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NHAN Vi RANIPIN 150 (Vi Al/Al)

Kich thudc:

Dai :: 45 mm
Cao :112 mm (P

[ S8 1 SX: HD: \
® TRANIPIN150

Each film coated tablet contains:

Ranitding ............... 150 mg
(as Ranitidine hydrochloride)
GLOMED PHARMACEUTICAL COMPANT, Inc.

NRANIPIN’150

M3 vitn nén bao phim chda:
Ranitidin ................ 150 mg
(dudi dang Ranitidin hydroclonid)
cOnG TY cf PHAN Dugc PHAM GLOMED

RANIPIN’150

Each film coated tablet contains:
Ranitding ................. 150 mg
(as Rantidine hydrochionde)
GLOMED PHARMACEUTICAL COMPANY, inc.

TRANIPIN'150

M3i vi#n nén bao phim chia:
Ranitigin .............. 150 mg
(duti dang Ranitidin hydrociorid)
cONG TY cf PHAN DUYC PHAM GLOWED

® RANIPIN°150

Each film coated tablet conlains:
Ranitiing .................. 150 mg
(35 Ranitidine hydrochloride)
\ GLOMED PHARMACEUTICAL COMPANY, Inc. )
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Ranitidine 150 mg
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NHAN CHAI RANIPIN 150 (Chai 100 vién)

Kich thudc:
Dai ::150 mm
. Cao : 32 mm

D
Q
COMPOSITION; Each fim coated tablet contain = THANH PHAN: MBI vitn nén bao chia
mm 150 mg (asmn.uwdmahhﬂmnmo‘ei RX bt i e S84 5 Frecrios oy H.mman 150 mg IM“d:no Ranitidin M Y
ients g5 il i e R B e
INDICATIONS, DOSAGE, ADMINISTRATION, g r:ui DINH, ‘1'?3'.! LUJNG, CACH DONG, cnl N
CONTRAINDICATIONS AND OTHER INFORMATION: mvﬂucrmamm:v!su .&N
Pleasa refer tothe packaga insert. ﬁ :Euoc:‘mmfému
KEEP OUT OF REACH OF CHILDREN. XATAM TAY EM. : ired
READ CAREFULLY THE LEAFLET BEFORE USE. G X7 HUONG DAN SU DYNG TRUOC KiI DONG. 5 --D
STORAGE: Store at the temperatura nok mare than 30°C, i 150 0 OUAR: 0§ ol khd rdo, trinh dnh s3ng, ahift 60 Eg A
iaadryplce posctromight. Ranitidin 150 mg H::\l qud 30C. g £ “\Q
il TiEu caukn: TCCS. S k.
Sl o M COue T o8 Prk DUTC PN GLOWED 8 2§ ! >~
1"0 vién nén bao phim 35 Dl L9 Ty Do, KCN Vidt Nam - Singapors, sdg/
Bulﬂe film coaled tablets Thgn An, Binh Duong. e =
o}
=
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ANIPIN'
Ranitidin 150 mg 1 D0

Hop 1 chai x 100 vién nén bao phim “
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HUONG DAN SU DUNG THUOC

e e T R R, ANIEIN

Ranitidin

TEN THUOC
RANIPIN 150 vién nén bao phim.
RANIPIN 300 vién nén bao phim.

THANH PHAN

M3i vien nén bao phim chira:

Hoat chat:

-RANIPIN 150: Ranitidin 150 mg (dudi dang Ranitidin hydroclorid).

- RANIPIN 300: Ranitidin 300 mg (duéi dang Ranitidin hydroclorid).

Té dirge: Cellulose vi tinh thé, low-substituted hydroxypropyl cellulose (L-HPC), magnesi stearat, silic dioxyd thé keo, hypromellose, d4u théu
dau, triethyl citrat, allura red (FD&C red #40), oxyd sit vang, titan dioxyd, talc,

DUQC LY'C HQC VA DUQC DONG HQC

Drrgre lire pe

Ranitidin 14 thubc khéng thy thé histamin Hz, c6 tac dgng nhanh va diic higu, co ché téc dong tuong tr cimetidin. Thuéc e ché sy tiét acid & da
ddy, 1am giam thé tich va lugng acid va pepsin trong chét tiét da day. O dang vién, thudc c6 thdi gian tic ddng tuong ddi dai, do d6 mot lidu
duy nhét 150 mg lam giam htru hidu syr tiét acid da day trong vong 12 gid. Ngoai ra, thudc con cé vai trd quan trong trong kiém soat hoi chimg
Zollinger-Ellison v tinh trang tang tiét qua mirc, : . -

Ranitidin trc ché canh tranh véi histamin & céc thy thé Ha, ké ca cac thy thé trén t€ bao da day. Ranitidin khong c6 tic dong khéng cholin.
Dirge ding hoe

Ranitidin dugc hdp thu nhanh chéng qua dudng tidu hoa, ndng dd dinh trong huyét twong dat dugc khoang 2-3 gi¢ sau khi udng. Sinh kha dyung
dutmng ubng ciia ranitidin khodng 50%. Sy hip thu hdu nhu khéng bj anh hudng bdi thirc an va cAc thude khang acid.

Ranitidin khéng bj chuyén héa nhiéu,

Ranitidin dugc thai trir chi yéu qua dng thiin, nira doi thai trir khodng 2-3 gity, khoang 30% lidu ubng dugc bai tiét trong nudc tiéu duéi dang
khéng ddi trong 24 gid, mot phén dugce bai tiét qua phén. Chat chuyen héa chinh 14 N-oxyd, mét phdn nhd I S-oxyd va demethyl ranitidin.
Ranitidin qua dugc hang rdo nhau thai va bai tiét trong sra me.

An toan tién lam sang:

Khéng c6 bing chimg vé tic dung gay ung thu hay tao khdi u ciing nhur kha niing giy dot bién do ranitidin gdy ra trén chudt & lidu téi da 2000

mg/kg/ngay, ; ;

Céc nghién ciru vé kha nang sinh san trén chugt va thé  lidu tdi da gp 160 Ian lidu ding cho ngudi khdng thdy co diu hi¢u dnh hudng dén

kha nang sinh sdn hay tac ddng c6 hai cho bao thai do ranitidin.

CHI DINH

Diéu trj loét t4 tring, loét da diy lanh tinh; loét sau ph3u thuat; bénh trio ngugc da day-thyc quan; hdi chimg Zollinger-Ellison.

Phong ngira loét da day-ta trang do diing thudc khéng viém khong steroid va & bénh nhin c6 nguy co loét cao,

Phong ngira loét do stress & ngudi b¢nh ning, phong ngira xudt huyét tai phat & bénh nhén da bj loét da day-14 trang, va phong ngira hgi ch

Mendelson dic bi§t & bénh nhin san lic chuyén da : )

Biéu trj tri¢u chimg kho tidu man tinh kém theo dau & ving thugng v do thirc An hay rdi loan gidc ngg.

LIEU DUNG VA CACH DUNG

Ngudi l6m: :

- Lo¢t té trang, loét da dy lanh tinh, loét sau phiu thudt; uépg lidu thong thudmg 150 mg 2 14n mé_i ngdy (vdo budi sang va trudce khi ngu) hogc
mit litu duy nhit 300 mg truéc khi ngd, trong it nhét 4 tudn. V6i ngudi bénh loét té trang c6 thé udng lidu 300 mg, 2 lin/ngdy, trong 4 tudn.
Liéu duy tri: 150 mg trude khi ngu.

-Loét da day-t4 trang do dung thubc khang viém khdng steroid: ubng 150 mg 2 lin mdi ngdy trong sudt thdi gian diéu trj bing thudc khang
viém khéng steroid,

-Bénh trao nguge da day-thyc quan: udng 150 mg 2 1dn mdi ngdy (vao budi sang va truéc khi ngit) hofic mét liéu duy nhét 300 mg truée khi
ngi dén tdi da 8-12 tuin. Lidu duy tri: 150 mg 2 1in mi ngdy.

-Héi chimg Zollinger-Ellison; uéng liéu khai ddu 150 mg 3 14n mdi ngdy, trong céc nhidm khuén ning c6 thé ding dén 6g/ngdy chia 1am nhidu
1dn ubng. Nén diu chinh lidu tiry vao nhu cu cia timg bénh nhan va nén tiép tuc diéu trj theo thdi gian dugc chi dinh lim sang,

-Phong xuét loét do stress & ngudi bénh néing, phong ngira xudt huyét 14i phat & bénh nhdn d bj loét da ddy-t4 tring; udng 150 mg 2 13n mdi
ngay.

-Phong ngira hji chimg Mendelson: udng 150 mg truéc khi gy mé 2 gitr va tét hon I4 udng thém 150 mg vao tdi hom trede. DSi v6i bénh
nhin san lic chuyén da: udng 150 mg ngay lic chuyén da, sau d6 uéng 150 mg cich mdi 6 gid.

-Kho tiéu man tinh: udng 150 mg 2 14n mdi ngay trong 14i da 6 tuén. : .

Tré em: Loét da day-ta trang: udng lidu 24 mg/kg thé trong 2 lin/ ngy, tdi da 300 mg/ ngay. Lidu duy tri: 2-4 mg/kg thé trong 1 1én/ ngdy, tdi

da 150 mg/ ngay.

Bénh nhiin suy thin: O bénh nhan suy thin niing (43 thanh thii < 50 ml/phit), liéu udng khuyén ding I3 150 mg/ngy, c6 thé ting liéu mot

c4ch thén trong dén 150 mg mdi 12 git néu cdn. Nén uéng thudc trudc khi ngg, trong 4-8 tuin,

CHONG CHi DINH ;

Bénh nhin c6 tién s\t qua min vdi bét ky thanh phén nao caa thudc,

LUU Y VA THAN TRONG

Pidu trj v%i ranitidin c6 thé che 13p céc trigu chimg cua ung thu da day, do d6, khi c6 loét da ddy nén logi trir kha niing u 4c tinh trudc khi diéu

trj v6i thudc ndy.

Ranitidin dugc dao thai qua thén, nén khi ngudi bénh bj suy thin thi ndng d thudc trong huyét twong ting cao. Vi vy, lidu s dung nén didu

chinh theo myc “Liéu dimg va cdch dimg" ddi vai bénh nhn suy thin,
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Tréanh ding thudc trén ngudi cb tién sir réi loan chuyén héa porphyrin clp, suy gan niing hoic bgnh tim,

- Sir dyng trén phy nir c6 thai va cho con bi: Ranitidin qua dugc nhau thai va bai tiét qua sita mg. Giéng véi nhimg thudc khéc, chi nén ding
! ranitidin trong thdi gian mang thai hofic dang cho con bt néu thiy that cin thiét.

Anh huédng ciia thude 1én khé niing didu khién thu xe va vin hainh mdy méc; Khéng cé béo céo.

TUONG TAC THUOC
Ranitidin 1am giam hdp thu ketoconazol, fluconazol, itraconazol va 1am gidm sinh khd dyng ctia enoxaxin,
Clarithromycin va propanthelin bromid c6 thé 1am ting ndng d¢ dinh cia ranitidin trong huyét tuong.

TAC DUNG KHONG MONG MUON

Thudng gip (ADR > 1/100)

| -Toan than: Nhirc ddu, chéng mat, mét méi,

-Tiéu héa: Tiéu chay,

-Da: Ban do.

it giip (1/1000 < ADR < 1/100)

-Mau: Giam bach cdu, giam tidu cu.

-Da: Ngira.

-Gan: Tang men transaminase.

Hiém gip (ADR < 1/1000)

-Toan than: Céc phan img qua min nhu may day, co thét phé quan, sbt, séc phan v, phit mach, dau co, dau khap.
-Méu: Mit bach cau hat, giam toan bj huyét ciu, ké ca giam san tiy xuong,

-Tim mach: Nhip tim cham, ha huyét 4p, bléc nhi thit,

-Ngi tiét; To va & dan ong.

-Tiéu héa: Viém tuy.

-Da: Ban do da dang,

-Gan: Viém gan ¢6 hodc khéng cé vang da.

-Mit; Réi loan thi gic c6 thé hdi phyc.

Ngung str dung va héi kién bdc st néu: Xudt hién cc trigu chimg mdi bt thudng hay céc téc dung khéng mong mubn kéo dai hoc tré nén
ning hon

Thong béo cho béc s nhitng tic dyng khong mong mudn giip phai khi dung thufc.

QUA LIEU
Trigu chimg: Kinh nghi¢m vé qué liéu ranitidin con han ché. Khong c6 van dé gi dic bigt dugc cho 1 do ding qud liéu ranitidin,
Xir tri- Khéng c6 thude gidi doc dic higu. Khi xdy ra qué liéu, nén ding céc bign phap diéu trj tri¢u chimg va h trg néu thich hep:
- Xirtri co gidt: tiém tinh mach diazepam
- Xir tri chim nhip tim: tiém tinh mach atropin
- Xirtri loan nhip thit: tiém tinh mach lidocain
- Theo ddi lam sang. y .
- Thim téch méu dé loai thudc ra khoi huyét twong néu cén thiét.

TRINH BAY:
RANIPIN 150: Hjp 10 vi x 10 vién nén bao phim;
Hop 1 chai x 100 vién nén bao phim
RANIPIN 300: Hop 10 vi x 10 vién nén bao phim;
Hop 5 vi x 10 vién nén bao phim;
Hép 1 chai x 100 vién nén bao phim
BAO QUAN: dé noi kha rio, tranh &nh sang, nhi¢t 4 khéng qua 30°C.
TIEU CHUAN CHAT LUQNG: TCCS.
HAN DUNG: 36 thang ké tir ngay san xudt.

THUOC BAN THEO DON
DE XA TAM TAY CUA TRE EM ]
DQC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC Si

San xuét bai: CONG TY CO PHAN DUQC PHAM GLOMED

TUQ CUC TRUUNG
p,T%LKBNG PHONG

o/V{r{mye:n Chi Chu (Géffy
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