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1. THANH PHAN CONG THU'C THUOC

MO vién nang cimg cé chira :

Thanh phin hogt chit

Ursodeoxyeholie SEId.. . ususvsmsinssimmminimmmensernmmmmmmeesnne sess ssrsgmees 300 mg
Thanh phin td dwpe: Tinh bot ngo, silica colloidal anhydrous, magnesi stearat.
2. DANG BAO CHE

Vién nang cimg.

Mo ta dang bao ché: Vién nang cimg sb 0 nap mau tring, thin mau vang, bén tronUr chira bot
mau trang

3. CHi PINH

Nhimg bénh nhén ¢6 sdi tii mat khong cén quang, khéng bi voi hoa, ¢6 duong kinh lén nhat <
20 mm ma s& tién hanh cét tai mat chon loc, trir trudomg hop tang nguy co phau thuat do bénh
I¥ toan than, tudi cao, phan img déc trung véi thudce gly mé toan than; nhitng bénh nhan tir
chbi phiu thuét.

Ngan ngira sur hinh thanh séi mét ¢ nhimg bénh nhan béo phi dang giam cén nhanh chong.

4. LIEU DUNG, CACH DUNG

Liéu ding

Hoa tan soi mdr
Liéu khuyén céo: 8 — 10 mg/kg can ning/ngdy, chia 1am 2 hoic 3 1an.

Hinh anh siéu 4m t0i mat nén duoc thu thip trong khoéang 6 thang trong nim dau tiéu didu tri
dé theo di phan g ctia soi mét. Néu soi mat duong nhu da tan nén tiép tuc didu tri va xéc
nhén dé hoa tan khi kiém ra siéu 4m 1ap lai trong vong | d&n 3 thang. Hiu hét nhimg bénh nhan
cudi ciing dat duge sir tan hoan toan cta soi cho thdy su tan mot phan hoidc hoan toan & l4n
danh gié lai dau tién. Néu didu tri trong 12 thang ma khéng thiy tan mot phén s6i, thi kha nang
thanh cong s& giam di rat nhiéu.

Phong ngiea s0i mdt

Liéu khuyén céo: 600 mg/ ngay (mdi 14n 300 mg).
Cach dung

Ding dudng udng.

5. CHONG CHI PINH
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Thubc khong lam tan sdi cholesterol bi voi hoa, soi can quang, hodc soi sdc t mat khdng can
quang. Do d6, khong chi dinh thudc cho nhitng bénh nhéan bi s6i nhu vy.

Bénh nhan c6 1y do bat bude phai cit tii mét bao gdm viém i mat cap khong thuyén giam,
viém dudng mat, tic dudng mat (tic dng mat chii hode dng tii mat), viém tuy do s6i mat, hoic
16 1o duong mat — tiéu hoa.

Qua man véi acid mét hogc bat ¢t thanh phin nao ciia thude.

Cac con dau quan mat thudng xuyén.

Giam kha nang co bop cua tli mat.

Loét da day - (4 trang dang hoat dong.

Tré em: Phau thuat dudng mat khong thanh cong hodc dong mat khong hdi phuc ot & tré em
bi hep dudng mat.

6. CANH BAO VA THAN TRQNG KHI DUNG THUOC

Acid Ursodeoxycholic nén duoge sir dung dudi sy giam sét y té
Xét nghiém gan

Liéu phap ursodeoxycholic acid khong gy t6n thwong gan. Tuy nhién, acid lithocholic, mdt
loai acid mat ty nhién, 1a mot chét chuyén hoa gay dbc cho gan. Acid mét ndy dwoc hinh
thanh trong rudt tir ursodeoxycholic acid kém hi¢u qua va vai sb hrong it hon so v6i acid mét
duoc thiy tir chenodiol. Acid lithocholic duge giai doc trong gan bing céch sulfat hoa. Mot
sb bénh nhan c6 thé bi thiéu hyt sulfat bim sinh hodc méc phéi c6 thé bi tdn thuong gan do
lithocholat.

Nhitng bat thudmg vé men gan khong lién quan dén liéu phap ursodeoxycholic acid va trén
thue té, ursodeoxycholic acid dé duge chitng minh 12 lam giam nong do men gan trong bénh
gan.

Tuy nhién, trong ba thang dau didu tri, céc théng s6 chiic nang gan AST (SGOT), ALT (SGPT)
va 7-GT phai dugce bac si theo doi 4 tuAn mot 1an, sau do cir 3 thang mot lan. Ngoai viéc cho
phép xac dinh nhing nguoi dap ng va khéng dap mg & nhitng bénh nhén dang diéu trj viém
dudng mat tién phat, viéc theo dbi ndy cling s& cho phép phat hi¢n sém tinh trang suy gan tiém
&n, dac bist & nhitg bénh nhan bi viém dudng mét tién phat tién trién.

Khi diing dé lam tan séi mat.

Dé co thé danh gid tién trinh diéu tri cha qué trinh lam tan séi méat va xac dinh kip thoi kha
nang voi hoa clia soi, tii mét, tuy thude vao kich thuée cia s6i, nén duge quan sat tir 6 dén 10
thang sau khi bat diu dilu tri (Chyp dudng méat ubng thube can quang) v6i hinh anh tong thé
va vi tri tic cling nhu & tur thé diing va nam (siéu am).

Néu khong thé nhin thiy tii mit trén X-quang hoic trong trudng hop séi mat bi vdi héa, kha

nang co bép clia LGi mat bi suy giam hodc cée con dau quan mét thudong xuyén thi nén ngimg

diéu tri bing axit Ursodeoxycholic.
Khi dwoc sit dung dé diéu tri viém dwong mat tién phdt tién trién:

Trong mot sb rét hiém trudng hop, tinh trang xo gan mét bu duge quan sat thiy va giam mot
phén sau khi ngimg didu tri.
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( nhitng bénh nhin méc PBC, cac tri¢u chimg 1dm sang cé thé xAu di trong mot s {t truomg
hop khi bat ddu diéu tri, vi du: ngta ¢6 thé tang 1én. Trong trudng hop ndy, viée diéu tri phai
duogc tiép tuc voi viée giam lidu va sau dé nén tang dan dén lidu khuyén cédo nhu mé ta trong
phén Liéu ding.

Néu tiéu chay xay ra, nén giam lifu va ngimg diéu tri trong trwomg hop tidu chay kéo dai.
Bénh nhén nit sit dung Acid Ursodeoxycholic dé 1am tan séi mat phai sir dung phuong phap
tranh thai khéng diing n6i tiét t& mét cach hiéu qué vi bién phép tranh thai ndi tiét t& c6 thé lam
tang sO6i mat.

Tré em

Tinh an toan va hiéu qua ciia ursodeoxycholic acid chua duge thiét 1ap & teé em.

Nguoi cao tubi

Trong mot phén tich phdn nhdm cia cac thir nghiém lam sang hién c6, bénh nhén trén 56 tdi
khong c¢6 ty 1€ hoa tan hoan toan khdc biét co y nghia théng ké so véi nhém quin thé tré
hon. Khong tim théy su khac biét lién quan dén tudi vé d9 an toan va hiéu qua. Cac kinh nghiém
1dm sang dugce bao cdo khac khong xéc dinh dugce sy khac bict vé dap tmg & bénh nhan cao
tudi va tré hon. Tuy nhién, khong thé loai trlr su khéc biét nhd v& hiéu quéa va d nhay cao hon
& mdt s6 ngudi cao tudi ding ursodeoxycholic acid. Do do, khuyén céo ring viéc diing thude
nén thin trong & dbi tugng nay.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phuy niv cé thai

Khong c6 hogc cé rat it dit lidu vé viée sit dung acid ursodeoxycholic & phy nit mang thai. Céc
nghién clru trén dong vat da cho thdy doc tinh sinh san trong giai doan dAu mang thai.

Acid Ursodeoxychalic khong duge sir dung trong thoi ky mang thai, trir khi théat can thiét.
Phiy nie cho con bt

Theo mdt s truomg hop duge ghi nhan & phu nit cho con b, ndng dé axit ursodeoxycholic
trong sita rat thip va c6 thé khong c6 phan (g bét 1oi ndo xay ra & (ré bt me.

Kha ning sinh sin

Phu nit trong do tudi sinh dé chi nén diéu tri bi’mg acid ursodeoxycholic néu ho thue hién cac
bién phap tranh thai dang tin cdy: Nén dung thube trénh thai khong ndi tiét t& hodic thude tranh
thai duomg udng voi liéu estrogen thip. Tuy nhién, & nhiing bénh nhén ding acid
Ursodeoxycholic d& 1am tan soi mat, nén sit dung bién phép tranh thai khéng chira noi tiét t&
hidu qua vi thude tréanh thai noi tiét t6 c6 thé 1am tang soi mat.

Phai loai trir kha nang mang thai trudce khi bit dau diéu tri.

Céc nghién ctu trén dong vat khong cho thdy anh huémg ctia acid ursodeoxycholic dén kha
néng sinh san. Khéng cé dit liéu trén ngudi vé diéu tri sinh san bing acid ursodeoxycholic.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Acid Ursodeoxycholic khéng cé hode anh huéng khéng déng ké dén kha nang 14i xe va van hanh
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may mac.
9. TUONG TAC, TUONG KY CUA THUOC
Tuong tic ciia thude

Khéng nén sir dung acid Ursodeoxycholic ddng thoi v6i colestyramine, colestipol hodc thube
khang acid, trén co s& nhém hydroxit va‘hodc smectite (nhom oxit), vi cac ché phim nay lién
két véi acid ursodeoxycholic trong ru¢t va do do tre ché su hép thu va hiéu qua cia no. Néu
viéc sir dung thudc nhu vy 1a cin thiét thi phai ubng trude hodc sau khi ding acid
Ursodeoxycholic it nhét 2 gid.

Acid Ursodeoxycholic ¢6 thé anh hudng dén su hfip thu ciclosporin tir rudt. O nhitng bénh nhén
duge didu tri bing ciclosporin, can theo ddi ndng do ciclosporin trong mau va diéu chinh liéu
ciclosporin néu can thiét.

Trong trudang hop cd biét, acid Ursodeoxycholic co thé 1am giam su hip thu ctia ciprofloxacin.
Trong mét nghién ctru 14m sang & nhitng nguoi tinh nguyén khoe manh, viée sir dung ddng
thoi UDCA (500 mg/ngay) va rosuvastatin (20 mg/ngay) din dén ndng do rosuvastatin trong
huyét tuong ting nhe. Y nghia lam sang ciia tuong tdc ndy, cling nhu voi cac statin khac, khong
duge biét 15 rang.

Acid Ursodeoxycholic dd duge chiing minh 1a 1am giam ndng d dinh trong huyét tuong
(Cmax) va AUC cna chét d6i khang canxi nitrendipine & nhiing ngudi tinh nguyén khée manh.
Nén theo doi chit ché két qua ciia vide st dung ddng thoi nitrendipine va acid ursodeoxycholic.
C6 thé cin phai ting liéu nitrendipine. Mt tuong tac lam giam téc dung diéu tri cia dapsone
cling d4 duge bdo cdo. Nhitng quan sat ndy, ciing vdi nhimg phat hién in vitro c6 thé 1a ddu
hiéu cho thay acid ursodeoxycholic ¢6 thé tao ra enzym cytochrome P450 3A. Tuy nhién, cam
ung khong c'hrgb quan sat thiy trong mat nghién ctru twong tac duge thiét ké tdt v4i budesonide,
mot chit nén cytochrome P450 3A di dugc biét dén. j o,
Estrogen va céc chét lam giam cholesterol trong méu nhu clofibrat lam ting bai ti &t cholesterol $ / 4
& gan, c6 thé kich thich hinh thanh s6i mat. Do d6, n6 c6 thé lam mél tic dung cuazs
ursodeoxycholic acid.

Tuwong ky cua thude

Do khéng c6 cac nghién ctu v¢ tinh tuong ky cia thudc, khong trén lan thude ndy voi cac
thuoe khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Ban chit va tin xuél clia cac bién cb bét loi 1a thUng tu nhau qua tat ca cac nhom.
Céc bién cb bt loi sau duoc bao cdo di xay ra voi tan suat 1a 5%.

Hoa tan s6i mit:

Toan than: Di Gng, dau nguc, mét moéi, nhiém virus.

11¢ tiéu hoa: Pau bung, viém tai mét, tdo bon, ticu chay, r6i loan tiéu hoa, day hoi, budn non,
non.

¢ théng co xwong: Pau khép, viém khép, dau lung, dau co.
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Hé than kinh: Dau dau, mat ngi

-~ -~ -{ -a l{ » A A i~ - . :\' 3 *
Hé ho hap: Viém phé quan, ho khan, viém hong hat, viém miii, viém xoang, nhiém tring dudng
ho hap trén.

Ha tiét niéu sinh dyc: Nhiém trung duong tiét niéu.

Phong ngira soi mat

Toan than: Mét méi, nhiém virus, céac triéu ching gibng cam.

Hé tiéu hoa: Pau bung, tdao bon, tiéu chay, dz}iy hoi, budn ndn, non.

Hé théng co xwong: Pau lung, dau co xuong khop.

Hé thin kinh: Chong mat, dau dau.

Hé ho hp: Vidm hong hat, viém xoang, nhiém tring duong hd hép trén.

Da va phan phy thuge ciia da: Rung téc timg mang.

He tiét niéu sinh duc: Pau bung kinh

Viém dwong mit nguyén phiit

Pau bung trén bén phai nghiém trong d& xay ra trong qua trinh didu tri viém dudng mat nguyén
phét.

Trong qué trinh diéu tri cc giai doan tién trién cta bénh viém dudng mat nguyén phat, tinh
trang Xo gan mét bl dd duoc quan sét thiy trong mét sb rét hiém truomg hop, tinh trang nay
thuyén giam mot phan sau khi ngiing diéu tri.

Khdc

Véi héa soi mdt 6 thé xay ra trong mot s6 truomg hop rét hiém.

Phén tmg qud man: Rat hiém khi n6i mé day.

Huéng dan xir tri ADR
Théng bio ngay cho bac s§ hodc duge s§ nhitng phan tmg c6 hai gap phai khi sir dyng thube.
11. QUA LIEU VA CACH XU TRi

Trong trudmg hop qua lidu c6 thé xay ra tidu chay. Noi chung, céc triéu chimg qua lidu khac
khé xay ra vi sy hdp thu axit ursodeoxycholic gidam khi tang lidu va do dé hrong axit nay duge
bai tiét nhidu hon qua phén.

Néu tidu chay xdy ra, nén giam liéu. Nén ngling diéu trj trong trudong hop tiéu chay kéo dai.
Khéng cén cé bién phap cu thé nao. Triéu chirng cta tidu chay cin duge diéu trj theo triéu
chimg bang céch phuc hdi can bang muée va dién giai.

Théng tin bé sung hodic quan thé dgc biél

Didu tri UDCA lidu cao, dai han (28-30 mg/kg/ngdy) cho bénh nhan bi viém duong mat xo
cig nguyén phat (stt dung ngoai nhin) c6 lign quan dén thn sudt xéy ra céc tic dung phy
nghiém trong cao hon.

12. PAC TINH DUQC LUC HQC

Nhém dwoe If: Ché phdm acid mat.

Mia ATC: AOSAA02

Ursodeoxycholic acid tre ché téng hop va bai tiét cholesterol & gan, va cling (e ché su hip thu
cholesterol & rudt. Na dudmng nhu ¢6 it tac dyng (e ché tong hop va bai tiét vio mét clia cac
acid mét ndi sinh, va duong nhu khéng anh huang dén bai tiét phospholipid vao mat.
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Vai lidu lap lai, néng do acid ursodeoxycholic mat dat dén trang thai 4n dinh trong khoang 3
tudn. Mic di khong hoa tan trong mdi trudng nude, cholesterol co thé duoc hoa tan theo it nhét
hai cach khac nhau khi co miit acid méat dihydroxy. Ngoai viéc hoa tan cholesterol & dang micel,
ursodeoxycholic acid hoat ddng theo mot co ché o rang la gdy ra su phén tan cholesterol dudi
dang tinh thé 1ong trong mdi trudmg nude. Do dé, ngay ca khi st dung lidu cao (vi dy, 15 dén
18 mg/kg/ngay) khong dan dén nbng d6 ursodeoxycholic acid cao hon 60% tbng lwong acid
mét, mét giau ursodeoxycholic acid hoa tan cholesterol mét céch higu qua. Tac dung tong thé
ctia ursodeoxycholic acid 14 lam ting ndng ¢4 ma tai d6 sy béo hoa cholesterol xay ra.

Céc hoat déng khac nhau cta ursodeoxycholic acid két hop dé thay @i mét clia nhitng bénh
nhén bi soi mat L két tha cholesterol thanh hda tan cholesterol, do dé dan dén mét c6 lgi cho
viée hoa tan soi cholesterol.

Sau khi nglmg diing ursodeoxycholic acid, ndng &6 acid mat trong méit giam theo cAp s6 nhén,
giam xudng khoang 5% dén 10% so v&i mire 6n dinh trong khodng 1 tudn.

Bénh xo nang

Tir céc béo cdo 1dm sang, kinh nghiém lau dai tir 10 ndm tré 1én da dat duge voi ligu phap
UDCA & bénh nhi méc chimg rdi loan gan mét lién quan dén xo nang (CFAHD). C6 bing
chimg cho thdy didu trj bang UDCA ¢6 thé (rc ché su ting sinh ctia dng mat, ¢6 thé ngan chin
su tién trién clia (dn thuong mé hoce va thim chi ddo nguoc nhitng thay ddi v& gan-mat, néu
diéu do xay ra & giai doan dau ctia CFAHD. Viée diéu tri bang UDCA nén dugc bat diu ngay
khi chin dodn CFAHD durgce thuc hién dé t6i wru héa hiéu qua didu tri.

13. PAC TINH DUQC DONG HQC S T
2 A . . g = - —

Khoang 90% liéu diéu tri cta ursodeoxycholic acid duge hép thu & rudt non sau khi uéng. Sau SONG T
khi hip thy, ursodeoxycholic acid di vao tinh mach cira va trai qua qué trinh trich xuét hi¢u qua YCEL“ *]’;‘:{
tir mAu tinh mach cira béi gan (nghfa la cé hidu tng “chuyén héa lan dau” 1ém), noi né duge jﬂ H(\ !
Jalka g

lién hop vai glycin hodc taurin va sau do dugc tiét vao dng mat gan. Ursodeoxycholic acid
trong mat tép trung trong tii mét va duge tdng xudt vao ta (ring trong mat thi mit qua nang va EEEE

dng din chung do co bop thi mat gdy ra boi phan Gng sinh 1y khi an. Chi mot luong nho
ursodeoxycholic acid xuat hién trong tun hoan chung va mot lugng vt nhé dugc bai tiét vao
nude tiéu. Céce vi tri tac dung diéu tri cta thude 1a trong gan, mét va 1ong rudt.

Ngoai sur lién hgp, ursodeoxycholic acid khong bi thay d6i hodc di hoa dang ké bai gan hosic
niém mac rudt. Mot ty 18 nho thudc ubng trai qua qua trinh phén hiy vi khuén theo timg chu
k¥ tuén hoan chia gan rudt. Ursodeoxycholic acid ¢6 thé vira bj oxi hoa vira bi khir & cacbon-7,
tao ra acid 7-keto-lithocholic hodc acid lithocholic. Hon nita, c6 mét s6 vi khuén khir lién hop.
acid glyco- v tauro- ursodeoxycholic trong ruét non. Ursodeoxycholic acid tu do, acid 7-keto-
lithocholic va acid lithocholic twong dbi khong hoa tan trong mdi trudng nude va ty 1€ 16n hon
cta cac hop chét nay bi mét tir rudt xa vao phén. Ursodeoxycholic acid tu do duge tai hép thu
s& duoc tai két hop bai gan. 80% acid lithocholic duge hinh thanh trong rudt non dugc bai iét
qua phén, nhung 20% dugc hép thu s& bi sulfat héa & nhom 3-hydroxyl trong gan thanh cac
lién hop lithocholyl tuong d6i khong hoa tan duge bai tiét vio mat va mat di theo phan. Acid
7-keto-lithocholic duge hép thu duge khir dac hiéu trong gan thanh chenodiol.

Acid lithocholic gay tén thuong gan do & mét va ¢o thé gay tir vong do suy gan & mot s6 loai
khéng thé tao lién hop sulfat. Acid lithocholic duge hinh thanh bing cach 7-dehydroxyl héa
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acid mat dihydroxy trong 1ong rudt. Phan tng 7-dehydroxyl héa duong nhu déc hi¢u voi alpha,
t(rc 13, chenodiol duoc 7-dehydroxyl héa hi¢u qua hon so voi ursodeoxycholic acid va i véi
liéu lugng bang nhau ctia ursodeoxycholic acid va chenodiol, mite d¢ acid lithocholic Xuét hign
trong mat thdp hon so véi trude ddy. Mac du ton thuong gan khong lién quan dén lidu phap
ursodeoxycholic acid, mot s6 bénh nhén c6 thé b thiéu hut sulfat bAm sinh hoéc méc phéi ¢o
thé bi tdn thuong gan do lithocholat.

Sau khi duing lidu 14p lai, n%mg dd axit ursodeoxycholic trong mét dat dén "trang thai 6n dinh"
sau khoang 3 tudn: tuy nhién, tong ndng do axit ursodeoxycholic khong bao gids cao hon khoang
60% tong ndng db axit mit trong mat du & liéu cao.

Sau khi nglrng didu tr bang axit ursodeoxycholic, nbng dd axit ursodeoxycholic trong mat
giam nhanh sau 1 tuén xudng con 5-10% ndng do & trang thai 6n dinh.

Thei gian ban hiy sinh hoe clia axit ursodeoxycholic la khoéng 3.5 dén 5.8 ngay.
14. QUY CACH PONG GOI:

Hop 2 vi x 10 vién.

15. PIEU KTEN BAO QUAN:

Noi khb rdo, tranh 4nh séng, & nhiét do khong qua 30°C

16. HAN DUNG:

36 thang k& tir ngay san xuét.

17. TIEU CHUAN CHAT LUQNG:

Tiéu chuén co s&

18. TEN, PIA CIIi, BIEU TUQNG (NEU CO) CUA CO SO SAN XUAT
Co s sén xuét thanh phdm:

SPECIAL PRODUCT’S LINE S.P.A
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