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THUOG BAN THEQ BON
PRESGRIPTION ONLY

RANITIDIN
Ranitidin 300 mg

Rx

DOMESCO

300 mg

o

Hop 3 vi x 10 vién nén bao phim
Box of 3 blisters x 10 film-coated-tablets

RANITIDIN

Ranitidin

GMP-WHO

THANH PHAN: MBi vién nén bao phim chifa:
- Ranitidin (dudi dang Ranitidin hydrochlorid) ........ 300 mg
BAO QUAN: Noi kha, nhigt o dudi 30 °C, trénh anh sang.

CHI BINH, LIEU LUUNG & CACH DUNG, CHONG CHI
BINH, TUONG TAC THUOGC, TAC DUNG KHONG MONG
MUGN VA CAC THONG TIN KHAG: Xem trong t hutng din
st/ dung kém theo.
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COMPOSITION: Each film-coated tablet contains: INDICATIONS, DOSAGE AND ADMINISTRATION,
- Ranitidine (as Ranitidine hydrochloride) ................ 300 mg CONTRAINDICATIONS, INTERACTIONS, SIDE EFFECTS
=~ EXEIPIEALS ... e resecesnpstnrimmsssussespenssmmmssisssvsians Sl T AND OTHER INFORMATIONS: Read the package insert.
STORAGE: Store in a dry place, below 30 °C, protect from
light,
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1. Nhan tryec tiép trén don vi déng géi nhé nhat.

a. Nhan vi 10 vién nén bao phim.
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TO HUONG DAN SU DUNG THUOC

Rx r
Thuoéc ban theo don

RANITIDIN 300 mg

THANH PHAN: Mdi vién nén bao phim chia

- Rapitidin (dudi dang Ravitidin bydrochlorid).. .. uumnaimssms vomamsasasori 300 mg
- T4 duge: Microcrystallin cellulose PH102, Magnesi stearat, Colloidal silicon dioxid A200,
Natri starch glycolat, Hydroxypropyl methylcellulose 15¢P, Hydroxypropyl methylcellulose 6¢P,
Polyethylen glycol 6000, Tale, Titan dioxid, Mau sunset yellow lake.

DANG BAO CHE: Vién nén bao phim, ding u6ng

QUY CACH PONG GOI:

Hop 3 vi x 10 vién.

CHI PINH:

- Diéu tri loét ta trang, loét da day lanh tinh, loét sau phau thuat, bénh trao nguoc thuc quan, hoi
chung Zollinger - Ellison.

- Céc truong hop can thiét giam tiét dich vi va giam tiét acid nhu: Phong chay méau da day - rudt,
loét do stress & ngudi bénh nang, phong chay mau tai phat & nguoi bénh da bi loét da day - ta
trang ¢6 xuat huyét, du phong trude khi gdy mé toan than & ngudi bénh ¢6 nguy co hit phai acid
(hoi chig Mendelson) dic biét & ngudi bénh mang thai dang chuyén da.

- Piéu tri triéu ching khé tiéu.

LIEU LUONG VA CACH DUNG: -

* Céch dung: Dung ubng. }L\/

* Lieu lugng:

- Nguoi lon: Ngay 2 lan, mdi 14n 150 mg vao budi sang va budi tdi hodic 1 1an 300 mg vao budi
t6i. Ngudi bénh loét da day lanh tinh va loét td trang udng tir 4 dén 8 tudn; voi ngudi bénh viém
da day man tinh udng téi 6 tudn; véi ngudi bénh loét do dung thude khang viém khong steroid,

ubng thude 8 tuan Ngudi bénh loét té trang, c6 thé udng lidu 300 mg, 2 1an/ngay, trong 4 tudn dé
chong lanh vét loét.

- Tré em: Bi loct da day ta trang, lidu 2 - 4 mg/kg thé trong, 2 14n/ngay, tdi da 300 mg/ngay. Lidu
duy tri 1a 150 mg/ngay, ung vao budi tbi.

- Loét da day ta trang co vi khudn Helicobacter pylori: AP dung phéc do 2 thude hoic 3 thude
dudi déy trong 2 tuan 1€, sau d6 dung thém ranitidin 2 tuan niva. Liéu dung: 300 mg udng vao
budi tdi (hodc 150 mg, 2 lan/ngay).

- Dé phong loét da day td trang do ding thudc khang viém khong steroid: Liéu 150 mg, ngdy 2
lan.

- Diéu tri trao nguoc da day, thyc quan: 150 mg, 2 lan/ngay hoic 300 mg 1 1an vao budi tdi,

trong thoi gian 8 téi 12 tudn. Khi da khoi, dé diéu tri duy tri dai ngay, uong 150 mg ngay 2 lan.

- Diéu tri hgi chimg Zollinger - Ellison: 150 mg, ngay 3 1an. C6 thé udng dén 6 g/ngay, chia lam
nhiéu lan.

- Pé giam acid da day (dé phong hit phai acid) trong san khoa: Cho ubng 150 mg ngay lac
chuyen da, sau d6 cir cach 6 gitr udng 1 lan.

CHONG CHI PINH:

Qua man véi bat ky thanh phén nao cia thude.

THAN TRONG KHI SU DUNG:

- Ranitidin dugc dao thai qua thin nén khi bi suy than thi ndng dd thude trong huyét twong ting
cao. Vi vy, can phai giam lidu & nguoi suy than.

- Ngudi suy gan nang, r6i loan chuyén héa porphyrin cip, c6 nguy co tang tac dung khong mong
mudn va nguy co qua liéu. Cén tranh dung ranitidin cho ngudi 6 tién sir rdi loan porphyrin.

- Ngudi bénh tim c6 thé bi nguy co chdm nhip tim.

- Diéu tri v6i cac khang histamin Hy c6 thé che lip cac triéu chimg cua ung thu da day va lam
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cham chén doan bénh nay. Do d6 khi c6 loét da day can loai trir kha ning bi ung thu trude khi
diéu tri béng ranitidin.
PHU NU CO THAI VA CHO CON BU:
* Thoi ky mang thai: Ranitidin qua dugc nhau thai nhung véi lidu didu tri khong thdy tac hai nao
dén nguoi me mang thai, qué trinh sinh dé va sitc khoe thai nhi.
* Thoi ky cho con bu: Ranitidin bai tiét qua sira, nén chi dung khi can thiét trong thoi ky cho con
bu.
ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thube c6 thé gdy chéng mit va budn ngi. Vi vy cén than trong cho ngudi dang 1ai tau xe va
van hanh may moéc.
TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:
- Ranitidin trc ché rat it su chuyén héa ¢ gan ctia mot s6 thude nhu cac thude chéng dong mau
cumarin, theophylin, diazepam, propranolol. Ai lyc cua ranitidin v6i men cytochrom Pyso vao
khoang 10 % so v&i cimetidin va mirc d9 trc ché men gan it hon cimetidin 2 - 4 lan.
- Phéi hop véi glipizid 1am ha dudng huyét nhung khong nhiéu.
- Phéi hop véi enoxaxin bi giam sinh kha dung.
- Khi duing ketoconazol, fluconazol va itraconazol véi ranitidin thi céc thude nay bi giam hip thu
do ranitidin lam giam tinh acid cta da day.
- Phéi hop véi theophylin thi ndng do theophylin trong huyét thanh va doc tinh ting 1én rat it.
- Phéi hop véi clarithromycin 1am ting nong d¢ ranitidin trong huyét tuong (57 %).
- Phéi hop VOi propanthelm bromid lam tang ndng do dinh cta ranitidin trong huyét thanh va lam
cham hép thu, ¢6 thé do lam chdm sur chuyén vén thudc qua da day, sinh kha dung tuong d6i cia
ranitidin ting khoang 23 %.
- Thite @n va cac thude khang acid (liéu thdp) khong 1am giam hip thu va ndng do dinh trong
huyét tuong cua ranitidin.
TAC DUNG KHONG MONG MUON (ADR):
Céc thtr nghiém lam sang cho thdy, tan sudt tdc dung phu khoang 3 — 5 % s ngudi duoc diéu tri.
Hay gap nhét 1 dau diu (2 %), ban do6 da (2 %).
Thuong gap, ADR > 1/100
Toan than: Pau dau, chéng mit, yéu mét. U,
Tiéu hoéa: Tiéu chay.
Da: Ban do.
It gap, 1/1000 < ADR < 1/100
Mau: Giam bach céu, giam tiéu cau.
Gan: Tang men transaminase.
Hiém gép, ADR < 1/1000
Toan than: C4c phan (ing qua man xay ra nhu mé day, co thit phé quan, st choang phan vé, phu
mach, dau co, dau khop.
Mau: Mit bach cau hat, giam toan bd huyét cau, ké ca giam san tiy xuong.
Nbi tiét: To v & dan dng.
Tiéu hoéa: Viém tuy.
Da: Ban d6 da dang.
Gan: Viém gan, doi khi ¢6 vang da.
Mit: Réi loan diéu tiét mét.
Thoéng béo cho bac sT nhimg tac dung khong mong mudn gap phai khi sir dung thude.
QUA LIEU VA CACH XU TRi:
- Khong c6 van dé gi dic biét khi dung qué lidu ranitidin.
- Do khong ¢6 thube giai doc dic hidu nén can didu tri hd tro va triéu chimg nhu sau:
+ Co giat: Dung diazepam tinh mach.
+ Cham nhip tim: Tiém atropin.
+ Theo doi, khéng ché tac dung khong mong mudn.
+ Néu can thiét, thim tach mau dé loai thudc khoi huyét twong.
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DUQC LUC HQC:

- La thubc dbi khang thu thé H, histamin. Bén thubc déi khang thu thé H, duoc dung la

cimetidin, ranitidin, famotidin va nizatidin. C4c thudc nay c6 kha nang lam giam 90 % acid dich

vi tiét ra sau khi uéng 1 lidu diéu tri, 6 tac dung lam lién nhanh vét loét da day ta trang, va ngin

chan bénh tai phat, chung c6 vai trd quan trong trong kiém soat hoi chimg Zollinger - Ellison va

trang thai tang tlet dich vi qua murc.

- Ranitidin trc ché canh tranh vé6i histamin & thu thé H, cta t& bao vach, lam giam lugng acid

dich vi tiét ra ca ngay va dém, ca trong tinh trang bi kich thich bai thitc an, insulin, amino acid,

histamin, hodc pentagastrin. Ranitidin c6 tdc dung trc ché tiét acid dich vi manh hon cimetidin tir

3 - 13 1an nhung tac dung khéng mong mudn lai it hon.

- Trong nhiing nam gin ddy, da chimg minh dugc loét da day ta trang c6 lién quan dén su c6 mit

cua vi khuén Helicobacter pylori. Viée diét vi khuan nay 1a muc tiéu hang dau cua diéu tri. Dé

dat duoc diéu d6 thudng phdi hop ranitidin véi 1 (phac dd diéu tri bang 2 thude) hodc 2 khang

sinh (phéc d6 diéu tri bang 3 thudc).

DUQC DONG HQC:

Sinh kha dung cua ranitidin vao khoang 50 %. Sau 2 - 3 gio, nong d6 ti da trong huyet tuong sé€

dat dugc cao nhat. Su hap thu hau nhu khong bi anh hudng cta thire an va cac thude khang acid.

Ranitidin khong bi chuyén hoa nhleu va khong bi twong tic véi nhidu thube nhu cimetidin.

Ranitidin dugc thai trir chu yéu qua 6ng than, thoi gian ban hiy 12 2 - 3 gi0, 60—70 % lidu uong

dugc thai qua nudce tleu con lai duoc thai qua phan. Phan tich nude tiéu trong vong 24 gior ddu

cho thiy 35 % liéu ubng thai trir dudi dang khong doi.

BAO QUAN Noi kho, nhi¢t d§ dudi 30 °C, tranh anh sang.

HAN DUNG: 36 thang ké tir ngay san xuat.

THUOC NAY CHI DUNG THEO PON CUA BAC SI. W,

PQC KY HUONG DAN SU DUNG TRUGC KHI DUNG ﬁ > K

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI. Y 4

DE XA TAM TAY TRE EM. of
@i NHA SAN XUAT VA PHAN PHOI

v
’( - y:
g

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi: S6 66, Qudc 16 30, Phuong My Phi, Thanh phé Cao Lanh, Tinh

DOMESCO Dong Thap
Pién thoai: 067. 3851950

thang niam
NG GIAM POC ¥
ciru & Phat trién

Tran Thanh Phong




