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MAU Vi PANG KY LAN PAU

- Méu nhin vi chiva 10 vién nang cirng
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MAU HOP PANG KY LAN PAU

- M&u nhin hép chira 2 vi
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300
Nizatidin
300 mg

‘azicin 300

VIEN NANG CU'NG
Hép 2 vi x 10 vién
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300 mg
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MAU HOP PANG KY LAN PAU

- M&u nhéan hop chira 3 vi
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ANTHIEN PHARMA 314 BOng Sao, Phwéng 5, Quan 8, TP, Hb Chi Minh

MAU HOP DANG KY LAN BDAU

- M&u nhén hép chira 5 vi

Thanh phin:
Nizatidin .................

DE XA TAM TAY TRE EM. DOC KY

T4 dwgc viea da 1 vién.

Chi djnh - Chéng chi djnh - Lidu diing va cach daing - Than trong - TAc dyng
khéng mong muén va céc thong tin chi tiét khac: Xem trén t& HDSD kém theo.
Bdo quan: Noi kho réo, nhiét d khdng qua 30°C, tranh dnh sdng.
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DAN SIF DUNG TRUGC KHI DUNG.

Bv THUOC KE BON

ATdzicin 300

VIEN NANG CU’NG
Hop 5 vi x 10 vién

Nizatidin
300 mg
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@ THUOC KE DON
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Thanh phin:
Heam

izatidin 300 mg
Té dugre vira 60 1 vién,

Chidlnh - Chéng chi dinh - Lidu ding va cich ding -
Thin trong - Téc dung khdng mong mudn va cic
théng tin chi tiét khic: Xem trén t& HDSD kém theo,

ZiCin 300

Bio qudn: Noi khé réo, nhiét 49 khdng qua 30°C, trénh
@nh séng.

Nizatidin

DE XA TAM TAY TRE EM.
BOC K HUPONG DAN SUr DYNG TRUC KHI DUNG.

300 mg

VIEN NANG CIPNG

Hép 10 vi x 10 vién

- M&u nhan hop chiva 10 vi

@u\ CONG TY CO PHAN DLPQIC PHAM AN THIEN
ANTHIEN MHARMA 314 BOng Sao, Phueng 5, Quan 8, TP, H& Chi Minh

5416 san xudt:
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ZiCin 300
Nizatidine

300 mg

HARD CAPSULE
Box of 10 blisters x 10 capsules

Zicin 300
Nizatidin
300 mg

Co s& sdn xuét
CONG TY CO PHAN DU'Q'C PHAM AN THIEN
L6 C16, DBudmg 56 8, KCN Higp Phudre,
Huy&n Nha Be, TP Hb Chi Minh

Ngay sén xult:
Han ding:

@u\ AN THIEN PHARMACEUTICAL CORPORATION
AnTiEN maman 314 Bong Sao Street, Ward 5, District 8, HCMC
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Q’t‘ﬂ CONG TY CO PHAN DU’Q'C PHAM AN THIEN MAU HOP, NHAN BANG K\" LAN DAU

AN THIEN PHARMA 314 Bong Sao, Phurdng 5, Quén 8, TP. Hd Chi Minh

1 - Mau nhén hép chiva 1 chai 30 vién nang cirng
2 - M3u nhan chai 30 vién nang cirng

e waio)

Thanh phin: THUOC KE BON % x:v TAM TAY m ;:D'.NG
idi 300 o A .‘I ONG TRUOC
Té dugc vira 6 1 vién, ™ e @AT zicin 300 KHDUNG

Tiéu chudn: TCCS
e e T s
it mw'}mf“ hnm“ O, Nizatidin ~ spx..........

va céc tin chi khéc:

- ety i ST

00¢ Bao quan: Nof Khd réo, rhidl 63 Khong qué i
u|puez|N 30°C, trénh énh séng. VIEN NANG CUNG n
00€ WDIZD | Chai 30 vién

mﬂm% Co s& sén xudt:
e Q‘ﬂ CONG TY CO PHAN DUQC PHAM AN THIEN ] L& cﬁ,og?.,';nﬂs ':é 9, KCN Higp Q?umfé"
L ANTHIEN PHARMA 314 BSng Sao, Phudng 5, Quan 8, TP. HA Chi Minh Huy&n Nha Ba, TPHA Chi Minh

(o] (]

THUOC KE DON

hin:
iTazicinsoo | at™ S0

Nizatidin Té dugc vira du 1 vién.

Chi dijnh - Chéng chi djnh - Lidu ding va

300 Mg | cach dang- Than trong - Tac dumkhdng
t khéc:

DE XA TAM TAY TRE EM.
zlcln 300 PQC KY HPONG DAN S’ DUNG
Nizatidine TRU'GC KHI DUNG.
300 mg Tidu chuéin: TCCS

mong muén va cac théng tin chi BBK

Xem trén ity HDSD kém theo. s 5 Gt 5% s Ul .

Bdo quan: Noi kho rdo, nhiét dd khong qua NG TY CO PHAN DUQ'C PHAM AN THIEN
VIEN NANG CUNG | 30°C, trénh énh séng. HARD CAPSULE LS Duona o0 s, KON bl piavos,
Hép 1 chai 30 vién Box of 1 bottle of 30 capsules B
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Q‘J CONG TY CO PHAN DUQ'C PHAM AN THIEN
ANTHIEN PHARMA 314 Boing Sao, Phwrrng 5, Quén 8, TP. Hb Chi Minh

MAU HOP, NHAN PANG KY LAN pAU

1 - Mau nhén hép chira 1 chai 60 vién nang cirng

2 - M3u nhén chai 60 vién nang cirng

Hop 1 chai 60 vién

& Gaep - vio]
DE XA TAM TAY TRE EM.
e it DG ¥ HUGNG DAN S DYpG Tt
. L.liu : "C@_ AT zlcm 3,00 Tidu chudn: TCCS
T s L g 4 N Nizatidin  sex..............
mm:gnvlmmﬂnmmqudc: 300 mg
Bw 09 Xem rén iy HDSD kém theo. SLSX:
o Bio quin: Noi khd rdo, nhigt 86 khong qua i
upneziN S'C, i o g VIEN NANG CUNG -
00€ UIDIZD ] Chai 60 vién
Cor & san xudt:
""G“m“lﬂ& Q‘T) CONG TY CO PHAN PHAM AN THIEN N A Mtam PH‘.“' ANTHREN
s A B
[GilP - Wit (G - Whio)
Y
4 THUGG KE Bon
] Thanh phin: 4 DE XA TAM TAY TRE EM,
Tazicin 300 | e G i e 300 mg TQZICIN 300 | poc kv HUoNG DAN S DUNG
Nizatidin | T2duee """h"é“ 1¥en: " Nizatidine | TRUGC KHI DUNG.
Chi dinh - Chong chi djnh - Lidu ding va .
300 mg céch diing - Thdn trong - Tac dyng khdng 300 mg Tidu chudn: TCCS
mong n va céc théng tin chi tiét khéc: P eisisastsirnasesenens
mug SPK:
Xem tén 1 HDSD kém theo. Cor 50 san yult-
R ’ Bao quan: Noi khd rdo, nhiét 4o khdng qua CONG TY CO PHAN DUQC PHAM AN THIEN
VIEN NANG CIPNG | 30°C, trénh &nh séng. HARD CAPSULE L6.C16, butng s69, KCN Higp Phure,

® S6 16 san xuét:
:-\17 Ngay san xuét:
K Han dung:

AN THIEN PHARMA

CONG TY €O PHAN DUGIC PHAM AN THIEN
314 Bdng Sa0, Phurdng 5, Quan B, TP HA Chi Minh

Box of 1 bottle of 60 capsules Huen b o8, TRHS Gal il

AN THIEN PHARMACEUTICAL CORPORATION
314 Bong Sao Streel, Ward 5, District 8, Ho Chi Minh City
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AU/ conaTYCo PHAN DU'Q'C PHAM AN THIEN
ANTHIEN PHARMA 314 BOng Sao, Phurdmg 5, Quéan 8, TP. Hd Chi Minh

MAU HOP, NHAN DANG KY LAN pAU

1 - Mdu nhén hdp chira 1 chai 100 vién nang cirng
2 - Mau nhan chai 100 vién nang cirng

BE XA TAM TAY TRE EM.
Thaah phin: i THUOC KE BON OC KY HUONG DAN SUF DUNG TRUOG
my g KH DUNG.

Th o vra 0 1 i . ATazicinsoo ™

Chl djnh - Chéng chi djah - Lidu ding va % Nizatidin et *

céich ding - Thin trong - Téc dlpa!thﬂng ¥

mong m va céc thdng tin chi khic: 300 mg
6w 00¢ Xem bén by HOSD kém theo. SLSX:

Bdo quan: Noi kho réo, nhidt 60 khong qua HD:
ulpneziN ‘ 0% feehl Bk . VIEN NANG CUNG :
00€ UIDIZD L} Chai 100 vién

Cor 8¢ sdn xull:
Hoa T Q’\'l] CONG TY CO PHAN DUQC PHAM AN THIEN
i CONG TY CO PHAN DUQ'C PHAM AN THIEN L& C16, Budmg sb 8, KCN Higp Phuéc,

=250 AHTHIEN FHARMA. 314 Bdng Sao, Phusdng 5, Quan 8, TP. H Chi Minh Huyén Nha B5, TRHA Chi Minh

Hép 1 chai 100 vién

CONG TY CO PHAN DUQC PHAM AN THIEN
314 Bdng Sao, Phudng 5, Qudn 8, TR. HA Chi Minh

] (E-w) (e=vi)
j‘ DRUG
Thanh phin; DE XA TAM TAY TRE EM.
ZICIN 300 | wiaidir.....c.o...... 300 mg TAziCin 300 | ooy HUONG DAN SUF DYNG
Nizatidin | 1a%deovmoc| vin Nizatidine | TRUYC KHI DUNG.
Chi djnh - Chéng chi dinh - Lidu dung va Tiéu chudn: TCC
300 Mg | cach dang - Than trong - Téc dyng khong 300 mg Su.chy S
mong n va cdc théng tin chi tiét khac: 0] .
Xem trén & HDSD kém theo. - cocawsénmglm 5
. Béo quan: Noi khd réo, nhiét b khong qua C TY COPHAN DUQC M AN THIEN
VIEN NANG CUNG | 30°C, tranh énh sang. HARD CAPSULE KAT10, D 80 0, K0 e i

Box of 1 bottle of 100 capsules

®- S6 16 san xuét: 8
= Ngay san xuét: =
x 4 INHINN

AN THIEN PHARMACEUTICAL CORPORATION
314 Bong Sao Street, Ward 5, District 8, Ho Chi Minh City
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TO HUONG DAN SU DUNG THUOC

® Thude nay chi dimg theo don thuéc

ATAZICIN

“Dé xa tam tay tré em”

“Doc ky huwong dén sir dung trieée khi dimg”

VIEN NANG CUNG

Vira du 1 vién

THANH PHAN
ATAZICIN 150 ATAZICIN 300
Hoat chit INIZANAIN . oo i 150 mg | Nizatidin........c..cceueeee. 300 mg
Ta dwoc: Maize starch, microcrystallin | Maize starch, microcrystallin

cellulose 101, PVP K90, natri
starch glycolat, colloidal silicon
dioxyd, magnesi stearat, nang
sb 3 (do - vang).

cellulose 101, PVP K90, natri
starch glycolat, colloidal silicon
dioxyd, magnesi stearat, nang s6
0 (xanh - vang).

Dang bao ché

Vién nang cing.

Vién nang cing.

Mb ta san phim

Vién nang cung, ndp mau do,
than mau vang, bot bén trong

Vién nang cting, nip mau xanh,
than mau vang, bot bén trong

mau tréng dén vang nhat. mau tring dén vang nhat.

CHI PINH
Nizatidin dugc chi dinh trong cac trudng hop sau:
- Loét ta trang.
- Loét da day lanh tinh.
- Du phong tai phat loét ta trang hodc loét da day lanh tinh.
- Bénh trao nguogc da day-thuc quan (bao gbm viém, loét va ¢ chua kem theo).

- Loét da day va/hodc t4 trang do str dung ddng thdi véi cac thude chdng viém khong steroid
(NSAIDs).

LIEU DUNG VA CACH DUNG
Nguwoi lon
Diéu tri loét 1d trang: Lidu khuyen céo hang ngay 1a 300 mg vao bubi t6i. Piéu tri nén uep
tuc trong 4 tudin, c6 thé giam bét lidu dung néu vet loét dd lanh (xac dinh bang ndi S01).. Hau

hét cac vét loét sé lanh trong vong 4 tudn, neu vét loét van chua lanh hin sau 4 tudn diéu trj
thi bénh nhén nén tiép tuc diéu trj thém 4 tudn nira.

Diéu tri loét da day lanh tinh: Liéu khuyen cao hang ngay la 300 mg vao budi ti trong 4
hoic 8 tudn, néu can thiét. Trudce khi diéu tri bing nizatidin, cén luu ¥ loai trir kha ndng ung
thu da day. Néu can thiét, c6 thé chia ra liéu 300 mg/ngdy thanh liéu 150 mg x 2 1an/ngay
(vao bubi sang va budi t(")i)

Dy phong tai phat loét da day td trang hodc lanh tinh (diéu tri duy tri du phong): Liéu
khuyén céo hang ngay la 150 mg vao budi toi.

1/5
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Diéu tri bénh trao nguoc da day thuc quan: Liéu khuyén cdo 1a tir 150 - 300 mg x 2
lan/ngay. Liéu phép kéo dai dén 12 tudn duoc chi dinh cho cac truong hop viém, loét va ¢
chua kem theo.

Diéu tri loét da day va/hodc td trang lién quan dén viéc sir dung dong thoi véi cic thudce
chéng viem khong steroid (NS SAIDs): Liéu khuyen cao hang ngdy 1a 300 mg/ngay (300 mg
tru6e khi di ngu hogic 150 mg x 2 lan/ngay vao budi sang va bu01 t1) trong toi da 8 tudn. O
hau het céc bénh nhén, céc vét loét s& lanh trong vong 4 tuan. Trong thoi gian diéu tri, co
thé tiép tuc sir dung thudc chbng viém khong steroid.

Nguoi cao tudi: Tu01 tac anh hudng khéng déng ké dén hiéu qua hodc do an toan. Thong
thuong khong cin diéu chinh lidu, trir nhimg bénh nhén bi suy thin tir vira dén nang (do
thanh thai creatinin < 50 ml/pht).

Tré em: Chua c6 sin dir liéu dé xac dinh tinh an toan va hiéu qua cua nizatidin & tré
em. Khong khuyén céo str dung nizatidin & tré em.

Bénh nhén suy than: D6i voi bénh nhan suy than trung binh (d6 thanh thai creatinin < 50
ml/phit) hodc b¢nh nhén suy than nang (d9 thanh thai creatinin < 20 ml/phut), nén giam
liéu nhu sau:

LIEU PUQC KHUYEN CAO

Chi dinh Suy than trung binh Suy than ning
Loét ta trang 150 mg vao budi tdi 150 mg udng cach ngay
Loét da day lanh tinh 150 mg vao bubi tbi 150 mg ubng cach ngay
Phong nglra tai phat loét 4150 mg, ubng vao budi téi 150 mgx 1 lAn/ngay vao budi
trang hodc loét da day lanh/cach ngay toi ngay thir 3
tinh
Bénh trao ngugc da day thuc/Tir 150 mg x 1 l‘émjnge‘ty 1énTr 150 mg ubng cach ngay
quan dén 150 mg x 2 lan/ngay lén dén 150 mg/ngay
Loét da day va/hodc t4 trang|150 mg vao bubi tdi 150 mg udng cach ngay

do sir dung dong thoi véi cac
thuoc chong viém khong
steroid
CHONG CHI PINH

Qué mn v6i cée chét ddi khang thu thé Ha hodc v6i bt ky thanh phdn nao ciia thuéc.
CANH BAO VA THAN TRONG KHI DUNG THUOC

Vi nizatidin dugc chuyén hoa mét phin & gan va bai tiét chii yéu qua thn, nén than trong
khi str dung nizatidin & bénh nhén bi suy gidm chitc ning gan hoic than.

Trude khi dung nizatidin dé diéu tri loét da day, phai loai trir kha néng ung thur, vi thude cé
thé che 14p c4c tridu ching va lam cham chin dodn ung thu.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nir ¢6 thai
Chua xéc dinh dugc tinh an toan cua nizatidin khi sir dung trong thoi ky mang thai.

O dong vat, chua co bang chimg vé kha nang sinh san bi suy giam hoc kha nang sinh quéi
thai do nizatidin géy ra. Nizatidin chi nén sir dung cho phu nir c6 thai hodc ngudi c6 ké
hoach mang thai néu thye sy can thiét, tuy nhién phai sir dung than trong.
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Phu nir cho con bu

Céc nghién ciru dugce thyc hi¢n ¢ phu ni cho con bu da chira ring 0,1% liéu udng nizatidin
dugc bai tiét vao sita me tuong img véi ndng do trong huyét twong. (3 chudt con c6 chudt
me str dung nizatidin cho thay €0 su giam tdng trudng, chi nén dung nizatidin trén phu ntr
cho con bt néu thue sur ¢an thiét.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Chua c6 bing chitng vé& anh huéng cuia nizatidin dén kha néng l4i xe hodc sir dung may
moc. Tuy nhién, khong nén 1ai xe va van hanh may moc néu thiy chong mat va budn ngu
trong qud trinh sir dung thudc.

TUONG TAC, TUONG KY CUA THUOC

C6 bang chimg cho thdy nizatidin duong ubng khong anh hudng dén ndng d6 huyét thanh
ciia aminophyllin, theophyllin, clordiazepoxyd, diazepam, lidocain, phenytoin, ibuprofen,
metoprolol, warfarin hodc lorazepam. Nizatidin khong trc ché cac thudc co lién két
cytochrom P450 & gan, nhung c6 thé lam tang hip thu salicylat khi ching duoc sir dung véi
liéu rat cao. Khoang 35% nizatidin lién két véi protein huyét tuong. In vitro, cac thube
warfarin, diazepam, paracetamol, propanthelin, phenobarbital va propranolol khong anh
huéng dén sy gin két voi protein huyét tuong cua nizatidin.

V& mit 1am sang, su hap thu nizatidin anh hudng khong dang ké bai thirc n, thube khang
cholinergic hosc thudc khang acid.

TAC DUNG KHONG MONG MUON CUA THUOC

Trong cac thir nghiém I1am sang quy md 16n, chimg dd md héi va ndi may day thuong géap
dang ké & nhitng bénh nhan duogc diéu tri bang nizatidin khi so sanh véi gia duoe.

Trong céc thir nghiém tuong tw, bénh nhan dugc didu trj bing ca nizatidin va gia duge déu
bi téng transaminase hodc phosphatase kiém nhe, thodng qua, khong triéu chimg; cdc trudng
hop hiém gap tang o rét (> 500 IU/L) xdy ra & nhitng bénh nhan dugc didu tri bing
nizatidin. Tuy nhién, ty I¢ chung ctia cac trudng hop ting men gan va tang dén 3 lan gidi
han trén cia mirc binh thudng khong c6 sy khac bi¢t déng ke s0 vdi gia duge. Da ¢6 béo
c4o vé viém gan va vang da. Céc trudng hop hiém gap vé ton thuong t& bao gan va té bao
gan  mat hogic hdn hop véi vang da ciing di duge bio céo, cc tac dung khéng mong mudn
c6 thé hdi phuc sau khi ngimg thudc.

Céc tac dung khong mong mudn hiém khi duge bao cao nhu ban xuét huyét giam tiéu ciu,
giam tiéu cau gay tur vong, giam bach cau mét bach ciu hat, thiéu méu, viém da troc vay,
viém mach, dau khop, dau co, nit héa tuyen vii & nam gidi, réi loan cuong duong, ting acid
uric méu, sdt, budn nén va réi loan tim than c6 hdi phuc.

ba c6 bdo céo vé cac truong h(}'p phan tng qua min hiém gap (nhu co thit phe quan, phu
né thanh quén, phét ban, ngira va ting bach cdu wa eosin), bénh huyét thanh va s6c phan vé.

Thong bdo ngay cho bdc st hodic dwgc si nhitng phan wng cé hai gdp phdi khi sit dung
thubc

QUA LIEU VA CACH XU TRi
Qua liéu
C6 rét it dir liéu vé str dung qua lidu nizatidin & nguou Nizatidin duoc thir nghiém & liéu rat
cao trén dong vét da dugc ching minh 14 twong ddi khdng c6 dgc tinh. Céc nghién ctru trén

dong vit cho thay c6 thé xay ra céc tac dung khong mong mudn kiéu cholinergic, bao gdm
chay nuée mét, tiét nuéc bot, nén mira, mét ran va tiéu chay sau khi udng véi lidu rat 1on.

Cach xir tri

Diéu tri triéu chimg va hd trg duge khuyén khich. Than hoat, gdy non hodc rira da day c6
thé 1am giam hép thu nizatidin. Kha nang thdm téch méau dé loai bd nizatidin ra khéi co thé
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chua dugce ching minh mdt cach thuyet phuc. Tuy nhién, phuong phap nay duge cho la
khéng hiéu qua, vi nizatidin c6 khéi lugng phan tr [6n.

CAC PAC TiNH DUQC LY
Dwge Ire hoe

Nhém duoc ly: Thude didu tri loét da day - ta trang va bénh trao nguge da day - thue quan.,
Thubc déi khéng thu thé H,.

Ma ATC: AO2BA04

Co ché hoat dpng: Nizatidin 1a mot chat dbi khang thu thé histamin Ha manh, ¢6 chon loc,
canh tranh va hoan toan c6 thé d4o nguoc. Do giam thé tich bai tiét acid dich vi, nizatidin
lam giam dang ké ndng do acid da day va pepsin & ca trang thai co ban va kich thlch

Tdc dung duoc luc hoc

Trong cac thir nghiém lam sang khéc nhau, nizatidin duge sir dung mot liéu duy nhét hang
ngay (trude khi di ngt) hodc chia 1am 2 1an (bubi sang va budi t6i), trc ché dang ké sy tiét
acid da day va con dau do loét thuong duge giam nhanh chéng.

Nizatidin anh hudng khong dang ké dén nong do huyet thanh cia gastrin, gonadotrophin,
prolactin, hormon ting truéng, hormon chdng bai niéu, cortisol, testosteron, 5-alpha-
dihydrotestosteron hoic estradiol.

Nizatidin khong c6 tac dung khéng androgen.
Dwge dong hoc

Sinh kha dung dudng ubng cia nizatidin anh huong khong dang ké bai luong thire an, thude
khang cholinergic hodc thu6c khéng acid.

Hdp thu

Sau khi ubng nizatidin duoc hp thu nhanh chéng va ndng do dinh trong huyet tuong sau
liéu 150 mg dat 700 - 1800 ng/ml; sau liéu 300 mg dat 1400 - 3600 ng/ml. Néng d6 dinh
trong huyét twong thudmg dat duoc trong vong 2 gi¢ sau khi dung nizatidin (trong khoang
0,5 - 3 gi0). Sinh kha dung dudng uong khoang 70% va thoi gian ban thai khoang 1,6 gid.

Phdn bé

Khoang 35% nizatidin lién két v6i protein huyét twong. Warfarin, diazepam, paracetamol,
propanthelin, phenobarbiton va propranolol khong anh hudng dén su gén két véi protein
huyét twong cua nizatidin in vitro.

Chuyén héa

Nizatidin chuyén héa 1an dau qua gan xay ra & mirc nho (6%), nhung dugc thai trir chi yéu
qua than, khoang 60% du¢i dang khong dbi, do thanh thai qua than khoang 500 ml/phat.
Cac chét chuyén hoa bao gdbm desmethyl nizatidin (7%), su]phoxyd (6%) va N-oxyd (5%).
Desmethyl nizatidin 14 mét chat chuyén héa c6 hoat tinh véi hiéu luc han ché.

Thai trir

Hon 90% liéu udng nizatidin (bao gdm ca chit chuyén héa) duge thai trir qua nudce tiéu
trong vong 12 gid.

QUY CACH PONG GOI
Hop 2 vi, 3 vi, 5 vi, 10 vi x 10 vién
Hop 1 chai 30 vién, 60 vién, 100 vién
BAO QUAN: Noi khd réo, nhiét d6 khéng qué 30°C, tranh 4nh sang.
HAN DUNG: 36 thang ké tir ngay san xuét.
TIEU CHUAN: TCCS.
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Co s& san xuét:
CONG TY CO PHAN DUQC PHAM AN THIEN
L6 C16, Duong S6 9, KCN Hiép Phuée, Huyén Nha Bé, TP Hd Chi Minh

TP. H6 Chi Min em-hf 19 thang 09 nam 2022
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