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F}’( PRESCRIPTION MEDICINE

©
ACILOC

RANITIDINE TABLETS USP
COMPRIMES DE RANITIDINE USP

10 x 10 TABLETS /
COMPRIMES
FILM COATED /
DRAGEIFIES
SPECIFICATION :
USP 34

ACILOC

[
NE PEU ETRE OBTENU QUE
SUR ORDONNANGE MEDICALE
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ACILOC 150 - vién nén Ranitidina 160 mg
Thanh prlin: M8 viEn rén oao prim o chim:
| Ranitidine Hydmahlaride lwong dweang
60 mg

Chi dink, [1bu |wpng - cheh ding. chdng ehi dlnh,

khuyln céio, tic oyng ngog! ¥ vi cdc thdng tin khie:

Xir xom k§ nuoun ¢l reng hp.

| Bho quin; Bllo quin duwdl ao'c Traih dah sdng,

| Déng géi: Hop 10 vix 10 viln
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| 1389, Tranac Rosc, Dholks - 387 810, Dlskict: Ahmadated,
| Gugarat Stata, An 89
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FILM COATED/DRAG
COMPRIMES DE RANITIDINE

ACILOC 150

Each tablet contains :

Ranitdine Hydrochloride USP - 167 4 mg =
equivalent to Ranitidine 150 mg

Store below 30°C  Protect from light

Keep all mediones cut of reach of children

Conserver au dessous de 30°C et & [abn de |a [umigre
Garder lous les médicaments hors de poriée des enfants
Dosage : As directed by the Physician

ME PEU ETRE OBTENU QUE SUR ORDOWNANCE MEDICALE
Manufactured by
CADILA PHARMACEUTICALS LTD.
1389, Dholka - 387 810, INDIA

FILM COATED/DRAGEIFIES
COMPRIMES DE RANITIDINE USP

| ACILOC 150 ‘

Ench tablet containe :

Ranitidine Hydrechlonde USP 167.4mg

equivalent to Ranitidine 150 mg

Store below 30°C. Pratect from kght

Keep all medicines out of reach of children

Conserver au desscus de 30°C ef & 'abri de ia lumiére
Garder tous les médicaments hors ce portée des enfants
Cosage As directed by the Physican

B. No.: #HHHEHEHEH NM.L.No.: G/1500
Mfg.: dd/mm/yyyy Exp: mmlyyyy

REG.NO.VN-# -t

ZFG4281

Manufactured by
CADILA PHARMACEUTICALS LTD.
1285, Dholka - 387 810, INDIA,

FILM COATED/DRAGEIFIES
COMPRIMES DE RANITIDINE USP

ACILOC 150

Each tablet contains :

Ranitdine Hydrochloride USP - 167 4 mg

equivalent fo Ranifidine 150 mg

Store below 30°C Protect from light

Keep all medicnes out of reach of children

Conserver au desscus de 30°C et & l'abri de |a lumiére
Garder tous les médicaments hors de portée des enfants
Dosage : As direcled by the Physican

IFCA281

e —
NE PEU ETRE OBTEMU QUE SUR ORBSNRANCE MEMeALE

Manulactured by |

CADILA PHARMACEUTICALS LTD.

1389, Dhclka - 387 810, INDIA

B. No.: ##Husss4 M.L.No.: G500
Mfg.: dd/mmiyyyy Exp: mmiyyyy

REG.NO.VN- 4t

FILM COATE D/DRAGEIFIES
COMPRIMES DE RANITIDINE USP

ACILOC 150
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ACILOC 150
(Vién nén Ranitidin 150 mg)

CANH BAO:

Chi sit dung thuic nay theo don cia bdc si.

DPoc kj huréng din sir dung truwée khi ding.

Hiy tham khdo y kién bdc si dé cd thém thong tin

Khéng ding qud liéu di dicge chi dinh..

Xin théng bdo cho bdc st biét cde tdc dung khong mong muin trong qud trinh st dung.
Khéng sir dung thuoc dad qud han diung.

Dé thuéc ngodai tim véi ciia tré em.

THANH PHAN:

MJbi vién nén bao phim cé chifa:

Hoat chdt: Ranitidin hydrochlorid twong duong Ranitidin............cooueeeeen.nno. 150 mg

Td diege: Cellulose vi tinh thé 97,60 mg, natri croscarmellose (Ac-di-sol) 20,52 mg, nude tinh
khiét* vira du, dibasic calci phosphat 43,00 mg, calci stearat 1,48 mg, dinatri hydro phosphat
(dang khan) 4,00 mg, ta duge bao phim Opadry green 21851005 (hypromellose 15 cp, titan
dioxid, ethylcellulose 10cp, diethyl phthalat, quinolin yellow 18% - 24%, brilliant blue FCF
11% - 13%, oxid sat vang) 10,00 mg, methylen chlorid* vira du, ispropyl alcohol* vira du.

* Bay hoi trong qué trinh san xuét, khong tham gia vao thanh phin cubi cta vién.

DUQC LUC HOQC:

Ranitidin 13 thudc ddi khang thy thé H, histamin. Thudc ¢é kha niang 1am giam khoang 90% acid
dich vi tiét ra sau khi udng 1 lidu diéu tri, c6 tac dung lam lién nhanh vét loét da day té tring, va
ngan chin bénh tai phat. Hon nira, thudc cé vai trd quan trong trong kiém soat hdi chimg
Zollinger — Ellison va trang thai ting tiét dich vi qua miic.

Ranitidin irc ché cach tranh véi histamin & thu thé H, cua té bao vach, lam giam lugng acid
dich vi tiét ra ca ngay va dém, ca trong tinh trang b kich thich bdi thiac &n, insulin, amino acid,
histamin. Ranitidin ¢6 téc dung ic ché tiét acid dich vi manh hon cimetidin tir 3 — 13 lan nhung
tac dung khéng mong mudn lai it hon..

DUQC PONG HOQC:

Sinh khé dung cia Ranitidin vao khoang 50%. Dung dudng udng sau 2 — 3 gid, ndng dd tdi da
trong huyet twong s& dat duge cao nhit. Su hdp thu hiu nhu khdng bi 4nh hirdng cna thire in va
cac thube khéang acid. Ranitidin khéng bi chuyen hoa nhiéu va khong bi turong tic thudc nhidu
nhur cimetidin. Ranitidin dwoc thai trix chii yéu qua dng thén, thii gian ban huy 1 2 — 3 gid, 60 —
70% liéu ubng va 93% lidu tidm tinh mach durgc thai trir qua nude tidu, con lai duge thai trir qua
phan. Phén tich nuée tiéu trong vong 24 gid ddu cho thiy 35% liéu ubng va 70% lidu tiém tinh
mach thai trir duéi dang khong doi.

Dung dudmg tiém bap, ndng d6 t5i da trong huyét tuong dat diwge nhanh hon, trong vong 15
pht sau khi tiém.

CHi PINH :

Diéu tri loét da day va ta trang lanh tinh, ké ca céc trudmg hop do thude chdng vién non-steroid,
loét sau phau thuét, trao nguoc thue quan, hdi chimg Zollinger Ellison.

Diéu tri loét ta trang do vi khuin Helicobacter pylori.

Diéu trj chimg khé tiéu man tinh, dugc déc trung bdi dau (dau thuong vi va xuong 11c) ¢o lién
quan dén bita an hoc mét ngl nhung khong phai do céc téc nhén trén gly ra.

Ranitidin c¢on duge dung dé diéu tri tn thuong niém mac da day (&n mon, chay mau, pha trong
cac bénh: viém da diy cép tinh, giai doan tién trién cip tinh coa viém da day man).

Du phong trude khi gdy mé toan thdn & nguoi bénh ¢6 nguy co hit phai acid (héi chimg
Mendelson), dic biét & ngudi bénh mang thai dang chuyén da.
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LIEU LUQNG VA CACH DUNG :

Thude dung dudmg udng. Ding theo su chi din cia béc st didu tri.

Ngieoi lon (ké cd ngudi cao tuoi), thanh thidu nién (tir 12 tudi tré 1én):

Loét da day 1a trang lanh tinh:

Giai doan cdp tinh: Liéu khuyén dung 14 150 mg x 2 lan/ngay hogic 300 mg tride khi di ngu.
Trong hiu hét cic trdmg hop loét da day t4 trang lanh tinh, vét loét ¢6 thé 1ién sau 4 tudn didu
tri. Vét loét van tiép tuc lién & nhimg bénh nhin chua 1ién hoan toan sau 4 tudn. Véi nhimg vét
loét do NSAID, thisi gian diu tri thuomg 14 8 tudn. Nhung véi mét sé bénh nhén, théi gian didu
tri ¢6 thé bj kéo dai hom.

Piéu tri duy tri: sau khi vét loét bit du lidn, ubng 150 mg ranitidin trude khi di ngu.

Trao nguepc thiee quan: Lidu thudomg ding cho ngudd 16m 14 150 mg x 2 1ar/ ngay hodic 300 mg trude
khi di ngti x 8 tufn. Trong nhimg trzémg hop néng, c6 thé tang lidu 1én 300 mg x 4 14n/ ngay.

Loét td trang c6 nhiém H. pylori: 150 mg x 2 1an/ ngay hodc 300 mg trude khi di ngn, dung ket
hop véi Amoxicillin 750 mg x 3 lAn/ ngay va Metronidaxol 500 mg x 3 ldn/ ngay trong 2 tuén.
Sau d6 tiép tuc diéu tri véi Ranitidin trong 2 tudn.

Hoi chitng Zollinger Ellison. Lleu khai dau 1 150 mg x 3 14n/ ngay, ¢6 thé ting lidu néu cin.
Cé thé ting liéu 1én dén 6g mdi ngay theo sur chi dén cua thiy thuoc

Loét sau phdu thudt: Liéu khuyén céo: 150 mg x 2 lin/ngay x 4 tudn.

Loét va chdy mdu duomg tiéu héa: Néu do tén thuong niém mac da day cAp tinh nén bit diu
diéu tri theo dudng tiém. Lidu udng 1a 150 mg x 2 14n/ ngay.

Dy phong mruce khi gdy mé (phong hdi chimg Mendelson): 150 mg Ranitidin trude khi gdy mé
toan thén 2 giér va cd thé uong 150 mg vao ti hdm trude.

Pé gidm acid dg day (dé phong hit phdi acid) trong san khoa: Cho udng 150 mg ngay lic
chuyén da, sau dé ¢t cach 6 gidr udng 1 lan

Khé tiéu: 150 mg x 2 14n/ ngay x 4-6 tuln.

Suy gidm chirc ndng thin: Lidu khuyén ding cho ngudi ¢6 d6 thanh thai creatinin dudi 50 ml/
phit 13 150 mg médi ngay trude khi di ngil. Tdy theo yéu cau ciia bénh nhan, ¢6 thé ting lidu mbi
12 gier nhimg cén hét sirc than trong. Thim phim mau ¢6 thé [Am giam ndng d6 Ranitidin trong
tudn hoan.

CHONG CHI PINH:

Quéd méin véi Ranitidin hay bét ¢t thanh phin ndo caa thube.

KHUYEN CAO VA THAN TRONG:

Viée didu tri v&i chit d6i khang H, histamine cé thé che gidu cdc triéu chimg cta ung thu da day
va 1am chdm chin doan bénh nay. Theo d6, khi nghi ngd loét da day nén loai trir kha nang bi
ung thur trirge khi bat ddu diéu tri voi Ranitidin,

Ranitidin dugc ddo thai qua thdn va khi suy thin trAm trong, ndng d6 clia Ranitidin trong huyét
tirong gia tang. Vi viy cin diéu chinh lidu Ranitidin cho nhimg bénh nhan nay.

St dung cho phu nit ¢d thai: Chua ¢6 ¢dc nghién ciru ddy dit vé anh hudmg cia Ranitidin trén
phu nit ¢6 thai, cdc nghién ciru trén thd va chudt khdng cho thiy bit ky anh hudng nao trén thai
nhi. Do vdy chi nén st dung Ranitidin trén phu nit ¢6 thai khi thét cAn thiét sau khi can nhic loi
hat.

Str dung cho phu nit cho con bii: Ranitidin ¢é bai tiét qua sita me do v4y chi nén ding khi cho
con bui néu xét thiy cén thiét.

SU DUNG O PHU NU MANG THAI VA CHO CON BU:

Do vAn chura ¢é nghién ctru thoa dang va duogc kiém tra chit ch& trén ngudi mang thai, nén chi
dung thudc cho n gudi mang thai khi that sy can thiét.

Thubc duge bai tiét qua sira véi lugng nho, thudc khong gay hai cho tré dang bl me trir khi ¢6
nguy co bi man cam. Nén cin nhéc gitra loi ich va nguy co c6 thé xay ra khi dung thude cho
ngudn dang nudi con bi.
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ANH HUONG PEN KHA NANG LAI XE HOAC VAN HANH MAY MOC:

Cén than trong do thubc cé thé gay cac tic dung khéng mong mudn nhu dau diu, chéng mit,
yéu mét, rbi loan diéu tiét mat.

TUONG TAC THUOC:

Ranitidin trc ché rdt it sy chuyén hoa & gan cia mét s6 thude (thube chéng ddéng mau cumarin,
theophylin, diazepam, propranolol).

Khi ding phéi hop khing sinh nhém quinolen véi cac thude dbi khang Hs thi hiu hét cac khéng
sinh nay khéng bi anh hudng, riéng cé enoxaxin bi giam sinh kha dung, nhimg sur thay déi nay
khéng v nghia vé mit lam sang.

Khi dung ketoconazol, fluconazol va itraconazol véi Ranitidin thi c4c thube nay bi giam hip thu ;
do Ranitidin lam giam tinh acid cua da day

Khi ding theophylin phéi hop véi cac cimetidin thi ndng do theophylin trong huyét thanh va
déc tinh tang 1én, nhung véi Ranitidin thi téc dung nay tang rét it

Ranitidin dung phéi hop vdi clarithromyein : lam ting néng d6 Ranitidin trong huyét tuong
(57%).

Propanthelin bromid lam téng nong d6 dinh ciia Ranitidin trong huyét thanh va lam cham hip
thu, c6 thé do 1am cham sy vin chuyén thude qua da day, sinh kha dung tirong d6i ctia Ranitidin
ting khodng 23%.

Diing cing mét lc Ranitidin véi thite in hodc v6i mét lidu thap cac thube khang acid khong
lhéy giam hép thu hay néng do dinh trong huyét tirong ctia Ranitidin.

TAC DUNG KHONG MONG MUON (ADR)

Cac thir nghiém 1am sang cho thdy, tan suét tac dung phu khoang 3 - 5% s ngudi duge diéu tri.
Hay gap nhét 12 dau déu (2%), ban do da (2%).

Thuong gdp, ADR > 17100

Toan than: Pau diu, chéng mit, yéu mét.

Tiéu hoéa: ia chay.

Da: Ban do.

It gap, 1/1000 < ADR < 1/100

Mau: Giam bach cau, giam tiéu cau.

Da: Ngita, dau & chd tiém.

Gan: Tang men transaminase.

Hiém gap, ADR < 1/1000

Toan than: Cac phéan (g qua man xay ra nhir mé day, co thét phé quén, sét choéng phan vé, phu
mach, dau co, dau khép.

Mau: Mét bach cdu hat, giam toan bd huyét ciu, ké ca giam san tuy xuong.

Tim mach: Lam cham nhip tim, ha huyét ap, blée nhi thét, suy tdm thu sau khi tiém nhanh.

Nbi tiét: To vl & dan 6ng.

Tiéu héa: Viém tuy.

Da: Ban do da dang.

Gan: Viém gan, doi khi ¢6 vang da.

Mit: Réi loan diéu tiét mat.

QUA LIEU:

Hau nhu khdng ¢6 vin dé gi dac bidt khi ding qua 1idu Ranitidin. Do khong ¢6 thube giai doc
dic hitu nén cin diéu tri hd tro va tridu chimg nhir sau:

Xu tri co giat: Dung diazepam finh mach;

X tri cham nhip tim: Tiém atropin;

Xir trf loan nhip thét: Tiém lidocain;

Theo d6i, khéng ché tac dung khéng mong mudn. Néu cin thiét, thdm tdch mdu dé loai thubc
khoi huyét trong.

TIEU CHUAN CHAT LUQNG: USP 34
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HAN DUNG:

36 thang ké tir ngay san xuét.

S6 16 san xuat (Batch No.), ngay san xudt (Mfg. date), han ding (Exp. Date): xin xem trén nhin
hép va vi.

BAO QUAN:

Bao quan duéi 30°C. Tranh 4nh sang.

DANG BAO CHE VA QUY CACH PONG GOI:

Hop 10 vi x 10 vién nén bao phim.

Séan xudt boi:

CADILA PHARMACEUTICALS LTD.
1389, Trasad Road, Dholka — 387 810,
District: Ahmedabad, Gujarat State, India

Ngay cép nhét n6i dup

huéng dan sir dung: 16/09/2013 9&(

PHO CUC TRUONG
Vouiin Vam Ghandv
-.,/légzaym Vi
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