ﬁffpg‘://trunémthuoc.com/ fﬂ 2,( /{ 68

Sdlﬂﬂh.‘niﬂ

Takca Mgy Tom v -
SRR V(AN AN HIAVNEEYAVN GYKoY¢
L6 Z.01-02-03a KCN/KCX Tan Thuan, Q. 7, Tp.HCM SaViZentac - hop 3 vi

DT: (08) 37700142 - 143 - 144  Fax: (08) 37700145

DU
LinaiudB3..04 Zentac

Ranitidine hydrochloride 150 mg

YUIW 4D pHdL ‘2D ‘ugnuy ugL
(o'e'r nuegdines ) N VS N

s HOP 3 vl x 10 VIEN NEN DAI BAO PHIM
( THANH PHAN : M3/ vién chia - SAD ook : hocs kho, oy e 1 TCCS
[ Raniticing Mydochiono ............ .. 150 mg nhist & i 30°C. SBK / Rsg. Na.
l T dige WIR A s .1 vién Tranh dnh séng.
ol gt - Coig O oy - L LW - o€ xa thm ThY clla TRE Ew Sal S/ fmn o
CACH DONG - THAN TRONG - TAC DUNG PHY : 90¢ ¥ 1at0ws ol 3 Dyme Nghy SX / Mig. Dale :
Xin doc wrong 1 hutng diin s dyng. TRINIC 4 DONG Han ding / Exp. Dale :
gE
2%
E
3=
a
ot
T
56
Ranitidine hydrochloride 150 mg 5
N
o
g
-4
@ BOX OF 3 BLISTERS x 10 FILM-COATED CAPLETS
r’_'__'_'__,_,_,—'——_ o o o . e T - _";'_,‘I_
[ COMPOSITION : Each caplaf contsins : STORAGE : Koep in a dry piase, SPECIRCATION : Manufacturer's '
| Randikiing hydrochionts ... ........ 150mg st ismperature beiow 30°C ‘
ciph qQa for 1 capist Protect from Bght.
| mmmm KEEP OUT OF REACH OF CHILDREN :
| ADMINISTRATION - PRECAUTIONS - READ CARERILLY THE LEARET J
| SIDE EFFECTS : See enclosed leafief BEFORE USE
L ] || =

TP. Hd Chi Minh, 2. ./%ndim 2011

A VL]
L 3L

®
/o)
A
L TP pD T2 "
“mvm TRUYEN




https://trungtamthuoc.com/

TRACH NETEM TRON VEN

CONG TY CP DUC PHAM SAVI (Sawipharm J.5.C)
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COMPOSITION : Each caplet contains :  STORAGE : Koep in @ dry place,  SPECIACATION : Manulacturer's
Ranitidine hydrachloride ... 150 mg  af tsmperature below 30°C.
Excipients q.s. for ........ lecaplet  Protect from hght
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TO HUONG DAN SU DUNG THUOC

Ry Thude bin theo don

Vién nén dai bao phim SaViZentac

THANH PHAN

- Ranitidine (dang HCI) ..................oooii) 150 mg
-Tdduge viradii......ooooiiiiiiiinrenssnnn. 1 vign
(Pregelatinised starch, microcrystalline cellulose 101, sodium starch
glycolate, collvidal silicon dioxide, crospovidone, talc, magnesi
Stearate, hydroxypropylmethyl cellulose 606, polyethylene glycol
6000, titan dioxide)

DANG BAO CHE: Vién nén dai bao phim.

DUQC LY & CO CHE TAC DUNG:

Ranitidine 1a thudc dbi khang thy thé H, histamin, Bén thubc déi
khang thu thé H, dugc ding Ia cimetidine, ranitidine, famotidine va
nizatidine. Céc thubc nay 6 kha ning lam giam 90% acid dich vi
tiét ra sau khi udng 1 liéu diéu tri, co tac dung lam lién nhanh vét
loét da day 14 trang, va ngan chin bénh tai phat. Hon nira, chiing c6
vai tré quan trong trong kiém soat hoi chimg Zollinger - Ellison va
trang thai tang tiét dich vj qua mirc.

Ranitidine e ché canh tranh v6i histamin & thy thé H, cua té bao
véch, lam giam lrong acid dich vi tiét ra ca ngay va dém, ca trong
tinh trang bi kich thich bai thirc an, insulin, amino acid, histamin,
hofic pentagastrin, Ranitidine c6 tic dung trc ché tiét acid dich vi
manh hon cimetidine tir 3 - 13 14n nhung tac dung khong mong muén
(ADR) lai it hon.

Ve mit b¢nh sinh, trong nhimg nam gin déy, d4 chimg minh dugc
loét da day ta trang c6 lién quan dén sy cé mat cia vi khudn
Helicobacter pylori. Vigc diét vi khudn nay la muc tiéu hang diu ciia
diéu trj. Dé dat dugc diéu d6 thuong phdi hop ranitidine véi 1 (phac
i) giéu trj bang 2 thudc) hoiic 2 khang sinh (phac db diéu trj bing 3
thuoc).

DUGC PONG HOC:

Sinh kha dung cia ranitidine vao khoang 50%, Diing dudng ubng,
sau 2 - 3 gidy, ndng @9 1i da trong huyét twong s& dat duoc cao nhit,
Su hap thu hau nhu khong bj anh hudng cia thirc &n va cée thuée
khang acid. Ranitidine khong bi chuyén hoa nhiéu va khéng bj trong
tac v6i nhiéu thude nhu cimetidine. Ranitidine dwgc thai trir chil yéu
qua Ong than, thi gian ban hiy 12 2 - 3 gity, 60 - 70% lidu uéng va
93% licu tiém tinh mach dirge thai qua nude tiéu, con lai duge thai
qua phan. Phién tich nuéc tidu trong vong 24 gitr ddu cho thiy 35%
lieu udng va 70% licu tiem tinh mach thai trir dudi dang khong dbi.
Ding dutng tiém bép, néng do téi da trong huzél tuong dat duge
nhanh hon, trong vong 15 phot sau khi tiém,

DU LIEU AN TOAN TIEN LAM SANG

Nhing nghién ciru trén cac loai dong vat thi nghigm cho théy
ranitidine dugc dung nap tét. Trong khi ap dung vao lam sing khéng
thy c6 du higu nguy co xdy ra

CHI PJNH DIEU TR]

Ranitidine dugc ding dé diéu tri loét 14 trang, loét da day lanh tinh,
loét sau phiu thuat, bénh trao nguge thyc quan, héi chimg Zollinger
- Ellison va diing trong céc trutng hgp can giam tiét dich vi va giam
tiét acid nhu -

- Phong chay méu da day - rudt, vi loét do stress & ngudi bénh
nang.

- Phong chéy mau tai phat & ngudi bénh da b loét da day -
1d tring ¢6 xudit huyet.

- Dy phong trude khi géy mé toan thin & ngudi bénh co nguy co
hit phai acid (h$i chiing Mendelson) dic biét & ngudi bgnh mang
thai dang chuyén da.

Ranitidine con dugce chi dinh diing trong diéu tri triéu chimg khd
tidu.

LIEU LUQNG VA CACH DUNG
Thuée ndy chi ding theo su ké don ciia bde st

Cach ding:
Ding dubng uéng.

Ligu lupmg :
Ngwdi lon @ Liéu théng thudng, ngay ding 2 1an, mbi lin ubng
150 mg (1 vién) vao budi sang va budi téi hoic 1 Jan udng 300 mg
(2 vign) vio budi 16i. Ngudi bénh loét da day lanh tinh va loét 4
trang udng tir 4 dén 8 tuan; véi ngudi bénh viem da day man tinh

ubng t6i 6 tuha; vai ngudi bénh loét do dong thude khing viém
khong steroid, ufing. thude 8 tudn; véi ngudi bénh loét ta trang, co
thé uong lidu 300 mg (2 vién), 2 lan/ngay, trong 4 tudn dé chéng
lanh vét Joét.

Liéu ding duy trl : 150 mg (1 vién) / ngay, ubng vao ban dém.

Tré em: Loét da day ta trang: liéu 2 - 4 mg/ kg thé trong, udng 2
lan/ngay, 16i da ubng 300 mg (2 vién) / ngay.

Loét dg diy td trang cd vi khuin Helicobacter pylori:
Ap dung phic @5 2 thude hoc 3 thude duti day trong 2 tun I, sau
do ding theém ranitidine 2 tuin nia, Lo
Phdc 5 diéu trj bang 3 thude, théi gian 2 tudn Ié:
Amoxicilin: 750 mg,’lﬁn: 3 lan/ngay, cfng voi:
Metronidazol: 500 mg/lan, 3 lan/ngdy, chng voi: i
Ranitidine: 300 mg (2 vién)/idn, budi tdi (hodic 150 mg, 2 1n/
ngdy) udng trong 14 ngay,

Dé phong loét dg day td trang do ding thude khdng viém khéng
steroid. Udng ligv 150 mg (1 vien)/lan, ngay 2 lan,

Dibu trj trio nguyre da day, thue quan;

Ubng 150 mg (1 vién)/lén, 2 lan/ngay hoic 300 mg (2 vién) 1
1an vao ban dém, trong thoi gian 8 t6i 12 tuan. Khi da khoi, ¢ ditu
tri duy tri dai ngay, udng 150mg (1 vién), ngay 2 lan.

Diéu trj hji chimg Zollinger - Ellison:
Utng 150 mg (1 vién)/lan, ngdy 3 Tan.
Co thé ubng dén 6 g/ngay, chia lam nhiéu lin vbng.

Dé giam acid dg day (4 phang hit phai acid da day) trong sin khoa:
Cho udng 150 meg (1 vién) ngay lic chuyén da, sau d6 ci cich 6

gid udng 1 14n; trong phéu thuit: tiém bép hoic tiém tinh mach chim

1 liéu 50 mg (pha loang trong 20 ml, tiém it nhat trong 2 phit) tarée

khi gdy mé 45 - 60 phixt hoic cho udng liéu 150 mg (1 vién) tnréc

khi gdy mé 2 git va néu cd thé, udng 150 mg (1 vién) ci vio tdi hém

trudc,

CHONG CHi PINH

- Nguii bénh ¢ tién s qua mn voi bat ky thanh phan ndo cia

thude.

- Npubi ¢é tién sir réi loan chuyén héa porphyrin.

_CANH BAO VA THAN TRONG KH1 SUDUNG

- Ngudi bénh suy than can gidm liéu, . .

- Nguii bénh suy gan ning, ngudi bénh rdi loan chuyén hoa

porphyrin cép, ¢ nguy co ting tac dung khong mong mubn vi nguy
co qué litu. ) )

- Ngubi bénh 6 bgnh tim cb the bi nguy co cham nhip tim.

- Diéu trj véii cac khang histamin H; cb the che lip céc trigu chimg
cua ung thur da day va lam cham chan doén bénh nay. Do dé khi_ ch
loét da day can loai trir kha ning bj ung thu trude khi didu trj bing
ranitidine.

- Ranitidine dirge dio thai qua than, nén khi ngudi bénh bi suy than
thi ndng 89 thubc trong huyét twong ting cao, vi vy phai cho che
ngudi bénh ndy tiém nhimg lidu thap, 25 me, hoic chi ubng | liéu
450 mg (3 vién) vao céc budi 16, trong 4 - 8 tuan. .

- Céin tranh diing ranitidine cho ngudi o6 tién sir rdi loan chuyén hoa
porphyrin.

TUONG TAC VOI CAC THUOC KHAC, CAC DANG TUONG
TAC KHAC:

- Ranitidine trc ché rét it sy chuyén héa & gan ciia mét s6 thube (nhu
cic thubc chéng dong mau cumarin, theophylin, diazepam,
propranclol). Ai lyc cia ranitidine véi men cytochrom Pesp vdo
khoang 10% so v&i cimetidin va mic 4§ Gc ché men gan it hon
cimetidin2 - 4 1an.

- Tac dung lam ha duimg huyét khi ding ph6i hop glipizid voi
ranitidine ho3c cimetidin o gip nhung dubng nhu khéng nhiéu. .
- Khi ding phdi hgp cac khdng sink guinolon véi céc thube dbi
khéng H, thi hdu hét cic khang sinh nay khang bi anh hudng, _ri?ng
cb enoxaxin bj giam sinh kha dung khi dong cing vai ranitidine,
nhumg sur thay di nay khong quan trong vé mat 1dm sang,

- Khi ding ketoconazol, fluconazol va itraconazol vGi ranitidine thi
cac thude nay bj giam hap thu do ranitidine 12m giam tinh acid cua
da day. - )
- Khiydlllng theophylin phéi hop véi cimetidin thi ndng do llheophylln
trong huyeét thanh va ddc tinh tang lén, nhung voi ranitidine thi tac
dung nay rat it.
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- Ranitidine + clarithromycin: 1am tang nbng do ranitidine trong Mau: Mit bach cdu hat, gidm toan bp huyét cdu, ké ca giam san toy
huyét tuong (57%). Xuong.

- Propantheiin bromid 1am tang ndng 40 dinh cla ranitidine trong | Tim mach: Lam chim nhip tim, ha huyét ap, bloc nhi thét, suy tim
huyel thails va Jam cham hép thu, c6 thé do 1am cham sy chuyén van | thu sau khi tiém nhanh.

thude qua da day, sinh kha dung wong ddi coa ranitidine ting Néi tiét: To vii & dan ong.

khoang 23%. Tiéu hoa: Viém tuy.

- Ding cung mgt lic ranitidine véi thirc &n hoic v&i mot lidu thip Da: Ban do da dang.

cc thude khdng acid (kha néng trung, hoa 10 - 15 mili duong lugng | Gan: Viém gan, doi khi c6 vang da.

HCI trong 10 ml) khéng thay giam hp thu hay ndng @9 dinh trong | Mat: Réi Toan didu tiét mét,

huyét trong cia ranitidine. Hurdmg diin cich xi tri ADR :
TRUONG HQP CO THAI VA CHO CON BU: Ngimg ding thube.
Truomg hop 6 thai QUA LIEU:

Ranitidine qua dwgc nhau thai nhung trén thue 1€ ding véi liéu diéu Héu nhr khéng cé vén dé gl dac bigt khi ding qué liéu ranitidine. Do
tri khong 1héy tac hai nao dén ngudi me mang thai, qua trinh sinh dé khong cé thudc giai doc dac hiu nén cin diéu trj hd trg va tridu

va sirc khoé thai nhi, chimg nhu sau:

Truéng hgp cho con bi Gidi quyet co giat: Ding diazepam tiém tinh mach.
Ranitidine bai tiét qua stra, Tong 1y nhur cac thude khac, ranitidine Giai quyct chém nhip tim: Tiém atropin.
ciing chi ding khi cén thiét trong thi ky cho con bo. Giai quyet loan nhip thét: Tiém lidocain,

TACBONG CUA i A VAN HA i Theo ddi, khéng ché tac dung khéng mong muén.
e UG COATHUOCTHLATHENVA VAN BANHMAY Néu cén thiét, lham tich mau dé loai thubc khoi huyét tuong.

MOC
Khong co tac d . .
e ong DONG GOI :
Théng bdo che Bdc si nhiing tdc dung khéng mong muén Hop 3 vi va hop 5 vi (alu/alu) - Vi 10 vién

gdp phii khi sir dung thubc BAO QUAN : Noi kho, nhiét o khong qué 30°C. Tranh 4nh sang
H TIEU CHUAN AP DUNG : Tiéu chuén co sé.
TAC DUNG KHONG MONG MUON (ADR) HANDUNG : 36 thang ké tir ngay san xuét.

Cic thir nghu;m lam sang cho théy, tin suft tac dyng phu khoang 3 -
(52‘2:;;0 ngudi duge diéu tri. Hay gap nhét 14 dau ddu (2%), ban do da
(]
Thudng gap, ADR > 1/100
Toan than: Dau dau, chong mjt, yéu mét,
Tiéu hoa: Tiéu chay. .
Da: Ban do. DE xa tim tay ciia tré em.
It gép, 11000 < ADR < 1/100 Boc k) huréng dén sir dung trude khi ditng.
Mau: Giam bach céu, giam tiéu cu. Néu can thém thong tin, xin hoi y kién Bic si.
Da: Ngira, dau & chd tigm. Sin xuit tai: . .
Gan: Ting men transaminase. CTY CO PHAN DUQC PHAM SA VI (SaWipharm J.5.C)
Hiém £dp, ADR < 1/1000 L& Z.01-02-03a KCN/KCX Tén Thuin, Q.7, TP.HCM
Toén than: Cac phan ‘mg qua min xdy ra nhu mé day, co thit phé bign thoai : (84.8) 37700142-143-144
quén, sét choéng phan v¢, phit mach, dau ca, dau khap. Fax 1 (84.8) 37700145
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