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50 Film coated Tabs.

Ranitidine Hydrochloride 31.5 mg

(As Ranitidine 28.227 mg)

Magnesium Oxide 50 mg

Magnesium Aluminosilicate 125 mg
(As Al,O, 38.31 mg; Mg0 30.13 mg)
Magnesium Aluminum Hydrate 100 mg
{As A0, 30 mg; MgO 30 mg)

"READ INSERT-PAPER CAREFULLY BEFORE USING”

“KEEP OUT OF REACH OF CHILDREN"
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Magnes! alumin hydrat 100 mg [TiEu cHukN) Tees,

[HAN DUNG] 3 nam ki tif ngdy sin sasdt,

Ranitidin hydroclorid 31,5 mg
(Tuong duong Ranitidin 28,227 mg)

Magnesi oxyd 50 mg
Magnesi alumingsilicat 125 mg

Magnesi alumin hydrat 100 mg
(Tuong duong ALO; 30 mg; MgQ 30 mg)

XA TAM TAY TRE EM"

| RANILEX

(Tugng duong ALO; 38,31 mg; MgO 30,13 mg)
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CONG TY ¢4
KOREA I.IIlII‘EI:I PHARM.INT'L
THUAN AN, BINH DUING, VIET NAM

(8AD QUAN) B30 quin & NhKT 69 phang Khing qué 30°C.

Bugc sin sl tgi Cong ty C§ Phin
KOREA UNITED PHARM.INT'L
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Cong ty C6 Phdn KOREA UNITED PHARM. INT'L
Thudn An, Binh Duong, Viét Nam.
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Rx: Thubc nay chi ding theo sy ké don ciia thay thuéc

RANILEX Vién nén bao phim
Ranitidin HCI, Magnesi Oxyd,
Magnesi Aluminosilicat, Magnesi Alumin Hydrat

THANH PHAN },&/

MGéi vién nén bao phim chita:

Ranitidin Hydroclorid sasssasssunaminisussmsmsssnsssssssssiass 3 1,0 Mg
(tudng duong Ranitidin 28,227 mg)

Magnesi OXYd ..ocoviiiiiiiieeeiie e 50 mg
Magnesi Aluminosilicat... s 125 mg
(tuong duong Al,O3 38,31 mg, MgO 30,13 mg)

Magnesi Alumin Hydrat ... s o« 100/ ME

(twong duong Al,O3 30 mg, MgO 30 mg)
Td dugc: Lactose, Low-substituted hydroxypropyl cellulose, Calci carboxymethylcellulose,

Hyroxypropyl cellulose, Colloidal silicon dioxyd, Magnesi stearat, Hydroxypropyl
methylcellulose 2910, Polyethylen glycol 6000, Titan oxyd.

MO TA

Vién nén bao phim hinh tron, mau tring.

DUQC LUC HQC

Ranitidin 12 thudc ddi khdng thu thé H, histamin. Thudc nay ¢6 kha ning lam gidm 90% acid dich
vi tiét ra sau khi udng 1 lidu diéu trj, c6 tdc dung lam lién nhanh vét loét da day ta trang, va ngdn
chin bénh tdi phat. Hon nifa, con ¢6 vai trd quan trong trong ki€ém sodt hoi chitng Zollinger - /5
Ellison va trang thdi ting i€t dich vi qua mifc. Ranitidin ¥c ch€ canh tranh v6i histamin ¢ thu thé |||
H, ciia t& bao véch, lam gidm ludng acid dich vi ti€t ra cd ngay va dém, c4 trong tinh trang bi kich =\
thich bdi thifc #n, insulin, amino acid, histamin, hodc pentagastrin. Ranitidin ¢6 tdc dung dc ché
ti€t acid dich vi manh hon Cimetidin tif 3 - 13 1in nhung tdc dung khong mong mudn (ADR) lai it
hon.

Magnesi oxyd, Nhém oxyd (Magnesi Aluminosilicat va Magnesi Alumin Hydrat) la cdc téc nhan -
khang acid ¢6 tdc dung lam ting pH da day, lam gidm cdc tri¢u chifng tidng acid. Thudc lam gidm
tdc dung ctia men pepsin, tdc dung ndy dic biét quan trong & ngudi bi bénh loét ti€u héa. pH t6i v
wu ciia hoat dong pepsin 13 1,5-2,5; do chdt khdng acid lam ting pH da day 1€n trén 4 nén tic ,
dung phan gidi pepsin 13 thap nhat. Thudc khdng acid chita Magnesi thudng phdi hop véi thude

khéng acid chita Nhom d€ 1am gidm tdc dung gy tdo bon clia nhom. -
DUGC PONG HQC -
Sinh kha dung ciia Ranitidin vao khodng 50%. Ding dudng udng, sau 2 - 3 gid, ndng dd t5i da

trong huyét tuong s& dat dude cao nhét. Su hap thu hdu nhu khong bi dnh hudng cia thic dn va

céc thudc khdang acid. Ranitidin khong bi chuyen h6a nhiéu va khong bi tuong tdc vdi nhiéu thude

nhu cimetidin. Ranitidin dudc thai trir chéi yéu qua 6ng thén, thdi gian ban hiy la 2 - 3 gid, 60 -

70% liéu udng dudc thai qua nudc ti€u, con lai dugc thdi qua phan. Phan tich nudc tiéu trong vong

24 gi diu cho thiy 35% lidu udng thai trif dudi dang khong doi.
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Magnesi oxyd phéan ng véi acid hydrocloric tao thinh Magnesi clorid va nudc. Khodng 15-30%
lugng Magnesi clorid vira tao thanh dudc hdp thu duge va sau d6 dude thdi trlf qua nude tiéu &
ngudi ¢6 chic ning thian binh thudng. Con lugng Magnesi oxyd nao chua chuyén héa thanh
Magnesi clorid thi ¢6 thé dugc chuyén héa & rudt non va duge hap thu khdng ddng ké.

Nhom oxyd tan chdm trong da day va phan @ng v4i acid hydrocloric da day tao thanh nhém clorid
va nudc. Khoang 17-30% nhdm clorid tao thanh duge hdp thu va thai trit nhanh quan thin & ngudi
c6 chdc ndng thdn binh thudng. & rudt non, nhdm clorid tao thanh mudi nhom kiém khong, kém
hap thu va dugc thdi trit quan phén.

CHi PINH

Loét da day td trang, bénh trao ngugc thue quan, hdi chitng Zollinger — Ellison, cdc bénh ly lién
quan dén ting ti€t acid da day.

LIEU LUGNG VA CACH DUNG

Ngudi 16n (15 - 80 tudi): Liéu thudng dung 12 2 vién/ 1an, mdi ngay 3 1an.
Tong liéu dung mdi ngay khong duge vudt qua 5 1an udng (10 vién).
CHONG CHI PINH

Min cdm v6i c4c thanh phan clia thudc.

Tré em dudi 15 tudi va ngudi gia trén 80 tudi.

Phu nif ¢6 thai va cho con bu.

Bénh nhin dang dung phuong phdp thim tdch mdu.

THAN TRONG

Nén thin trong khi st dung RANILEX 3 nhitng bénh nhén sau:

- Bénh nhan dang diéu tri: R3i loan hé thong mién dich, rdi loan hé thdng huyét hoc, réi loan
chitc ning than, r6i loan gan, rdi loan t4 trang, hen suyén va thap khdp.

- Bénh nhén c6 tién sif gidm hdng cdu, gidm bach cau va gidm ti€u cau.

_ Bénh nhén bi viém hong, ho va than nhiét cao, vi tic dung phu clia thudc ¢6 thé 1am xau thém
cdc triéu chitng clia bénh.

- Bénh nhin dang si dung cdc thudc: Steroid, khdng sinh, ung thu va khdng nam vi doi khi
gidm bach ciu va ti€u cdu c6 thé xdy ra.

- Bénh nhan suy gan ning, roi loan chuy&n hod porphyrin cin theo ddi cdn than do nguy cd
ting tic dung phu va qu4 liéu.

- Bénhnhan ¢6 tién s r&i loan chifc ning thin nén héi y ki€n béc si hodc dugc si.

THAN TRQONG CHUNG

Cic thuSc khdng histamin H, c6 thé che 1dp triéu chiing cla ung thu da day, do d6 cn loai trir

kha ning bi ung thu trude khi diéu tri bing RANILEX.

Sau khi ding thudc RANILEX trong 3 ngay, néu triéu chitng khong dudc cai thién, nén ngung

diing thudc va/hodc ti€n hanh diéu tri thich hgp.

Khong diing thudc lién tuc qué 2 tuén.

Khong udng rugu trong khi dang thudc.

Trong trudng hop ding thudc qud liéu, nén ngung ding thudc va/ hodc ti€n hanh diéu tri thich

hop
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TAC DUNG KHONG MONG MUON /(Lr/

Hi€m x4y ra cdc tdc dung phu sau, tuy nhién bénh nhan can dugc theo doi cdn than va n€u c6 bat
ky triéu ching nao xudt hién, nén ngung ding thudc va ti€n hanh diéu tri thich hgp:

- Phén wng di Wng (phét ban, ban dd, ngita va phu), tdo boén, tiéu chdy, budn nén, nhitc dau,
chéng mét va dau co.

- C6 thé bi cdm gidc tfc ngyc, da tdi xanh, lanh ban tay va ban chan, dd mod hoéi lanh va nghet
mili.

- Ph4t ban ciing véi than nhiét cao, ban dd, mun nude do s6t ¢6 thé xudt hi¢n trén toan b cd
thé, moi va niém mac hong.

- C6 thé bi dau hong, sdt, kh6 chiu, da madt va bén trong mi mit tring, chdy méu (8 nuSu rang
va mii).

- Vangda.

Théng bdo cho bdc si nhitng tdc dung khéng mong muén gap phai khi sit dung thuéc.

SU TUONG TAC THUOC

Su hp thu ciia cdc thudc khang acid da day c6 thé bi gidm do mot s6 thudc sau: cdc Tetracyclin,
khéng sinh nhém Quinolon thé€ hé méi (nhu Ofloxacin, ...)

Ranitidin 1am gidm hap thu Ketoconazol, Fluconazol va Itraconazol.
Khong diing chung vdi cdc thudc diéu tri da day va rudt khéc.
SU DUNG THUOC G PHU NU CO THAI

An toan khi sif dung thudc & phu ni¥ c6 thai chua dugc thiét 1ap, do d6 khong nén sif dung thude
cho phu nif c6 thai.

SUDUNG THUOC G PHU NU CHO CON BU

Thudc bai tiét dudc vao sita me, cho nén khong dung thudc & phu nif cho con ba.
SU DUNG THUOC § TRE EM

Nhitng nghién citu vé an toan ciia thudc khi dung cho tré em chua duge thi€t 1ap.
U DUNG THUOC G NGUOT LON TUOI

Do sif suy gidm vé mat sinh hoc & cdc bénh nhin cao tudi, nén khi st dung thudc cdn dac biét cdn

than.

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Khéng anh hudng.

QUA LIEU

Triéu chitng: Dung qud liéu c6 thé lam gia ting cdc tdc dung khong mong mudn.

XiZ tri: Ngung diing thudc va hdi ¥ ki€n béc st hodc dugc si.

Vo
BAO QUAN M)
Bdo qudn & nhiét d6 phong khdng qua 30°C. ﬂ;’
PONG GOI /

10 Vién nén bao phim/ Vi x 5 Vi/ Hop.
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HAN DUNG
36 thang ké tiY ngay san xuit.
Khéng ding qud han diing ghi trén vé hjp. V
TIEU CHUAN
TCCS.

Dé xa tém tay tré em.

BPoc ky huéng dén sit dung trudc khi ding.

Néu c@n thém théng tin, xin héi y kién bdc si hodc dugc si.
Thuéc nay chi ding theo su ké don ciia thdy thuéc.

S&n xuat tai Cong ty C6 Phin

KOREA UNITED PHARM. INT’L

S6 2A, Pai 16 Tu Do, Khu cong nghiép Viét Nam-Singapore, Huyén Thudn An, Tinh Binh Duong,
Viét Nam.

Theo nhudng quyén clia

KOREA UNITED PHARM. INC.

Tru s& chinh: 154-8, Nonhyun-Dong, Kangnam-Ku, Seoul, Han Qudc.

Nha mdy: 404-10 Nojang-Ri, Jeondong-Myeon, Yeongi-Kun, Chungnam, Han Qudc.

Ph6 Tong Gidm DSc b
cd s§ nhan nhugng quyén

PHO CUC TRUONG
A7 ~ ol CED p
J g’j/-?f-fy:?i'a- ‘an Xonanty
. Députy General Director
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