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Tén san phdm: vi KAGAWAS-300 (Alu-Pvc)
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Doc k§ hurimg din si dyog trude kiiding
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1. THANH PHAN CONG THUC THUOC

Mdi vién nang cimg KAGAWAS-150 chir:
Thiseh plibn deryee chie:

N e i 150 mg

Thanls pldm td diegre:

Laciove monlpdrar, povidon, matri garch glweolat, magmes! gearat,
MOi vidn nang cimg KAGAWAS-300 chim:
Thinh phin duye chie:

BT T — e 00 MG

Thibnb phibn ni daeyre:

Lacanwe monolydrar. povidon, sarri sarch glycolot, magnesi sieorat

2. DANG BAO CHE
KAGAWAS-150: Viln nang cimg 0 1, mdt diu ving, mdt dhu niu, bén trong chira bit thude mas

tring.
KAGAWAS-300: Vién nang cing s 0, m&t dhu tring, mit do cam, béa trong chia bt thabe miu
tring.

L CHIDINH

Loét ul trdng tidn iridn,

Db b chiry 1 bodt 1 sring voi lidw thilp & gidm i phat sas khi vt lodt da lién,

Loét da déy Hah tinh tién tridn,

Binh 1o nguge da ddy - thyre quin.

Hi chimg thng tid acid dich vi Zollinger - Ellison.

Liimn gidm cde trida chimp rdi loga tidu héa do thira acid dich vi (ndng rit, khd tidy, g chua).

4. CACH DUNG, LIEU DUNG

Lokt 16 trding Wh lodt die ddy Ity rivsh 1ién trider: Uding msdi ngiy mit hn 300 my vito budi 1di
mu‘:i&'nI!Um;nﬂyIﬁrhbdiMﬂhuﬁlﬁ.m;l-liuhDﬂﬂ:ﬁhdHMI
chim durpe xée dinh.
Lidas chey tri o dyr phimg lodt 15 trimg 1 phde: Ubag mi ngly min ln 150 mg vio budi i Didu 1
o the kéo 481 165 | ndm.
Lants dy chdy, 1 tring cd i udn Heficobacter pytori: Pho} hap nizatidin (Widn nay, | thode e chd
bom proton thuimg dupc va ding hom wong | taln) véi hai wong cic Khing sinh: Amoxicilin,
tetracycling, clarithronyein, khing sinh nbim imidazol (metronidazol).
Biuh v oo da deby - thire guedie: MB1 i odng 150 mg, ngy 2 Wi o6 1hd 161 12 1udin. Cling <5
thi udag 300 mg | Hin K di ngd nhimg nin vlng lim 2 tin thi hon,
Libwe gich tridu chsimg ki tidu: M3 ldn udng 75 mg, 0 thé vbag nhie loi ndu cla mide, 13i ds 150
mg/’ ngiy, trong |14 ngdy.
Pidmg ode trifu chuing ndug mgwe, ks s, o chuae Udng 75 mg 1 30 - 60 phit trude khi 30 hode
uﬁwn&ﬂwwuﬂnm:wﬂmwnwxmihmmzm

o

Ngwii
Tudi the khéing dnh hutng déng ké &dn hidu qud vi an todn ciin nizatidin, Thudmg khéng cln phii
iy ehinh fidu, tris trudmg oy binh nhén suy thin vira dén ndag (CL, < 50 mLs phit),
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Tré em

An todo vA iy qud con nizstidin & té em chia dups thidt lp.

mﬁh:ﬂﬂnlﬂutwuy heo 0 thanh thii creatinin,
e 4] ot ol by iy tiny tidn driin, Jodt i irdig tidn irier: ;

D5 thanh thii creatinin 20 - 50 mb phit: Gidm lidu 50% hoge udag mdi ngidmb

D thanh thii creatinin nbib hon 20 mi phist: Gidm lidu 75% hofic udng ool X

mit Un.
Didas tri duy tri loét 18 g _
D% thanh thai creatinin 20 - $0 mb/ phis: Udag mdi la 150 mg, 2 ngiy diyig o
4 thanh thii creatinin nho hon 20 mU/ phit: Udag mbi lin 150 mg. 3 ngiskgiy
Suy gan njng: Nén gidm fidu (13 Iév) vi dong vién nang 150 mg, nhit PG
{nizatidin chuydn hod | phla & gan).

Luw ¥
Co thi phii tng libu thulc khing thy thé H: & ngubi bj bdeg, do eb thng thanh thii cha che thube
khing thy thé H; & nhimg bénh nhin nay.

5 CHONG CHi DINH
Qui mdn v0i cée thudc khdng thu thé Hy hobe qui mdn v blt ky thinh phén ndo cia thude.
Lidu letong 85i vii ré em chum duoe xde dinh.

6. CANH BAO VA THAN TRONG KHI DUNG THUGC

Trutx khi ding niztidin & didu 1 loét da diy, phai logi 1rir khit niing ung thu, vi thebe ¢6 thé che
lip che trigu chimg va tim chim chin dodn umg .

Mhn cim chéo: bénh nhin mdn cdm voi mdt trong shimg thude khdng thy thé H; ¢b thé cling
min cém vai cic khac trong nhom khing H; histamin, Diing thin trong vi gidm ity v’ hodic
kéo diti khodng cich gitm che bn dimg thude & ngulri suy thin (thanh thil crestinin < 30 ml/ phin) vi
thude duoc thal trir chi yéu qua thin,

Céin nhdc nguy cof loi ich khi disng & ngudi xo gan bede suy gbm chire ning gan (c6 thé phdi giam
iy hoge ting khoang cheh thai gian dimg thudc).

Cinh bdo liEn quan dén th dupe

Thude 6 chin lactose, biah nhiln mic binh @l wruydn hidm gip kbdng dung nap galactose, thidy hyt
Lapp lactase hofic vl loan hiip thy glicose - galactose khiag nén ding thude niy.

7. SUDYUNG THUOC CHO PHIY NITCO THAL VA CHO CON BU

Sir dyng thude cho phy ni o0 thal

Nizatidin qua dupe nhau thai. Cic nghién cira diing nizatidin & phy nl mang thai khong dly ¢, vi
vily chi ding Khi thit cin thiéz va theo 151 khuydn cia thiy thube.

Nghién ciru trém thd thiy nizatidin voi lide twong duong 300 tn lidu ding trén ngudi 43 gly iy thai,
it s thai sdag v gidem trong heong cla thai.

Sir dung cho phy nir cho con bi

Nizatidin phin bb vio sita, cb thé giy thc dyng khiag mong mudn nghidm trong & tré b me, Nguin
me nén ngimg cho con bé trong thisi gian dimg thude hode ngitng ding thude.

% ANHHUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thube cb thé giy chéng mat, mét mil, mis ngi, dau dbu & mdr b bén nhiin. Do 46 nén cln rong v
sl pldi Ll x@ vl v hdnh miy mée.

9. TUONG TAC, TUONG KY CUA THUOC

Thude I umua&muﬁ»ﬂﬁhﬂmmmmmnﬁm.mrﬂu =
gidm do it 1i Ngusdi bi lodt d diky nén ngimg hist thube hoge it nhit ickab hie
ﬁwﬁu&d:hbﬁﬂmlﬁll.m&icﬁgm'm,

Riegn. Tranh ding 85 whag c6 cbn. .
Khiag nhir cimetidin, nizatidin khing e ché cytochrom P40 nén it tic dng bén chuydn
cia ¢ th t&.lmwﬂmﬂ&ummmmtuﬂﬂ,k&.duhwqpﬂﬁ
nidn cb thé anh hudmg dén hip th cita mt 38 thude khic.

:
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ldm tang hign tugng gidm bach chu trung tinh hole rdi kg teo mbu
Mraconazal hode ketoconazol: thm diing ké hip the caa hai thude ndy do thipk: khany
lim 1 pH d ddy, vi vy phii g cdc thude khing thy thé H; it nhit 2 gid Sy Vg

Salicylor: Niazidin ¢6 thé lim thng ndog 0 huydt thaoh salicylar khi dimg ddeipadid
ncetylalicylic Iy cs0,
m;;;- gidm hdp thu cis cde thubc kKhdng thy thé Fi;, phii udag thude Khving thy thé H,

10. TAC DUNG KHONG MONG MUON CUA THUOC

Nizatidin o rit it hoje khing cd tic dyung khing androgen, mic dis c6 mt vii thing bio vé chieng vil
to vh gidm dyc ning & nam gidi. Nizatidin cling khoag dnh hwtng dén ndng 45 prolactin vi khdng
snh hurimg dén thanb thii qua gan cia cic thide khibe. Cie tie dung kbdng mong mudn cia nizatidin
trin tim it hom cde thude khing iy th 1 khic.

Cile tie dgng khidng mong mudn phin theo tin sudt vii b co quan

Thudwg gdp, 14100 < ADR <1410

Da: Pleit ban, ngi, vidm da troe vy,

Ho, chay nude mii, viém bong. viém xoang.

Dau hmg, dau nguc.

b gap, 171,000 SADR <1100

Tidu hia: Dau tidu chiy, tho bon, khd midng, ndn.

Todn thin: Sbt, nhicm kindn. Tang acid uric miu,

Hidm gdp, 1/10.000 < ADR < 1/1.000

Todn thin: Choag mt, mét mai, mit ngi, dau diu.

Da: Hdng ban da dang, ryng tde, hogi 1t bidu bi nhibm djc.

Miu: Thidu mau, gidm bach chu, gidm tiu chu, gism todn 1bé huyét chu.
T’mmﬁ:Lmﬁbtﬂhﬁu“hﬁcdfpﬁmcﬂu).hhﬂﬂpumtnﬂrﬁhmnﬁ
Qud mdn: Sbe phdn vé, phit moch, phis thanh quin, co thit phé quén, viém mach, binh huyét thanh,
b chimg Stevens - Johnson,

Gian: Viém pan, ving da, i mit, thag enzym gan.

Tém thin: Bba chén, 4o gite, nhdm ln,

Nl tiét: Gidm kivi nfing tinh due, chimg i 106 &n dng.

Co khop: Daw co, daw khop,

Mt RGi Jogn thi gide,

Hirdng din cheh vir irf ADR

Nizatidin thuomg dung nep te. Cho trifu chimg nhg nhu nhirc &iu, dau hong, mds ngi .. thudmg hét
MilﬁpmmdﬂuﬂTwﬂwmhhmwlﬁmmmuﬁnwhﬂﬂ

md!ﬂ:mmﬂ&&wlﬁm%& Rhyén bissh mhin thidng Do cde ke dyng
g miong mice gdp phil khi dieg tide.

1. QUA LIEU VA CACH XU TRI

Thng tin vé 89¢ tinh chp céa nizatidin cdn hon ché. Chua bidt lidu gily ehilt clp ca nizatidin & ngisdt,

Trén dong vilt, quit 1w nizatidin ob tridu chimg cholinergic gdm che tridu chimg: chiy nude mdL, i

nude bot, ndn, co dbng ti, ia chiy,

m..m ?ﬁukﬁummumwmummmwwﬂmmmmm

chimg v tro,

- Gitdm hudp thu: gity ndn, rira dy dity, ubng than hogt.

- Didu trj iy chimg: Con co gidi: Tiden tinl mach diznepam; nhip tim chim: Didu trj bing atropin;
fosn nbip thie: didu &Hu lidocain.

Theo ddi L skng va diéu trj b3 trg. Thim phin miu khing logi bo duge nhidy nizatidin.

Trang 3/ 3
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12. DAC TINH PUQC LYC H
nmmmmwmgfﬂm.
Ma ATC: ADZBAOS. :
Nizatidin irc ché canh tranh vii the dyng cla histamin & thy thé H; clia cie 1€ bio ddivy
gidm bai tié1 acid dich vi cd nghy v dém, c& khi bj kich thich do thic &n, hisy :
cafein, insulin, Hoat tinh khing thy thé H; cda nizatidin ¢6 tic dung thudn nghic
bii tidt acid dich vi do kich thich cin nizatidin twong tyr nhwr mnitidin vk manh B &
lin trén co 50 khoi lugng. Sau khi udng mit lido nizatidin 300 my, bii iét acid dg Bl o b

e chié 90%, keo ddi 101 10 gid va bii 11 acid dy ddy do kich thich bi thire in bi (R EHEI7YER
161 4 gide. Phy thode vio lidu dimg, nizatidin clng gidn tidp 1am gidm bai tiét pepsin ' iy
bl tiet acid dich vi.
The dung b ché cha nizatidin d8i voi bal tiét acid dy diy khdng c6 tinh chdr tich 13y v tinh nhim
thude cling khdng phiit trién nhanh. D 36 nghidn civ cho thiy khdng c6 hign tuong tang bai til acid
da dity sau khi hodn thinh didu tr & nguti bj lo#t 14 trang.

Nizatidin khdng co the dung nhidu dén ndag d0 huy thanh cia gastrin, gonadotrophin, prolactin,
Iormon thag truomg, hormon khing nigu, cortison, iestosteron, Sa-dihydrotestosteron hofic cstradiol.

13. DAC TINH DUGC DONG HOC

Hdp ez Nizotidin hip thy nhanh, 68 ding va gin nhu hodn todn qua duomg tidu how. Mot phin nho
lidu wbng cia nizatidin bi chuyén hin bude die & gan, nén sinh khi dung duimg vlng khodng 70%.
©b thé thng nhe khi cb mt thire dn vi gidm nbe khi c6 mjt thule khing acid nhung thay d&i niy
khéng c6 ¢ nghla l4m shog. Thir gian v mie d9 ic ché bai 1idt acid dp ddy do nizatidin phy thudc
mliumudm_\ﬁmm;mm;

Pleiin bi: Nizatidin ghn khodng 35% vio protein huyét tuong, thé tich phin bd 14 0.8 - 1.5 1V kg &
nuubildu,Nhuﬂhwﬂuw&m&dumﬂmmﬂg.mﬁhHﬂimﬂhdvhﬁuw
dich nio wy hay khdng, iy ring da 50 céc khdng thg theé H; qua duge hilng réo médu ndo,
Chuyén hda: Nizatidin bj chuyén hon mit phin & gan, trong cde chit chuyén hds ob N-2-
monodesmethy Inizatidin ¢ kisodng 60% hogt tinh cia nizatidin,

Thei trir: Thii gian bdn thild nizatidin khodag | « 2 gid, hiu nhi khiing b dnh hudng do tudi, ahung
uaudnimimymﬁmmwmmimmmmm;hmmuhmmnimmn
i ik qua nude tidu trong vong 12 - 16 gib, khodng 60 - 65% dudi dang kivng chuxén héa Dudi
6% lidu ubng coa nizatidin dugs thii 1 qua phin,

14, QUY CACH DONG GOI
KAGAWAS-180: Hip 6 vi x 10 vién.
KAGAWAS-300: Hip 3 vl x 10 vidn. j

15. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG CUA THUOC

n&mmqmz o "
Gt thudc trong bao bi gbc cda nhd sin xudt, gy kin, —
D4 thuds noi ki rdo, trinh dnh sing, nhigt 8 khong qud 30°C, v pgoat thin vai Eia tré em.

Han ding: 36 thing ké tir ngiy sin xudt,
Tigu chuin chit lugng: TCCS.

16. TEN, DJA CHI VA BIEU TUQONG CUA CO SO SAN XEAT | | —

Sin xuacir tal \ B et

E OAVIPHARM
CONG TY €O PHAN DUGC PHAM DAT VI PHU 11/ . TRLUNG PG
(DAVIPHARM) toeesecrs Movwr Heim
mum,bum.brr.mcmnmmmI.Mmummmua&chTmn% 7
Duong, Vigt Nam

Tek: 0274.3567.687 Fax: 0274.3567.688
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