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Tén san phdm: Hop KAGAWAS-300

‘RXPHESCFHPTION DRUG BOX OF x 10 CAPSULES

KAGAW/

Nizatidine 300

00£-SYMVYOVM

DAVIPHARM

CAREFULLY READ THE PACKAGE INSERT SPECIFICATION: in house standard
BEFORE USE
COMPOSITION: Each capsule contains:
300 mg

q.s 1 capsule
INDICATIONS / DOSAGE / ADMINISTRATION / %
DAVIPHARM

| g::f’:o':‘h':°;':"<‘:£'i‘;se forussindinclions Manufactured by: DAT VI PHU PHARMACEUTICAL JOINT
STOCK COMPANY

STORAGE: In dry place, protected from light, Lot M7A, Road D17, My Phuoc 1 Industrial Zone, Thoi Hoa
below 30°C Ward, Ben Cat Commune, Binh Duong Province, Vietnam

RXTHUGC BAN THEO BON EN NANG CUNG

KAGA

Nizatidin 300 mg

KAGAWAS-300

DAVIPHARM

DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG S&18 SX
THANH PHAN: M3i vien nang cing chida: Ngay SX
Nizatidin

T4 dugc vua di Han dung :
CHI BINH / LIEU DUNG / CACH DUNG / CHONG CHi SPK 3
DINH / THAN TRQNG & CAC THONG TIN KHAC:
Xin doc t& huéng dan s dung DAVIPHARM
f&g;’q‘l"éga}‘é"' kfigtdo, idnhignh-2ng; Mhigtey Sén xusit tai: CONG TY C8 PHAN DUGIC PHAM PAT VI PHU
L6 M7A, Budng D17, Khu Cong nghiép My Phudc 1, Phud
TIEU CHUAN CHAT LUGING: Tiéu chufn nha sén xuét Thdi Hoa, Thi xa B&n Cdt, Tinh Binh Duan%%
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THUOC BAN THEO BON

TO HUONG DAN SU DUNG THUOC

Vién nang cirng

KAGAWAS-150

Vién nang cirng

KAGAWAS-300

Thudc nay chi diing theo don

Dé xa thm tay tré em

Doc k§ huéng din sir dung trude khi

Thong bio ngay cho bac sy hosic dwge sy nhirng tic dung khon

To thong tin sin phim nay bao gom hwéng dan siv dung cho

nhau

1.  THANH PHAN CONG THUC THUOC

MJi vién nang cimg KAGAWAS-150 chira:

Thanh phin dwoc chit:

Nizatidin ..occoveevveeeceeninieneennns 150 mg

Thanh phin td dwgc:

Lactose monohydrat, povidon, natri starch glycolat, magnesi stearat.
MOi vién nang cimg KAGAWAS-300 chira:

Thanh phin dwge chit:

IR T2:114(4 1)) (R —————— 300 mg

Thanh phan td dwgc:

Lactose monohydrat, povidon, natri starch glycolat, magnesi stearat.

2. DANG BAO CHE

KAGAWAS-150: Vién nang clmng s6 1, mot dau vang, mot dau nau, bén trong chtra bot thude mau
tlang

KAGAWAS-300: Vién nang climg s6 0, mot du trdng, mot diu cam, bén trong chira bot thuée mau
trang.

3. CHIPINH

Loét ta trang tién trién.

Diéu tri duy tri loét ta trang véi liéu thap dé giam tai phat sau khi vét loét da lién.

Loét da day lanh tinh tién trién.

Bénh trao nguoc da day - thue quan.

Hoi ching tang tiét acid dich vi Zollinger - Ellison.

Lam giam cac triéu ching réi loan tiéu héa do thira acid dich vi (néng rat, kho tiéu, o chua).

4. CACHDUNG, LIEU DUNG

Liéu dung

Loét ta trang va loét da day lanh tinh tién trién: Uong mdi ngay mot 14n 300 mg vao budi tdi hodc
mdi lan 150 mg, ngay 2 lin vao budi sang va budi tdi, trong 4 - 8 tudn. Diéu tri kéo dai trén 8 tuan
chua duoc xac dinh.

Liéu duy tri dé du phong loét td trang tdi phdt: Ubng mdi ngay mot 1in 150 mg vao budi tdi. Didu tri
c6 thé kéo dai téi 1 nam.

Loét da day, td trang cé vi khudn Helicobacter pylori: Phéi hop nizatidin (hién nay, 1 thudc Gc ché
bom proton thudng dugc wa ding hon trong 1 tudn) véi hai trong cic khang sinh: Amoxicilin,
tetracyclin, clarithromycin, khang sinh nhém imidazol (metronidazol).

Bénh trao nguoc da day - thuc quan: Méi lan ubng 150 mg, ngay 2 1An ¢6 thé t&i 12 tudn. Ciing cé
thé udng 300 mg 1 1an lac di ngn nhung nén ubng 1am 2 14n thi hon.

Lam giam triéu chitng khé tiéu: Mbi lan ubng 75 mg, ¢6 thé ubng nhéc lai néu can thiét, téi da 150
mg/ ngay, trong 14 ngay.

Phong cdc triéu chimg néng nguc, kho tiéu, o chua: Ubng 75 mg tir 30 - 60 phut truge khi an hodc
uéng moi ngay mot hodc hai lan (khéng duge qua 150 mg/ 24 gidy), ding khong qua 2 tuan.

Nguoi cao tudi

Tudi tac khéng anh hudéng dang ké dén hidu qua va an toan cia nizatidin. Thudng khéng can phai
hiéu chinh liéu, trir trudng hop bénh nhén suy than vira dén ndng (Clg <50 mL/ phat).

V4

Trang 1/2



https://trungtamthuoc.com/

Tré em

An toan va hi€u qua cla nizatidin ¢ tré em chua dugc thiét 1ap.

Suy thén: Gidm lidu & nguoi suy thiin theo d) thanh thii creatinin.
Diéu tri loét da day lanh tinh tién trién, loét td trang tién trién:

D6 thanh thai creatinin 20 - S0 ml/ phat: Giam liéu 50% hodc udng mdi ngj
D6 thanh thai creatinin nhé hon 20 ml/ phat: Giam liéu 75% hodc udng 1
mot lan.

Diéu tri duy tri loét td trang:

D6 thanh thai creatinin 20 - 50 ml/ phat: Udng mdi 1dn 150 mg, 2 ngay d
D6 thanh thai creatinin nho hon 20 ml/ phat: Udng méi 1an 150 mg, 3 nga
Suy gan nang: Nén giam lidu (1/3 liéu) va ding vién nang 150 mg, nhit 1a
(nizatidin chuyén hoa 1 phan & gan).

Luuy:

C6 thé phai tang lidu thudc khang thu thé H, & ngudi bi bong, do ¢6 tang thanh thai cua céc thube
khang thu thé H, & nhiing bénh nhan nay.

5. CHONG CHI DINH
Qua man voi cae thude khang thu thé H, hodc qua man véi bat ky thanh phan nao cta thudc.
Liéu luong dbi voi tré em chua duoc xac dinh.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Trude khi dung nizatidin dé diéu tri loét da day, phai loai trr kha nang ung thu, vi thudc co thé che
lép cac triéu chiing va lam cham chén doén ung thu.

Man cam chéo: Nhimg bénh nhan man cam voi mot trong nhitng thude khang thu thé H, ¢6 thé cling
man cam voi cac thude khac trong nhom khang H, histamin. Dung thén trong va giam liéu v&/ hoic
kéo dai khoang cach gitra cac lan dung thudc & ngudi suy than (thanh thai creatinin < 50 ml/ phut) vi
thude duoc thai trir cha yéu qua than.

Can nhic nguy co/ loi ich khi ding & ngudi xo gan hodc suy giam chirc nang gan (c6 thé phai giam
liéu hoac tang khoang cach thoi gian dung thudc).

Canh bao lién quan dén ta duwge

Thubc ¢6 chia lactose, bénh nhan méc bénh di truyén hiém gap khéng dung nap galactose, thiéu hut
Lapp lactase hodc réi loan hdp thu glucose - galactose khong nén ding thude nay.

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

Sir dung thudc cho phu nir ¢6 thai

Nizatidin qua dugc nhau thai. C4c nghién ctru ding nizatidin & phu nir mang thai khong day du, vi
vay chi diing thude khi thét can thiét va theo 11 khuyén cua théy thudc.

Nghién ctiu trén tho thay nizatidin véi lidu tuong duong 300 l4n lidu ding trén ngudi da gdy say thai,
giam sé luong thai song va giam trong luong cua thai.

Sir dung thube cho phu nir cho con bt

Nizatidin phan bd vao sira, ¢6 thé gay tac dung khong mong mudn nghiém trong ¢ tré¢ bu me. Nguoi
me nén ngling cho con bu trong thoi gian dung thude hodc ngimg dung thude.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thudc c6 thé gy chéng mét, mét moi, mat ngl, dau dau & mot s6 bénh nhan. Do d6 nén can trong véi
nguoi phai lai xe va van hanh may méc.

9. TUONG TAC, TUONG KY CUA THUOC

Thuée ld: Hidu luc tre ché bai tiét acid dich vi vao ban dém cia cac thudc khang thu thé H, ¢6 thé bi
giam do hut thube 14. Nguoi bi loét da day nén nging hat thudc hodc it nhét tranh hut thude sau khi
udng liéu thude khang thu thé H, cudi cing trong ngay.

Ruou: Tranh dung d6 udng o con.

Khéng glong nhu cimetidin, nizatidin khong tc ché cytochrom P450 nén it tac dong 1én chuyén hoa
ctia cac thude khéc. Tuy nhién, gibng nhu cac thu6e khang thu thé H, khac, do lam ting pH da day
nén c6 thé anh hudng dén hap thu cia mot sb thude khac.
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Thuée khdng acid: Dung dong thoi voi thuoc khang thu thé Hy ¢6 thé lam giam hap thu thudc khang
thy thé H,. Khuyén ngudi bénh khong udng bét ky thude khang acid nao trong von
uong thudc khang thy thé H,.

Thuée gdy suy tuy: Cloramphenicol, cyclophosphamid... dung cuing thube khar
lam tdng hién tuong giam bach cu trung tinh hodc roi loan tao mau khéc.
Itraconazol hodc ketoconazol: 1am giam déang ké hdp thu cua hai thube nay do th
lam tang pH da day, vi vay phai udng cac thuc khang thu thé H, it nht 2 gio
hoac l\etoconazol

acetylsahcyllc liéu cao.
Sucralfat: Lam giam hép thu cta cac thude khéang thu thé Hy, phai uong thuéc khang thu thé H, trude
sucralfat 2 gio.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Nizatidin c6 rat it hodic khong c6 tac dung khang androgen, mac du c6 mét vai thong béo vé chimg vi

to va gidm duc nang ¢ nam gigi. Nizatidin ciing khong anh hudng dén ndng do prolactin va khong

anh huong dén thanh thai qua gan ciia céc thude khac. Céc tac dung khong mong mudn cia nizatidin

trén tim it hon céac thudc khang thy thé H, khac.

Cac tac dung khong mong mudn phin theo tan suit va hé co quan

Thuong gap, 1/100 < ADR <1/10

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

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

Dau lung, dau nguc.

It gap, 1/1.000 < ADR <1/100

Da: May day.

Tiéu hoa: Bau bung, ti€u chay, tdo bon, khé miéng, non.

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

Hiém gdp, 1/10.000 < ADR <1/1.000

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

Da: Hong ban da dang, rung t6c, hoai tir bleu bi nhiém déc.

Mau: Thiéu méu, giam bach ciu, giam tiéu cau, giam toan thé huyet cAu.

Tim mach: Loan nhip (nhip tim nhanh hogc nhip tim chém), ha huyet ap tu thé, nghén nhi - that, ngét.

Qué mén: Séc phan vé, phit mach, phi thanh quan, co that phé quan, viém mach, bénh huyét thanh,

hoi chiing Stevens - Johnson.
Gan: Viém gan, vang da, o mat, tang enzym gan. ‘
Tam than Bdn chdn, 4o gide, nham lan.

Noi tiét: Giam kha nang tinh duc, ching vi to & dan ong.

Co khop: Dau co, dau khép.

Mit: Roi loan thi giac.

Huéng din cach xir tri ADR

Nizatidin thuong dung nap tt. Céc triéu chiing nhe nhu nhire dau, dau hong, méat ngi .... thuong hét
khi tiép tuc diéu tri. Trong mét thir nghiém 1am sang c6 kiém tra, khodng 4,5% ngudi bénh phai
ngimg thudc.

Thudc cé thé gdy ra cdc tdc dung khong mong muén khdc, khuyén bénh nhdn théng bdo cdc tdc dung
khong mong muén gdp phai khi dimg thudc.

11. QUA LIEU VA CACH XU TRI

Thong tin vé doc tinh cap ctia nizatidin con han ché. Chua b1et lidu gy chét clp clia nizatidin & nguoi.

Trén dong vat, qué liéu nizatidin ¢6 triéu chimg cholinergic gdm cac triéu ching: chay nudc mat, tiét

nudc bot, ndn, co dong tir, ia chay.

Khéng co thude giai doc dac hiéu khi ding qua lidu cac thude khéang thu thé H,, chi diéu tri triéu

chiing va hd tro.

- Giam hap thu: gdy non, rira da day, ubng than hoat.

- Diéu tri triéu chiang: Con co giét: Tiém tinh mach diazepam; nhip tim cham: Diéu trj bang atropin;
loan nhip thit: diéu trj bing lidocain.

Theo dbi 1am sang va diéu tri hd tro. Tham phan mau khong loai bo duoc nhiéu nizatidin.
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12. PAC TINH DUQC LUC HQC
Nhém dwoc Iy: Thube déi khang thu thé H,.
Ma ATC: A02BA04.

leatldm uc ché canh tranh v01 tac dung cla hlstamm o thu thé H, cua cac té bao tl 0

bai tlet acid d;ch v; do kich thlch cla nizatidin twong tu nhu ramtldm va manh l ;
lan trén co so khéi lugng. Sau khi udng mot lidu nizatidin 300 mg, bai tiét acid da %
irc ché 90%, kéo dai t6i 10 810 va bai tiét acid da day do kich thich boi thirc &n bj
t6i 4 gio. Phu thuge vao lidu ding, nizatidin ciing gian tiép lam giam bai tiét pepsu
bai tiét acid dich vi.

Téc dung Gic ché cua nizatidin ddi voi bai tiét acid da day khong c6 tinh chit tich liiy va tinh nhon
thube ciing khong phét trién nhanh. Pa sd nghién ctru cho thdy khong ¢6 hién tuong tang bai tiét acid
da day sau khi hoan thanh diéu trj & ngudi b loét té trang.

Nizatidin khong c6 tic dung nhiéu dén ndng do huyét thanh cia gastrin, gonadotrophin, prolactin,
hormon tang trudng, hormon khang niéu, cortison, testosteron, Sa-dihydrotestosteron hodc estradiol.

13. DAC TINH DUQC PONG HQC

Hap thu: Nizatidin hap thu nhanh, d& dang va gn nhu hoan toan qua dudng ti€u hoa. Mot phén nho
liéu uong ctia nizatidin bi chuyén hoa budc dau & gan, nén sinh kha dung dudng ubng khoang 70%,
c6 thé tang nhe khi c6 mat thic an va giam nhe khi c6 mat thuoc khang acid nhung thay déi nay
khéng c6 y nghia 1dm sang. Thoi gian va mirc df e ché bai tiét acid da day do nizatidin phu thudc
vao lidu, trc ché t6i da voi liéu udng 300 mg.

Phin bé: Nizatidin gin khoang 35% vao protein huyét tuong, thé tich phan b6 12 0,8 - 1,5 lit/ kg &
ngudi 16n. Nizatidin qua duoc nhau thai va phan b vao sita me. Khong biét 1a nizatidin ¢ vao dugc
dich ndo tuy hay khong, tuy réng da s6 céac thudc khang thu thé H, qua duoc hang rao mau nio.
Chuyén héa: Nizatidin bi chuyén héa mot phdn & gan, trong cac chit chuyén hoa c6 N-2-
monodesmethylnizatidin c¢é khoang 60% hoat tinh cuia nizatidin.

Thii trie: Thoi gian ban thai nizatidin khoang 1 - 2 gio, hiu nhu khong bi anh hudng do tudi, nhung
kéo dai khi suy than. O bénh nhén ¢6 chte ning than binh thudng, hon 90% liéu udng cua nizatidin
thai trr qua nude tidu trong vong 12 - 16 gid, khoang 60 - 65% dudi dang khong chuyén hoa. Dudi
6% lidu ubng cua nizatidin duoc thai trir qua phan.

14. QUY CACH PONG GOI
KAGAWAS-150: Hop 6 vi x 10 vién.
KAGAWAS-300: Hop 3 vix 10 vién.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Piéu Kién bio quan:

Giir thude trong bao bi gbe ctia nha san xuét, day kin. e,
Pé thude noi kho réo, tranh anh sang, nhiét do khong qua 30°C, va pgoal tam v01 cua tre em.
Han dung: 36 thang ké tir ngay san xuét. s A

Tiéu chuén chit lwong: TCCS.

16. TEN PIA CHI VA BIEU TUONG CUA CO SO SAN X
San xudt tai:

DAVIPHARM

CONG TY CO PHAN DUGQC PHAM DAT VI PHU V
(DAVIPHARM) ‘ ¢
L6 M7A, Buong D17, Khu Cong nghi€ép My Phudc 1, Phuong Théi Hoa, Thi xa Ben Cat, nh Blﬁh
Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688

17. NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG HUONG DAN SU DUNG
THUOC
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