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Huwéng din sir dung thuéc:
Thube ban theo don
MEZAGASTRO

- Dang thuée: Vién nang cung.

- Thanh phan: M3i vién nang cung chira:
Nizatidin 150mg
Ta duoc vd Ivién

(Ta dwroc g&m: gelatin, bot tale, tinh bét sén, tinh bot mi, natri crosscarmellose, natri starch

glycolat, crospovidon, natri lauryl sulphat ).

-Dwogc lyc hoc:

Nizatidin trc ché canh tranh véi tac dung ctia histamin & thu thé H, cua cac té bao thanh &
da day, lam giam bai tiét acid dich vi ca ngay va dém, ca khi bi kich thich do thitc #n, histamin,
pentagastrin, cafein, insulin. Hoat tinh khéng thu thé H, clia nizatidin ¢6 tac dung thuan nghich.
Tac dung trc ché bai tiét acid dich vi do kich thich cua nizatidin tuong tu nhu ranitidin va manh
hon cimetidin 4 - 10 lan trén co s khéi lwong. Sau khi uong mét lidu nizatidin 300 mg, bai tiét
acid da day vao ban dém bi trc ché 90%, kéo dai t&i 10 gio va bai tiét acid da day do kich thich
boi thire dn bi e ché 97% kéo dai t6i 4 gior. Phu thude vao lidu dung, nizatidin ciing gin tiép
lam gidm bai tit pepsin do giam thé tich bai tiét acid dich vi.

Téc dung e ché cua nizatidin déi v6i bai tiét acid da day khong c6 tinh chat tich ldy va
tinh nhon thude ciing khong phét trién nhanh. Da sé nghién ciru cho la khong c6 hién tuong
tang bai tiét acid da day sau khi hoan thanh diéu trj & ngudi bi loét ta trang.

Nizatidin khong c¢6 tac dung nhiéu dén nénng d6 huyét thanh cua gastrin, gonadotrophin,
prolactin, hormon ting truéng, hormon khang niéu, cortison, testosteron, 5-a dihyrotestosteron
hodc estradiol.

-Dwogc dong hoc:
Hap thu: Nizatidin hdp thu nhanh, d& dang va gan nhu hoan toan qua dudmg tiéu héa, nén sinh
khé dung duomg udng khoang 70%, c6 thé tang nhe khi c6 mat thirc n va giam nhe khi c6 mat
thude khang acid nhung thay d6i nay khéng c6 y nghia lam sang.
Thoi gian va mic d6 e ché bai tiét acid da day do nizatidin phu thudc vao lidu, rc ché téi da
v6i liéu udng 300 mg,
Phan bo: Nizatidin gén khoang 35% véo protein huyét twong, thé tich phan b6 13 0.8 - 1,5 lit’kg
¢ ngudi 16n. Nizatidin qua dwoc nhau thai va phan bé vao sira me. Khéng biét 1a nizatidin c6
vao dugc dich ndo tuy hay khong, tuy rang da sé cac thube khéng thu thé H, qua duoc hang rao
mau-nao.
Chuyén héa: Nizatidin bi chuyén héa mot phin gan, céc cht chuyén héa: nizatidin N-2-oxyd,
nizatidin S-oxyd, N-2-monodesmethylnizatidin; trong N-2-monodesmethylnizatidin c¢6 khoang
60% hoat tinh cua nizatidin.
Thai trir: Nira doi thai trir khoang 1 - 2 gi®y, hdu nhu khong bi anh huong do tudi, nhung kéo dai
khi suy than. O bénh nhan c6 chirc nang than binh thuong, hon 90% liéu udng ctia nizatidin thai
trir qua nude tiéu trong vong 12 - 16 git, khoang 60 - 65% dudi dang khong chuyén héa. Duéi
6% liéu uéng cuia nizatidin dugc thai trir qua phén. /ﬁ
-Chi dinh |

+ Loét ta trang tién trién.

+ Dicu tri duy tri loét té trang vai lidu thip dé giam tai phat sau khi vét loét da lién.
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+ Loét da day lanh tinh tién trién, bao gdm ca loét do sang chin tam ly (stress) hasy=e
chong viém khéng steroid.
+ Bénh trao nguoc da day - thue quan.

- Chéng chi dinh
Qué mén véi cac thube khang thu thé H, hodc qué man v&i bit ky thanh pha
-Liéu lwgng va cach dung: Thuéc chi dung theo sw ké don cia bdc si
Ngwoi lon:
+ Loét da day-td trang lanh tinh tién trién:
Ubng méi ngay mot lan 300 mg vao budi téi hodc mdi lan 150 mg, ngay 2 14n véo budi sing va
budi toi, trong 4 - 8 tuan. D an toan va hiéu qua diéu tri kéo dai trén 8 tuan chua duoc xac
dinh.
Liéu duy tri dé du phong loét ta trang tai phat: Ubng mdi ngay mot lan 150 mg vao budi t6i. C6
chuyén gia khuyén diéu trj c6 thé kéo dai t6i 1 nam, tuy nhién d an toan va hiéu qua diéu tri
kéo dai téi 1 ndm chua duoc xac dinh.
+ Loét da day -td trang c6 vi khudn Helicobacter pylori: phbi hop nizatidin (hién nay, 1 thudc
trc ché bom proton thuong duge wa ding hon trong 1 tuan) véi hai trong cac khang sinh:
amoxicilin, tetracyclin, clarithromycin, khang sinh nhém imidazol (metronidazol).
+ Bénh trao nguoc da day - thiee quan: mbi lan udng 150 mg, ngdy 2 lan, c6 thé t&i 12 tun.
Ciing ¢4 thé uéng 300 mg 1 l4n léc di ngi nhung nén ubng 1am 2 1an thi hon.
dung khong qua 2 tuan.
Tré em: D) an toan va hiéu qua cua nizatidin d6i véi tré dudi 12 tudi chua dugc chirmg minh.
Liéu cho nguwoi suy thgn: Giam lidu & ngudi suy than theo muc loc ciu than (Cle)
Piéu tri loét da day lanh tinh tién trién, loét td trang tién trién:

Cle; : 20 - 50 ml/phut: udng mdi ngay mét lan 150 mg.

Cle; : nh6 hon 20 ml/phit: ung méi lan 150 mg, 2 ngay ding mét Iin.
Diéu tri duy tri loét td trang:

Cler: 20 - 50 ml/phat: Udng mdi 1an 150 mg, 2 ngay ding mot lan.

Cler: nho hon 20 ml/phit: Udng méi lan 150 mg, 3 ngay dung mot lan.
Liéu cho ngudi suy gan: Nén giam lidu (1/3 liéu) va ding vién nang 150 mg, nhét 1a khi c6 két
hop suy than
Luwru y: C6 the phai tang lidu thude khéng thy thé H, ¢ nguoi bi bong, do ¢6 ting thanh thai cia
céc thube khéng thu thé H, & nhimg bénh nhén nay.
-Thén trong
* Trude khi dung nizatidin dé didu tri loét da day, phai loai trir kha nang ung thu, vi thude ¢6
thé che l4p cac tri¢u chimg va lam cham chéan doan ung thu.
+ Min cam chéo: Nhirng bénh nhin man cam véi mot trong nhitng thude khéng thu thé H, ¢6
thé cling mAn cam véi cac thuée khac trong nhém khang H, histamin .
+ Dung than trong va giam liéu va/hodc kéo dai khoang cach giita cac lan dung thudc & nguoi
suy thén (thanh thai creatinin < 50 ml/phut) vi thude dwoce thai trir chu yéu qua than.
+ Céan nhdc nguy co/loi ich khi ding & ngudi xo gan hoc suy giam chire nang gan (c6 thé phai
gidm li¢u hogic tang khoang céch thoi gian ding thude).
+ D06 an toan va hiéu qua cua nizatidin dbi véi tré dudi 12 tudi chua dwoc chimg minh.
-Thoi ky mang thai
Nizatidin qua dugc nhau thai. Céc nghién ctru ding nizatidin & phu nir mang thai khong day du,
vi vay chi dung thudc khi thit can thiét va theo 1oi khuyén cua thay thudc.
-Thoi ky cho con bi
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Nizatidin bai tiét qua sira, c6 thé gay ADR nghiém trong ¢ tré bi me. Ngudi me nén ngimg cho
con bi trong thoi gian dung thudc hodc ngimg dung thudc.
-Lai xe va van hanh may méc:

Do khi dung thudc c6 thé co céc tac dung khong mong mudn nhu chéng mat, mét moi,
mat ngl, dau diu, bdn chdn, 4o gidc, nhdm lan nén than trong hodc khong sir dung cho dbi
tuong nay.

-Tac dung khong mong muén (ADR)

Nizatidin c6 rét it hodc khong c6 tac dung khang androgen, mic du c6 mat vai thong bao
vé chimg vi to va giam duc nang ¢ nam gidi. Nizatidin cling khéng anh hucmg dén ndng do
prolactin va khéng dnh hudng dén thanh thai qua gan cua cac thude khac. Céc khong
mong mudn ciia nizatidin trén tim it hon céc thude khang thy thé H, khac. :

Thuong gap ADR > 1/100.

Da: Phat ban, ngira, viém da troc vay.

Ho, chay nude mili, viém hong, viém xoang.

Dau lung, dau ngue.

It gap 1/1000 < ADR < 1/100.

Da: may day.

Tiéu héa: DPau bung, tiéu chay, tao bon, khd miéng, nén.

Toan than: Sét, nhiém khuén. Tang acid uric mau.

Hiém gdp ADR < 1/1000

Toan than: Chéng mit, mét moi, mat ngi, dau dau.

Da: hdng ban da dang, rung toc, hoai tir bleu bi nhiém doc.

Mé4u: Thiéu méu, giam bach cau, giam tiéu cau, giam toan thé huyét cau

Tim mach: Loan nhip (nhip tim nhanh hogc nhip tim chidm), ha huyét ap tu thé, nghén
nhi - thit, ngat

Qua min: S6c phan vé, phu mach, phu thanh quén, co thit phé quan, viém mach, bénh
huyét thanh, hoi chimg Stevens - Johnson.

Gan: Viém gan, vang da, & mt, tang enzym gan.

Tam than Bon chon, a0 giac, nham lan.

Noi tiét: Giam kha nang tinh duc, chimg vi to ¢ dan 6ng.

Co khép: Pau co, dau khop.

Réi loan thi giac.

-Hwéng dan cach xir tri ADR:

Nizatidin thuong dung nap t6t. Cac triéu ching nhe nhr nhirc dau, dau hong, mat ngu ....
thurdng hét khi tiép tuc diéu tri. Trong mot thir nghiém 14m sang c6 ddi chimg, khoang 4,5%
nguoi bénh phai ngung thude.

-Twong tac thudc:

+ Thubc 14: Higu luc e ché bai tiét acid dich vi vao ban dém ciia cac thude khéng thu thé H, ¢6
thé bi giam do hut thudc 1a. Nguoi bi loét da day nén ngimg hit thudc hodc it nhat tranh hut
thude sau khi udng lidu thuoc khang thy thé H, cudi ciing trong ngay.

+Ruou: Tranh dung d6 udng c6 con.

+ Khong giéng nhu cimetidin, nizatidin khong (rc ché cytochrom Pysy nén it tic dong Ién chuyén
hoéa cua céc thude khac. Tuy nhién, giéng nhu cic thuoc khang thu thé H, khac, do lam tang pH
da diy nén c6 thé anh huong dén hép thu ctia mét s6 thude khac. /%/
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+ Thuéc khang acid: Dung dong thoi véi thube khéng thy thé H, c6 thé lam giam hap thu thude
khéng thu thé Hy. Khuyén ngudi bénh khong udng bat ky thude khéng acid nao trong vong 1 gio
sau uéng thudc khéang thu thé H,.
+ Thubc gay suy tuy: Cloramphenicol, cyclophosphamid... ding ciung thudc khang thu thé H,
c6 thé lam tang hién tuong giam bach cau trung tinh hodc réi loan tao mau khac.
+ Itraconazol hodc ketoconazol: 1am giam dang ké hip thu cua hai thudc ndy do thubc khang
thu thé H, 1am tang pH da day, vi viy phai uéng cac thude khang thu thé H, it nhit 2 gio sau
udng itraconazol hodc ketoconazol.
+ Salicylat: Nizatidin ¢6 the 1am téing nong db huyét thanh salicylat khi ding déng thoi véi acid
acetylsalicylic liéu cao.
+ Sucrafat: Lam giam hép thu cua céc thube khéng thu thé H,, phai udng thuéc khéng thu thé H,
trudce sucralfat 2 gio.
-Qua liéu va xir tri:
+ Théng tin vé ddc tinh cdp chia nizatidin con han ché. Chua biét lidu gdly chét cdp caa nizatidin
& nguoi.
Triéu ching: Trén dong vit, qué licu nizatidin ¢6 triéu ching cholinergic gdm cac tridu chimg:
chay nude mat, tiét nudc bot, nén, co déng tur, ia chay.
Xir tri: b
+ Khéng c6 thude gidi doc dac hiéu khi dung qué lidu cac thudc khang thu thé Hy, chi didu tri
triéu ching va hd trg.
+ Giam hap thu: gdy nodn, rira da day, udng than hoat.
+ Nhip tim cham: diéu tri bang atropin; loan nhip that: diéu tri bang lidocain.
+ Theo ddi 1dm sang va diéu tri hd trg. Tham phan mau khong loai bo duge nizatidin.
- Han dung: 36 thang tinh tir ngdy san xuét. Khong diing thube da qua han sir dung.
* Liew y: Khi thdy nang bi am méc, vién nang thuéc bi rdch, thuéc chuyén mau, nhén thuée in sé
16 SX, HD mé...hay c6 cdc biéu hién nghi ngo khdc phdi dem thudc téi hoi lai noi ban hode noi
san xudt theo dia chi trong don.
- Qui ciach déng géi: Hop 3 vi x 10 vién nang cimg,
- Bio quan: Noi khd, nhiét do dudi 30°C.
- Tiéu chuén ap dung: TCCS
DE XA TAM TAY TRE EM.
"Doc kj huwéng dan sir dung triwée khi dung.
Néu can thém thong tin xin héi y kién bdc si"
THUOC SAN XUAT TAI:
CONG TY CO PHAN DUGC PHAM HA TAY
T6 ddn phé s6 4 - La Khé - Ha Pong — TP. HiN6i  1u@.CUC TRUONG
S6 dién thoai: 04.33824685 86 fax: 04.33829054p TRUONG PHONG
) ) PHAN DUGC PHAM BATMN 1/ Himg
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