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LN HUGNG DAN SU DUNG THUOC
Rx-Thube nay chi dung theo don thude
‘ -

u y va khuyén cdo khi ding thuéc:
A Gila tré em”

%

thire thude: M3i 1ml dung dich uéng chia:

Thanh phamduwge chat Ham hrong
Nizatidin 15mg
Té dugce vira du Iml

Thanh phan t4 dwge: Natri citrat, acid citric, tartrazin, acid benzoic, glycerin, polysorbat 80,
natri saocha'rin, dung dich hwong cam, nudc tinh khiét.
4. Dang bao ché: Dung dich ubng (Dung dich trong, mau vang, c¢6 mii thom, vi ngot)
5. Chi dinh:
Loét ta trang tién trién.
. Diéu trj duy tri loét t4 trang véi lidu thép dé giam tai phét sau khi vét loét da lién.

Loét da day lanh tinh tién trién, bao gdm ca loét do sang chén tam 1y (stress) hay do thubc

* chéng viém khong steroid.
Bénh trdo nguoc da day - thye quan.
Hi chimg ting tiét acid dich vj Zollinger-Ellison.
Lam giam céc trigu chimg réi loan tiéu héa do thira acid dich vi
(néng rat, kho tiéu, ¢ chua).
6. Cach ding va liéu ding:
Ngurai lom:
Loét da day - td trang lanh tinh tién trién: Ubng mdi ngay mt 1an 300 mg vio budi t5i hoge
mdi ldn 150 mg, ngdy 2 IAn vao budi sang va budi tdi, trong 4 - 8 tuAn. P an toan va higu qua
diéu trj kéo dai trén 8 tudn chura duoc xdc dinh. :
Loét da day - td trang c6 vi khudn Helicobacter pylori: Phéi hop nizatidin (hién nay,
mét thube re ché bom proton thudng dugc va ding hon trong mot tudn) véi hai trong cac
khing sinh: Amoxicilin, tetracyclin, clarithromycin, khang sinh nhém  imidazol
(metronidazol).
Bénh trao nguogc da day - thye quan: M5 lin uéng 150 mg, ngay 2 Iin c6 thé t5i 12 tudn
v6i ngudi l6n. Ciing c6 thé ubng 300 mg 1 14n lic di nga nhung nén ubng lam 2 Iin thi hon.
Lam gidm tri¢u ching kho tiéu: M5 1an uéng 75 mg, c6 thé uéng nhic lai néu cin thiét, ti
da 150 mg/ngay, trong 14 ngay.
Tré em: Sy an toan va hiéu qua cua nizatidin déi véi tré em < 12 tudi chua dugc chimg minh.
Liéu thuong ding cho tré em va thiéu nién 1a 150 mg/lan, 2 1an/ngay. Khong qué 300
mg/ngay
Bénh tréo ngugc da day - thyc quan: Tré em > 12 tudi, mdi lin ubng 150 mg, ngay 2 lan,
dung t6i 8 tudn.
Suy thin: Gidm li¢u dya theo mirc loc ciu than (Cl,y).
Diéu tri loét da day lanh tinh tién trién, loét 1d trang tién trién:
Cler 20 - 50 mU/phit: Giam liéu 50% hofic uéng méi ngay mét Iin 150 mg.
Cler <20 m/phut: Giam liéu 75% hofic uéng méi Ian 150 mg, 2 ngdy ding mét lin.
Diéu tri duy tri loét td frang:
Cler 20 - 50 ml/phiit: Uéng mi lan 150 mg,2 ngay ding mét ln.
Cler < 20 ml/phit: Uéng m&i Iin 150 mg, 3 ngay dung mibt lan.
Suy gan niing: Nén giam liéu (1/3 lidu) va ding vién 150 mg, nhét 1a khi 6 két hop suy
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thén,

Lueu : C6 thé phai tang lidu thude khang thy thé H, & ngudi bi bong, do c6 ting thanh thai

cia cdc thude khang thy thé Hz & nhimg nguoi

7. Chéng chi dinh: . ,

%ug man v6i cdc thube khang thy thé Hy hodic qua man véi bt ky thanh phin nao ciia

thuoe.

8. Ciinh béo va thin trong khi ding thudc:

Trude khi ding nizatidin dé diéu trj loét da day, phai loai trir kh ning ung thu, vi thuée ¢6

thé che I4p céc trigu ching va lam cham chin dodn ung thur.

Min cim chéo: Nhitng ngudi bénh man cim véi mét trong nhiing thude khéng thy thé Hy c6

thé ciing mén cam véi cac thube khéc trong nhém khang H, histamin,

Dung than trong va giam liéu vi/hoic kéo dai khoang céch gifta céc 1in ding thude & ngudi

suy than (Cl dugc thai trir chii yéu qua thin < 50 ml/phat) vi thude

Can nhic nguy co/lgi ich khi ding & ngudi xo gan hofic suy gan (c6 thé phai giam lidu hogc

kéo dai khoang céch gifra c4c lin ding thuéc).

D) an toan va higu qué cta nizatidin d6i véi tré dudi 12 tudi chura duoc chimg minh.

9. Sir dyng thubc cho phy nik ¢6 thai va cho con bii:

- Sir dyng thuéc cho phu nir c6 thai: Nizatidin qua dugc nhau thai. Cac nghién ciru ding
. nizatidin & phy nir mang thai chwa ddy da, vi vy chi dung thuée khi that cdn thiét va theo 1o]

khuyén cta thdy thuéc. ‘

- Sir dyng thude cho phy nir dang cho con bi: Nizatidin b tiét viio sira me, ¢6 thé gay

ADR nghiém trong & tré bt me. Nguoi me nén ngimg cho con bu trong thoi gian ding thude

hodic ngimg ding thude.

10. Anh hwéng ciia thubc 1én kha néing ldi xe, vin hanh may mée: Cin thin trong ding

cho d6i twong nay.

11. Twong téc vé6i thude khdc, cdc dang twong tic khéc:

Thuoc la: Higu lyc e ché bai tiét acid dich vi vao ban dém cua céc thube khang thy thé H 6

thé b gidm do hut thude 1a. Ngudi bj loét da day nén ngimg hiit thudc hodic it nhét tranh hat

thudc sau khi uéng lidu thudc khéng thy thé H; cudi cing trong ngay.

Rugu: Tranh ding dd uéng c6 cdn.

Khéng giéng nhu cimetidin, nizatidin khéng trc ché cytochrom Pyso nén it téc dong 1én chuyén

héa cia céc thude khéc. Tuy nhién, gidng nhur cdc thude khéng thy thé H; khac, do lam tang

PH da ddy nén c6 thé anh huéng dén hip thu cia mot sé thude khdc,

Thudc khdng acid: Ding ddng thasi véi thube khang thy thé H c6 thé lam giam hip thu thuéc

khéng thu thé Hz. Khuyén ngusi bénh khong udng bét ky thude khang acid nao trong vong 1

gior sau uéng thudc khang thy thé H,,

Thuée gdy suy tiy: Cloramphenicol, cyclophosphamid... ding ciing thuéc khéng thy thé

H ¢6 thé 1am ting hién twong gidm bach ciu trung tinh hofic réi loan tao méau khic,

Itraconazol hogic ketoconazol: 1.am giam déang ké hp thu cta hai thudc nay do thudc khang

thy thé H; 1am ting pH da day, vi vy phai udng cdc thudc khang thy thé Ha it nhit 2 gidr sau

udng itraconazol hoic ketoconazol.

Salicylat: Nizatidin c6 thé lam tang ndng d¢ huyt thanh salicylat khi diing dong thii véi acid

acetylsalicylic liéu cao.

Sucrafat: Lam giam hép thu cua céc thue khéng thu thé Ha, phai udng hai thudc céch nhau

it nhit 1a 2 gio.

12. Tic dyng khéng mong muén ciia thubc (ADR):

Nizatidin ¢6 rét it hogc khong c6 tic dung khang androgen, mic dii c6 mét vai théng bdo vé

chimg vii to va giam dyc ndng & nam gi6i. Nizatidin ciing khéng anh huémg dén nong do

prolactin va khéng anh huéng dén thanh thai qua gan cua céc thuée khac. Céc ADR cia

nizatidin trén tim ft hon céc thube khang thy thé Hy khac:

Thuong gdp, ADR > 1/100.
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Da: Phat ban, ngira, viém da tréc vay.

Hb hép: Ho, chay nuée mili, viém hong, viém xoang,

Khéic: Pau lung, dau ngye.

It géip, 1/1 000 < ADR < 1/100.

Da: May day.

Tiéu héa: Dau bung, tiéu chay, tdo bon, kho miéng, non.

Toan than: Sét, nhiém khuén.

Téng acid uric mau.

Hiém gap, ADR < 1/1 000

Toan than: Chéng miit, mét moi, mit ngu, dau dau.

Da: Hong ban da dang, rung téc, hoai tir bidu bi nhidm dbe.

Maéu: Thiéu méu, giam bach ciu, gidm tiéu céu, giam toan bé huyét ciu.

Tim mach: Loan nhip (nhip tim nhanh hogc nhip tim chdm), ha huyét 4p tr thé, bléc nhi - thét,
ngat. '

Qua man: Séc phan vé, phu mach, phu thanh quan, co thit phé quén, viém mach.
Gan: Viém gan, vang da, (r mt, tdng enzym gan.

Tém than: Bén chén, a0 gisc, nhdm Jan.

. Noi tiét: Gidm kha nang tinh duc, chimg vii to & dan ong. )
Co khép: Pau co, dau khép. G Ty

* Mit: Réi loan thi gidc, s

Hwéng din cdch xir tri ADR 30!

Nizatidin thuong dung nap t6t. Cac triéu chirg nhe nhu nhirc déu, dau hong, mit ngu... -
thudmg hét khi tiép tyc diéu trj. Trong mét thir nghiém 14m sang 6 kiém tra, khoang 4,5% X
ngudi bénh phai ngimg thude.

13. Qua lidu va xir tri;

Théng tin vé& ddc tinh cAp cua nizatidin con han ché. Chua biét lidu gdy chét cp cua nizatidin
0 nguoi. )
Triéu chimg:

Trén dong vat, qua liéu nizatidin c6 tri¢u chimg cholinergic gdm: Chay nude mat, tiét nuée bot,
nén, co déng tir, ia chay.

Xir tri: :

Khong cé thude gidi dgc dic hiéu, chi diéu tri tricu chimg va hé trg. Giam hép thu: Gay nén,
rira da day, udng than hoat.

Con co giat: Tiém tinh mach diazepam.

Nhip tim chim: Diéu tr bing atropin. Loan nhip thét: Didu tri bing lidocain.

Theo doi 1am sang va diéu trj h3 trg. Thim phan méu khéng logi b duge nizatidin.

14. Djc tinh dwgce e hoc:

Nizatidin trc ché canh tranh véi téc dung ctia histamin & thy thé Ha cta céc t& bao thanh da
day, lam giam bai tiét acid dich vj ca ngay va dém, ca khi bj kich thich do thirc an, histamin,
pentagastrin, cafein, insulin. Hoat tinh khang thu thé Hs cia nizatidin ¢ tdc dung thuin
nghich. Tac dung wc ché bai tiét acid dich vi do kich thich cia nizatidin tuong tu nhu
ranitidin va manh hon cimetidin 4 - 10 lan. Sau khi uéng mét liéu nizatidin 300 mg, bai tiét
acid da day vao ban dém bj trc ché 90%, kéo dai t&i 10 gio va bai tiét acid da day do kich
thich boi thire an bj e ché 97% kéo dai t6i 4 gio. Tuy theo liéu dimg, nizatidin ciing gian
tiép lam gidm bai tiét pepsin do giam thé tich bai tiét acid dich vi.

Téc dung rc ché cua nizatidin ddi véi bai tiét acid da day khong c6 tinh chét tich lily va tinh
nhon thudc ciing khdng phit trién nhanh. Pa sé nghién ctru cho 1 khéng c6 hién tugng ting
bai tiét acid da ddy sau khi hoan thanh didu trj & ngudi by loét ta trang. Nizatidin gay ting bai
tiét yéu t6 ndi tai do betazol kich thich. Thuéc c6 thé bao vé niém mac da day, chdng lai téc
dung kich img ciia mt s6 thude (nhu thuée chéng viém khong steroid).
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Nizatidin khéng ¢6 tic dung nhiéu dén nong do huyét thanh cua gastrin, gonadotrophin,
prolactin, hormon taing trudéng, hormon khing niéu, cortison, testosteron, 5-g-
dihydrotestosteron hoic estradiol. :
15. Bic tinh duwge dong hoc:

Hép thu:

Nizatidin géin khoang 35% vao protein huyét twong, thé tich phén bé 1a 0,8 - 1,5 livkg & nguai

16n. Nizatidin qua dugc nhau thaj va phén b véo sira me. Trong mét nghién ciru diing thuée

cho ngudi me dang cho con b, khoing 0,1% liéu uéng da tim thy trong sira me. Chua biét

Ia nizatidin <6 vao duge dich nio tiy hay khéng, tuy ring da sé cdc thude khéng thy thé H

qua dugc hang rao méu - nio.

Chuyén héa:

Nizatidin chuyén héa mét phin nho & gan, cdc chat chuyén héa da duge xbc dinh Ia:

Nizatidin N-2-oxyd, nizatidin S-oxyd, N-2- monodesmethyInizatidin, trong dé N-2- f
= monodesmethylnizatidin c6 khoang 60% hoat tinh cua nizatidin.

Thai trir; :

“Nira doi thai trir khodng 1 - 2 gioy, hiu nhu khong bj anh huéng do tudi, nhung kéo di

suy thin. O ngudi bénh c6 chirc nang thin binh thuéng, trén 90% lidy udng cia nizatidi i

trir qua nudc tiéu trong vong 12 - 16 gi0, khoang 60 - 65% dugi dang khong chuyéff h

Du6i 6% liéu ubng ciia nizatidin dwoc tha; trir qua phén. ,

16. Qui cdch déng géi: Hop 1 chai x 100m]. Hop 10 6ng x 10ml.

17. Diéu kign bio quén, han dung, tiéu chuin chit hrgng ciia thude:

- Didu kién bdo quin: Noi kho, nhiét d6 duai 30°C.

- Han ding: 24 théng tinh tir ngay san xuét.

- Tiéu chugn chit lwgng: TCCS.

- Han sir dung sau mé nép chai: Pugc sir dung trong vong 30 ngay ké tir ngay mo nép chai

(vdi quy cach déng chai).

18. Tén va dja chi co’ s& sin xuit: ;.

CONG TY DUGC PHAM VA THUGNG MAI PHUONG BONG (TNHH)

Dja chi: TS 509, tor ban d sé 01, Cum CN Hap Linh, Phudng Hap Linh, Thanh phé Béc

Ninh, Tinh Bic Ninh,

S6 dién thoai: 0222.3720838 86 fax: 0222.3720488




