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VIEN NANG CUNG

THANH PHAN: Nizalidine
T8 HUIS IRl i oskisem et
(Té cuge gdm: Tinh bt tién nd hoa, tinh bl bip, magnes! stearal, talc),
DANG BAO CHE: Vién nang cung

QUY CACH BONG GOI: Hap 3 vl x 10 vién .
CHI BINH: ©18u ] lodt da day 14 Irang lign Irién Ngan chan loél da day tdi phdt. B¥u tr] Iridu ching ¢ ndng lrong bénh trdo nguge da day |
tnye qudn, viém lodt hye quin. Cai thién tidu ching cia da day (bao mén, xudll huyét) gdy bdf bgnh viém da ddy cfip tinh va glal doan cdp
tinh cua viém da dti mén linh,

CACH DUNG VA LIBU DUNG; Biéu ir] fodt 14 tréng lién trién: Ngudi kn: 300 mg, uling 1 fn budi 18i trude khi ngd, hodc 150 mg x 2 lAn/ngdy
vao budi sang va bugl 18], Ba s duge ¢y tj trong 4 ludn, nhung khi cin c6 Ihé didu rf irong B tuéin. Phdng ngira 141 phdl: Ngudi Ion: Lidu
duy nhdt 150 mg trong 24 gid, uding trude khi ngl. Bénh Irdo nguge da ddy- thye quin: Libu uding cho ngudi lan A trf cde viém xudc niém
mac, [0ét da day kém theo cdm gidc g hoindng 4 méi [An 150 mg, ding 2 fn rong 24 gid. Loét da ddy ldnh tinh tidn trién = Lidu khuyén
€ang cho nguui Ian 12 uéng 300 mg, dung mét IAn trude khi di ngy 18, holic chle 1&m hai i2n trong 24 gid, m&i Bn 150 mg. Trudc khi khdi ddu
trj ligu, nén cdn thdn loal Il khd niing loé1 da day dc tinh, Piée eliink liéu voi ngudl b suy thin mue dd trung binh hay ndng: Litu ding
cda ngudi suy thn nén gidm nhu sau; Lodl 14 irang vi fodt da ddy lna tinh (ién trién hodc banh trao nquge da day- thye qudn;

GMP-WHO

srsupryeer

______ B9 thanh thai creatinine-- Ligu =24
- 20-SomUphat T 7 isomgmbingdy
<2omuphat Y S 150 mg chch ngdy
Diéu trj duy tri:
e 0§ thanh tha creatining 3 /"'"""'"_' R T T
g =, __20- 50 mU/phat 180 mgcachngay

g <20miphot — ___\somgmdingdy EET
O mot vai bgnh nhan cao (b 6 thd o6 hé 56 thenh thil creatinine th han 50 mUphdt, Iidy phél dige gim & nhang bgnh nhan nay theo
bang litu dung cho nhiing bénh nhin suy thin & rén,
CHONG CHI DINH: Min cim vai nizatidine hay bal kj thanh phdn néo cda thube, Vi ¢6 nhay cim chéo gila cdc hap chalt thugc phom déi
khdng vai histamine & receplor Ha, ké cd nizatidine, vi vly khéng ging cho ngui bénh cd tikn sd mAn cAm voi cAc chat khds cing d6| khdng
vdi histamine 9 receptor Hz l
THAN TRONG KHI DUNG THUGC: Dip Ung t&t v ridu ching do diing nizalidine khéng logi LUl @use bénh Iy da day dc tinh. Nizalidine duoc th iy
<hi) yéu qua thin, do dé <n phai gidm iéu 4&i vdi ngudi b cUy tniin 1U mide d§ Irung binh d&n ning. Mit phin nizatidine chuy&n héa d gan. O nqu
bgnh £9 chic ning thin binh thuéng, va cé rdi loan chic ndng gan khang bién chiing. th sy thil ri nizatidine tuong W nhu & nhing ngudi binh thudng
Phy nirc fhal: CBn biz che biz 37 néu ban dang mang thai hodic dyf dinh cb thai brong thai gian didu irj. Nizatidine chi nén ding khi thit can thigt wrong |
thai kj mang thai. Phy ni cho con bu: Trén ngydi cha con b, thily 0,1% Iiéy diing nizatidine duge bii tit theo s0a me, 1y 1& thudn vdi nbng 4§ thude |
trang huyét uang. BE quyl dinh ngiing cho con bi hay ka ngiing thusc, thi cin phai cin nhic d8n tim quan trong cia vide dung nizalidine dBi véi ngudi
me. Tham khao § kién bic si irude khi cho con bi. Ngudi 1] x vi vén hinh may méc: Thudc o6 the gly chéng maL. Khdng Il xe, s dung may méc
hode lam b3l cd vide gl d&i hol su tinh tao khi diing thude
TUONG TAC THUOC: *héng cd tuang 14¢ gida nizalidine vdi theophylline, chiordiazepoxide, lorazepam, lidocaine, phenyloin, warfarin, amin-
opnyline, diazepam va melogrolol Nizatidine khéng tc ché hé thdng enzym chuyén héa thuic gin véi cytochrome P450, cho nén cc tuang
téc thudc qua trung gian de ché enzym chuyén hda ¢ gan khong (hé xay ra. O nhing bénh nhdn ding idu cao aspirn (3800 mg/ngay). ndng
44 salicylat huyét thanh 1ng khi st dyng dBng théi véi nizatidine idu 150 x 2 1an m&i ngay.
TAC DYNG KHONG MONG MUGN (ADR): Trong 58 nhilng phan Ung ¢6 hai i ciic thil nghidm cé placebo kidm ching, bénh thifu mdu (0,2% s0
¥al 0%) va ndi me day (0.5% 50 vGi 0,1%) thudng xdy ra dang ké & cdc nhom diing nizatidine, Gan: Tén thudng 18 bio gan, TAt ci nhing bt thudng
niy ird i binh thuéng sau khi ngling ding nizatidine. Tl khi dua nizalidine ra Ihj infdng, cé ghi nhdn chung viém gan vé vang da. Trong mit 58 truéng X
figp, chiing U mat hodc 14n thudng té b3o gan kém U m4t clng voi chiing ving da clng d& phye hi 16t sau khi nging nizalidine. Hé than kinh trung Udng; }
Ciing gdp ching I En Lam thin thadng qua (hkm x3y ra). Ha ndl 1iEt: Nizatidine khéng cd 1dc dyng khang andragen. BAt lyc va gidm ham mugn tinh duc \l't
clng gip vdi thn sudl Iang 1 nhy 8 ngudl bénh udng placebo. Higm cb tridng hdp vi to & dan Bng. HE huyél hoc: Chilng thidu méu thuiing gipdng }
dung nizalidine hdn d nguoi dung placebo. Chiing gidm 1idu cdu gdy tU vang cé odp & mét ngudi bénh dibng nizalidine phai hgp vai mét chit déi khing . ¢
histamine H, khac, nguai binh ndy cling 3 timg bi gidm iy ¢y ki ding nhing thusic khic. Gang g3p mét s5 hidm truang hap ban xust huyét giam 1éd |7,
ciu sau khi dung nizatidine Da: Ching dé md hai v néi m day thuding gip 8 ngual ding nizatidine. L3 da v viam da bong vy clng dude ghiphdn. |
Qud mdn ¢dm; Cic phin Ung qud min hidm xay ra (nhu co that phé quan, phi thanh quan, ¢ da, ting bach ciu ua ecsin) ciing duge ghi nhdn. )
Cae phan dng phy khic: C6 gap ting acid uric/mau khing do bénh gdl hojc bénh 55i thin, Ching tAng bach cAu va eosin, s6t va budn nén cb likn quan
dén nizatidine cing dugc ghi nhin. Nhie diu, chéng mit hojc tidu chiy co th xdy ra.

Cdch xif Irf. Théng bdo cho bac s§ nhing tic dyng khéng mang mudn gip phl khi s dyng thude.
DUGC LYC HOC: Nizatidine ¢5i khdng ¢4 canh lranh thudn nghich voi histamine & receplor Hz, nhél 1 lai cAc receptor Ha & 18 béc thanh cda
da day. Nizatidine dc ché sy i€l acid clia da day, 18 rél nhdl vao ban dém, tic dyng ndy kéo ddi trong 12 gid.

DUGC BONG HOC: Sinh kha dyng tuyét d6i cda nizati¢ine khi udng I > 70%. N3ng 46 161 da trang huy&t 1Wdng 700- 1800 mgAL khi uéng iRu
150 mg nizatidine va 1400- 3600 mg/L kni uéng lidu 300 mg dat duge sau khi udng 1 % gid aén 3 gld. Thai gian bén thal 1 1 dén 2 gid, ad
1hanh Ihdi trong huyéL tudng 1 40 161 60 L/gia v thd tich phdn phdi 1t 0,8 tdi 1,5 Likg. VI théi gian bin thai ngln va a4 thanh thai nhanh, nén
khdng c6 lich iy thudc d ngual bénn ¢é chic ndng thén binh thuang khi ddng Iy 300 mg mdt An duy nhél mdi ngdy vaa budi 16 hodc
150mg méi lAn, dung 2 itin trang 24 gig. Céc chdt khdng acid bao gdm hydrexide nhdm, magnesi hydroxide va simelhicena lam gidm sy
hdp Ihu nizalidine khadng 10%. Khi ding chung vdi tnuc &n, dién tich dudi dudng cong (AUC) va ndng ad 161 da t&ng Hn Khodng 10%.
Khoang 35% nizalidine k& hgp vdi protein huyel Iuong, chi yéu 14 voi aracld glycoproteln. O ngudl, dudi 7% 1Bu udng nizatidine duge
chuyén héathanh Na-monodesmethyl-nizatidine, cing 1a mét chal a6i khdng véi hisiamine & receplor Hz v& 14 chél chuyén héa chinh duge
thdi 1r theo nudc liu. Cdc chél chuydn héa khdc 12 N-oxide (dudi 5% IiRu udng nizatidine), va S-oxide (dudi 6% KiBu udng nizatidine). Hon
90% liéu nizalidine ung vaa duge théi tnd theo nudc lidu Irong véng 12 gié. Khodng 60% duge thai tnr dudi dang chit me nguyén ven. DS
thanh théi than khodng 500 mL/phut cho thily thuSc dugc Ihdi brd lich cuc qua §ng thiin, Dudi 6% lidu ding nizatidine thi theo dudng titu héa.
Qud Iféu va x'tel: Hiém gép ding qud lidu nizalidine. Sau U il khi ddng qué liu: Cdc dfu higu va Irigu chung: (i cd kinh
nghi¢m IAm sing vB qud lidu nizalidine & nquéi. Loal vat Mng.co bidu hidn kidu cholinergic, nhu chdy nude mal, 11l nudc
bal, nén, co ddng W va tiéu chiy. XU frk Khi xd irf v
thudc, va dugc adng hoc bl thubng cla thude aéi
theo d&i (rén Idm sang, va diduirhd trg, Khi ndn
nhién, do Ié tich phn phsi I6n, nén khang hy vo
BAO QUAN: Bé thuéc nai khd mat, nhigt ¢t dudi

. D@thudc xa tim tay trd em,

HAN DUNG: 36 thang ké 12 ngay sin xusi.

TIEU CHUAN AP DYNG: Tiéu chudn cg sé

Dg¢ k§ hudng dén si dyng trude khl ding

Thuée niy chi ding theo dan cia bic sf

Néu cdn thém thng lin, xin hél § kién cita bdc sf
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