh Iy cua khang nguyen
phu hqp md chinh HLA I trén té bao gan va HLA IT trén té bao biéu mé ong
mét, tc ché tao interleukin-2, gidm so lugng bach cdu 4i toan.
Dqu’c dong hoc
Hip thu: binh thu‘o'ng acid ursodeoxycholic chiém mot phan nho trong tong
lugng acid mét & ngudi (khoang 5%). Sau khi uong, phan 16n céc acid
ursodeoxycholic dugc hip thu bai sy khuéch tan thy dong va sy hap thu nay
1a khong hoan toan.
Chuyén héa: ngay sau khi dugc hép thu, khoang 70% acid ursodeoxycholic
dugc gan tiét ra khi khong bi b¢nh gan. Diéu nay dén den nong d¢ trong mau
tun hoan thap Khi bénh gan tré ning, mirc do gan tiét ra giam. Trong gan,
acid ursodeoxycholic lién hqp v6i glycin hodc taurin, sau d6 dugc bai tiét
vao mat. Cac chét lién hop ndy cua acid ursodeoxycholic dugc hép thu &
rudt non theo cic co che thu dong va chi dong. Cac chit lién hop nay cling
6 thé dugc tach ra & hdi trang boi céc enzym trong rudt, dan dén sy hinh
thanh acid ursodeoxycholic ty do, chit nay c6 the dwoc tai hp thu va lién
hop lai trong gan. Acid ursodeoxycholic khong hép thu di vao dai trang, noi
hau nhu dugc khir 7-OH thanh acid lithocholic. Mot phén acid ursodeoxy-
cholic dugc chuyén thanh dang dong phan 1ap thé chenodiol/ acid chenode-
oxycholic (CDCA) théng qua trung gian 7-oxo. Chenodiol ciing dwgc khir
7-OH thanh acid lithocholic. C4c chat chuyén héa ndy kém hoa tan va duge
bai tiét trong phan. Mt phin nho acid lithocholic dugc tai hap thu, lién hop
v6i glycin hogc taurin & trong gan va dugc gin goc sulfat & vi tri thir 3. Lién
hop acid lithocholic sulfat hoa tao ra dugc bai tiét vao mat va sau d6 dao thai
trong phan
Phén bé: & nhung ngucn khoe manh, it nhét 70% acid ursodeoxychohc
(khong lién hop) gén véi protein huyét tuo‘ng Chua c6 thong tin vé sy gan
két ctia acid ursodeoxycholic lién hop véi protem huyét trong & nhu'ng
ngucn khoe manh hay bénh nhén xo gan mat nguyen phat. Tuy nhién, vi hi¢u
qua cua acid ursodeoxychollc lién quan den nong d9 clia nod trong mét hon
la trong huyét trong, nong d trong huyet thanh khong Phal 1a yéu t6 biéu
thi cuia sinh kha dung vé mat 1am sang. The tich phén b6 cua n6 chua dugc
xac dinh, nhung dugc cho 1a thip do thubc duge phan bd chu yéu & mét va

rudt non. Trong mét, nE‘)ng d6 dinh cua acid ursodeoxycholic dat dugc trong
1-3 gm'

Bai tlet acid ursodeoxycholic dao thai chu yéu qua phan. Khi diéu tri, sy
bai tiét qua nuéc tiéu ting 1én, nhung van it hon 1%, ngoai trir trong bénh
gan r mat nghiém trong.

4. Chi dinh

MAXXHEPA® URSO dugc chi dinh trong:

- Piéu tri xo gan do mat nguyén phat (PBC).

- Lam tan soi tGi mat cholesterol khong can quang ¢ nhitng b¢nh nhén cé
hoat dong chirc ning tii mat.

- Diu trj rbi loan gan mat kém bénh xo nang & tré em tir 6-18 tudi.

5. Llﬂumg_cés_d_mg

Nén nudt nguyén vién véi nudc.

Cén quan tdm uong thuoc déu dan.

Khoéng c6 han ché vé tudi khi dung MAXXHEPA® URSO trong diéu tri xo
gan do mat nguyén phat (PBC) va 1am tan soi tii mat khong can quang.

Xo gan do mét nguyén phét (PBC)

Nguoi Ién: liéu ding khuyen cdo cua acid ursodeoxycholic 1a 14 + 2
mg/kg/ngay. Trong 3 thang dau diéu tri, MAXXHEPA® URSO nén chia lidu
1am 2-4 1an trong ngdy. Cung véi sy cdi thién céc tri s6 ciia gan c6 thé ding
liéu mot 1an vao budi ti.

Dung MAXXHEPA® URSO trong didu tri xo gan do mit nguyén phat
(PBC) c6 thé tiép tuc v6 thoi han.

Tré em: lleu ding tinh theo trong luong co thé.

Bang 1: Lidu ding cua acid ursodeoxycholic trong diéu tri xo gan do mat

nguyén phat (12-16 mg/kg/ngay)

Cén [Kh R MAXXHEPA® URSO
nang o(arsg)lleu (s6 vién nang x s6 1an/ngay)
(kg) 5 150 | 200 | 250 | 300

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

50 -60 | 600 - 960 - 1x3-4(1x3-4|1x2-3

60-70|720-1120 - 2x2-3(1x3-4|1x3-4

>170 > 1120 - 2%3 12X 3-415%4
Lam tan s6i t4i mat

Ngueoi 16m: liéu thucrng dung cua acid ursodeoxycholic 1a 8-12 mg/kg/ngay
dung mot 1an vao bubi t6i hodc chia thanh nhiéu liéu. Khi can thiét, c6 the
tang 11eu I1én 15 mg/kg m(n ngay dox v6i bénh nhéan béo phi. Thai gian can
thiét dé lam tan s6i c6 thé tir 6 dén 24 thang, tuy thugc vao kich thude va
thanh phin ciia s6i.

Theo ddi qua chyp tii mat c6 thudc can quang hodc siéu am mdi 6 thang c6
thé > gitip ich cho dén khi hét soi.

Piéu tri lién tuc cho dén 2 1an lién tlep chyp tai mat cé thudc can quang
vi/hoic siéu 4m cach nhau 4-12 tuén khong xéc dinh dugc s6i thi mat. biéu
nay do cac k¥ thuat nay khéng dang tin cdy cho phép nhin thay s6i co duorng
kinh nh6 hon 2 mm. Khé ning séi ti mat tai phat sau khi diéu trj tan s6i tii
mat bang acid mét da dugc wdc tinh 1én dén 50% sau 5 ndm. Hiéu qua cua
MAXXHEPA® URSO trong diéu trj soi tii mét can quang hoac can quang
mot phén chua duge thir nghiém nhung nhing loai s6i ndy néi chung dugc
cho 1a it tan hon sdi khong can quang. Céc s6i khong phai cholesterol chiém
10-15% s6i khong can quang va c6 thé khong bi acid mat hoa tan.

Tré em: soi thi mdt gidu cholesterol va xo gan do mat nguyén phat rét hiém
gap ¢ tré em, nhu'ng khi phat hién bénh, lidu dung nén tinh theo trong lugng
co thé. Khong ¢ dir liéu day du v& hidu qua va an toan dbi véi tré em.
Nguoi lom tuoi: khong c6 bang ching goi ¥ can thay ¢ dbi liéu cho ngudi 16n
nhung cin than trong khi dung cho bénh nhén 16n tudi.

Biing 2: Liéu ding cta acid ursodeoxycholic trong diéu tri 1am tan soi tai

mat (8-12 mg/kg/ngay)

Can MAXXHEPA® URSO

nang 1&"@5) (s vién nang x s6 1an/ngay)

(kg) 150 200 250 300
10 -20 | 80 - 240 1 1 0 0
20-30(160-360[ 1x1-2 1 1 1
30-40(240-480( 1x2-3 %2 1x1-2 it

40-50 320-600| 1x2-4 | 1x2-3 1'x2 1x1-2
50-60|400-720[ 1x3-5 | 1x2-3 | 1x2-3 1x2
60-70(480-840| 2x2-3 | 1x3-4 | 1x2-3 | 1x2-3
> 840 - 2x2-3 | 2x2-3 | 1x34
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R01 loan gan mét lién quan dén bénh xo nang & tré em 6 - 18 tudi

Liéu dung khuyen cdo cua acid ursodeoxychohc la 20 mglkg/ngay chia
thanh 2-3 11eu khi cn thiét c6 thé tang 1én dén 30 mg/kg moi ngay.

Béng 3: Lleu duing ctia acid ursodeoxycholic trong diéu trj r6i loan gan mat
lién quan dén bénh xo nang & tré em 6 - 18 tudi (20 mg/kg/ngay)

M ’K.hoang lidu

MAXXHEPA® URSO

ning (s6 vién nang x s6 lan/ngay)

& | ™ [“1s0 [ 200 [ 250 | 300
10-20 | 200-400 152 1:x2 - -
20-30| 400-600 | 1x3-4 |1x2-3| 1x2 1'x2
30-40| 600-800 | 2x2-3 | 2x2 | 1x3 | 1x2-3
40-50 | 800-1000 | 2x3 2 X230 x 4 T:x:3
50-60 [1000-1200| 2x4 2x3 [ 2x2 2x72
60-70 [ 1200-1400| 3x3 2:x:3:: . 2%x3 2x2

>70 > 1400 - 3%3.:: 2x3 2x3

Py

i neu b6 16 mot lidu, b@nh nhan dugc khuyén dung lidu do
ngay khi nh¢ ra. Néu heu dung nay gan v6i thoi gian cia liéu tiép theo, bo
qua liéu bi 1& va ding lidu tiép theo déu din theo lich. Khong ding liéu gip
doi.

6. Cho

Khéng dung MAXXHEPA® URSO cho céc b¢nh nhén co:

- Qua min véi acid mat hoic bét ky thanh phin nao cia thudc.

- Viém t0i mét hoac dudng mét cap tinh.

- Thc éng mét (tdc dng mat chi hodc dng tai mat).

- Con dau quan mat thudng xuyén.

- S6i mat véi héa can quang.

- Co that thi mat suy giam, ti mat khong hoat dng chirc nang.

- Bénh viém rugt.

- Céc tinh trang bénh gan va ruot can trd sy quay tro lai tudn hoan gan-rudt
cia céc acid mét: (r mat ngoai gan, & mat trong gan, bénh gan cép tinh, man
tinh hay nang, dang bi loét ta trang, dang bi loét da day.

- Phy nit ¢6 thai, phu ni cho con b, hogc nhitng phy nit ¢6 y dinh mang thai.
Khi dugc ding trong 16i loan gan mat kém bénh xo nang & tré em tir 6-18
tudi:

- Phiu thuat ndi thong duong mat-rugt khong thanh cong hay khong hdi
phuc dong mat & tré em bi teo dudng mat.

7. Cinh bdo va thin trong

Theo doi b¢nh nhén:
Nén dung acid ursodeoxychohc dudi sy glam sat y khoa.

Trong suét 3 thang du didu tri, c4c théng sb chirc ning gan nhu aspartate
transaminase (AST/SGOT), alanine transaminase (ALT/ SGPT) va gamma-
glutamyl transferase (yGT) nén dugce bac si theo doi mdi 4 tuln, sau d6 mdi
3 thang. Bén canh vigc cho phép xé4c dinh nhitng ngudi dap tmg va khong dap
ung trong s6 nhu'ng bénh nhan dang dugc diéu trj xo gan do mat nguyen phat,
viéc theo dbi ndy ciing s& tao diéu kién phét hién sém suy gan t1em anz dacbiét
& nhimg benh nhan x0 gan do mét nguyén phét giai doan tién tr1en
Khi ding @é diéu tri xo gan do mdt nguyén phdt giai dogn tién trién
(PBC):

Xo gan mét bu dugc nhén thiy trong rét hiém truomg hop, tinh trang nay
giam b6t mot phén sau khi ngung diéu tri.

O bénh nhén bi xo gan do mat nguyén phét, rat hiém cac tru'cmg hop triéu
chimg 14m sang c6 thé x4u di lic bat dau dleu tri, vi du ngu'a c6 the tang.
Trong tru'o‘ng hop nay 11eu dung nén glam xudng con mdt vién nang moi
ngdy va sau d6 ting dan dén lidu khuyen cao.
Néu bi tiéu chay, phai giam lidu va trong truong hop tiéu chay kéo dai, nén
ngung diéu tr1
Khi ding dé lam tan séi cholesterol tiii mqt

Nén thdm kham thi mét (chup thi mat ubng thuoc can quan;) véi hinh anh
téng quat va hinh anh bj tac Ot the du'ng va nim ngu'a (kiém tra qua siéu
am) 6-10 thang sau khi bﬁt déu diéu tri d@ danh gia tien trién lidu phép didu
tri va phat hién k1p thoi bit ky tinh trang v6i hoa soi tai mat ndo, tiy thude
vao kich thude soi.
Néu khong thé nhin thiy thi mét trén phim X-quang, hogc trong trudng hop
s6i tGi mat bi voi héa, co thit tai mat suy gidm hodc con dau quin mat
thudng xuyén, khong nén dung acid ursodeoxycholic.

Ta duvc

Thubc c6 chira lactose. Do d6, bénh nhén c6 bénh di truyen hiém gap khong
dung nap galactose, thiéu hut Lapp lactase hodc kém hép thu glucose-
galactose khong nén dung thudc nay.

Cic dbi twgng dic biét
Phu nir cé kha mmg mang thai: chi nén ding thuéc cho phu nir c6 kha
ning mang thai néu ho ding bién phép ngira thai d4ng tin cy: cac bién phap

ngra thai khong phai hormon hogc cac thudc ngira thai uéng estrogen liéu
thip dugc khuyén nghl Tuy nhién, & nhu'ng bénh nhén nir dung vién acid
ursodeoxycholic dé lam tan soi tai mét, nén dung bi¢n phép ngtra thai khong
phai hormon hiéu qua, béi vi thudc ngira thai uong dang hormon co thé 1am
tang soi mat. Phai loai trir kha ndng mang thai trude khi bit dau didu tri.
Bénh nhi: tinh an toan va hiéu qua cua acid ursodeoxycholic trén tré em
chura dugce xac nhan

Bénh nhin Ién tudi: chc nghién ciru phi hop véi acid ursodeoxychohc hién
chua dugc thyc hi¢n trong nhém bénh nhan 16n tudi. Tuy nhién, cac van aé
riéng bigt & ngudi 16n tudi s& han che vigc sir dung hay loi ich cua acid
ursodeoxycholic & ngudi 16n tu01 1a diéu c6 thé xay ra.

Gan/mgt/tuy: b¢nh nhén bi xuat huyet do gidn tinh mach, b¢nh ndo gan, cb
trucmg, hodc can ghep gan khén cép, cin dugc diéu trj dic hi¢u thich hop.
Cén tha.n trong khi sir dung acid ursodeoxycholic trong trudong hop tic mat
mot phan do nguyen nhén ngoai gan.

8. S.\Ldnng.thm_cho_p.hy_nmmmm

Khong c6 hodc it dir ligu ve viéc dung acid ursodeoxychohc & phu nit mang
tha1 dac biét trong 3 théng dhu thai ky Céc nghxen clru trén dong vat cho
thdy doc tinh gdy qui thai trong giai doan sém clia thai ky. Khong dugc
ding acid ursodeoxycholic trong khi mang thai. Ngung diéu tri va dén kham

béc si ngay khi phat hién co thai.

9. Sir dung thygg cho phu nir cho con b

Vin chua biét liéu acid ursodeoxycholic c6 dugc bai tiét qua sira me hay
khéng. Do vay, khong nén dung acid ursodeoxycholic cho phu nir dang cho
con bii. Néu can phai didu tri véi acid ursodeoxycholic, phai ngirmg cho con
bu sira me.

10. Anh hwdng téi kha ning 14i xe va vin hanh miy méc

Acid ursodeoxycholtc khong ¢6 hodc anh huéng khong déng ké 1én kha
nang lai xe va van hanh may moc.

11. I.mz.taﬂhm.c

Khong nén ding acid ursodeoxycholic cing v6i than hoat tinh, colestyr-
amin, colestipol hodc céc thudc khang acid chira hydroxid nhdm va/hodc
smectite (oxid nhom), v1 c4c thubc nay gan acid ursodeoxychollc vao rugt
non, do d6 can trg sy hép thu va hi¢u qua cua no. Néu cén thiét dung thubc
6 chira mt trong cac chét nay, phai udng it nhit 2 gi& trudce hogc sau khi
dung acid ursodeoxycholic.

Acid ursodeoxycholic ¢6 thé anh hwéng sw hip thu cnclosponn tur ruot non.
O nhimg bénh nhan dang dung c1clospor1n, béc si nén klem tra nong d¢
ciclosporin trong méu va didu chinh liu ciclosporin néu can.

Trong vai trudng hop c4 biét acid ursodeoxycholic c6 thé 1am giam hép thu
ciprofloxacin.

Trong mét nghién ctru 1dm sang & nhitng ngudi tinh nguyen khée manh
ding ddng thoi acid ursodeoxychohc (500 mg/ngdy) va rosuvastatin (20
mg/ngdy) lam tang nhe nong d9 rosuvastatin trong huyét twong. S lién
quan trén 1am sang cua twong tic thubc ndy véi cac thudc statin khéc chwa
duoc biét 5.

Acid ursodeoxychohc d3 cho thay c6 thé 1am giam ndng do dinh m)ng huyét
tuong (C ) va dién tich dudi duong cong (AUC) cua thudc déi ‘vén calci
n1trend1p1n 5] nhung ngudi tinh nguy¢n khoe manh. Theo ddi sat két qua cua
vigc sir dung dong thoi nitrendipin va acid ursodeoxychohc da dugc khuyén
céo. Co6 thé can ting liéu nitrendipin. Twong tic thudc lam giam higu qua
diéu tri cua dapsone cling d& duoc ghi nhan.

Céc ndi tiét td tao estrogen va mdt sO thuéc ha cholesterol trong mau nhu
clofibrat 1am téng tiét cholesterol & gan va do d6 c6 the thuc ddy tao s6i mat,
diéu nay phan tac dung dung ac1d ursodeoxycholic dé 1am tan séi tii mat.
12. n ng m R

0 lidu khuyén céo, acid ursodeoxycholic dugc dung nap tbt va tac dung
khong mong mubn khong dang ké.

Tl hwo‘ng gdp (ADR > 1/100)

Roz loan tiéu héa: phan nhdo hoic tiéu chay, budn nén, non.

Rat hiém (ADR < 1/10 000)

Roz loan tiéu hoa: dau ving bung trén bén phai tram trong, tdo bon.

ROl loan gan mdt: voi hoa soi tu1 mét, Xo gan mét bu.

R6i logn da va mé dudi da: nbi may day, ngira, phét ban da.

13. Qui lidu

Tiéu chay c6 thé xay ra trong truong hop qua 11eu Nhin chung, nhiing tri¢u
chu’ng khéc khi qué liéu thuong it xay ra vi sy hdp thu acid | ursodeoxycholic
giam khi ting liéu va do d6 phan nhleu hon s€ dugc bai tiét qua phan.

Céc bién phap dic hi¢u la khon can thlet va hau qua cua tiéu chdy nén dugc
diéu tri tridu chimg v6i phyc hoi cén bing nudce va dién giai.

14. Béo quan; O nhiét do du6i 30°C. Trénh 4nh séng tryc tiép va noi 4m
udt.

15. ﬂgn_d_ung,_% thang ke tr ngay san xuat

!;hug_g._22/06/20 17.

San xu&t va Phan phdi béi:
CONG TY Cé PHAN DUGC PHKM AMPHARCO U.S.A
Khu Céng Nghiép Nhon Trach 3, Xa Hiép Phuéc, Huyén Nhon Trach, Tinh Bang Nai
Pién Thoai: 02513-566202 Fax: 02513-566203
AN AMPHARCO U.S.A



