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Pentasa Suppositories Blister
Size: IEmmVibeIBmmH

Pentasa®
Suppositories 1g
Mesalazine
Ferring

Exp. date:
Mfg. date:
Batch No.:

Pentasa®
Suppositories 1g
Mesalazine
Ferring

Exp. date:
Mfg. date:
L Batch No.:

Manufacturer;
Pharbil Pharma GmbH,
Germany

Packager and batch release:
Ferring International
Center S.A., Switzerland

Product license holder
Ferring GmbH, Germany

Pentasa ®
Suppositories 1g
Mesalazine
Ferring

Exp. date:
Mfg. date:
Batch No.:

Pentasa*
Suppositories 1g
Mesalazine
Ferring
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Rx Thubc ban theo don
PENTASA®
Suppositories 1g

THANH PHAN
M&i vién dat chira 1 g mesalazine.
Ta dugc: Magnesi stearate, bdt talc, povidone, macrogol 6000.

DANG BAO CHE
Thudc dat

CHI PINH ‘
Thuoc dat PENTASA® ¢6 hiéu qua trong di€u tri bénh viém rudt man tinh.

LIEU LUGNG VA CACH DUNG
1 vién thuoc dat 1-2 lan/ngay.

HUONG DAN SU DUNG ,

1. Nén di tiéu trudce khi dat vién thuoc dat.

2. M¢ tii nhdm & chd c6 dau dé xé.

3. Dat vién thude dat vao true trang cho dén khi cam thdy co su khang lai néu c6 rdi
bién mét. _

4. Dé dé sir dung, c6 thé lam uét vién thude dit bang nudce hodc kem am.

5. Néu vién thube dit bi ddy ra ngoai trong vong 10 phut dau tién, c6 thé dat 1 vién
khac.

CHONG CHIPINH \ ,
Qua man voi mesalazine, bat ky thanh phan nao cua thuoc hoac vgisalicylate:

Suy gan va/hodc suy than nang.

CANH BAO VA THAN TRQNG DAC BIET KHI SU DUNG )
Poc ky hwéng din sir dung trwée khi dang. Néu cin thém thong tin, xin hdi y kién
bac si.

Thubc nay chi dung theo don ciia béc si.

Chi dung dwong true trang. Khong dwoc udng.

Cén than trong & nhimg bénh nhén diéu tri c6 di img sulphasalazine (do nguy co di img
voi cac salicylates)

Cin than trong khi diéu tri & nhitng bénh nhén suy chire ndng gan. Céc thong s6 chire
nang gan nhu ALT hoac AST nén duoc kiém tra truge khi va trong khi di€u tri, theo chi
dinh cua bac si diéu tri.

Thude khéng duge khuyén cdo str dung ¢ bénh nhén suy than. Chic nang than nén
dugc theo ddi thuong xuyén (nhu creatinine huyét thanh), dic biét trong giai doan déu
diéu tri. Nén nghi ngd doc tinh ddi voi than do mesalazine 0 nhimg bénh nhan c6 suy
chirc ning thén tién trién trong khi diéu tri. Nén tang tin sudt theo dai chuc nang than
khi ding ddng thoi cac thube da biét ¢ doc tinh voi than.

Hiém c6 bao cdo v€ cac phan img man cam trén tim (viém co tim, viém mang ngoai
tim) do mesalazine. Rat hi€ém bdo cdo v¢ roi loan t€ bao mau ndng do mesalazine. Nén



kiém tra sb luong té bao mau khac nhau truée va trong khi diu tri, theo chi dinh cua
Bic sT. Nhur da duogc néu 16 trong phén tuong tac v cac thube khéc va céc dang wrong
tac khdc, & nhimg bénh nhin dung déng thdi mesalazine voi cac thude khéac nhu
azathioprine, hodc 6-mercaptopurine hodc thioguanine ¢6 thé lam tang nguy co rbi loan
mau. Nén ngung diéu tri khi ¢6 nghi ngd hoiic ¢6 bang chirng vé cac phan tmg phu nay.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC
Phoi hop diéu tri PENTASA" vdi azathioprine, hodc 6- mercaplopurme hoac
thioguanine trong nhiéu nghién ciru dé cho thdy thn suat tac dong gdy e ché tay cao
hon va tuong tac dudng nhu ¢6 t6n tai, tuy nhién, co ché dang sau tuong tac nay chua
duogc biét day du. Khuyen cao nén theo doi thudong xuyén té bao bach ciu va lidu
thiopurine nén duge diéu chinh mét céch hop 1y.

KHA NANG SINH SAN, PHU NU CO THAI VA CHO CON BU
PENTASA" nén duge dung than trong trong khi mang thai va cho con bii va chi khi loi
ich mang lai cao hon nguy co ¢6 the xay ra theo ¥ kién cia Béc si.

Mesalazine duge biét di qua duoc hang rdo nhau thai va néng d6 trong huyét tuong day
rbn thdp hon nong d6 trong huyét trong chia me. Chét chuyen héa acetyl-mesalazine
duge nhén thdy co cung ndng do trong huyét tuong diy rén voi huyét tuong ngudd me.
Chua co tac dong gdy quai thai nao dugc bao cdo qua nhiéu nghién cfru quan sdt va
chura ¢é bang chung cho thy c6 nguy co khi st dung & ngud. Cac bénh ve mau (giam
toan thé huyét ciu, giam bach cau, giam tiéu cdu, thiéu mau) déd dugc bao cao ¢ nhimg
tré so sinh clia nhimg ngudi me dang duge didu trj bang thuéc PENTASA".

Mesalazine duge tiét vao sita me. Nong d6 mesalazine trong sita me thap hon trong
mau, trong khi chit chuyén héa acetyl mesalazine duomg nhu ¢6 nf)ng d6 tuong tr hoac
cao hon. Cac nghién ciru duge kiém soat khi dung PENTASA® & phu nir dang trong
giai doan cho con bu chua duge thiét lap. Khéng thé loai trir cac phan tmg qua mén
gidng tiéu chay & tré¢ em.

TAC PONG TREN KHA NANG LAI XE VA VAN HANHMAY MOC
Diéu tri bang PENTASA® khéng anh huong dén kha nang 1ai xe vgj van,hﬁnh may moc.

TAC DUNG KHONG MONG MUON

Cac phan dng phu thuong gip nhét da duoc ghi nhfin trong cac thu nghi¢m lam sang 1a
tiéu chay, bubn nén, dau bung, nhirc dau nén va n01 ban.

Thinh thoang ¢6 thé ¢ phan (mg qua man cam va sét do thude.

Sau khi ding duorng trure trang, ¢ thé xay ra cac phan img tai chd nhu ngira, khoé chiu &
trye trang va muon di tiéu.

Tan sut cac tac dung phu, dua trén cic thu nghiém ldm sang va bao cao tir su theo dbi
hiu maii:

Phan loai co |Thuwong gip |Hiém gap Rit  hiém gap (Chwa dwgce ghi
quan theo ((1-10%) (0.01- (<0.01%) nhéan
MedDRA 0.1%)




Ro6i loan mau

Tang bach cdu ua

va hé bach eosin (la mdt phin
huyét cua phan tmg di tng),
thiéu mau, thiéu mau
bat san, giam bach
cAu (bao gbm giam
bach cau hat va bach
cdu trung tinh), giam
tidu cdu, mit bach
cAu hat, giam toan thé
huyét cau.
R6i loan hé Phan ting qua min
mién dich
R6i loan hé [Nhirc diu Bénh than kinh ngoai
thin kinh bién
Réi loan tim Viém co
tim*-  va
viém
mang
ngoai
tim*
Réi loan hé ho Céc phan tmg dj (mg
hap, [ong va xo hoéa phdi (bao
nguc va trung gom kho thé, ho,
thit viém phé nang di
(g, ting bach cfu ua
eosin ¢ phf‘)%
phéi mo k|
nhiém phdi, = viém
phoi)
R&i logn tidu |Tiéu chay, |Tang
hoa dau  bung, [amylase,
budn  nén, |viém tuy*
non
R&i loan gan- Tang men  gan,
mat bilirubin, nhiém déc
gan (bao gbm viém
gan®, X0 gan, suy
gan)
Réi loan da va |Phat ban Rung toc
mé dudida  |(bao gdm nbi
mé dai, phat

héng ban)




R6i loan co
xuong, mo
lien két wva
Xuong

Pau co, dau khop,
phén mg giong lupus
ban do

R61 loan thin
va dudng tiéu

Suy giam chire nang
thin (bao gobm viém

thin mé k&*, hai
chimg than hu, suy
than) déi mau nude
tiéu

R4i loan toan Sot
than va cac rdi
loan tai chd
dung thude

(*) chua rd co ché cha viém co tim va viém mang ngoai tim, viém tuy, viém thin va
viém gan do mesalazine, nhung ¢6 thé ¢é nguodn goc di tng.

Piéu quan trong can chu y la mot so rdi loan nay ciing ¢6 thé 13 do chinh bénh viém
rugt.

Théng bao cho bic si nhimg tic dung khéng mong muén gip phai khi sir dung
thudc.

QUALIEU
Kiém sodt qua lidu & nguoi:
Biéu tri triéu chimg ¢ bénh vién. Theo d&i chit ché chirc ndng than.

DUQC LUC HOC
Nhom duge 1y diéu tri: Nhom khang viém dudmg rudt (A07 EC02)

Co ché hoat dong va tac dung duge luce hgc: Mesalazine duge b _‘dén 1a thanh phan
hoat tinh cua sulfasalazine, chat dugc dung dé diéu trj viém lokt/ldai }rﬁﬁg va bénh
Crohn, —

Dura trén cac két qua lam sang, gia tri diéu tri clia mesalazine sau khi diing dudng truc
trang dudng nhu 1a do tic dung tai chd trén cac moé rudt bi viém hon la tic dung toan
than. O bénh nhén bi bénh viém rudt c¢6 cac biéu hién nhur tang sur di cu cua bach cau,
san sinh cytokine bat thudmng, ting sinh chat chuyén hoa acid arachidonic, dac biét
leukotriene B4 va tang hinh thanh cac géc tr do ¢ mé rudt bi viém. Mesalazine ¢é tac
dung duge 1y in vitro va in vivo (e ché héa img dbng bach ciu, giam san xudt cytokine
va leucotriene, va loai bo cac géc tu do. Hién nay vén chua biét duge co ché thue hién
vai trd nay trong tac dung 1am sang cia mesalazine.

DUQC PONG HQC

Pic tinh chung ciia hoat chat

Tinh sin sang phan bd tai chd: Tac dung didu tri cia mesalazine rit ¢6 thé phu thude
vao su tiép xiic tai chd cla thube vdi ving niém mac rudt bi bénh

PENTASA® vién thudc dat duge nghién ctu bao ché cho néng d6 mesalazine cao ¢
phin xa ctia dudng rudt va su hdp thu todn than thip. Vién thude dat phit khip truc
trang.
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Bién d6i sinh hoc: Mesalazine dugc chuyén hoa thanh N-acetyl-mesalazine (acetyl-
mesalazine) trudc khi vao tudn hoan chung tai niém mac rudt va khi vao tudn hoan
chung & gan. Mot s6 phan ung acetyl hoa ciing dugc thuc hién boi tac dong cua céc vi
khuén tai két trang. Su acetyl héa duong nhu khong phu thude vao kiéu hinh acetylator
cua bénh nhéan.

Acetyl-mesalazine dugc cho 1a khong c6 hoat tinh 1am sang, nhung diéu nay vén con
phai dugc xac nhén.

Hép thu: Su hép thu sau khi ding dudng truc trang thdp, nhung phu thudc vao liéu
dung, cong thire va mic d lan rng cua thude. Duc trén cac dir liéu tim duge ¢ nude
tiéu cua nhimg ngudi tinh nguyén khoe manh & trang thi 6n dinh dugc cho dung 1 lidu
2g/ngay (1g x 2), khoang 10% liéu dung dugc hip thu sau khi sir dung vién thuédc dit.

Phéan bd: Su két hop véi protein ctia mesalazine khoang 50% va cua acetyl-mesalazine
khoang 80%.

Thai trir: Thoi gian ban thai huyét trong ctia mesalazine tinh khiét khoang 40 phut va
d6i voi acetyl- mesalazine khoang 70 phit. Mesalazine va acetyl-mesalazine déu dugc
thai trlr qua nuéc tiéu va phan. Chat bai tiét trong nudc tiéu chu yéu 1a acetyl-
mesalazine.

TUONG KY
Chua dugc ghi nhén.

HAN DUNG ,
36 thang ké tir ngay san xuat.

BAO QUAN ' , -
Bao quan noi kho rdo dudi 30°C trong bao bi goc vi thuoc 01 anh-sang.
Pé thude xa tAm tay va tim nhin ciia tré em.

Khéng ding thudc qua han sir dung da ghi trén bao bi.

QUY CACH PONG GOI _
Hop chira 4 vi x 7 vién thudc dat dugc dong trong céc vi nhom képf

NHA SAN XUAT
Pharbil Pharma GmbH
Reichenberger Str. 43,
33605 Bielefeld,
Germany

NHA PONG GOI VA XUAT XUONG
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