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¢ ndy ehi ding theo don th noe
NUFAZIDIN
“Pé xa tam tay tré em”
2 “Boc ky lacdmg déin str dyung trede khi dimg "
I PHAN CONG THUC THUOC
dung dich chira:
Thanh phan duec chit:
Nizalidin.,coovvieenii. - R Ty 15 mg/ml
Thanh _u!mn It a’:.rm: I\.a FM( muhyl par .1ben plupyl p'mbc,n axit citric kh‘m natri citrat
dilyydrat, natri saccharin, glycerin, sorbitol, propylen glycol, hwong dau, nwée tinh khiét.
2. DANG BAO CHE
Dung dich udng
Ma tei: Dung dich dong nhat, trong sudt.
3. CHI DINH
Piéu tri loét ta tring tién tricn
O hi hét bénh nhan, vét loét s& lanh trong vong 4 fuan, Dimg tdi da 8 tudn,
Pidu tri duy tri loét t4 trang da lanh
Liéu 150 mg trong diéu tri duy tri. Hau qua cua vige dicu i lién tue véi nizatidin lau hon 1
nam van chua duoe biét,
Diéu tri bénh triw nguge da day thye quin (GERD)
Chi dinh dung trong (61 da 12 tudn dé didu tj viem thye quan duge chan dodn qua ndi soi, bao
gdm ca viém thue quan &n mon, loét va chimg ¢ nong do GERD.
Piéu triloét da day lanh tinh tién trién
Chi dinh ding trong t&i da § tudn dé diéu tri loét da day lanh tinh hoat déng. Trude khi bit diu
didu tri, nén cin trong dé loai trir kha ning loét da day dc tinh.
Tré em
Chi dinh ding nizatidin dang dung dich uéng cho tré i 12 tudi dé diéu tri viém thue quan duge
chéin dodn qua ndi soi, bao gdm viém thire quan &n mon, loét va chimg ¢ nong do GERD. Thoi

CONG iy
i:’ " TNHH_ -
;' DUGC PHAM
SALUD
o

/. j-/ RSO

gian didu trf t5i da 8 tudn.

4. LIEU DUNG, CACH DUNG

Ditu tri loét t4 trang tién trién

Nguoi lon: 300 mg x | lan méi ngay trude khi di ngu, hodic 150 mg x 2 lin/ngay.

DIéu tri duy tri loét ti trang da linh

Ngeroi lon: 150 mg x 1 lan moi ngay trude khi di ngu.

Didu tri bénh trao nguge da day thye quin

Naweai fom: 150 mg x 2 lan moi nbéy

Piéu tri loét da day lanh tinh ticn trién

Liéu: 150 mg x 2 lan mdi ngay hoac 300 mg x | lan mdi ngdy trude khi di ngi. Truodce khi diéu
tri, cdn hru y logi tir kha ning loét da day dc tinh.

Liéu diung cho tré em

Bénh nhi fir 12 tudi tro 1én: 150 mg x 2 I'mfng'iy (2 mudng ci phé, 2 1’111)

Déi voi viém the qudn an mon: 150 mg x 2 lan/ngay (300 mg/ngay). Liéu t5i da mét ngay Ia
300my va ding ti da 8 tudn.
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DG Vol trao nguoe da day thue guan: 150 mg x 2 lfm!nga‘ly (300 mg/ngay). Licu 16i da mot
ngdy 14 300 mg va dimg &i da 8 wan.

Li¢u trén bénh nhin suy gism chire ning thin

Cin giam liéu cho bénh nhén bi réi loan chire nang thin nhr sau:

- - % . A R s . o . - L . -
Lo¢t ta trang tién trién, trao nguwee da day thye quan via loct di day Ianh tinh

)6 thanh thai ereatinin Litu luang
20 dén 50 mL/phit 150 mg mdi ngay
<20 mL/phit 150 mg cach ngay

Lién phap duy tri

D§ thanh thai creatinin Liéu luong
20 dén 50 mL/phit 150 mg cach ngay
<20 mL/phit 150 mg moi 3 ngay

M5t s6 bénh nhin cao tdi ¢d thé cd db thanh thai creatinin dudi 50 mL/phit nén giam lidu,
Téac dung ldm sang ciia viée giam lidu nay & bénh nhan suy thin chua duoc danh gia.

Bénh nhi c6 dd thanh thai creatinin dudi 50 mL/phat nén giam lidu nizatidin. Tac dung lam
sang cta viée giam licu nay & bénh nhi suy thin chua duge dénh gid.

5. CHONG CHI DINH

Quéd mén véi cae thude khang thy (hé H2 (bao gbm nizatidin hodic bat ky thanh phan nao cua
thudc.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Than trong khi chi dinh dung dich uf"mg nizatidin cho cac bénh nhan sau:

- Bénh nhan dap mg cac triéu chimg véi liéu phap nizatidin nhung chua loai triv kha néng loét
da day dc tinh.

- Vi nizatidin duoe ddo thai chi yéu qua than, cin giam lidéu 6 bénh nhin suy thin tir trung binh
dén nang.

- Nghién ctru duge dong hoc & bénh nhéin mic hoi chirng gan thin chwa duge thye hién. Mot
phin lidu nizatidin dwoc chuyén héa ¢ gan, O bénh nhén ¢o chire niing thin binh thuéng va roi
loan chire niing gan khong bién chime, sur thai trir nizatidin twong ty ngudi binh thudng.

Céc adi twong diic bidt

1ré em

Higu qua o tré em < 12 i chua duge thiét lip. Céc nghién ctru 1dm sang ¢ bénh nhin GERD
tr 2 dén 12 woi cho thiy khdng co sy khac biét vé cai thién tridu chimg hode ty I lanh bénh
gitra nizatidin va gia dugc hodc gitta cic liéu nizatidin khéc nhau.

Ngicdi cao 1oi

Thude niy duge bai tiét chi yéu qua than va nguy co phan img cé hai c6 thé cao hon & nhimg
bénh nhéin ¢6 chite nang thin suy giam. Vi bénh nhin cao i ¢d nhi¢u kha niing bi suy giam
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chire nang than, nén cin thin trong vé liéu hrgng. Viée theo doi chire nang thin co thé co loi &
déi Liromyg nay.

Ciinh bio td duge

Sorbitol

Thude nay ¢é chita 300mg sorbitol trong méi ml. Sorbitol 1a nguén dinh dudng gidu fructose.
Néu bénh nhén (hodic bénh nhi) duoc chin doan cé roi loan dung nap vt mét 56 loai duong
nhit dinh, hode néu bénh nhén bi réi loan khong dung nap fructose do di trayén, mot rdi logn
di truyen hiém gdp, ma bénh khang thé tiéu héa fructose, hily hoi y kién bac si trude khi ding
thude nay.

Prapylen glycol

Thude ndy ¢d chira 10 mg propylene glycol trong mdi ml dung dich, twong duong véi 100 mg
propylene glycol trong 1 goi 10 ml.

Néu tré em dudi 4 tuan tudi, hoi v kién bac st hoiic duoe si trude khi cho tré dimg thude, nht
la ki tre duge cho dung cac thude khéc ¢o chita propylenc glycol va alcol.

Natri

Thube ndy 6 chira dudi 1 mmol (23 mg) natri trong moéi ml, vé co ban dwge xem nhu “khéng
chira natri™.

7. 8U'DUNG THUOC CHO PHY NU'CO THAI VA CHO CON BU

Phy nir ¢d thai

Cdc thi nghiém trén chudt va tho mang thai khéng cho thay bing chirng ndo v& viée suy giam
kha niing sinh sdan hode gdy hai cho thai nhi do nizatidin, Tuy nhién khong c6 nghién cau dily
du va ¢o kiém soat & phy niv mang thai. Chi st dung thude nay trong ther ki mang thai khi thie
sy cin thiét,

Phuy niv cho con bu

Cac nghién ctu chi ra rang 0,1% lidu udng nizatidin duge tiét vao sira me. Do cé s suy giam
tang truong & chugt con duge nudi bai chudt me diung nizatidin, nén phyu nir cho con bu can
L|uyél dinh ngimg cho con b hodic ngimg thude va cin cin nhac dén tim quan trong cia thude
cho ngudi me.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chuwa c6 bang chimg vé anh hudng cia thude 18n kha niing 1ai xe, viin hanh méy moéc.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tic

Khéng cé twong tac nao gitra nizatidin va theophyllin, clodiazepoxid, lorazepam, lidocain,
phenytoin va warfarin da duoc bdo cdo. Nizatidin khong e ché enzym cytochrom P-450, do
do tuong tic vai cac thude thong qua co ché tre ché chuyén hoa & gan thuong khéng xdy ra,

O nhimg bénh nhan ding liéu cao Aspirin mdi ngiy (3900 mg), khi ding ddng thoi voi nizatidin
lidu 150mg x 2 lan/ngay sé lam ting ndng do salicylat & huyét thanh.

Twong ky

Do khong ¢ cdc nghién etu vé tinh twong ky cua thude, khéng trdn 1an thude nay vai cac thude
khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Trong 50 cac tae dung phy duge ghi nhan trong cic thir nghiém ddi chimg gia duge ¢ Hoa Ky
va Canada, thiéu mau (0,2% so véi 0%) va noi meé day (0,5% so vdi 0,1%) li th bién hon ding

ké o nhom nizatidin,
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Mot loat cie phan tmg it phd bién hon ciing da duge bdo cio; khdng the xac dinh li¢u nhimg
phan tmg ndy ¢d phai do nizatidin gdy ra hay khéng.

Gan: Péi khi giam chire nding gan vai dau hiéu ting AST, ALT, ALP hoiic y- GTP, va vang
da ¢6 thé xay ra. Cac tridmg hop hiém gip vé tic mit hodc hdn hop tén thuong & bio gan va
tic mat kém theo vang da di duoe bio cio, Tét ca cac bat thuong déu co thé hoi phuc sau khi
ngung su dung nizatidin,

HE tim mygch: Hiém khi thiy nhimg det ngan nhip nhanh thit khong tridgu chimg xay ra.

HE thin Kinh trung wong: RSi loan tim thin co thé hoi phue hidm gip di duoe bio cho.

HE ndi tiée: Hidm khi thiy xudt hién ching va to & nam gidi. '

Hu_\'f‘( hoe: Ching thiu mau thuong gép o nhimg bénh nhan ding nizatidin. Giam tiéu cau
giy ti vong da duoce bao cdo & mdt bénh nhan, Cac trudng hop giam tidu ciu ¢d ban xudt huyét
hi¢m giip da duge bio cio.

Da: Todt md héi, néi mé day da duge bio cdo thuémg xuyén hon. Phat ban va viém da trée vay
di duoe bio cdo. Hiém khi gip viém mach.

Quéd mén eim: ciing nhu cae thude doi khang khace & receptor H2, mét sé hiém trwdng hop bi
phan tmg phan vé sau khi dimg Nizatidin. Cdc phan Gmg qua min hiém xay ra (nhw co that ]J]lé
quan, phi thanh quan, ndi man ngia). Khi thiy céc triéu chimg nay xdy ra nén ngimg ding
thude.

Todn than: Cace phin Gng twong tr bénh huyél thanh hiém khi xay ra.

Sinh due: Chitng bt luc cé thé xay ra.

Cdc tri¢u chirng khie: Tang acid uric huyét khong do bénh gat hofic bénh séi thin ¢6 thé xay
ra. Tang bach cAu ua axil, sdt va budn ndn cling da dwrge béao cdo.

Phiin tmg ¢ hai trén bénh nhiin nhi:

Trong cic thir nghiém lam sang co dbi chiing o bénh nhi (t 2 dén 18 tudi), nizatidin ndi chung
Id an toan va dung nap t6t. Céc tiac dung phy chinh (> 5%) la: sbt, viem mai hong, tiéu chay,
non mua, kho chiu, nghet mti va ho. Hau hét cac tac dung phu & mire do nhe hodc trung binh,
Tang nhe transaminase ]myér thanh (1 dén 2 x ULN) da duoc ghi nhan & mat sb6 bénh nhan.
Mot ddi trgng da bi co giat theo chin doan dién nio do sau khi dung dung dich ur"mg nizatidin
2.5 mg/kg x 2 1an trong 23 ngay. Cac phan ting phu duge bao cdo ddi véi nizatidin ciing ¢d thé
xay ra vai dung dich udng nizatidin.

Théng bdoe ngay cho bic sy hadic duge st khi gip cac tde dyng khdng mong muin whae frén khi sie

dung thudc hofic bio edo cde phin g cé hai cia thude vé Trung tam Théng tin thuic vi Theo dii
pluain g eo hai ciia thude (ADR) mec Gria.
Dja chi: 13 - 15 L8 Thanh Tang - Hoan Kiéw - Ha N,

Dién thapi: 024.3.9335.618; Fux: 024.3.9335642; Email: dipreciderivsoail.com
11. QUA LIEU VA CACH XU TR
Qus lidu
Hiém gap tudng hop ding qua liéu nizatidin.
Cic ddu hidu va widu chimg: it c6 kinh nghiém lam sang vé qua liéu nizatidin ¢ ngudi. Déng
vt diing lidu cao nizatidin ¢6 biéu hién kigu cholinergic nhwr chay nuéce mit, tiét nude bot, ndn,
co dong L va tiéu chay.
Xir tri khi dig thube qua licu
Khi xtr tri vige ding qua liéu, cin xét kha ning qué lidu nhiéu loai thude, sur twong tic gitra cac
thude, va duge dong hoc bat thudmg cta thude ddi voi ngudi bénh, Néu qua lidu xiy ra, nén

_\\'\"" A=
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dung than hoat, gay ndn hofic ria rugt cliing vai theo doi irén [am sang va diéu tri ho tro. Kha
ndng tham phan loc mau dé loai nizatidin ra khoi co thé chua duge xdc minh rd rang. Tuy nhién,
do thé tich phan bd 16n nén loai i nizatidin ra khoi co thé bing phuong phap nay it ¢6 higu
qui.

12. PAC TINH DUQC LUC HOC

Nhém duwge I Thube didu tri loét da day i trang va bénh trdo nguoc da day-thue quin
(GERD), thude ddi khing thu thé Hs.

Mi ATC: ADZBAO4.

Co ché tic dung

Nizatidin la mét chit ire ché canh tranh véi thy thé histamin 112 ¢6 hdi phue, dic biét & té bio
thianh da ddy.

o ——

Tae dyung duge lye hoe ,-\‘/\f;'f 1198.

. “ s . s sk . 2, X % ; < X ax £ .y P . s - s
Nizatidin lim giam tict ddang ke nong d¢ axit da day vé dém cho dén 12 gid sau do. Nizatidin /& CONG T
eling e ¢hé dang ké kha nang tiét axit da day khi duge kich thich bai thire dn, caffein, bentazol TNHH
DUGC PH

SALU.

vil pentagastrin,

Udng 75 dén 300 mg nizatidin khong anh huong dén hoat déng tiét pepsin va dich vi. Téng
ndng dd pepsin giam wong (g voi luong giam cua dich tiét da day.

Ding dudmng udng tir 75 dén 300 mg nizatidin lam tang (iét yéu (0 ndi tai duoc kich thich boi
bentazol.

Nitazidin khong dnh hudng dén nong dé gastrin trong huyét thanh. Khong ¢6 hién trgng ting
tiét gastrin tré lai sau khi dn sau 12 gior dang nitazidin,

Nizatidin khong anh hwéng dén néng d6 trong huyél thanh cia cac hormon bao gdm:
gonadotropin, prolactin, hormon tang truong, hormon chdng bai niéu, cortisol, triiod-thyronin,
thyroxin, testosteron, S a-dihydro-testosteron, androstenedion hodc estradiol.

Nizatidin khong co tic dung khing androgen 10 rang.

13. PAC TINH DUOQC PONG HQC

Hﬁp thu

Sinh kha dung tuyét ddi cua nizatidin khi lléng, la > 70%. Nong do t6i da trong huyét tuong
(700-1.800 meg/L khi udng lidu 150 mg nizatidin va 1.400-3.600 mcg/L khi udng lidu 300mg)
dat duoe sau khi udng tr 12 gio dén 3 210, Nong do trong huyét twong 12 gioy sau khi udng thip
hon 10 mcg/L. Sinh kha dung cua nizatidin khi uéng khong bi anh huwong khi ding chung véi
propanthelin khang cholinergic. Céc chit khang axit bao gf’)m nhom hydroxyd, magnesi
hydroxyd vi simethicon lim giam sy hép thu nizatidin khoang 10%. Khi ding chung véi thire
an, dién tich dudi duong cong (AUC) va nong do t6i da ting 1én khoang 10%.

Phin b

Thé tich phin bd 14 0,8 dén 1,5 L/kg. Khoang 35% nizatidin lién kél voi protein huyét tuong,
chii yéu 1a vai glycoprotein a-acid, Warfarin, diazepam, acetaminophen, propanthelin,
phenobarbital, va propranolel khéng anh huong dén sy lién két v6i protein huyét tuong caa
nizatidin rong ong nghi¢m,

Chuyén héa

O nguoi, dudi 7% liéu uéng nizatidin duge chuyén héa thanh N2-monodesmethyl-nizatidin,
eling 4 mdt chét déi khdng véi histamin tai receptor H2 va 1a chit chuyén hoa chinh dugc thii
trir theo nude tidu, Cde chit chuyén héa khic 1a N2-oxid (dudi 5% liéu udng nizatidin), va S -
oxid (duéi 6% lidu ubng nizatidin).
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Thii trr
Thoi gian ban thai la | dén 2 gio, do thanh thai trong huydt tuong 1a 40 dén 60 L/h. Vi thii gian
bén thai ngan va dd thanh thai nhanh, nén khdng co tich lity thude & ngudi bénh ¢ chire ning
thiin binh thudmg khi ding liéu 300mg mdt ln duy nhit mdi ngay tuie khi di ngi hode 150
mg x 21 lin/ngay.
Hon 90% ligu nizatidin udng vio duge thai trir theo nurde tidu trong vong 12 gior. Khoang 60%
duge thai trr dudi dang nguyén ven. B§ thanh thai thin khoang 500 mL/phat cho thiy thude
duoc thai trir tich cue qua dng thin. Dudi 6% liéu dung nizatidin thii qua phén.,
Suy thin vira dén ning lam kéo dai dang ké thoi gian ban thai va giam d6 thanh thai ctia
nizatidin. O nhimg ngudi bi suy giam chiic ning thin, thei gian ban thai 1a 3,5 dén 11 gidr va
d thanh thai huyét twong 14 7 dén 14 L/git, Dé tranh tich lay thude & nhimg ngudi bi suy thin,
nén giam s lugng vivhodc tan sudt dung nizatidin trong (mg vai mire dg nghiém trong clia suy
giam chire ning thin.
Tré em
Cdc thong s6 duoe dong hoe ¢ bénh nhdn nhi tr 12 dén 18 wéi tuong duong véi cae thong s6
dwoe dong hoe o ngudi lon. Viée e ché axit da day twong tw nhir duge quan sit thiy trong cic
nghién ciru & nguot lom.
14. QUY CACH PONG GOI
[op 30 goi x 10ml.
Hop SO gdi x 10 ml.
15, DIEU KIEN BAO QUAN
Bdo quan trong bao bi kin, noi khé rao, tranh anh sdng, nhiét do khong qua 30°C.
16. HAN DUNG:
24 thang k¢ tr ngdy san xudt.
17. TIEU CHUAN CHAT LUQNG:
Tiéu chudn co s0.
18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
CONG TY CO PHAN DUQC DONG NAI ‘
Dia chi: 221B Pham Van Thuén, Phudng Tin Tién, Thanh phd Bién Hoa, Tinh Bong Nai,
Vigt Nam.




