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‘Thube niy chi ding theo don cia bic s§ ,gs

Poc k§ hudng din sir dyng trude khi dimg. Néu cin thém théng tin, xin hai ¥ kién bic sy

Pylokit

(Vién nang Lansoprazol, vién nén tinidazol, vién nén Clarithromyein)

THANH PHAN
MG kit (i két hop) o6 chira :
2 vién nang lansoprazol, 2 vién nén tinidazol va 2 vién nén clarithromycin

Miéi vién nang Lanseprazol c6 chira :

Lansoprazol USP.................30 mg {dang hat nhd bao tan trong rudt )

Tid chege: Povidon (PVP K-30), hydroxy propyl cellulose (HPC-LM), polysorbat 80 (Tween
#0), tinh bt ngd, talc tinh khiét, hat trer (850 micron), magnesi carbonat nhe, dwimg (dirge
dung), hydroxy propyl methyl cellulose (HPMC 6 cps), Eudragit L100 - 35, titan dioxid,
polyethylen glycol 6000 (Macrogol) PEG 6000, silica colloidal khan, natri hydroxid.

M vién nén baa phim tinidazol ed chiva @

Tinidazol BP ... ... .. o0 ve v 500 mg

Td dwre: Cellulose vi tinh thé | croscarmellose natri {Ac-di-sol), tinh bt ngd, povidon (PVP
K-30), magnesi stcarat, natr lauryl sulphat, colloidal silica khan (Aerosil), hypromellose
(HPMC E-15), tale tinh khiét, titan dioxid, propylen glycol, quinolin ving,

Ml vién nén bao phim elarithromyein cé chira : ‘Jk
Clarithromycin USP................ 250 mg

Td duwwe: Cellulose vi tinh thé, povidon (PVP K-30), croscarmellose natri (Ac-di-sol),
magnesi stearal, colloidal silica khan, hydroxy propyl methyl cellulose (HPMC 6 CPS), tale

linh khigt, titan dioxid, propylen glycol, polyethylen glycol 6000 {Macrogol) (PEG-6000).

DANG BAO CHE

Vién nang va vién nén udng

TINH CHAT

Vién nang Lansoprazol : Vién nang gelatin cing, cir sb “1°, nang chira cdc hat nhd mau
tring hodic trfing nga bao tan trong rudt. Nip nang miu do, thin nang mau tring.

Vién nén Tinidazol : Vién nén bao phim mau ving, hinh biu dye, hai mgt 154, co vach ké &
mdt mit, mit Kia trom.

Vién nén Clarithromycin : vién nén bao phim mau tring, hinh biu duc, hai mét 14i, tron & ¢d
2 man,

DUGC LY HQC

Helicobacter pylori (H. pylori} ob 1ién quan dén bEnh acid da ddy bao gbm ci binh lodt té
iring v loét da day, trong d6 khadng 95% va 80% bénh nhan bj nhidm. K. pylori 1a mot yéu
th quan (rong gop phiin piy nén viém da day va loét ¢di phét & bénh nhin, Mt st nghién cin
cho thiy c6 sir lidn quan vé nguyén nhin giy bénh gilia £, pylori v ung thr da day. ns.ng
chimg 13m sdng dd cho thiy syr kdt hgp tinidazol véi omeprazol v clarithromycin ¢é thé tigu
digt 91-96% ching H. pplori phin lp.

DUYC LT HOC
Nhém duge I tri lidw: Thude chéng loét
ATC code: Lansoprazel - AO2BCO3, Tinidazol - JO1XD02. Clarithromycin - JO1FADS

gs2,




Lansepragol

Lansoprazole thugc nham thube irc ché bom proton. Co ché e déng coa Lansoprazol 14 ¢
ché dac bigt H' / K ATPase (bom proton) ctia té bio thinh trong dg diy, bude cudi cing
trong qui trinh iét acid , do 46 1am gidm 40 acid dich vi.

Bing cich lim gidm nbng 40 acid da diy, Lansoprazol 130 ra mdt mdi trudmg thich hep dé
céic khang sinh c6 tdc dung chéng lai /1. pylori hifu qud hon. Nghién el in vitro d3 chimg
minh lansoprazol e tde ddng khing trye tiép wén H. pylort.

Tinidazol

Tinidazol 12 diin chdt imidazal wong 1y nhu metronidazol. Thude c6 the dung véi ci déng vit
nguyén sinh vi vi khudn ky khi. Co ché tée dung cia tinidazol véi vi khudn ky khi va déng
vt nguyén sinh la do thudic thdm nhiip vao 1€ bio vi sinh vt va sau dé pha hiy chudi DNA
hojie trc ché tdng hgp DNA. Tinidazol ¢6 tic dung phong vi ditu tr cée nhidm Khuén &
duimg mft hode dudmg tidu hda, diéu tri 4p xe va cdc nhifm khudn ky khi nhy viém cin mac
hoai tir va hogi ther sinh hoi,

Clarithramycin
Clarithromyein 14 m{t diin xudt bin 1bng hop cim erythromycin A. Clarithromycin thuémg cé
t&c dyng kim khudn, khi ding lidu cao hoje véi chang vi khudn nhay cdm cé thé 6 the dyng
diét khudn. Co ché khing khuiin et Clarithromycin 13 gin vio tiéu don vi 50s ribosom cla
nhimg vi khudn nhay cam , nhir 46 thude ngdn cin tbng hep protein & vi khudn,

T
DUGC DONG HQC 4 £
Lanseprazol .
Lansoprazol ¢4 sinh kha dyng cao (80-90%) khi ding liéu don. Higu qué {rc ché tiét acid
duge nhanh chéng. Ndng a6 dinh huyét twomg dat duge trong vong 1,5 dén 2,0 gidr. Thude két
hyp véi protein huyét tuong 13 97%. Sau khi hip thu, lansoprazol duge chuyén héa ddng ké ér
gan vl thii trir theo dudmg thin vi dudng mit. Nghién el véi lansoprazol dénh diu C * cho
thily c6 dén 50% liéu ding dugc b tiét trong mude tidu,
Tinidazol
Tinidazol dwge hip thu nhanh vi hodn toin sau khi ubng. Théri gian ban thii coa tinidazol tir
12-14 gidr. Tinidazol duge phan b rong rdi trong 1t ci cde md eta co thé vi ciing cb thé qua
duge himg rio miu nio, dgt ndng di lim sing hiéu qua trong tit ca cde md. Thé tich phin bd
biéu kién khoéng S0 lit. Tinidazol lién két vsi protein huyét tuong khodng 12%, sinh kha
dyng dat gin 100%. Tinidazol duge bai tién qua gan va thin,
Clarithromycin
Clarithromycin duge hip thu nhanh v 16t qua dimg ticu hda sau khi ufing dang vién nén.
T‘hu_&: chuyén héda diu qua gan nén sinh khd dyng cda thube me ¢on khodng 55%. Sy hip thu
thude khong bi dnh hudng bai thire dn.
Clarithromycin vi chit chuyén héa chinh duge phin bd rong rii, voi ndng d trong mb cac
hon ohiéu ldn so vdi ndng 4§ thude rong mau. Chit chuyén héa 14-hydroxyclarithromycin ¢6
hogt tinh khing khuiin. Clarithromyein cng thim nhip vio dich nhiy da diy. Ndng d¢
claritheomycin trong dich nhily da day vd mb da diy khi ding clarithromycin ding thir véi
omeprazol cao hon so véi khi diing riéng clarithromyein. Thude chuyén héa nhidu & gan va
thiii qua phin theo dudmg mit, mit phin ding ké qua nude tiéu.

CHI DINH
PyloKit dugc chi dinh dé diét A, pylori trong bénh viém da day man tinh thé hoat déng, bénh
loér dg day A trang.

LIEU DUNG VA CACH DUNG

M@t vi ket hop (Kit) Pylokit cé chira hai vién nang lansoprazol (30 mg), hai vién nén timdazol
(500 mg) v hai vién nén clarithromycin (250 mg). Mt vi duge ding cho | ngdy diéu tri, chia
lam 2 lan udng trong ngay vio budi sang va chidu, mdi lin gdm:




- 1 vién nang Lansoprazol 30 mg

- | vién nén Clarithromycin 250 mg

- 1 vién nén Tinidazol 500 mg
Thoi gian md1 dot didu irj khuyén cdo 13 bity (07 ) ngdy. 3
Vién Lansoprazol duge udng vién thube nguyén ven véi nude (khéng duge nghién hode
nhai). Udng cach xa bl an.

CHONG CHI DINH
Quéa mén cam voi Lansoprazol, tinidazol, Clarithromycin hodc bit k thanh phin nio c6 trong
thude.

CANH BAO-THAN TRONG

‘Tinidazol 14 mgt dn chét nitroimidazol, do viy cin thian trong khi sir dyng Tinidazol cho
nhimg bénh nhin cd tién sir loan o miu.

B thiy théng bao xudit hign con dgng kinh giy co gidt vi bénh Iy thin kinh ngogi vi nhuw cam
gifc 1€ hodc dj cam diu chi & nltmg bénh nhin duge didu trj véi nitroimidazol, ké ¢ tinidazel
va metronidazol. Cin thin trong khi sir dyng Tinidazol cho bgnh nhian cé binh v h¢ thin
Kinh trung wong. Nén agimg thude néu c6 bit ki déu hi¢u thin kinh bt thudmg nio xay ra
trong qué trinh ding ﬂluzc,

Anh hwdmg cia tinidazol trén bénh nhin suy gan chua duge dénh gid. (3 bénh nhin suy gan
ning, nitroimidazol chuyén hba chim nén ¢b thé tich |0y thude rong huyét wong. Do viy cin
thin trong khi ding thubc cho bénh nhin o6 rdi logn chirc nang gan ngay ci véi mirc lidu
thudmg ding.

Trong théi gian ding thude, khing ung rugu hogie ding céc ché phim ¢6 rugu vi ¢6 thé xay
ra cc phin (mg gidng nhu cia disulfiram nhwr d6 bimg, co cimg byng, tim ddp nhanh,

- Clarithromycin duge bin iét chl yéu qua gan va thin. Nén thin trong khi sir dung khdng
sinh ndy trén nhimg bénh nhin suy chire nang gan hodc thin.

Bénh dai trémg gia mae di duge bao cao vai gin nhu todn hé cde thude khang sink bao ghm
ci clarithromycin vai mic 4 tir nhe dén nguy hiém tinh mang. Do vy, cin theo dai va chidn
dodn kip théd ndu bénh nhan bj tiéu chay sau khi ding thube. Céc truémg hgp viém dai tring
gid mac nhe thudmg hét sau khi ngimg ding thube. Truong hep bénh wung binh hofic njng
cip didu tri biing bl nude vé chit dign giai, bb sung protein va ding khing sinh thich hop dé
didu trj viém dai tring do Clostridinm difficile.

ANH HUONG KHI LAI XE VA VAN HANH MAY MOC .

Mgt s6 phan img nhir nhie diu, chéng mat da thiy théng bdo cb thé xdy ra khi ding thudc
niy. Do &6, bénh nhan dang ding thude cin phii thin trong trude khi 14i xe hodic vin hinh
miy méc. Néu thly chéng mgt, nhire diu hogic mét moi thi khéng 14i xe hojie vin hanh may
mie.

TUONG TAC THUGC

Theophyllin: Ding ddng thei Clarithromycin véi theephyllin ¢6 thé [am tang ndng 4
theophyllin trong huyét thanh.

Cac I'."Ilrtéf.‘ chiing djng kinh carbamazepin, phenyfoin: Ding déng thiri clarithromycin va
ciic thudc ndy ¢6 thé 1am tang ndng 4§ carbamazepin, phenytoin trong huyét thanh.

Warfarin: Sit dyng clarithromycin & nhimg b¢nh nhin dang diing warfarin cé thé 1Am tang tdc
dyng cisa warfarin. & nhimg bénh nhin ndy cin thudmg xuyén theo dai thivi gian prothrombin,
Digexin: Téc dung cia digoxin c6 thé ting thém khi duge sir dung ddng thdi véi
clarithromycin.

Terfenadin: Sir dyng dbng thdi clarithromyein va terfenadin ¢ thé gy tang ndng d§
terfenadin trong huyét thanh,

Khdng nén dung clarithromyein cho cie bénh nhin dang didu trj véi terfenadin ma trude do
dd c6 bit thuimg vé tim (logn nhip, nhip tim chiim, kéo dai khodng QT, bénh tim thiéu miu
cye b, suy tim sung huyét) hode rbi logn di¢n giai. ;




Ndm cua ga : Theo ly thuyct cin chéng chi dinh dung dong thei clarithromyein véi cde dén
xuft ciia ndm cya ga vich thé xdy ra ngd dfe nim cya ga.

Cyclosporin: Clarithromycein ¢ thé lam téng ndng do eyclosporin huyét thanh, do dé cin theo
ddi vii co thé phai giam liéu cyelosporin d¢ trénh ngd dic vai thin.

Ketoconazol, cie mudi sit :Lansoprazol ¢ tic dung (e ché tit acid dich vi manh va kéo dai.
Vi véy ¢d Lhé anh hudng dén sy hap thu cda cic loai thude nay.

Rugue: Ubng cugu trong thdi gian didu trf v6i tinidazol cé thé gy phan img gibng nhir cia
disulfiram hofc phin (ng di img hén hgp nhu ngoai ban, may day kém theo sdt, do d6 nén
tednh udng rugu khi ding thude nay.

Disulfiram: ding dbng thii cé thé gdy hoang tudng va 1 lan.

Sir dung déng thii clarithromyein, Ianmprazcl véi cic thube dugye chuyén hod boi h¢
cytochrom P450 cd thé 1am tang niing dé cia cae thude ndy trong huyét thanh.

Pha ni¥ cb thai: Chua b nghién ciu ddi chimg vé lansoprazol hoje tinidazol hay
clarithromycin trén phy nir ¢d thai. Do d6 khdng chi dinh ding thude nay cho phy nir ¢o thai.

Phu nit dang nudi con bii: Chuz ré liéu lansoprazol hodc tinidazol hodc clarithromycin ¢o
tiét vio siia hay khéng. Cln thin trong khi cho phy nit dang nudi con bi sir dung logi thudec
ndy.

Ding cho tré em : An toan va higu qua cua Pylokit & u¢ em chua duge xde dinh, do vy
khéng chi dinh ding thudc nay cho we em.

Sup gan va thiin
Than trong khi ding thude nay cho nhimg bgnh nhin bi bénh gan hoge suy thin,

TAC DUNG KIHONG MONG MUON

N6i chung, cie thude ong vi két hap PyloKit dung nap 61, Mot s6 tic dung khéng mong
mudn da t.hé.y thﬁng béo nhur budn nén, nén, liéu chay va dau bung, loan vi gide, viém dai
trang c6 mang gid; dau diu, chong mat, dj ing, ndi ban da. Mot s6 phan ing khdc it gap hoge
hiém xay ra nhu mét moéi, viém ludi, viém miéng, ndi mé day, phdt ban vi giam bach cdu
mite df trung binh,

Ghi chii : Théng bdo cho bic sy nhimg tdc dung khéng mong mudn gip phai khi sir dung
thude.

QUA LIEU VA CACH XU TRI

Chua thﬁy théng béo trudmg hgp ngd dde do qud i éu, Tmng trudmg hop qué tidu, nén ngung
ding thude, didu tri tri¢u chimg va ¢é bi¢n phip bd trg khi can,

AN DUNG : 18 thang ké tir ngdy san xude,

BAO QUAN : Bio quéan dudi 30C

TIEU CHUAN
Thudc dat tiéu chuin co sd.




QUI CACH PONG GOI

Pylokit: Hop 7 vi x 6 vién. M3i vi (kit } c6 chira :
2 vién nang Lansoprazol

2 vién nén tinidazol

2 vién nén Clarithromyein

San xudt b Cipla Ltd.

D7-MIDC Indl. Area,
Kurkumbh Dist. Pune 413 802 INDIA 9&9
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