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Tai liéu théng tin thude |

HUONG DAN SU DUNG
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Q) Nén di tiéu trudc khi dung thudc thut tryc trang.
@) Théo bd tli nhém ngodi chai thudce, 1ac ky lo nhya ngay trudce khi dung (hinh 1).
® Phd v3 ndp bit xodn b&ng cdch xoay voi phun theo chiéu kim ddng hd mét vong (voi phun & ciing mét hudng

nhu trudc khi quay) (hinh 2).

@ Cho tay clia ban vao trong bao nhya di kém trong géi (ninh 3).

o

Gil lo thudc nhu trong hinh (hinh 4).

Q) Pé thut tryc trang, n&dm nghiéng vé bén trdi, chdn trdi dudi thdng va chan phai co 1én dé gil thang bang. Can
thén dua déu lo vao trong fryc trang. Duy tri dU dp Iuc ban tay trong khi bop thudc. Bép thudc trong t&i ta 30
- 40 gidy (hinh 5).

O Khi lo thuéc da hét, rat dau lo ra trong khi van con bdp lo thudce.

® Thudc thut dudce git trong rudt. Gil nguyén tu thé trén trong 5-10 phdt hodc cho dén khi kich thich bién mat
(hinh 6).

Q) Cudn bao tay Ién lo thudc da hét (hinh 7). Vit bd nd va rlta sach tay.

- Tai liéu théng tin gdm 2 trang. Théng tin chi tiét vé& sén phdm xin xem tai trang 2.

- 58 gidy xac nhan ndi dung théng tin thudc cla Bd Y T&:
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Tdi liéu théng tin thudc

rTHONG TIN KE 1
PENTASA®1g .

Ho6n dich thut trwe trang 1g/100ml

THANH PHAN

M&i hén dich thut tryc trang chita 1g mesalazine
T& dugce: Dinatri edetat, natri metabisulphite, natri acetat, acid hydrochloric, nudce tinh khiét.

DANG BAO CHE

Hon dich fhuT fryc frang
CHi DINH DIEU TRI
Pem‘osc@ 1 g dugc st dung dé diéu tri viem loét dai trang & ving tryc trang va dai frang xich ma & ngudi 18n.

LItV LUGNG VA CACH DUNG

Pudng dung: Chi dling dudng tryc trang.

Thyt trye trang 1 1&n vao budi 6 e di ngu.

Xem huéng dén céch ding & trang 1 cla tai liéu nay.

CHONG CHi DINH
Qud man cadm vdi mesalazine, salicylate vé cac thanh phdn khéac cla thude. Suy gan hay suy than nang.
CANH BAO VA THAN TRONG DAC BIET KHI SU DUNG
Ca&n than trong khi didu tri cho bénh nhan di ing véi sulpasalazine (nguy g dj Ung véi salicylates).Phai than trong trong sudt thai gian diéu
tri (v& nguy cd dj Ung vdi salicylate).
Can than trong & nhing bénh nhan bi suy chidc nang gan. Cac théng s& vé chdc nang gan nhu ALT hodc AST cén dudc danh gid trudc
va trong khi didu tri véi sy gidm sat clia bace sy. ThuSe ndy khong duge khuyén dang & bénh nhan bi suy thén. Can theo ddi déu dan chic
nang than (fuo I& ndng doé creatinine huyé&t Thonh) ddac biét trong giai doan ddu diéu tri. Mesalazine gdy doc tinh d&i véi than & nhidng
bénh nhan bi r8i loan chiic nang than dang tién trién. DUng ddng thdi vai cac thudc gay doc tinh thdn da biét khac ¢o thé 1am tang nguy
cd cdac phdn Ung & than.
Hiém cé céc béo cdo vé phdn Ung qud man cla tim (viém ca tim va viém mang ngodi tim). Logn tao méu nghiém trong do mesalazine
da dugc ghi nhan trong nhing trudng hap rdt hiém Nén lam xét nghiém mau dé dém huyét cdu tfrude va tfrong khi diéu tri vai sy giam sat
cla béc sy. Nhu da dé cép trong phdn Tudng téc véi cdc thude khdc va cdc dang fuong téc khéc, diéu tri ddng thai véi mesalazine c6
thé lam tang nguy ca loan tao mau & nhiing bénh nhan dang dung azathioprine hay é6-mercaptopurine. Phdi ngiing diéu tri ngay Iap tic
khi cé sy nghl ngd hoy cé bang chung vé cac phdn Ung cé hai trén.
PHU NU CO THAI VA CHO CON BU
PENTASA® nén dugc dung than trong trong khi mang thai va cho con bu va chi khi Igi ich mang lai cao hon nguy ¢ cé thé xdy ra theo v
kién clia Bac .
Mesalazine dudc biét di qua dude hang réo nhau thai va ndng dd frong huyét tusng day rén thdp hon ndng dé trong huyét tuong clia
me. Chua ¢6 tac déng gdy quéi thai ndo dugce béo cdo qua nhidu nghién clu quan sat va chua ¢é bang ching cho thdy c6 nguy co
khi s dung & ngudi. Cac bénh v& mau (giam toan thé huyét cdu, gidm bach céu, gidm tiéu cdu, thi€u mau) da duge bdo céo & nhing
1ré& sa sinh clia nhiing Ngudi me dang dudc diéu tri bang thuSc PENTASAS,

Mesalazine dugc tiét vao sda me. Cac nghién clu duqo kiém sodt khi diing PENTASA® & phu ni dang trong giai doan cho con bu
duge thiét Iap. Khong thé logi tri cac phén ang qua man giéng tiéu chay & tré em.
TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC: SHONG
Piéu tri b&ng PENTASA® khdng dnh hudng dén khd nang 1di xe va van hanh méay méc. | DIEN
TUONG TAC VGI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC

Ph&i hap diéu tri PENTASA® v3i azathioprine, hodc 6-mercaptopurine hodc thioguanine frong nhiéu nghién clu da cho thdy t&?g @
dong gay Uc ché tly cao hon va tusng tac dudng nhu 6 t6n tai. Tuy nhién, co ché d&ng sau tuong tac ndy chua duge b qay
Khuyen cdo nén theo ddi ‘rhuong xuyén t& bdo bach cdu va liéu thiopurine nén dugc diéu chinh mdt cach hap ly.
TAC DUNG KHONG MONG MUON

Thudng gdp (1 dén 10%): Nhic ddu, tiéu chay, dau bung, budn nén, Nén, phdat ban (bao gdm ndi mé dai, ndi hdng ban). Hiém gap (0.0
dén 0,1%): viém cd tim, viém mang ngodi tim, viém fuy, tang amylase.
RAt him gap (<0,01%): Tang bach cdu ua eosin (I& mat phdn clia phdn Ung di tng), thiu mau, thi€u mau bdt sén, gidm bach cdu (bao
gdm gidm bach céu hat va bach cdu trung tinh), gidm tiéu cdu, mat bach cdu hat, gidm toan thd huyét cdu. Bénh than kinh ngogi bién,
cdc phdn Ung di tng va xo héa phdi (oao gdm khé thd, ho, viém phé nang di tng, t&ng bach céu ua eosin 3 phdi, bénh phdi mé k&, tham
nhiém phdi, viém phdi. Tang men gan, bilirubin, nhiém déc gan (bao gdm viém gan, xa gan, suy gan). Rung téc. Bau ca, dau khdp, phdn
(ng gidng lupus ban dd. Suy gidm chic nang than (bao gdm viém than mé k&, hdi chdng than hu, suy thén) adi mau nudc tiéu. Chua
dugc ghi nhan: Phan dng quéa man, sét
SAN XUAT BOI:
Ferring-Lé iva, a.s.,
K Rybniku 47, 252 42 Jesenice u Prahy,
Cbng hoa Séc
Nha Nhdap khdu:
Cong ty TNHH MTV Vimedimex Binh Ducng
18 L1-2 VSIP Il, dudng s6 3, KCN Viét Nam - Singapore 2
TP. Th& D&u Mét, Tinh Binh Duang
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