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Ry - Thude nay chi ding theo don thude

ANTIGALL 300 TABLET
Doc ky huéng dén ste dung trude khi dimg
Dé xa tam tay tré em

1. THANH PHAN CONG THUC THUOC

M&i vién nén bao phim chira:

Thanh phin hoat chit:

Acid ursodeoxycholic ............oce. 300 mg.

Thanh phan té duoc:

Maize Starch, Povidone (K 30), Sodium Lauryl Sulfate, Colloidal Silicon Dioxide (200), Magnesium
Stearate, Opadry II 85G51286 Green (thanh phan: Polyviny! alcohol-part. Hydrolyzed, talc, titanium
dioxide, macrogol/PEG, lecithin, FD&C blue #2/Indigo carmine aluminum lake, quinoline yellow
aluminum lake)

2. DANG BAO CHE
Vién nén bao phim.
M0 ta dang bao ché: Vién nén bao phim hinh thuén dai mau xanh 14 ciy nhat.

3. CHI PINH :
Acid ursodeoxycholic duoc chi dinh trong difu tri xo gan (r mat nguyén phét (PBC) va lam tan céc
s61 mét thau xa ¢ nhiing bénh nhéan c6 tii mat hoat déng.

Sai cholesterol ¢6 phu canxi hodc soi bao gf‘)ln céc sic t& mat khéng dugc acid ursodeoxycholic lam
tan. acid ursodeoxycholic cé mét vj tri ddc biét trong viéc diéu trj & cAc bénh nhén cd séi nhung bi
chéng chi dinh phau thuat.

Tr¢ em
R6i loan gan mat lién quan dén xo nang (CF) & tré em tir 6 tubi dén dudi 18 tudi,

4. LIEU DUNG, CACH DUNG

Liéu diing

Xo gan 0 mét nguyén phat

Nguwroi 16m va nguedi cao tuéi: 10 - 15mg/kg/ngay chia lam 2-4 lan.
Tré em: Liéu ding can dugc didu chinh theo trong lugng co thé,

Lam tan s6i mét

Ngueoi 1ém va Nguoi cao tuoi:

Liéu thong thudng 12 6 - 12mg/kg/ngdy, ding mdt lan vao ban dém hodc chia 1am nhiéu 1in. Liéu co
thé duoc tang lén 15mg/kg/ngay ¢ bénh nhéan béo phi, néu cin thiét.

Thoi gian digu tri co thé [én dén hai nam, thy thude vao kich thude cilia (cic) vién sdi va nén duge
tiép tuc trong ba thang sau khi (cac) vién soi tan ra rd rang.

Tré em: Liéu ding cén duoc diéu chinh theo trong luong co thé.

Tré em
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Tré em bi xo nang tir 6 tudi dén dwdi 18 tudi: 20 mg/kg/ngay chia 2-3 1an, c6 thé ting lidu dén 30
mg/kg/ngay néu can.

Cich diing
Thubc ding dudng ubng véi nude.

5. CHONG CHI PINH

Acid ursodeoxycholic chéng chi dinh sir dung cho nhiing bénh nhan:

1. ¢ s01 mét voi hoa duc dai,

2. ¢ tinh trang viém cép tinh cia tGi mat hodc dwdng mét.

3. bi tAc dwdng mat (tic émg mét chi hoiic mét 6ng nang)

4. ¢6 cdc dgt dau bung mat thudng xuyén

5. ¢0 kha nang co bap cua tii méat bi suy giam

6. qua man véi acid mat hodc bét k¥ ta duoe ndo cia cong thic

7. phy nit o thai hodic dang cho con bii, hoic phu nit ¢6 thé mang thai.

8. bi bénh gan mén tinh, loét da day ta trang hoic nhitng ngudi bi bénh viém rudt non va rudt két.

Tré em
Phiu thudt cit 1dng rudt khéng thanh céng hoic khéng khéi phuc dwgc dong chay ctia mét t6t & tré
em bi thiéu san dudng mét.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Trong 3 thang dau didu trj, cdc thong sb chitc nang gan AST (SGOT), ALT (SGPT) va y-GT nén
dugc bac sT theo ddi 4 tudn mét 14n, sau d6 cir 3 thang mot lan. Ngoai viée cho phép xéc dinh c6 dap
ling hay khong dép img & bénh nhén dang duge diéu tri xo gan & méat nguyén phét, viéc theo dai nay
ciing cho phép phat hién som kha nang suy gan, ddc biét & nhiing bénh nhin xo gan r mat nguyén
phat giai doan nang.

Khi duoc sir dung dé Jam tan soi mat cholesterol:;

Pé danh gid tién trinh didu tri va phat hién kip thoi bit ky su v6i héa ndo ctia s6i mat, tuy thude vio
kich thuée s6i, nén chyp hinh anh tong quan tii mat (chyup ti mat qua dudng mi¢ng) va chyp hinh
anh tai mét bi thc & tu thé ding va nam ngira (siéu am kiém soat) 6-10 thang sau khi bit dau diéu tri.

Khéng nén st dung acid ursodeoxycholic trong trudmg hop: néu khong thé nhin thay tai mat trén hinh
anh X-quang, hodc trong truong hop soi mat voi hoa, suy giam sire co bép cua tii mat hoac thuong
xuyén bj dau quan mat.

Khi duoc sir dung dé didu tri xo gan {t mit nguyén phat giai doan tién trién:

Trong mét s6 rit hiém trudng hop xo gan mét bl di dugc quan sat thiy, bénh nay s& thoai trién mot
phén sau khi ngimg diéu trj.

Néu bi tiéu chay, phdi-giam liéu va trong truomg hop tiéu chay kéo dai, nén nging diéu tri.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
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Phu nit ¢6 thai

Khéng ¢6 dir liéu ddy dd vé viéc str dung acid ursodeoxycholic, dic biét 13 trong ba thang du cua
thai Ly Céc nghién cliu trén dong vat di cung cip bing chitng vé tic dung gy quai thai trong giai
doan diu cua thai ky. Khéng duoc sir dung acid ursndeoxychohc trong thoi ky mang thai. Nén ngimg
diéu tri ngay lap tirc néu c6 thai va nhi béc si tur van.

Phu ni ¢6 kha nang mang thai

Phu nit ¢6 kha nang mang thai chi nén dugc diéu tri néu ho dang sir dung cac bién phép tranh thai
déng tin cdy: céc bién phip trdnh thai khong chira hormone hogc estrogen thap duoc khuyén khich.
Tuy nhién, & nhitng bénh nhan dang dung acid msadeoxychohc dé lam tan s6i mét, nén sir dung bién
phap tranh thai khéng noi tiét, vi thude tranh thai n6i tiét co thé Jam ting soi mét. Phai loai trir kha
nang co thai trude khi bit dau didu tr.

Phu nif cho con bu
Ngudi ta khéng biét ligu acid ursodeoxycholic ¢6 di vao sita me hay khéng. Vi vdy, khong nén dung
acid ursodeoxycholic trong thoi ky cho con bi. Néu cin diéu tri bang acid ursodeoxycholic, phai
nging cho con bi.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thudc khéng dnh hudng hodc dnh hudng khong dang ké Ién kha nang l4i xe, van hanh may méc.

9. TUONG TAC, TUONG KY CUA THUOC

Tuong téc cia thube

Khéng nén ding déng thai acid ursodeoxycholic vai colestyramine, colestipol hodc thue khang acid
¢0 chira nhom hydroxit va/hode khoang smectite (nhom oxit), vi nhiing ché pham nay lién két véi
acid ursodeoxycholic trong rudt va do do e Chf: Sy hap thu va hiéu qua ciia n6. Néu viéc sir dung ché
phim ¢6 chira mot trong nhimg chét nay la can thiét, thi phai ding it nhit 2 gir trde hodic sau khi
dung acid ursodeoxycholic.

Acid ursedeoxycholic ¢6 thé lam ting hap thu CICIOSle’m tur ruot Do d6, o nhimg bénh nhén dang
diéu trj b’{mg ciclosporin, bic si phai kiém tra ndong do chat nay trong mau va diéu chinh liéu
ciclosporin néu can.

Trong mét s6 trudng hop cd biét, acid ursodeoxycholic ¢6 thé 1am gidm sur hip thu ciia ciprofloxacin.

Acid ursodeoxycholic di duge chimg minh 14 lam giém ndng d6 dinh trong huyét tuong (Cmax) va
dién tich dudi duong cong (AUC) cta nitrendipine d6i khéng canxi. Tuong tic lam gidm tic dung
diéu tri ciia dapsone ciing d duoc bo c4o. Nhimg quan sdt ndy ciing véi nhitg phat hién in virro ¢é
thé chi ra kha ning acid ursodeoxycholic cam tmg enzym cytochrom P450 3A. Tuy nhién, cac thir
nghiém 1dm sang c6 kiém soat dé chi ra ring acid ursodeoxycholic khong cé tac dung cam img lién
quan dén cac enzym cytochrom P450 3A.

Uéng thudc tranh thai, Estrogen va thude 1am giam cholesterol trong mau nhu clofibrate c6 thé lam
tang soi mat, déi ]\héng téc dung véi acid ursodeoxycholic duoe sir dung dé lam tan s6i mat.
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Tuong ky ciia thude ) )
Do khong ¢6 céc nghién ciiu vé tinh twong ky ciia thuée, khéng trén lan thuéc nay véi cac thube
khic.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Nhiing tc dung khéng mong mudn sau diy dugc sip xép theo hé thong ciia co thé va mirc do tin
suat: Rat thudng gap (= 1/10); thudmg gip (> 1/100 dén < 1/10); it gép (= 1/1.000 dén < 1/100); hiém
gap (= 1/10.000 dén < 1/1.000); rat hiém gap (< 1/10.000), khéng rd (khong thé wée tinh tir dir lidu
hién ca).

Réi loan tiéu héa:

Trong c4c thir nghiém lam sang, cac bao cdo v& phan nhio holc tiéu chay khi diéu trj bing acid
ursodeoxycholic 1a phd bién.

Rét hiém khi xay ra con dau dir di ving bung trén bén phai trong qud trinh diéu tri xo gan r mét
nguyén phat.

Acid ursodeoxycholic ¢6 thé gdy budn nén v ndén. Tan suat ciia nhing phén tng nay khong duge
biét.

Réi loan gan mdt:

Trong qué trinh diéu tri bing acid ursodeoxycholic, sur vai hda cia soi mét cé thé xay ra trong mét
sb trudmg hop rat hiém khién chiing khong thé bi hoa tan bang liéu phap acid mat va dan dén mét s6
bénh nhan phai phau thuat.

Trong qua trinh diéu tri cdc giai doan tién trién cla xo gan & mat nguyén phét, trong mét sb rét hiém
trromg hop xo gan mat bit @3 duoe quan sat thiy, bénh nay s& thodi lui mét phin sau khi ngimg didu
tri.

Réi loan da va da dwdi da:
Rat hiém khi may day c¢o thé xay ra. ) )
Acid ursodeoxycholic ¢é thé gay ngira. Tan suét ciia phan tmg nay khéng duge biét,

Hudng din cach xir tri ADR )
Thong bdo ngay cho bac si hodc dirge si nhitng phan img cd hai gap phai khi sir dung thudc.

11. QUA LIEU VA CACH XU TRi

Qui ligu

Tiéu chay c6 thé xdy ra trong trudng hop ding qué liéu. N6i chung, cac triéu chimg khéac cua qua
lidu khé xay ra vi su hip thu cua acid ursodeoxycholic giam khi ting lidu va do d6 sé& thai ra ngoai
theo phén nhiéu hon.

Céch x1r tri khi diing thube qua lidu

Néu bénh nhén bj tiéu chay, nén giam liéu, va nén ngirng didu tri trong trudmg hop tiéu chiy dai ding.
Khong cén bién phap diéu trj cy thé. Bénh nhan tiéu chay nén dwoc diéu tri triéu chimg bing cach
phuc hdi ¢an bang nudc va dién giai.

12. PAC TINH DUQC LUC HQC
Nhom duge 1y: ché pham acid mat, ma ATC: ADSAAD2
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Acid mat 12 mét trong nhiing Thanh phén quan trong nhét ciia mét va déng mot vai tro trong vige kich
thich bai tiét mat. Acid mat cling rat quan trgng de giit cholesterol trong mét & dang long. O mot ngudi
khoe manh, ty 18 gitta ndng do cholesterol va acid mét trong mét s& & mirc vira phai dé duy tri cholesterol
trong mit & dang long. Trong trudng hop nay, khng 6 soi mét ndo c6 thé hinh thanh (mét khong gy
s6i). O nhiing bénh nhan ¢é séi cholesterol trong mét, ty 1¢ nay bi thay ddi va mét qua bdo hoa vai
cholesterol (mat gay soi). Piéu nay cé thé gdy ra su két thia c4c tinh thé cholesterol va hinh thanh soi mat
sau mdt thoi gian.

Acid ursodeoxycholic chuyén doi mét gly soi thanh mat khong géy soi va dén dén lim tan s6i mét
cholesterol.

(C4c nghién ctru vé anh hudng clia acid ursodeoxycholic dbi véi sir &t mat & bénh nhan suy giam din hru
maét va trén cac tricu chimg 1am sang & bénh nhén xo gan i mat nguyén phat (PBC) va xo nang (CF) cho
thy céc triéu chimg ( méat trong méu (duge do bing gié trj tang clia phosphatase kiém (AF), gamma-GT
v bilirubin) va ngira giam nhanh chéng, ddng thdi sy mét moi cling giam & phan 16n bénh nhan. Hon
nita, cdc nghién ctiu cling cho thay tac dung tich cuc ciia acid ursodeoxycholic & tré em va bénh nhan xo
nang thanh nién bi rdi loan gan mét nhe dén trung binh.

Tre em

Bénh xo nang

Tir céc bdo céo lam sang, kinh nghiém lau dai tir 10 ndm tr& lén da thu dugc voi ligu phap acid
ursodeoxycholic ¢ bénh nhi méic chimg réi loan gan mét lién quan dén X0'nang (CFAHD), c6 bang chimg
cho thiy diéu tri bing acid ursodeoxycholic ¢6 thé dic ché sy ting sinh ng mat, c6 thé ngan chiin sir tién
trién coa tén | thuong mé hoc va thim chi dédo ngugc cace thay ddi gan-mét, néu né xdy ra & giai doan dau
cua chimg rdi loan gan mat lién quan dén xo nang. Dé tdi uu héa hiéu qua cuia vie diu 11'1 viée diéu tri
bing acid ursodeoxycholic nén duge bat ddu ngay sau khi thuc hién chdn doén chimg rdi loan gan mat
lién quan dén xo nang.

13. DPAC TINH DUQC PONG HOC
Khoang 90% lidu diéu trj cuia acid ursodeoxycholic duoc hép thu nhanh chéng & rudt non sau khi
uong.

Sau khi hdp thu, acid ursodeoxycholic duoe hip thu trong gan (bi chuyen hoa lan ddu qua gan dang
k&), noi né dugc lién hap véi glycine hodc taurine va sau d6 duoc tiét vao dng mat Chi mdt phén
nhé acid ursodeoxycholic duge tim thy trong hé tudn hoan. Chét nay duoc bai tiét qua than. Ngoai
trir sy lién hop, acid ursodeoxycholic khong duge chuyén héa. Tuy nhién, mét phin nho acid
ursodeoxycholic diing dudng udng bi phan hly béi vi khuan thanh acid 7-keto-lithocholic v acid
lithocholic sau mdi 1an tudn hoan ruét, ddng thoi qué trinh khir lién hop ctia vi khuén cling dién ra &
td trang. Acid ursodeoxycholic, acid 7-keto-lithocholic va acid lithocholic trong dbi kém hoa tan
trong nude, do dé mot phan 1ém duge bai tiét qua mat vao phan. Acid ursodeoxycholic tai hip thu lai
duoc lién hop tai gan; 80% acid lithocholic dwgc hinh thanh trong ta trang duge bai tiét qua phan,
nhung 20% con lai dugce gan sulfat héa thanh cac chét lién hop lithocholyl khéng hoa tan sau khi hip
thu, lan lugt duge thai ra ngodi qua mat va phén.

Acid 7-keto-lithocholic duore tai hip thu bi khir thanh acid chenodeoxycholic trong gan.
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Acid lithocholic c6 thé gy tén thuong gan do 1 mét, khi gan khéng thé sulphat héa acid lithocholic.
M3e du khi nang sulphat hoa acid lithocholic trong gan giam duge tim thiy & mot s6 bénh nhan,
nhung hién tai van chua 6 bang chimg ldm sang nao cho thiy tén thuong gan do (t mat c6 thé lién
quan dén ligu phap sir dung acid ursodeoxycholic.

Sau khi ding liéu 1dp lai, nong @ acid ursodeoxycholic trong mat dat "trang théi 6n dinh" sau khoang
3 tudn: tuy nhién, t6ng nong d6 cua acid ursodeoxycholic khéng bao gid cao hon khoang 60% tong
nong dé coa acid mat trong mat: cling & liéu cao.

Sau khi ngimg diéu fri béng acid ursodeoxycholic, ndng do cia acid ursodeoxycholic trong mét giam
nhanh chéng sau | tufn xubéng con 5-10% nodng do & "trang thai 6n dinh",

Thoi gian ban thai sinh hoc ciia acid ursodeoxycholic khoang 3,5 dén 5.8 ngay.

14. QUY CACH PONG GOI
Hop 2 vi x 10 vién.

15. PIEU KIEN BAO QUAN
Bao quan trong bao bi kin, & nhiét d8 dudi 30°C.

16. HAN DUNG ,
24 thang ké tir ngay san xuat.

17. TIEU CHUAN CHAT LUONG
BP

18. TEN, PIA CHI CUA CO SO SAN XUAT
Co sér san xuat: Incepta Pharmaceuticals Ltd.
Dia chi: Dewan Idris Road, Bara Rangamatia, Zirabo, Ashulia, Savar, Dhaka-1341, Bangladesh.



