https://trungtamthuoc.com/

Chi dinh, cich dung, chéng chi dinh va
s 75 Mg céc théng tin khae: Xem trong & hudng
oo viEN dBn sir dung thube kém theo.

Tiéu chudn: TCCS.

anh &nh sang. Co sé& san xuit:

CONG TY CP DUQ'C PHAM ME DI SUN
Dé xa tim tay tré em S6 521, khu phé An Loi, phueng Hoa Lo,
Poc k§ hwéng dan st dung treée khi ding  thj xa Bén Cat, tinh Binh Dwrong
Ry thusc ke don GMP-WHO

NIZASTRIC 75

Nizatidin 75 mg

Hop 6 vi x 10 vién nang cirng

NIZASTRIC 75

Composition: Indications, administration, cor dications
Nieddie ’ 75mg  and other information: See package insert
Excipients Q.5..............c.............1 capsule Manufacturer:

Storage: Dry place, not above 30°C, ~ MEDISUN PHARMACEUTICAL J.5.C

protect from light. No. 521, An Loi Quarter, Hoa Loi Ward, Ben Cat
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NIZASTRIC 75

Dé xa tam tay tré em
Doc kj huéng dan sir dung trude khi ding

Méi vién nang cimg chira:

Théanh phan dioc chdt: Nizatidin 75 mg

Thanh phan td dirge: Tinh bt tién gelatin héa, cellulose vi tinh thé, colloidal silicon dioxid,
magnesi stearat, vo nang s6 2

2. DANG BAO CHE

Vién nang cing.

M0 ta: Vif‘:n nang ctmg s6 2, mau vang, nang lanh 1in, khéng mép méo. Bot thude bén trong
kho toi, dong nhét, mau tring hay tréng nga.

3. CHI PINH

Diéu trj loét ta trang.

Pidu tri loét da day lanh tinh.

Du phong ti phat loét ta trang hodc loét da day lanh tinh.

Diéu tri bénh trao ngugce da day - thuc quén (bao g(‘?)m xudc, loét va ¢ chua).

Piéu trj loét da day va/hoic ta trang do thuéc chéng viém khéng steroid.

Cai thién céc tén thuong & niém mac da day & bénh nhan viém da day cAp/dot cép cia viém
da day man tinh.

4. CACH DUNG, LIEU DUNG

Cach dung:

Thudc dung duong ubng.

Lidu diing:

Nguwoi lon

Diéu tri loét td trang

Liéu khuyén céo hang ngéy 12 300 mg vao budi tdi. Nén tiép tuc diéu tri trong 4 tudn, mic d
c6 thé gidm thoi gian dieu tri néu ndi soi thdy vét loét lanh s6m hon. Hau hét cac vét loét s&
lanh trong vong 4 tuén, nhung néu vét loét chura lanh han sau 4 tudn diéu tri, bénh nhin nén
tiep tuc di€u tri thém 4 tuan nira.

Piéu tri loét da day lanh tinh

Liéu khuyén cdo hang ngay ‘lé 300 mg vao budi tbi trong 4 tudn hodc 8 tudn néu cin. Trudc
khi di€u tri bang nizatidin, can luu y loai trir kha ning ung thu da day.

Néu cén, liéu 300 mg/ngay dé didu tri loét ta trang hoc loét da day lanh tinh c6 thé duogc chia
thanh 150 mg x 2 lan/ngay vao budi sang va budi tdi.
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Liéu khuyen cao hang ngay la 300 mg (300 mg truée khi di ngl hodc 150 mg x 2 lan/ngay
vao budi sang va budi tbi) trong t6i da 8 tudn. O hiu hét bénh nhan, vét loét s& lanh lai trong
vong 4 tuén. Trong qua trinh diéu tri, c6 thé tiép tuc sir dung thude chéng viém khong steroid.

Cdi thién cdc ton thuong & niém mac da day & bénh nhan viém da day cdp/dot cap cia viem
da day man tinh

Liéu thuong ding cho ngudi 16n 1a 75 mg x 2 1dn/ngdy vao budi sang va budi téi. Lidu c6 thé
dugc diéu chinh theo tudi va cac triéu chirng ctia nguoi bénh.

Ngwoi cao tudi

Tudi tac khong anh huéng dang ké dén hiéu qué va d6 an toan. Thuong khong cin didu chinh
li€u, ngoai trir & nhitng bénh nhan suy than trung binh dén nang (do thanh thai creatinin dudi
50 ml/phut).

Tré em

Chua xac dinh dugc do an toan va hiéu qua ciia nizatidin & tré em. Khong c6 san di liéu.
Bénh nhén suy gidm chirc ning than

Péi v6i bénh nhén suy thén trung binh (d¢ thanh thai creatinin dudi 50 ml/phit) hodc bénh
nhén suy thin ning (d0 thanh thai creatinin dudi 20 ml/phiit) nén giam liéu nhu sau:

Liéu khuyén cdo

Chi dinh Suy thin trung binh Suy thin ndng ‘
Loét ta trang 150 mg vao bubi tbi 150 mg, 2 ngay dung 1 lan
Loét da day lanh tinh 150 mg vao budi tbi 150 mg, 2 ngay dung 1 lan
Du phong tai phat loét ta trang | 150 mg vao budi tbi, 2 ngay e 5
. 150 mg, 3 dung 11

hoc da day lanh tinh ding 1 14n edae s

: 5 : 150 mg/ngay dén 150 mg x | 150 mg, 2 ngay ding 1 lan
1 da day - th : x

eIV Cecy Beaun | e dén 150 mg/ngay

Lovedg aevilioge thBae 00,y oy Bodt ol 150 mg, 2 ngdy ding 1 lin

thudc chéng viém khong steroid
5. CHONG CHIi PINH

Qua mén véi cac thube khang thy thé Hs hodc qué mén véi bat ky thanh phin nao cta thude.
6. CANH BAO VA THAN TRONG KHI DUNG THUOC :
Trude khi ding nizatidin dé diéu trj loét da day, phai loai trir kha ning ung thu, vi thube c6
thé che I4p céc triéu ching va 1am cham chin doan ung thu.

Min cam chéo: Nhitng ngudi bénh min cam véi mot trong nhirng thuoc khang thu thé Hz ¢6
thé ciing min cam véi cac thude khac trong nhom khéng H> histamin.
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S ‘nggﬂﬁﬁ:ﬁro & Va giam lidu vé/h?éc kéo dai khoang CE’l’Ch giita cac lan ding thudc & nguoi
ml/phut) vi thudc duoc thai trir chil yéu qua than.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nit co thai

Nizatidin qua dugc nhau thai. Cac nghién ctru dung nizatidin & phu nit mang thai chua day
di, vi vay chi dung thudc khi that can thiét va theo 1o khuyén ciia thay thudc.

Nghién ctru trén chudt va tho udng véi lidu 1én t6i 1500 mg va 275 mg/kg/ngay (ghp 40,5 va
14,6 lan lieu dung cho ngudi dya trén dién tich co thé, twong tmg), khong thdy ¢6 déu higu
anh hudng doc dén thai.

Phu nit cho con bui

Nizatidin bai tiét vao sita me, ¢ thé gdy ADR nghiém trong ¢ tré bu me. Ngudi me nén ngiing
cho con bt trong thoi gian dung thude hoic ngirng diing thudc.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Nizatidin khéng anh huéng dén kha nang l4i xe hogic van hanh may méc.

9. TUONG TAC, TUONG KY CUA THUOC

Thuée ld: Hiéu lyc e ché bai tiét acid dich vi vao ban dém ciia céc thubc khang thu thé Ha
c6 the bi gidm do hut thudce 14. Ngudi bi loét da diy nén ngimg hit thude hodc it nhét tranh
hit thudc sau khi ubng liéu thude khang thu thd Ha cudi cung trong ngay.

Rurgu: Tranh dung dd uéng 6 cdn.

Khéng giéng nhu cimetidin, nizatidin khéng trc ché cytochrom Paso nén it téc dong 1én chuyén
héa ctia cac thude khac. Tuy nhién, gidng nhu cac thude khang thy thé Ha khéc, do l1am ting
pH da day nén c6 thé anh hudng dén hép thu ctia mot s6 thudce khac.

Thuée khdng acid: Ding ddng thoi voi thube khang thy thd Ha ¢6 thé 1am giam hip thu thudc
khang thu thé Hz. Khuyén ngudi bénh khong uong bat ky thude khang acid nio trong vong 1
gi0 sau uong thudc khang thu thé H.

Thuéc gady suy tuy: Cloramphenicol, cyclophosphamid... ding cling thuéc khang thu thé H,
c6 thé lam tang hién tuong giam bach cau trung tinh hodc rdi loan tao mau khéc.

Itraconazol hodc ketoconazol: Lam giam dang ké hap thu ctia hai thuéc nay do thudc khéng
thu thé H, 1am tang pH da day, vi vay phai udng cac thudc khang thu thé H, it nhat 2 gio sau
uodng itraconazol hodc ketoconazol.

Salicylat: Nizatidin c6 thé 1am tang ndng d6 huyét thanh salicylat khi ding ddng thdi véi acid
acetylsalicylic li€u cao.

Sucrafat: Lam giam hap thu ciia cac thuc khang thu thé Ha, phai uéng hai thuéc cach nhau
it nhat la 2 gio.

10. TAC DUNG KHONG MONG MUON CUA THUOC
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odc khong c6 tac dung khang androgen, mic di c6 mot vai thong béo vé
idm duc ndng & nam gidi. Nizatidin cling khong anh huéng dén nong do
Al O
O

: anh hudng dén thanh thai qua gan cua cac thudc khac. Cac ADR ciia

Ho6 hép: Ho, chdy nu6c miii, viém hong, viém xoang.
Khéc: Dau lung, dau nguc.
It gdp, 1/1 000 < ADR < 1/100
Da: May day.
Tiéu héa: Dau bung, tiéu chay, tdo bon, kho miéng, non.
Toan than: S6t, nhim khuén. Tang acid uric mau.
Hiém gdp, ADR < 1/1000
Toan than: Chéng mit, mét moi, mét ngu, dau dau.
Da: Hong ban da dang, rung téc, hoai tir biéu bi nhidm déc.
Méu: Thiéu mau, giam bach ciu, giam tiéu cau, giam toan bd huyét cau.
Tim mach: Loan nhip (nhip tim nhanh hogc nhip tim chdm), ha huyét 4p tu thé, bléc nhi -
that, ngat.
Qué mén: Sbc phan vé, phu mach, phu thanh quan, co thét phé quéan, viém mach.
Gan: Viém gan, vang da, r mét, tdng enzym gan.
TAm thin: Bdn chdn, 40 giac, nham I4n.
NOoi tiét: Giam kha nang tinh duc, chimg v to & dan dng.
Co khép: Pau co, dau khép.
Mit: Réi loan thi giac.
Huong din cdch xir tri ADR
Nizatidin thuong dung nap tot. Cac triéu chimg nhe nhu nhte diu, dau hong, mét ngi...
thuong hét khi tiep tuc diéu tri. Trong mdt thir nghiém 14m sang c6 kiém tra, khoang 4,5%
ngudi bénh phai ngimg thude.
Thong bdo ngay cho bdc sy hodc dwgc sj nhitng phén itng cé hai gip phai khi sir dung
thuoc.
11. QUA LIEU VA CACH XU TRi
Théng tin vé dc tinh cp cia nizatidin con han ché. Chua biét lidu gay chét cAp cta nizatidin
& ngudi.
Triéu chirng
Trén dong vat, qud liéu nizatidin c6 tri¢u chimg cholinergic gdm: Chay nuéc mét, tiét nudc
bot, ndn, co dong t1, ia chay.
X tri:
Khéng c6 thude giai ddc dic hiéu, chi didu tri triéu chimg va hj tro.
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nodn, rira da day, uéng than hoat.

n\finh mach diazepam.

Nhom duoc ly: Thuoc khang thu the H>
Mi ATC: A02BA04

Nizatidin trc ché canh tranh v&i tac dung cia histamin & thu thé H2 cia céc té bao thanh da
day, lam gidm bai tiét acid dich vi ca ngay va dém, cd khi bj kich thich do thirc &n, histamin,
pentagastrin, cafein, insulin. Hoat tinh khang thu th& H2 cia nizatidin c6 tac dung thuan
nghich. Tac dung trc ché bai tiét acid dich vi do kich thich cuia nizatidin twong tu nhu ranitidin
va manh hon cimetidin 4 - 10 ldn. Sau khi udng mot lidu nizatidin 300 mg, bai tiét acid da
day vao ban dém bj tc ché 90%, kéo dai toi 10 glo va bai tiét acid da day do kich thich baoi
thirc &n bi trc ché 97% kéo dai t6i 4 glo Tay theo liéu ding, nizatidin ciing gian tiép lam giam
bai tiét pepsin do giam thé tich bai tiét acid dich vi.

Téc dung trc ché clia nizatidin déi véi bai tiét amd da day khong c6 tinh chét tich liy va tinh
nhon thude cling khong phét trién nhanh. Da sé nghién ctru cho 1a khong c6 hién tugng ting
bai tlet acid da day sau khi hoan thanh diéu trj & ngudi bi loét ta trang. Nizatidin gy ting bai
tiét yéu té noi tai do betazol kich thich. Thudc ¢6 thé bao vé niém mac da day, chdng lai tac
dung kich tng ciia mot sé thude (nhu thude chéng viém khong steroid).

Nizatidin khong c6 tdc dung nhiéu dén ndng do huyét thanh cua gastrin, gonadotrophin,
prolactin, hormon ting truéng, hormon khang niéu, cortison, testosteron, 5-a-
dihydrotestosteron hodc estradiol.

13. PAC TINH DUQC PONG HQC

Hip thu

Nizatidin dwoc hip thu nhanh qua dudng tiéu hoa va néng d6 dinh trong huyét twong (700-
1800 ng/ml sau liéu 150 mg; 1400-3600 ng/ml sau lidu 300 mg) thuong dat dugc trong vong
2 gidr sau khi uéng (khoang 0,5-3 git). Sinh kha dung dwdng udng cua nizatidin 16n hon 70%
va thoi gian ban thai khoang 1,6 gio.

Phén bé

Khoang 35% nizatidin lién két véip rotein huyét trong. Warfarin, diazepam, paracetamol,
propanthelin, phenobarbiton va propranolol khéng dnh huéng dén sy gén két véi protein huyét
tuwong cuia nizatidin in vitro.

Chuyén héa

Nizatidin dugc chuyén hoa bude mot qua gan v6i ty 1€ nho (6%). Nizatidin chii yéu duoc thai
trir qua than, khoang 60% duou dang khong d6i, d¢ thanh thai qua thén kKhoang 500 ml/phut.

Céc chét chuyén héa bao gdm desmethyl nizatidin (7%), sulphoxid (6%) va N-oxid (5%).
Desmethyl nizatidin 12 mét chét chuyén héa cé hoat tinh véi hiéu luc han ché.

Thai trie
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¥éng nizatidin (bao gdm cé cac chét chuyén hoa) dugc bai tiét qua nuéde ticu

2/binh dén ning kéo de‘1i dang ké thoi gian ban thai va giam d¢ thanh thai cta

3 O\hitng ngu'orl bi than hu vé mit chire nang, thoi gian bén thai 14 3,5 dén 11 gior va
do thanh tha1 trong huyét trong la 7 dén 14 l/gw Pé tranh tich luy thubc & nhirng ngudi bi
suy than dang ké vé mt 1am sang, nén giam lidu va/hodc tin suét dung nizatidin tuong ing
v6i mirc d§ nghiém trong cua suy thén.

14. QUY CACH PONG GOI

Hdop 6 vi x 10 vién.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG THUOC
Diéu ki¢n bdo quan: Noi khd, nhiét do khong qua 30°C, tranh 4nh séng.

Han dimg: 36 thang ké tir ngay san xut.

Tiéu chudn chdt luong thude: TCCS.

16. TEN, PTA CHI CUA CO SO SAN XUAT THUOC

Tén co s6 san xudt: CONG TY CO PHAN DUQC PHAM MEDISUN

Dja chi: $6 521, khu phd An Loi, phuong Hoa Loi, thi x4 Bén Cét, tinh Binh Duong
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