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~ A TR7ET Composition: Each capsule contain 150mg Nizatidine
D A PHE DD YE r Indication, contra-indication, precaution, dosage
and administration: Please see in the insert

Other information please see in the insert
Lan dau .43’.8:/,, .2.'6:]} Storage: In the tight container. protect from light and

J below 30°C Manufacturer by:

Kukje Pharm Ind. Co., Ltd

648. Choji — Dong. Danwon-Gu. Ansan - City.
Gyeonggi - Do Korea

Rx Prescription drug
Gastroduodenal ulcer treatment

BEEAXADIN

(Nizatidine 150m

KUKJE PHARMA IND. CO., [

648, Choji-Dong, Danwon-¢

Thanh phan: Mdi vién chiva 150mg Nizatidine NSX: Ansan-Ci J
Chi dinh, chéng chi dinh, than trong, liéu HD: n-City, Gyeonggi-Do, K
lwong va cach ding Xin xem trong té hwéng s416 SX:

dan sir dung SPK:

Cac thdng tin khac xin xem trong t& huéng NNK.

dan sir dung Sin xuit tai Hin Qubc béi:

Bao quan: Trong bao bi kin_tranh dnh sang.  Kukje Pharm Ind. Co.. Ltd '

nhiét 86 dui 30°C 643, Chop — Dong, Danwon-Gu, W
Ansan - City, Gyeonggi — Do, Korea.

Rx Thubc ké don

Gastroduodenal ulcer treatment

BEEAXADIN

@RI x 3vilhop  Caps.

I
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Gastroduodenal ulcer treatment

BEEAXADIN

Rx Prescription drug
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Té hwéng din si dung

Rx: Thubc ké don
Doc kj hwong din sik dung trude khi ding.

Néu cin thém théng tin, xin héi y kién bdc si hodc duoc si.

Beeaxadin Cap 150mg

Thanh phén: Mdi vién chtra Nizatidine 150mg

Ta dugc: Colloidal silicone dioxide, Lactose, Microcrystalline, cellulose, Starch sodium
glycolate, Magnesium strearate.

Dang bao ché: Vién nang cimg

Quy cdch dong géi: 10 vién x 3 vi /hop

Chi dinh:

Loét da day ~ t4 trang tién trién, didu tri duy tri loét ta trang da lanh, bénh trao nguoc da day -
thuc quan, loét niém mac da day.

/
Liéu dung va cach sir dung: il-!t

Loét da day — ta trang tién trién : liéu khuyén céo dbi véi ngudi 16m 12 300mg mot 1an mdi ngay
trude khi di ngi, hodc 150mg mdi 14n, udng 2 14n mdi ngay. O hiu hét cac bénh nhan vét loét s&
lanh trong vong 4 tuin. BEEAXADIN dugc chi dinh dung trong 8 tudn déi véi diéu tri bénh
nhén loét da day - ta trang tién trién.
Diéu tri loét da day da lanh: liéu khuyén cao d6i voi ngudi 16n 1a 150mg mot 1an mdi ngay trude
khi di ngu.
Bénh trao nguoc da day — thyc quan : liéu khuyén cao dung cho ngudi 16m 14 150mg hai 14n mdi
ngdy. Mot sé bénh nhan la nguoi gia c6 do thanh thai creatinine dudi 50ml/phnt, lidu dung cho
nhimg ngudi nay nén giam mat cach tuong tng.
Loét niém mac da day: liéu khuyén céo cho ngudi 16n 1a 150mg hai 14n mdi ngay (vao budi sing
va mot lidu trude khi ng).
Liéu lwong ¢ bénh nhdn suy than:
Liéu lugng Nizatidine nén giam & bénh nhén suy chirc ning thin tuy thudc vao do thanh thai
Creatinine:

- Khi d¢ thanh thai trong khoang 20 dén 50ml/phut: Liéu lugng nén giam di mot nira.

- Khi d0 thanh thai dudi 20ml/phut: Liéu lwong nén giam 75%.
Chéng chi dinh:
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Vi ¢6 nhay cam chéo gitra cdc hop chét thude nhém déi khang véi histamine & receptor H2, ké ca
Nizatidine, vi viy khong diing cho ngudi ¢6 tién sir min cam véi cde chat khac ciing nhu dbi khang
voi histamine & receptor H2.

D0 an toan va hiéu qua khi ding véi tré em chua duge xdc dinh, khong nén chi dinh thude nay cho
tré em.

Thén trong:

Thén trong khi chi dinh BEEAXADIN cho cac bénh nhan sau:

Bénh nhan c6 tién sir qua mén cam véi thube

Bénh nhan rdi loan chirc ning gan.

Bénh nhén rdi loan chitc ning than (Do ndng db & huyét trong cé thé kéo dai, liéu dung cho bénh
nhan ndy nén giam hode ¢ thé ting khoang céch gitta cac lidu ding.

T4ac dung phu:

Qua min cam: ciing nhur cac thude ddi kbang khéc & receptor H2, mdt sé hiém trudmg hop bi phan
tmg phan v¢ sau khi ding Nizatidine.

Céc phan \mg qua man hiém xay ra (nhu co thit phé quan, phi thanh quan, ndi man ngia). Khi thay

cae tridu chimg nay xay ra nén ngimg dung thudc A;—, . [L,/ ;

Huyét hoc: chimg thiéu mau thudng gip & nhitng bénh nhan dimg Nizatidine. Dai khi thdy ching
giam bach cu, giam bach ¢du trung tinh, va hiém khi giagm lirgng tidu cAu, ban xuat huyét. Khi thiy
déu hiéu bét thudng, nén ngimg ding thudc.
Hé tidu héa: rdi loan da day rudt (budn ndn, tdo bén, khé miéng va tiéu chay ...) ¢6 thé xay ra.
Gan: Déi khi giam chitc nang gan véi ddu hidu ting AST, ALT, ALP hodc y- GTP, va vang da ¢6
thé x4y ra. Néu xuvit hién cac triéu chimg trén, nén ngimg ding thudce va ap dung diéu trj thich hop.
R4t hiém khi thiy &t mét xay ra.
Hé than kinh trung wong: Hiém khi thdy chimg I 13n tam thén ¢6 phuc hdi, dau dAu, chéng mit hoa
mit va nhuoe co xdy ra. Ching 10 13n sau khi ding cac thude déi khang & cac receptor H2 di diroc
bao céo.
Hé tim mach: Hiém khi thdy nhitng dot ngén nhip nhanh thit khong triéu chimg xay ra.
HEé noi tiét: Hiém khi thiy vii to & dan éng xay ra.
Da: Toat md hoi, ndi mé day, phat ban va viém da troc vay xay ra
Cac triéu chimg khac: Ting acid uric huyét khéng do bénh gut hoac bénh s61 than cé thé xay ra. Sét,
dau ngue, dau co, viém miii, viém hong, ho di théy bao céo.

Théng bdo cho bdc st nhitng tic dung khong mong mudn gap phdi khi sit dung thuic.
Twong tic véi thube khac:

O nhimg bénh nhan ding liéu cao Asprin m&i ngay, khi ding ddng thoi véi Nizatidine s& 1am ting
ndng d Salicylate & huyét thanh.

Sit dung cho phu nir ¢6 thai va cha con bi:
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Chua c6 két qua nghién ciru diy da khi dung thude nay cho phu nit ¢6 thai, do v8y chi nén chi dinh
thude nay cho phu nit ¢6 thai khi loi ich diéu tri virot mi ro 6 thé x4y ra. Thir trén dong vat da cho
thdy thube di qua sita me. Do vdy, thude nay chi nén chi dinh cho phu nit dang nudi con bt khi thuc
su can thiét.

Anh hiréng dén kha niing lii xe va vin hanh mAav mée:

Khéng anh hudng.

Pie tinh dwoc e hoe:

Nizatidine 1a thube didu tri loét da day, t4 trang véi co ché tuong tir nhur Cimetidine: Nizatidine 1a
chat ddi khéng véi Histamine tai receptor H2. Nizatidine dugc sir dung nhir loét da day, bénh trao
ngugce da day-thyc quan, héi chimg zollinger-Ellison. ..

DPac tinh dwoc dong hoc:

Sinh kha dung tuyét déi cla nizatidine khi néng 1a > 70%. Néng d¢ t6i da trong huyét tuong
(700-1.800 mg/L. khi uéng liéu 150 mg nizatidine va 1.400-3.600 mg/L khi uéng liéu 300mg) dat
dugc sau khi udng tir 1/2 gis dén 3 gio. Nong d6 1.000 mg/L twong duong voi 3 mmol/L; liéu
300 mg tuong duong véi 905 mmol. Nong d trong huyét twong 12 gi¢r sau khi ubng thép hon 10
mg/L. Thoi gian ban thai tir 1 d&n 2 gid, d6 thanh thai trong huyét twong tir 40 t6i 60 L/gio va thé
tich phan phéi tir 0,8 161 1,5 L/kg. Vi thoi gian ban thai ngén va d5 thanh thai nhanh, nén khéng
¢6 tich lity thube & nguéri bénh ¢6 chire ning thin binh thuong khi dung liéu 300 mg mét lan duy

nhat mdi ngay vao budi tdi hosic 150 mg mdi lin, ding 2 1an trong 24 gi¢r. Lidu dung nizatidine

nén ty 1& theo liéu da khuyén céo. ﬂ'?"('f’ §

Sinh kha dung ctia nizatidine khi uéng khdng bi anh hudng khi diing chung véi propantheline.
Céc chat khang acid bao gdm hydroxide nhém, magnesi hydroxide va simethicone lam giam sy
hép thu nizatidine khoang 10%. Khi dung chung vé thirc an, dién tich dudi dudmg cong (AUC)
va nbng d6 tdi da ting 1én khoang 10%.

O ngudi, dudi 7% liéu ubng nizatidine duoc chuyén héa thanh N2-monodesmethyl-nizatidine,
cling 13 mét chit di khang véi histamine & receptor H2 va 12 chét chuyén héa chinh dugc thai
trir theo nurde tidu. Céc chét chuyén héa khéc 14 N2-oxide (dudi 5% liéu ubng nizatidine), va S-
oxide (duéi 6% 1idu ubng nizatidine).

Hon 90% liéu nizatidine ubng vao dugc thai trir theo nude tiéu trong vong 12 gio. Khoang 60%
duge thai trir dudi dang chat me nguyén ven. D6 thanh thai than khoang 500 mL/phat cho thiy
thude duge thai trir tich cuc qua Sng thin. Dudi 6% lidu dung nizatidine thai theo dudmg tiéu
héa.

Qus lidu;

Hiém gap dung qua liéu nizatidine. Sau ddy 13 cach xir tri khi dung qué liéu:

.
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Céc dau hiéu va triéu chimg: it ¢6 kinh nghiém 1am sang vé qua liéu nizatidine & ngudi. Loai vat
dung lidu cao nizatidine c6 biéu hién kiéu cholinergic, nhur chay nuéce mit, tiét nuée bot, ndn, co
ddng tir va tidu chay.

X tri: Khi xir tri viéc ding qué lidu, can xét kha ning qué lidu nhiéu loai thudc, su tuong tac
gifra cac thude, va duge dong hoc bét thuong ciia thude dbi voi ngudi bénh.

Néu qua lidu Xay ra, nén dung than hoat, gdy ndn hodc rra rudt cung vaéi theo doi trén lam sang,
va diéu tri h tro. Kha ning thdm phan loc méau dé loai nizatidine ra khoéi co thé chwa duoc xéc
minh r3 rang; tuy nhién, do thé tich phan phdi lém, nén khdng hy vong loai trir nizatidine ra khoi

co thé bang phuong phap nay.
BAO QUAN: Bao bi kin, tranh 4nh sang, nhiét d6 duéi 30°C.

HAN DUNG: 24 thang ké tir ngdy san xuét.
Pé xa tAm tay tré em
Nha sin xuit:
m Ind. Co., Ltd.

648, Choji — D

KUKJE PHARMA IND. CO., LTD
_648, Choji-Dong, Danwon-Gu,
nsan-City, Gyeonggi-Do, Korea
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