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THANH PHAN - M&i vién nén bao phim chia

Ursoterol 250mg seenieicos —

X i |
! of XA TAM TAY TRE EM CHI BINH, CHONG CHI BINH, LIEU DUNG, CACH DUNG 1

DOC KY HUONG DAN SUDUNG TRUGC KHIDUNG VA GAC THONG TIN KHAC - Xem 1 hutng déin s dung.

CONG TY C6 PHAN PYME! o BAO QUAN - Dusi 30°C. Tranh ém vé énh sang.

166-170 Nguyén Hué, Tuy Hoa, Pha Yén, Viét Nam TIEU CHUAN - TCCS.

6woGz |04210SIN

READ THE LEAFLET CAREFULLY BEFORE USING Ursodeaxycholic acid 250mg
INDICATIONS, CONTRAINDICATIONS, DOSAGE,

ADMINISTRATION AND OTHER INFORMATION

l R KEEP OUT OF REACH OF CHILDREN COMPOSITION - Each film-coated tablet contains

Read the leoflet inside.
STORAGE - Store below 30°C Protect from moisture and light.
819360141582992 SPECIFICATION - In-house.

HUYNH TAN NAM
TANG GIAM BOC
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HUGNG DAN SU DUNG THUOC

Rx
Ursoterol 250mg

(Ursodeoxycholic acid 250mg)
Thudc bén theo don. Boc ky hudng dan s dung trudc khi ding.
Néu cén thém théng tin xin hdi y kién bdc si. D€ xa tdm tay cda tré em.

THANH PHAN: M3i vién nén bao phim chta

Duge chét: Ursodeoxycholic acid 250mg

Td dugc: Lactose monohydrat, tinh bt ngd, pregelatinised starch, crospovidon, bt talc, magnesi stearat, opadry Il white.
DUGC LYC HoC

Nhém dugc ly: acid mdt. Ma ATC: AO5A A02.

Ursodeoxycholic acid l1a mgt acid m4t ty nhién cé trong mat. Ursodeoxycholic acid dung dé 1dm tan sdi mat bing cdch lam
gidm t6ng hgp cholesterol & gan hay gidm sy hip thu clia cholesterol & rudt non.

Bénh xo nang d tré em

TU cdc bdo cdo 1&m sang dai han 1&n dén 10 nam va hon nida sdn c6 véi viéc diéu trj ursodeoxycholic acid & bénh nhi bj xo
nang lién quan dén rdi loan gan mat (CFAHD). C6 bdng chiing cho thdy diéu tri véi ursodeoxycholic acid cé thé lam giam sy
ting sinh 6ng m4t, ding ti€n trinh hly hoai m6 va thdm chi ddo ngugc nhiing thay déi clia gan néu dugc diéu tri & giai
doan sém cla CFAHD. Diéu trj bdng ursodeoxycholic acid nén dugc bt ddu ngay sau khi dugc chdn dodn CFAHD dé t6i wu
hoa hiéu qud diéu trj.

DUGC BONG HOC :
Ursodeoxycholic acid dugc tao ra ty nhién trong co thé. Khi ubng, né dugc hdp thy hodn todn va nhanh chéng. 96-98% N
ursodeoxycholic acid g&n két véi protein huyét tuong va dugc chiét xudt hidu qud bdi gan va bai tigt vao mé4t dusi dang lién
hgp glycin va taurin. Trong rujt mot s6 lién hgp dugc khir lién hgp va tdi hdp thu. Cic lién hop ndy ciing c6 thé dugc
dehydroxylated thanh acid lithocholic, mgt phdn trong d6 dugc hdp thy, sulfat hda bdi gan va dao thdi qua dudng mat.

CHI BINH

Diéu trj xo gan & m4t nguyén phdt (PBC), v6i diéu kign khong c6 xd gan mat bu.

Tan sdi mat cholesterol khéng can quang trong tii médt. Cdc tii mat phdi hoat dong mic du c6 sdi mét.
Tré em

R6i loan gan mét lién quan v6i xo nang & trd em tif 6 d&n 18 tudi.

LIEU DUNG VA CACH SU DUNG

Khéng c6 gi6i han do tudi khi sit dung thudc vién ursodeoxycholic acid trong diéu trj PBC va tan sdi mat khéng cén quang.
P6i v6i bénh nhan cdn ning duGi 47 kg hodc bénh nhan khong thé nuét vién thudc ursodeoxychollc acid, ¢6 thé sir dung
ursodeoxycholic acid dang vién nang va hdn dich.

Liéu dung hang ngay dugc khuyén cdo cho nhitng chi dinh khac nhau nhu sau:

Diéu trj xo gan  mat nguyén phat (PBC)

Liéu dung hdng ngay phy thudc vao cdn ning va trong khodng 3 d&n 7 vién (14 + 2 mg ursodeoxycholic acid cho mdi kg
cén ndng).

Trong 3 thdng d4u diéu trj, liu ursodeoxycholic acid nén dugc chia ra trong ngay.

Khi c6 sy cdi thién clia cdc tri s6 clia gan, liéu hing ngdy c6 thé dugc udng mot 1dn mdi ngdy vao budi t6i.

Libu hing ngdy Vién bao phim ursodeoxycholic acid 250 mg :
Can ndng (kg) (mo/ky ¢An Mng) 3 thdng ddu - Sa'g do —
Séng Trua T6i T6i (1 14n mbi ngay)

47 - 62 12 - 16 250 mg 250 mg 250 mg 750 mg

63 - 78 13 - 16 250 mg 250 mg 500 mg 1000 mg
49 - 93 13 - 16 250 mg 500 mg 500 mg 1250 mg
94 - 109 14 - 16 500 mg 500 mg 500 mg 1500 mg
Trén 110 500 mg 500 mg 750 mg 1750 mg

Vién thudc phdi dugc ubng véi mot it nudc. Khong nén nghién hodc nhai vién thudc. Nén cdn than dé dam bao ring bénh
nhan ung thudc déu dan. /
C6 thé tigp tuc sit dung vién ursodeoxycholic acid trong diéu tri PBC d&n vo thai han.
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Tan s6i mat cholesterol:

Ngudi 16n: Liéu thudng dung 8 — 12 mg/kg/ngay.

Vién thuc phéi dugc ubng véi mot it nuéc vao budi t6i trusc khi di ngll. Khéng nén nghién hodc nhai vién thudc. Thusc phai
dugc udng déu din.

Thi gian cdn thiét dé hoa tan sdi m4t thudng Ia 6-24 thang, tily thudc vao kich thudc va thanh phdn clia sdi.

Hiéu qud diéu trj nén dugc kiém tra bing chyp X-quang hoic siéu 4m mdi 6 thang cho dén khi sdi m4t bign mat.

Viéc diéu trj nén dugc ti€p tyc cho dén khi hai 14n kiém tra lién ti€p cdch nhau 4-12 tuin bing chyp X-quang hoic siéu 4m
khong tim thdy sdi m4t. B&i vi nhitng k¥ thudt ndy khéng cho phép thé hién nhiing hinh dnh déng tin cdy clia s6i c6 duding
kinh it han 2 mm. Khd ndng tdi phat s6i m4t sau khi diéu trj bing acid mat dugc udc tinh ¢ khi Ién d&n 50% vio ndm thi
5. Hiéu qud clia ursodeoxycholic acid trong diéu trj sdi m4t cn quang hay cdn quang m6t phdn chua dugc th(t nghiém nhung
thudng 1a it tan hon so véi soi khdng can quang. Soi khdng-cholesterol chi€m tir 10-15% céc séi khéng cin quang va c6 thé
khéng dugc hoa tan bing acid m4t.

Ngudi gid: Trong cd hai chi djnh khong cd bat ky bing chitng nao cho thdy cin thiét phai thay ddi lifu & ngudi 16n nhung
nén xem xét cac bién phdp dy phong thich hgp.

Tré em

S6i m4t cholesterol va PBC rdt hi€m gip & tré em nhung khi ching xdy ra, liéu lugng nén dya theo trong lugng ca thé.
Khéng c6 di lifu ddy di vé tinh an todn va higu qué 6 nhém dén so nay.

Diéu trj r6i loan gan m4t lién quan vdi xo nang
Tré em
Tré em tif 6 dé€n 18 tudi bj xo nang: 20 mg/kg/ngdy, chia lam 2-3 14n, néu cin c6 thé ting lidu 1&n dén 30 mg/kg/ngay.

C4n nang (ko) Liéu hing ngay | Vién bao phim ursodeoxycholic acid 250mg
n n3n
B (mg/kg cdn ndng) | Séng Trua T6i
20 - 29 17 - 25 250 mg - 250 mg iy
30 - 39 19-25 250 mg 250 mg 250 mg AN
vy
40 - 49 20 - 25 250 mg 250 mg 500 mg
50 - 59 21-25 250 mg 500 mg 500 mg
60 - 69 22 - 25 500 mg 500 mg 500 mg
70 - 79 22 - 25 500 mg 500 mg 750 mg GONGTY
80 - 89 22 -25 500 mg 750 mg 750 mg PYMED
90 - 99 23 - 25 750 mg 750 mg 750 mg \_
100 - 109 23 - 25 750 mg 750 mg 1000 mg HBA
> 110 750 mg 1000 mg 1000 mg h

CHONG CHi BINH

- Bénh nhdn qud m&n v6i mudi mat acid méat hodc vdi bat clt thanh phdn nao cla thudc.

- Viém cép tinh tdi m4t hodc dudng mét

- T4c dudng mét (tdc nghén 6ng din mét chung hodc 6ng ddn tai mat)

- Céc con dau qudn mdt thudng xuyén

- S0i m4t cdn quang

- Gidm co bop thi m4t

Khi dung trong réi loan gan m4t lién quan v6i xo nang & tré tir 6 d&n 18 tudi

Phiu thuat n6i mat — rudt khéng thanh cong hodc khong héi phyc tot luu lugng mat & tré bj i mat.
THAN TRONG

Vién ursodeoxycholic acid nén dugc sl dung dudi sy gidm sdt y khoa.

Trong 3 thang d4u diéu tr, bac sT nén theo ddi cdc théng sb chiic ndng gan ASAT (SGOT), ALAT (SGPT) va y-GT mébi 4

tudn, sau d6 mdi 3 thang. Ngodi viéc c6 thé xdc dinh bénh nhan dang dugc diéu trj PBC ¢ dép ing hay khong ddp Ung,

gidm sat ndy cling cho phép phét hién s6m nguy co hu hai gan, dc biét 6 nhiing bénh nhan PBC § giai doan cudi.

Khi dugc st dung dé hoa tan séi mat cholesterol:

Pé danh gid sy tién trién clia diéu trj va kip thai phat hién cla sy voi héa clia si mat, tuy thugc vao kich thudc s0i, qén

quan sat tdng quat tii mat va sy tdc mat (chup dudng mat c6 thudc cén quang qua dudng udng) tu thé byng ding va ndm /
ngifa 6-10 thang sau khi bt ddu diéu tr pf/
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Néu tii mat khéng thé quan st thdy trén X-quang, hodc trong trudng hop séi mat bj véi hda, gidm co bop tii mat hoic
thudng xuyén c6 con dau quin m4t, khéng nén st dyng ursodeoxycholic acid.

Bénh nhap n udng ursodeoxycholic acid d& 1am tan séi m4t nén sit dung mot bién phdp trdnh thai hiu quéd khong noi tiét
t6, Vi thudc trédnh thai ni tiét t6' c6 thé 1am ting sdi m4t.

Khi dudc sit dung trong diéu tri xo gan ( m4t nquyén phét giai doan cudi:

D2 quan sét thdy nhiing trudng hgp rt hiém clia xo gan m4t bii, ¢6 thé gidm mot phdn sau khi ngung diéu tri.

0 nhing bgnh nhan PBC, trong nhitng trudng hop hiém gdp cdc triéu ching 1am sang co thé x4u di khi bit ddu diéu trj,
nhu ngla tang Ién. Trong trudng hop nay nén gidm liéu con 250 mg mbi ngdy va sau d6 ting ddn I&n dén liéu khuyén cdo.
Néu xdy ra tiéu chdy, phai gidm liéu va trong trudng hop tiéu chdy kéo dai, nén ngung diéu tri.

T4 dugc lactose

San phdm nay c6 chia lactose, nhiing bgnh nhan méc cac r6i loan di truyén hiém gip vé dung nap galactose, ching thiéu
hut lactase Lapp hogc r6i loan hdp thu glucose-galactose khong nén sl dung thudc nay.

PHY NU CO THAI VA CHO CON BU

Thdi ky mang thai

Khdng c6 ddy dii di ligu vé viéc sit dung ursodeoxycholic acid, dic biét Ia trong ba thang ddu cla thai ky. Cc nghién cuu

trén dong vét cho thdy tdc dung gdy qudi thai trong giai doan sém clia thai ky. Ursodeoxycholic acid khéng dugc st dung
trong qud trinh mang thai trir phi that cdn thiét.

Thai ky cho con bu

Theo m{t vai trudng hgp da dugc ghi nhan clia phy n cho con b sita, néng do ursodeoxycholic acid trong sifa me rat thap
va c6 thé khéng cé phan (ing bét Igi xdy ra & tré ba sia me.

TAC BONG CUA THUGC KHI LAI XE VA VAN HANH MAY MOC \°
Khéng &nh hudng dén khd ning I4i xe va van hanh mdy méc. ‘:'3'.'}
TUGNG TAC THUGC i
Khéng nén dung déng thdi ursodeoxycholic acid véi colestyramin, colestipol hodc cdc thudc khang acid c6 chia nhém H;,
hydroxid va/hoic smectite (nhdm oxit), bdi vi cdc ché phdm ndy sé gin acid ursodeoxycholic trong rudt va do dé Uc ché sy £
hdp thy va higu qud clia nd. N&u cdn phai st dung ch& phdm chifa mgt trong cc chat nay thi phai dung it nhat 2 gid trudc =3

hodc sau khi dung ursodeoxycholic acid. o’

Ursodeoxycholic acid c6 thé dnh hudng dén sy hap thu clia ciclosporin tif rujt. Do d6, & bénh nhan diéu trj bing ciclosporin,
nén kiém tra ndng d6 clia chat nay trong médu va bac s sé diéu chinh lidu lugng ciclosporin néu can. ‘
Do &nh hubng clia ursodeoxycholic acid d6i véi sy tiét acid méat, c6 mdt khd ning Iy thuyét ring sy hdp thu céc chat
lipophilic khac c6 thé bj anh hudng. o
Trong mgt s& trudng hop hiém gip ursodeoxycholic acid ¢é thé lam gidm sy hdp thu clia ciprofloxacin.

Quan s&t & ngudi tinh nguyén khde manh cho thdy ursodeoxycholic acid 1am gidm néng d6 dinh trong huyét tuong (Cmax)
va dién tich dudi dudng cong (AUC) clia thudc chen kénh calci nitrendipin. Khuy&n cdo gidm sdt chit ché cdc két qud cla
viéc sit dyng déng thoi nitrendipin va ursodeoxycholic acid. C6 thé cdn phéi gia ting liéu clia nitrendipin. P4 c6 bdo cdo vé
tuong tic 1am gidm hiéu qua diéu trj clia dapson. Nhilng quan sat ndy cung véi nhiing phét hién in vitro c6 thé cho thiy kha
ndng ursodeoxycholic acid cdm (ing enzym cytochrom P450 3A. Tuy nhién sy cdm (ng khong dugc quan sit thdy trong mot
nghién cliu tuong tac dugc thiét k& t6t véi budesonid - dugc biét nhu m§t chat nén cla enzym cytochrom P450 3A.

Hormon oestrogen va cc ch4t gidm cholesterol trong mdu nhu clofibrat Iam ting bai ti€t cholesterol & gan va cé thé gy ra
chitng dau thit m4t, 1a phan (ing chéng lai acid ursodeoxycholic dung dé hoa tan soi mat.

M6t nghién clu 14m sang trén tinh nguyén vién khde manh véi viéc sl dung dong thai ursodeoxycholic acid (500 mg/ngay)
va rosuvastatin (20 mg/ngdy) 1am ting muc rosuvastatin trong huyét tuong. Sy lién quan Idm sang cla sy tuong tac nay va
tham chi nhilng tuong téc lién quan dén céc statin khdc khong dugc biét.

TAC DUNG KHONG MONG MUGN

Panh gid cdc tdc dong khéng mong mudn dugc dya trén d liéu tdn sudt sau:

R4t thudng gip (> 1/10)

Thudng g3p (= 1/100 dén < 1/10)

it g&p (= 1/1.000 dé&n < 1/100)

Hiém g3p (> 1/10.000 dén < 1/1.000)

R4t hiém g3p (< 1/10.000)

Knhong rd (khong thé udc tinh tir dd ligu co sén)
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R6i loan tiéu hda

Trong cac thif nghiém Idm sang, cdc bdo cdo vé phdn nhat hay tiéu chdy trong khi diéu tri bdng ursodeoxycholic acid Ia
thudng gdp.

R4t hiém gip nhung dau bung trén bén phai da xay ra trong qud trinh diéu trj xo gan ( mat nguyén phét.

Rdi loan gan mét

Trong qué trinh diéu trj bing ursodeoxycholic acid, voi hda sdi méat c6 thé xay ra trong nhiIng trudng hgp hiém gip.

Trong qud trinh diéu trj céc giai doan tién trién xo gan « mat nguyén phat, da quan st thay nhiing trudng hgp hiém gdp
clia xo gan mat bu, dugc hdi phyuc mét phdn sau khi ngling diéu tri.

R6i loan da va mé dudi da:

R4t hi€m gip nhung may day c6 thé xay ra.

Théng bdo ngay cho béc sT hodc dugc sT nhiing phan (ing c6 hai gdp phéi khi sif dung thudc.

Huéng dén cdch xd tri ADR

Chua ¢ huéng din cach xir tri ADR d8i véi ursodeoxycholic acid. N&u gip cadc tic dung khéng mong mudn, ngung dung
thudc va bdo cho bac sT diéu trj.

QUA LIEU VA CACH XU TRI

Tiéu chdy c6 thé xdy ra trong trudng hgp qué liéu. Nhin chung, khong ¢ céc trigu ching khac khi qué liéu vi sy hdp thy
ursodeoxycholic acid gidm khi ting liéu. Diéu trj triéu chiing, phyc hdi cin bdng nudc va cdc chat dién giai.

Théng tin b6 sung déi véi nhém dén s dic bigt:
Liéu phap diéu trj v6i ursodeoxycholic acid liéu cao kéo dai (28-30 mg/kg/ngdy) & nhiing bénh nhén bj viém dudng mat xo
cling nguyén phét (st dyng ngodi huéng din trén nhan) c6 lién quan dé&n ty 18 cao hom cla cdc tic dung phy nghiém
trong.

HAN DUNG: 36 thdng ké tf ngdy sin xudt.

BAO QUAN:  Du6i 30°C. Trénh &m va 4nh séng.

TIEU CHUAN: TCCS.

TRINH BAY: Hgp 03 vi, vi 10 vién.

Ngay xem xét sta ddi, cdp nhat lai ndi dung huéng dén st dyng thudc: 16.05.2018

CONG TY ¢3 PHAN PYMEPHARCO
166 - 170 Nguy&n Hué, Tuy Hoa, Phi Yén, Viét Nam
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