
HUONG DAN SU DUNG THUOC 
Rx-Thudc nay chi diing theo don thuéc 
1. Tén thuée:; NITIDINE 
2.C3 y va khuyén cao khi ding thudc: 

Jexacéinr tay Gita tré em” 
Oe “There, str dung truéc khi ding” ; ‘1 9% sy hoge duge s¥ nhiing tac dung khéng mong muén gap phai khi sit wdc 

| 

dung? = 
2.7 Oxfg thire thude: Méi Im! dung dich udng chira: 
Thanh] woe chat Ham hrong 
Nizatidin 15mg 
Ta duoc vira di Iml 

Thanh phan ta duge: Natri citrat, acid citric, tartrazin, acid benzoic, glycerin, polysorbat 80, natri saccharin, dung dich huong cam, nuéc tinh khiét. 
4. Dang bao ché: Dung dich udéng (Dung dich trong, mau vang, cé mii thom, vi ngot) 5. Chi dinh: 
Loét td trang tién trién. 
Diu trj duy tri loét ta trang voi lidu thdp dé giam tai phat sau khi vét loét da lian, Loét da day lanh tinh tién trién, bao gdm ca loét do sang chan tém ly (stress) hay do thudc : chong viém khéng steroid. 
Bénh trao nguge da day - thyc quan. 
H6i chimg tang tiét acid dich vj Zollinger-Ellison, 
Lam giam céc triéu chimg réi loan tiéu héa do thita acid dich vi 
(nong rat, khé tiéu, ¢ chua). 
6. Cach diing va liéu ding: 
Ngwoi lon: 
Loét da day - td trang lanh tinh tién trién: Uéng méi ngay mét lan 300 mg vao budi téi hoac méi lan 150 mg, ngay 2 lan vao budi sang va budi tdi, trong 4 - 8 tudn. D6 an toan va hiéu qua diéu tri kéo dai trén 8 tudn chura dugc xAc dinh. ; 
Loét da day - té trang cé vi khudn Helicobacter pylori: Phéi hgp nizatidin (hién nay, mot thuée tre ché bom proton thudng dugc wa ding hon trong mét tudn) véi hai trong cdc khang sinh: Amoxicilin, tetracyclin, clarithromycin, khang sinh nhém_ imidazol (metronidazol). 
Bénh trao nguac da day - thc quan: M6i lin uéng 150 mg, ngay 2 lan c6 thé t6i 12 tuan voi ngudi ln. Ciing cé thé udng 300 mg 1 lan hic di nga nhung nén uéng [am 2 lan thi hon. Lam gidm triéu ching khé tiéu: M6i lan uéng 75 mg, c6 thé udng nhéc lai néu can thiét, téi da 150 mg/ngay, trong 14 ngay, 
Tré em: Sy an toan va higu qua ciia nizatidin aéi v6i tré em < 12 tudi chua duge ching minh. Liéu thuéng ding cho tré em va thiéu nién la 150 mg/lan, 2 lan/ngay. Khéng qua 300 mg/ngay 
Bénh trao nguge da day - thuc quan: Tré em > 12 tudi, méi lan udéng 150 mg, ngay 2 lan, ding toi 8 tuan. 
Suy than: Gidm liéu dya theo mite Igc cdu than (Clo,). 
Diéu trj loét da day lanh tinh tién trién, loét té trang tién trién: 
Cle 20 - 50 ml/phit: Gidm liéu 50% hoac uéng méi ngay mot Kn 150 mg. Cle <20 ml/phit: Gidm liéu 75% hoac uéng méi lin 150 mg, 2 ngay ding mét lan. Diéu tri duy tri loét ta trang: 
Cle. 20 - 50 ml/phit: Udng méi lan 150 mg,2 ngay ding mét lan. 
Cler < 20 ml/phtit: Uéng mdi lan 150 mg, 3 ngay ding niét lan. 
Suy gan ning: Nén gidm liéu (1/3 liéu) va ding vién 150 mg, nhat la khi cé két hop suy 
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than. 
Liru J: Co thé phai ting ligu thuéc khang thy thé Hp 6 ngudi bi bong, do cé tang thanh thai cila cdc thuéc khang thu thé Ho & nhing ngudi 
7. Chong chi dinh: 
Qué méan v6i cdc thuéc khang thy thé Hz hodc qua man véi bat ky thanh phan nao cia thuoc, 

8. Canh bdo va than trong khi ding thuéc: 
Trude khi ding nizatidin dé diéu trj loét da day, phai loai trit kha nang ung thu, vi thuéc cé thé che lap cdc trigu chimg va lim cham chan dodn ung thu, 
Man cam chéo: Nhiing nguéi bénh man cam véi mot trong nhitng thudc khang thy thé Hp cé thé cing min cam véi cdc thuéc khac trong nhém khang H2 histamin. Ding than trong va gidm liéu va/hoic kéo dai khoang cach giita cac lan ding thudc & nguoi suy than (Cl duge thai trir chi yéu qua than < 50 ml/phut) vi thuéc 
C4n nhac nguy co/lgi ich khi diing 6 ngudi xo gan hodc suy gan (cé thé phai giam liéu hoac kéo dai khoang cach gitta cac lin ding thudc). 
DO an toan va hiéu qua ctia nizatidin déi véi tré duoi 12 tuéi chua dugc chimg minh. 9. Sir dung thudc cho phy nit c6 thai va cho con bu: 
- Sir dung thuéc cho phy n& cé thai: Nizatidin qua dugc nhau thai. Cac nghién etru ding nizatidin 6 phy nit mang thai chwa day du, vi vay chi ding thudc khi that can thiét va theo loi khuyén cua thay thuéc. 

*~ Sit dung thuéc cho phy né& dang cho con bu: Nizatidin bai tiét vao sita me, cé thé gay ADR nghiém trong 6 tré ba me. Ngudi me nén ngimg cho con bi trong thdi gian ding thuéc hoac ngimg ding thuéc, 
10. Anh hwéng ciia thudc lén kha nang lai xe, van hanh may mée: Can than trong ding cho déi tuong nay, 
11. Twong tac véi thuéc khac, cc dang twong tac khdc: 
Thudc Id: Hiéu lyc ite ché bai tiét acid dich vi vao ban dém cia cdc thuéc khang thu thé H cé thé bi gidm do hit thudc 14. Ngwdi bi loét da day nén ngimg hut thudéc hoac it nhét tranh hut thudc sau khi uéng liéu thudéc khéng thu thé Hp cudi cing trong ngay. 
Rugu: Trinh ding dé udng cé cin, 
Khéng giéng nhu cimetidin, nizatidin kh6ng tre ché cytochrom P4so nén it tac déng lén chuyén héa cita céc thudéc khdc. Tuy nhién, giéng nhu cdc thuéc khang thy thé Ho khac, do lam tang PH da day nén cé thé anh huéng dén hp thu cia mot sé thuéc khdc. Thuéc khéng acid: Ding déng thai v6i thuéc khang thy thé H_ 6 thé lim gidm hp thu thuéc khang thy thé H2, Khuyén ngudi bénh khéng udng bat ky thudc khang acid nao trong vong 1 gid sau udng thuéc khang thu thé Ho, 
Thudc gay suy ty: Cloramphenicol, cyclophosphamid... ding cing thudc khang thu thé H cé the lam tang hién tugng giam bach cau trung tinh hodc réi loan tao mau khac. Itraconazol hodc ketoconazol: Lam giam dang ké hAp thu ciia hai thudc nay do thuéc khing thy thé Hp lam tang pH da day, vi vay phai uéng céc thudc khang thy thé Hp it nhat 2 gid sau udng itraconazol hoac ketoconazol. 
Salicylat: Nizatidin cé thé lam tang néng 46 huyét thanh salicylat khi ding déng thi véi acid acetylsalicylic liéu cao. 
Sucrafat: Lam giam hap thu ciia cac thudéc khang thu thé Ho, phai uéng hai thuéc cach nhau it nhat 1a 2 gid. 
12. Tae dung khéng mong mudn ciia thuéc (ADR): 
Nizatidin c6 rat it hodc khéng c6 tac dung khang androgen, mac di cé m6t vai thong bao vé chimg vi to va giam duc nang 6 nam gidi. Nizatidin ciing khéng anh huéng dén néng 46 prolactin va khéng anh huéng dén thanh thai qua gan ctia cdc thuée khac. Céc ADR ctia nizatidin trén tim it hon cac thudc khang thu thé Hp khac’ 
Thuong gdp, ADR > 1/100. 
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Da: Phat ban, ngira, viém da tréc vay. 
H6 hap: Ho, chay nuée mii, viém hong, viém xoang. 
Khac: Dau lung, dau ngue. 
It gap, 1/1 000 < ADR < 1/100. 
Da: May day. 
Tiéu hoa: Dau byng, tiéu chay, tao bén, khé miéng, non. 
Toan than: Sét, nhiém khuan. 
Tang acid uric mau. 

Hiém gdp, ADR < 1/1 000 
Toan than: Chéng mat, mét mdi, mat ngu, dau dau. 
Da: Héng ban da dang, rung téc, hoai tir biéu bi nhigm déc. 
Mau: Thiéu mau, gidm bach cau, giam tiéu cau, gidm toan bé huyét cau. 
Tim mach: Loan nhip (nhip tim nhanh hodc nhip tim cham), ha huyét dp tu thé, bléc nhi - that, 
ngat. ‘ 
Qué man: Séc phan vé, phi mach, phi thanh quan, co that phé quan, viém mach. 
Gan: Viém gan, vang da, tr mt, tang enzym gan. 
Tam than: Bon chon, do gidc, nham lin. 
Ni tiét: Giam kha nang tinh duc, chimg vi to & dan éng. 
Co khép: Dau co, dau khép. 

: Mat: R6i loan thj gide. 
Hwéng dan cach xir tri ADR 
Nizatidin thuong dung nap tot. Céc trigu chimg nhe nhu nhite dau, dau hong, mat ng... 
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thug het khi tiép tuc diéu trj. Trong mét thir nghiém lam sang c6 kiém tra, khoding 4,5% —<s6 
ngudi bénh phai ngimg thuédc. 
13. Qua liéu va xir tri: 
Théng tin vé déc tinh cdp cua nizatidin cdn han ché, Chua biét lidu gay chét cap ciia nizatidin 
onguodi. 

: 
Triéu chitng: 
Trén d6ng vat, qué liéu nizatidin cé triéu chimg cholinergic gdm: Chay nude mat, tiét nude bot, 
non, co déng tir, ia chay. 
Xi tri: : 
Khéng cé thudc giai déc dac hiéu, chi diéu tri triéu ching va hé tro. Giam hap thu: Gay nén, 
rira da day, udng than hoat. 
Con co giat: Tiém tinh mach diazepam. 
Nhip tim chim: Diéu trj bang atropin. Loan nhip that: Digu trj bang lidocain. 
Theo déi lam sang va diéu trj hé try. Tham phan mau khéng loai bé duge nizatidin. 
14. Dic tinh duge lire hoe: 
Nizatidin tre ché canh tranh véi tac dung cia histamin & thy thé Hp cita cdc té bao thanh da 
day, lam giam bai tiét acid dich vi ca ngay va dém, ca khi bi kich thich do thirc an, histamin, 
pentagastrin, cafein, insulin. Hoat tinh khang thy thé Hp ciia nizatidin cé tac dung thudn 
nghich. Tac dung tre ché bai tiét acid dich vi do kich thich cia nizatidin tuong tu nhw ranitidin va manh hon cimetidin 4 - 10 lin, Sau khi uéng m6t liéu nizatidin 300 mg, bai tiét 
acid da day vao ban dém bi irc ché 90%, kéo dai toi 10 gi’ va bai tiét acid da day do kich thich b6i thire &n bj tre ché 97% kéo dai téi 4 gid. Tuy theo lidu ding, nizatidin ciing gidn tiép lam giam bai tiét pepsin do giam thé tich bai tiét acid dich vi. 
Tae dung ite ché ciia nizatidin d6i véi bai tiét acid da day kh6ng cé tinh chat tich liy va tinh nhén thudc cing khéng phat trién nhanh. Da sé nghién ctru cho la khéng cé hién tuong ting 
bai tiét acid da day sau khi hoan thanh diéu tri 6 ngudi bf loét té trang. Nizatidin gay tang bai tiét yéu t6 ndi tai do betazol kich thich. Thuéec cé thé bao vé niém mac da day, chéng lai tac dung kich mg cia m6t s6 thudc (nhu thudc chéng viém khéng steroid). 
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Nizatidin khéng 06 tac dung nhiéu dén nong d6 huyét thanh cua gastrin, gonadotrophin, prolactin, hormon tang truéng, hormon khang niéu, cortison, testosteron, 5-q- dihydrotestosteron hoc estradiol. 
, 15. Dac tinh duge dGng hoe: 

Hap thu: 
Nizatidin hap thu nhanh, dé dang va gan nhw hoan toan qua duéng tiéu héa nén sinh kha dung khi uéng khoang 70%, cé thé tang nh¢ khi cé mat thite an va giam nhe khi cé mat thuédc khang acid nhung thay ddi nay khéng cé ¥ nghia lam sang. Thdi gian va mire d6 tte ché bai tiét acid da day do nizatidin phu thudc vao liéu, tre ché t6i da voi liéy udng 300 mg. Phan bé: 
Nizatidin gin khoang 35% vao protein huyét tuong, thé tich phan bé la 0,8 - 1,5 livkg & ngudi lon, Nizatidin qua duge nhau thai va phan bé vao stfa me. Trong mt nghién ctru ding thuéc cho ngudi me dang cho con bi, khoang 0,1% liéu udng da tim thay trong sita me. Chua biét la nizatidin.c6 vao duge dich nao ty hay khéng, tuy rang da sé cdc thudéc khang thu thé H qua duoc hang rao méu - nao. 
Chuyén héa: 
Nizatidin chuyén héa mét phan nhé 6 gan, cdc chat chuyén hoa da duge xée dinh a: Nizatidin N-2-oxyd, nizatidin S-oxyd, N-2- monodesmethylnizatidin, trong dé N-2- monodesmethylnizatidin cé khoang 60% hoat tinh ctia nizatidin. Thai trir: 

‘Nira doi thai try khoang 1 - 2 gid, hau nh khéng bi anh huéng do tudi, nhung kéo d: suy than. O ngudi bénh e6 chite nang than binh thudng, trén 90% liu udng cua nizatidin trit qua nude tiéu trong vong 12 - 16 gid, khoang 60 - 65% dudi dang khéng chuyéjf hi Dui 6% liéu uéng ciia nizatidin duge thai trit qua phan. ' 16. Qui céch déng g6i: H6p 1 chai x 100ml. H6p 10 éng x 10m. 17. Dieu kign bao quan, han ding, tiéu chuan cht long ciia thuéc: - Diéu kign bao quan: Noi khé, nhiét 46 dudi 30°C. ~ Han ding: 24 thang tinh tir ngay san xuét. 
- Tiéu ne chat lugng: TCCS. 
- Han sit dung sau me nap chai: Duge sit dung trong vong 30 ngay ké tir ngay mé nap chai (véi quy céch déng chai). 
18. Tén va dia chi co sé san xudt: : CONG TY DUGC PHAM VA THUONG MAI PHUONG DONG (TNHH) Dia chi: TS 509, ty ban dé sé 01, Cum CN Hap Linh, Phuéng Hap Linh, Thanh phé Bac Ninh, Tinh Bac Ninh. 
S6 dién thoai: 0222.3720838 S6 fax: 0222.3720488 
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