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USP 38 CONG NAM MANUFACTURING

Store in a dry place, below 30°C, protect from light. TRADING PHARMACEUTICAL CORP.
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M1 VIEN CHUA:
Ranitidin hydroclorid tung dudng Boc ki h ddin sif dyng trudc khi ding
T4 OUGC VIJE O0...orrrerrveee ] VIBR 2a thm tay trd em

CONG TY CP SX - TM DUGC PHAM BONG NAM
L& 28, Buang 1A - KON Tin Tao, P. Tén Teo A, |
Q. Binh Tin - TP, Hd Chi Bk - Vit Nem

Chi dinh, lidu diing, cdch diing, chi dinh va
céc tin khéc: xin doc 14 hudng sil dyng.
Tidu n: USP 38

Béo qudn: Noi khd, nhigt 49 dudi 30°C, trdnh dnh sédng.
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TO HUGNG DAN SU DUNG THUOC

RANITIDIN DNPHARM S 217539@\
Thuéc bén theo don ._/gjfﬁi;NG TY\?.’ \
Pé xa tam tay ciia tré em ;.-;:;{ COPHAN  \)
Doc ky hudémg dan sir dyng trwde khiding | *| {98 %UAT TH?{%’ WAL 3 |
Thong bio ngay cho bac si hodc dwgc si nhimg tic dung khong mong muén gﬁp h: %%ip ¥ u;{gﬁluoc

PHAN I : HUONG DAN SU DUNG THUOC CHO NGUOT BENH \‘t?
1. Thanh phin, ham lwong cia thudc : \ AN TP xr\O
Moi vién RANITIDIN DNPHARM 150 chiza: '
Ranitidin hydroclorid tuong duong Ranitidin................. 150 mg

Ta duoc: Tinh bt bap, Lactose, Avicel 102, PVP K90, Aerosil 200, Talc, DST, Magnesi stearat, Natri bicarbonat,
Eudragit E 100, HPMC 615, PEG 6.000, Titan dioxyd, Talc, Mau (sunset yellow, ponceau 4R, ndu 56 3, do allura red).
Moi vién RANITIDIN DNPHARM 300 chira:
Ranitidin hydroclorid tuong duong Ranitidin.................. 300 mg

Ta duge: Tinh bot bép‘ Lactose, Avicel 102, PVP K90, Aerosil 200, Talc, DST, Magnesi stearat, Natri bicarbonat,
Eudragit E 100, HPMC 615, PEG 6.000, Titan dioxyd, Talc, Mau (sunset yellow lake, ndu s6 3, do allura red).

2. Mo ta san phém : Vién nén dai bao phim mau do nau, m¢t mat tron - mat c6 chir DN.

3. Quy cédch dong goi :
Vi 10 vién, hop 3 vi, hop 6 vi va hop 10 vi
Chai 100 vién, Chai 200 vién va Chai 500 vién

4. Thube ding cho bénh gi ?
Piéu tri loét da day- ta trang
Trao ngugc da day - thuc quan
Hgi chimg Zollinger — Ellison
Loét do stress & dudng tiéu hda trén.
Pé phong nguy co sic acid trong qua trinh gdy mé.
Chimg kho tiéu.

5. Nén dung thudc nay nhur thé nao va liéu lwgng ?
Cdch ding : Diing dudng udng.
Liéu ding :

Nguwoi lon va tré em tic 12 — 18 tudi : '

Loét da day va ta trang lanh tinh: Uona mot lidu duy nhat 300 \wmg vao budi i lic di ngt hodc 150 mg/lan, 2
lan/ngdy (sdng va ti) trong it nhat 4 tuan. Ciing c6 thé ding lidu 30 mg, 2 lan/ngay cho loét ta trang. Liéu duy tri 1
150 mg/ngay udng vao budi tdi. Vi loét ta trang, lidu cao 300 mg/lan, 2 lan/ngay trong 4 tuan.
Dieu tri loét lién quan dén ding thuéc chong viém khong steroid: Udng 150 mg/lan, 2 lan/ngay hodc 300 mwlan
budi tdi, ¢é thé cho uong trong 8 — 12 tuan; cling ¢ thé ding liéu cao la 300 mg, 2 lamnga\« Mot lidu 150 msz:,[an
lan/ngay c6 thé dung dé diéu trj loét sau phau thuat. O
Véi loét td trang két hop voi nhiém Helicobacter pylori: Liéu udng thuong ding 1a 300 mg/lin/ngay hojc :
mg/lan, 2 lanmgay ¢6 the dung 1a mot phan ctia phac dd ba thude véi amoxcilllin 750 mg va metronidazol 50
ca 2 thudc nay udng 3 lan/ngay trong 2 tudn. Sau d6, phai diéu tri ranitidin tiép thém 2 tuan nita.
Trong bénh trao ngugc da day - thuc quan: Udng 150 mgflan 2 lan/ngay hodc 300 mg/lan vao budi ti ding trong 8
tuan hodc néu can t6i 12 tuan. C6 thé téng lén 150 mg/lan 4 lan/ngay cho téi 12 tuan & céc truong hop ning. Dé duy
tri lanh viém trot thye quan, co thé diing lidu 150 mg/lan, 2 lan/ngay. ) )
Dzezt tri hgi chimg Zollinger — Ellison : Liéu uong khoi dau 14 150 mg/lan, 2 hodc 3 lan/ngay va c6 thé ting 1én néu
can thiét; cac lidu lén t&i 6 g/ngdy, chia lam nhiéu lan udng.
Loét do stress o duwong tiéu hoa trén: Ubdng 150 mgf]amngay
Bénh nhan mdc chimg kho tiéu man tinh: C6 thé udng liéu 150 mg/lan, 2 lin/ngdy trong 6 tuan. Dé diéu tri céc tri¢u
chimg ngan han, chimg kho tiéu, 6 the dung lleu 75 mg (1 nira vién Ranitidin — Dnpharm 150), nhic lai néu can t6i
da 4 lidu mdi ngay. Didu tri gidi han t5i da 1a 2 tuan ding lién tuc cho mét lan.
Tré em diegi 12 tuoi:
Diéu tri loét da day ta trang, lidu thuong ding 12 4 — 8 mg/kg mdi ngay, chia lam 2 lan, t6i da udng 300 mg/ngay,
diing trong 4 — 8 tuan. Liéu duy tri tir 2 — 4 mg/kg/ngay, t6i da 150 mg/ngay.
Diéu trj bénh trao nguge da day thye quan, lieu thuong ding 1a 5 — 10 mg/kg/ngdy, chia lam 2 1in, t3i da 600
mg/ngay.
Liéu cho bénh nhin suy thin:
Véi bénh nhan ¢6 Cl, < 50 ml/phit, lidu udng 1a 150 mg/ngay, diéu chinh lidu néu can.
Liéu cho bénh nhin suy gan:
O bénh nhin suy gan ranitidin ¢6 thé it bién ddi vé thdi gian thai trir, phan bd, thanh thai va sinh kha dung: Khong
can diéu chinh lidu nhung can theo dai chit ché.

6. Khi nao khong nén dung thude nay ?
Chdng chi dinh diing ranitidin & ngudi bénh ¢6 tién sir qua man cam véi bét ky thanh phan nao ctia thude.

e B
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7. Tic dung khéng mong muén : //«— CONG TY f‘)\\
Cac thir nghiém lam sang cho thdy tan suit tic dung khong mong mudn vio khoan@ (3 L?ég \dquc diéu tri.
Hay gip nhit la dau diu (2%), ban do da (2%). [SAN XUAT - THUGHG N
Thwong gdp, ADR > 1/100 S
Toan than: Pau dau, chong mat, yéu mét
Tiéu hoa: [a chay
Da: Ban do.

It gap, 1/1000 < ADR < 1/100
" Méu: Giam bach cAu, giam tiéu cdu

Gan: Tang men transaminase

Hiém gap, ADR < 1/1000

Toan than: Réi loan hé thdng mién dich, cic phan (mg qua min xay ra nhu mé day, co thét phé quan, sdt, choang

phan v¢, phi mach, dau co, dau khép, dau ngue.

Méu: Mit bach cau hat, giam toan b huyét cau, ké ca giam san tay xwong, giam bach ciu, giam tiéu cau.

Tim mach: Lam cham nhip tim, ha huyét ap, block nhi thét.

Nai tiét: To vii & dan ong.

Tiéu hoa: Viém tuy.

Da: Ban do da dang.

Gan: Viém gan, doi khi c6 vang da.

Mit: Réi loan diéu tiét mit.

Rdt hiém gap, ADR < 1/10 000

Séc phan vé

R&i loan tdm than: Tinh than 1 lan, trAim cam va ao gidc.

Than kinh: Nhic dau, chong mat va roi loan vin dong.

Mat: Mo mit

R&i loan mach mau: Viém mach

Xuong khdp: Pau khdp va dau co.

Thong bdo cho bac st nhimg tdc dung khong mong mudn gap phai khi sir dung thuéc.

8. Nén tranh dung nhirng thude hodc thue pham gi khi dang sir dung thuoW

DYQC PHAM /7,

Ranitidin (rc ché rat it su chuyen hod & gan cua mét s6 thude (nhur céc thu g dong mau cumarin, theophylin,
diazepam, propranolol). Ai lyc cia rantidin v&i men cytochrom P450 vao khoang 10% so véi cimetidin va mire do (rc
ché men gan it hon cimetidin 2 — 4 lan.
Téc dung ha dudng huyét khi ding phéi hop glipizid véi ranitidin hodc cimetidin ¢6 gip nhung duémg nhu khdng
nhiéu.
Khi phdi hop cac khang sinh quinolon véi céc thube ddi khang H, thi hau hét cac khang sinh ‘nay khong bi anh
hudng, riéng c6 enoxaxin bi giam sinh kha dung khi dung ctng v6i ranitidin, nhung sy thay dbi nay khong quan
trong vé mit lam sang.
Khi dung ketoconazol, fluconazol va itraconazol véi ranitidin thi cdc thude nay b giam hép thu do ranitidin lam giam
tinh acid cua da day.
Khi ding theophylin phdi hgp vdi cimetidin thi ndng d¢ theophylin trong huyét thanh va doc tinh ting 1én, nhung véi
ranitidin thi tic dung nay rét it.
Ranitidin + clarithromycin : lam téng ndng do ranitidin trong huyét tuong (57%).
Propanthelin bromid lam ting ndng do dinh cua ranitidin trong huyét thanh va lam cham hép thu, ¢6 thé do lam chdm
sir chuyén van thudc qua da day, sinh kha dung tuong ddi ciia ranitidin ting khoang 23%.
Dung cang mdt luc ranitidin véi thirc n hodc véi mot lidu thap cac thude khang acid khong thiy giam héap thu hay
nong d¢ dinh trong huyet tuong cua ranitidin.

9. Cén lam gi khi mjt lin quén khong ding thude ?
Néu ban quén khong dung thude, ding né ngay khi ban nhé. Neu thoi gian gan t6i lidu ké tiép thi hdy bo qua lidu bi
quen va diing liéu ké tiep theo ké hoach thudng. Khong nén gép ddi lidu ding.

10.Can bio quén thuée nay nhw thé nao ?
Noi khé, nhiét d dudi 30°C, tranh anh sang.

11.Nhirng diu hiéu va triéu chimg khi ding thube qui lidu :
Cho téi nay, it ¢6 dir ligu ve qua lidu ranitidin. C6 trudng hop udng t6i 18 g ranitidin cling chi ¢6 nhimg téc dyn

l;hong mong mudn nhat thi thuong gdp trong 1dm sang. Ngoai ra ha huyét ap va dang di bat thuong ciling da dug
40 cdo.

12. Can phai lam gi khi diing thude qua lleu khuyén cso ?

Néu ban udng qué liéu ranitidin, ban can lién hé véi béc si hodc phong cap ctru bénh vién gan nhét ngay lap tirc, de
theo céc vién thude con lai va hdp néu c6 thé.
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Dung than trong va giam liéu & nguoi bénh suy than vi ral:litidin dao thai chu yéu qua f,’:l Pﬁ eHkN \.;c:j‘i:\
Dung than trong & ngudi bénh suy gan vi thude chuyén héa qua gan. | 3¢ [ SAN XUAT - THUONG WAl 5 |
' ; g ¢ i bénh tim vi ¢6 thé bi a ip ti Ugce PHAM
Dung thdn trong & ngudi bénh tim vi ¢6 the bi nguy co c}'l?m nh,;p tm}. Ao\ UG EYS
Biéubtri voi cac khang histamin H; ¢ thé che lap cdc tri¢u chimg cua ung _tfxu d_a c{a \v,g' aggw:;ngﬂ
nay. Do d6 khi ¢ loét da day can loai trir kha ndng bi ung tl:ur trudc khlgdseu tri b-ang
thai qua than, nén khi ngudi bénh bi suy thin thi nong dg thude trop_g huyet ru-crpg tefng cao. TP o '
M3t vai bing chimg cho thiy ranitidin ¢6 thé thic day tinh trang rdi loan chuyen hoaf pc:)!'phyrin cap G nguoi bénh c6
tién sir mac chimg bénh nay. Vi vdy phai tranh dung ranitidin & bénh nhén c6 tién sir rdi loan chuyén héa prophyrin
ca ; , A = » » - - - o
Vigc diéu trj v6i ranitidin phai ngung ngay 1ap tic trong truong hop ¢6 su nham lan & cac bénh nhan suy than hoic &
nhimg bénh nhan I¢n tudi. . L _ L
0 nhlg"mg bénh nhan nhu ngudi gia, nguoi co bénh phoi man tinh, bénh tiéu dudmg hodce suy giam mien dich, co the
ting nguy co phat trién bénh viém phoi cong dong. N _ o , .
Troizgihud'c c6 chira lactose: Bénh nhan méc céc roi loan di truyén hiém gdp ve dung nap galactose, chimg thiéu hut
lactose Lapp hodc rdi loan hp thu glucose — galactose khong nén sir dung thude nay.
Téc dgng cia thude khi ldi xe va vin hanh may moc : o . ) . ,
Thugc Eé thé gy chéng mit, nhirc diu va do gidc, vi vdy khong nén ding thude khi dang ldi xe va van hanh may
moc. o
Sir dung cho phu nir ¢6 thai va cho con bt : . ) o L
l'll"hon kg\'; manpg thai : Ranitidin qua dugc nhau thai. Ciing nhu cdc thude khac, ranitidin chi nén dung khi thét can thiét
trong thoi ky mang thai. - ) L o R I
Thot ky choycon bgl'l : Ranitidin bai tiét qua sita me¢. Cling nhu cdc thude khac, ranitidin chi nén dung khi thét can thiét
trong thoi ky cho con bi.
14.Khi nio cAn tham vén béc si, dwogc si ? . :

Trong truomg hop qua liéu hodc gap tc dung khong mong muon.

Khi dang dung thudc khac hodc mot loai thl_.l'(‘: phat;n.
15.Han ding ciia thude : 36 thing ke tir ngay san xuat o o o o -
16.Tén/biéu tuwgng cia nha san xuat/nha nhap khau /chi s¢ hiru giay phép ding ky san pham :

5 CONG TY CO PHAN SX - TM DUQC PHAM BONG NAM
BRCEW | L 2A, Buding 1A - KON Tan Tao, P.Tan Tao A,Q. Binh Tan - TP.HCM
el DT:(08) 3754.1748, (08) 3754.1749; FAX: (08) 3754.1750.

17.Ngay xem xét sira ddi, cip nhat lai ni dung t& huéng din s\hh%thuf’)c :

PHAN II : HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

1. Dwge lue hoc :
Nhém duge 1y: Déi khang thu thé H, histamin.
Ma ATC: A02BA02
Ranitidin 1 thudc d6i khang thy thé H, histamin. Bén thuée ddi khang thu thé H, duge ding 1a cimetidin, ranitidin,
famotidin va nizatidin. Cac thude nay c6 kha nang lam giam 90% acid dich vi tiét ra sau khi udng mot liu didu tri
¢6 tic dung lam lién nhanh vét loét da day t4 trang, va ngan chin bénh tai phat. Hon
trong kiém sodt hdi chimg Zollinger — Ellison va trang thai ting tiét dich v qué mure.
Ranitidin (e che canh tranh véi histamin & thu thé H, ctia té bao vach, lam giam lugng acid dich vj tiét ra ca ngay va
dém, ca trong tinh trang bj kich thich boi thirc an, insulin, amino acid, histamin, hoa

]

nira, chiing ¢4 vai tro quan trong

:  tinh : ¢ pentagastrin. Ranitidin ¢ tac
dung {rc ché tiét acid da day manh hon cimetidin tir 3 - 13 l4n nhung tac dung khéng mong muén lai it hon,
2. Dugc djng hoc : .
Sinh kha dyng cua ranitidin vao khoang 50%.
dat dugc cao nhat. Sy hz‘ip thu hdu nhur khong
chuyén hoa nhiéu va khong bj tuong tic véi
than, thoi gian ban huy 1a 2-3 gi¢r va kéo dai tr
ty 1¢ nho cua ranitidin duge chuyén héa &
chuyén héa chinh nhung ciing chi chiém kho
3. Chi dinh :
Dicu trj loét da day - ta trang
Trao nguoc da day - thye quan

Dung dudng udng, sau 2 -3 gid, ndng d¢ i da trong huyét tuong si
bi anh huéng cua thire in va cac thude khng acid. Ranitidin khong t
nhicu thuoe nhu cimetidin. Ranitidin duoc thai try chi yéu qua én.
ong suy than, 60 — 70% liéu ung, con lai duoc thai try qua phan. M¢

gan dé thanh N-oxyd, S-oxyd va demethylranitidin : N- d i chi
ang 4 dén 6% lidu. ; N-oxyd 1a chi

Hoi chimg Zollinger — Ellison

L?ét do stress & dudmg tiéu héa trén.

Be phong nguy co sic acid trong qua trinh gy mé
Chiimg khs tieu. : e
4. Chéng chi dinh :

h. PO A PR - At A o e A - =
Chong chi dinh dung ranitidin & nguot bénh ¢6 tién sir qud man cam véi b ky thanh phan nao cua thude
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13.Nhimg diéu can thian trong khi diing thude nay : if:' UJ] —9 \
Dung than trong va glam lieu & ngudi bénh suy than vi ranitidin dao thai chu yéu qua Q‘L (; N,F Y \\(‘o‘-‘
'f COF HAN o)
Dung than trong & ngudi bénh suy gan vi thude chuyén héa qua gan. ( : SAN YUAT - THUONG Mal| :
Dung thén trong & ngudi bénh tim vi ¢6 thé bi nguy co chdm nhip tim. o\ DUQCPHAM /3,
Diéu tri véi céc khang histamin Hyco thé che lap céc trigu chimg cla ung thu da da \%@UWW‘?&@ an b¢nh
nay. Do d6 khi ¢6 loét da day can loai trir kha ndng bi ung thur trude khi diéu tri bing duoc dao
thai qua than, nén khi ngudi bénh bi suy than thi nong d6 thude trong huyét tuong tang cao.
Mot vai bang chimg cho thdy ranitidin c6 thé thic day tinh trang rdi loan chuven héa porphvnn cip & ngudi bénh cd
nen sir mdc chimg bénh nay. Vi vdy phai tranh dung ranitidin & bénh nhan ¢6 tién sir réi loan chuyén hoa prophyrin
cap.
Viée diéu tri véi ranitidin phai ngung ngay lap tire trong trudng hop ¢é s nhdm 1an & cac bénh nhén suy than hodc &
nhimg bénh nhan Ién tudi.
O nhimg bénh nhan nhu nguoi gia, nguci ¢ bénh phéi man tinh, bénh tiéu dudng hodc suy giam mién dich, 6 thé
ting nguy co phat trién bénh viém phéi cong dong.
Trong thuéc c6 chira lactose: Bénh nhan mac cac r6i loan di truyén hiém gip vé dung nap galactose, chimg thiéu hut
lactose Lapp hodc rdi loan hap thu glucose — galactose khong nén sir dung thudc nay.
Tac dong cua thude khi ldi xe va vin hanh may méc :
Thude ¢6 thé gdy chong mit, nhirc ddu va a0 gidc, vi vay khong nén ding thude khi dang 14i xe va van hanh méay
moc.
Str dung cho phu nir ¢6 thai va cho con bi :
Thai ky mang thai : Ranitidin qua dugc nhau thai. Ciing nhu cac thude khéc, ranitidin chi nén dung khi thit can thiét
trong thoi ky mang thai. -
Thoi ky cho con bii : Ranitidin bai tiét qua sira me. Cung nhur cac thude khac, ranmdm chi nén diing khi tht can thiét
trong thoi ky cho con bu.
14.Khi nao cin tham vén bic si, duoge si ?
Trong truong hop quéa liu hodc gdp tac dung khéng mong mudn.
Khi dang dung thudc khac hoge mét loai thyc pham
15.Han dung cia thude : 36 thang ké tir ngay san xuat
16.Tén/biéu twgng ciia nha sin xuéit/nha nhip khau /chi sé hiru gidy phép ding ky san pham :
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CONG TY CO PHAN SX - TM DUGC PHAM BONG NAM
L& 2A, Budng 1A - KCN Tan Tao, P.Tan Tao A,Q. Binh Tan - TP.HCM.
DT:(08) 3754.1748, (08) 3754.1749; FAX: (08) 3754.1750.
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17.Ngay xem xét sira doi, cap nhat lai ndi dung to huwong din sfuh%thuéc :

PHAN II : HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE

1. Duge lue hoce :
Nhém duge ly: Dbi khang thy thé H, histamin.
Mi ATC: A02BAO2
Ranitidin la thudc d8i khang thy thé H, histamin. Bén thudc ddi khang thy thé H, duge dung 14 cimetidin, ranitidin,
famotidin va nizatidin. Céc thuoc ndy c6 kha ning lam giam 90% acid dich vi tiét ra sau khi uéng mét lidu dieu tri,
¢6 tac dyng lam lién nhanh vét loét da day ta trang, v ngdn chin bénh tai phat. Hon nira, ching ¢4 vai tro quan trong
trong kiém sodt hoi chimg Zollmger — Ellison va trang thdi ting tiét dich vi qua mirc.
Ranitidin (rc ché canh tranh véi histamin & thu thé H, cta té bao vach, lam giam lugng acid dich vi tiét ra ca ngay va
dém, ca trong tinh trang bj kich thich boi thuc an, insulin, amino acid, histamin, hogc pentagastrin. Ranitidin c6 tac
dung trc ché tiét acid da day manh hon cimetidin tir 3 - 13 lan nhung téc dung khdng mong muon lai it hon.

2. Dugc dong hoc :
Sinh kha dung cua ranitidin vao khoang 50%. Dung dudng udng, sau 2 — 3 gid, nong do t5i da trong huyét tuong sé
dat duoc cao nhat. Sy hap thu hdu nhu khong bi anh hudng cua thire an va cac thude khang acid. Ranitidin khong bi
chuyén hod nhidu va khdng bj tuong tic v6i nhiéu thude nhu cnmetldm Ranitidin dugc thai trir chu yéu qua ong
than, thdi gian ban huy 1a 2-3 gio va kéo dai trong suy than, 60 — 70% liéu udng, con lai dugc thai trir qua phan. Mot
ty 1é nho cua ranitidin duge chuyen héa & gan dé thanh N-oxyd, S-oxyd va demethylranitidin ; N-oxyd la chét
chuyén héa chinh nhung ciing chi chiém khoang 4 dén 6% liéu.

3. Chidinh:
Pidu tri loét da day - ta trang
Trao ngugc da day - thue quan
Hoi chimg Zollinger — Ellison
Loét do stress & duong tiéu hoa trén.
Pé phong nguy co sic acid trong qua trinh gay mé.
Chimg kho tiéu.

4. Chong chi dinh :
Chéng chi dinh dung ranitidin & ngudi bénh c6 tién sir qua man cam véi bt ky thanh phan nio cua thudc.
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5. Cach dung va liu ding : % o ?6299
Cdch ding : Dung duomg uéng. ﬁ N G%__ >
Liéu ding : ,.-f’c,? COPHAN \C
Nguwoi lom va tré em tic 12 — 18 tuéi :

Loét da day va ta trang lanh tinh: Uong mot liéu duy nhit 300 mg vao budi 101
lan/ngay (séng va t8i) trong it nhét 4 tuan. Ciing ¢6 thé dung liéu 300 mg, 2 lan/ngay
150 mg/ngay udng vao budi tdi. Vi loét ta trang, liéu cao 300 m:,/lan 2 Ianmgay trong
Diéu tri loét lién quan dén ding thuéc chong viém khong steroid: Udng 150 mg/lan, 2 lan/ngay hodc 300 mg/ lan vao
budi tdi, ¢6 thé cho uong trong 8 — 12 tuin; ciing c6 thé dung lidu cao la 300 mg, 2 lan/ngdy. Mot lidu 150, mg/lan, 2
lan/ngay c6 thé dung dé diéu tri loét sau phau thudt.

Voi {oé! ta trang ket hop voi nhiém Helicobacter pv!orf Liéu ubng thuong ding la 300 mg/lan/ngdy hodc 150
mg*'lan ]anfngay ¢ thé ding 1a mot phan ctia phac d6 ba thude véi amoxcilllin 750 mg va metronidazol 500 mg,
ca 2 thude nay udng 3 lan/ngay trong 2 tuan. Sau d6, phai diéu tri ranitidin tiép thém 2 tun nita.

Trong bénh trao ngugc da day - thuc quan: Uéng 150 mg/lan 2 lan/ngay hodc 300 mg/ lan vao budi tdi ding trong 8
tudn hodc néu can t&i 12 tuan. C6 thé ting lén 150 mgflan 4 lanfngay cho t&i 12 tudn & cac trudng hop ning. Dé duy
tri lanh viém trot thure quan, ¢6 thé ding liéu 150 mg/lan, 2 lan/ngay.

Qiéu tri hoi chumg Zollinger — Ellison : Liéu udng khoi ddu 13 150 mg/lan, 2 hodc 3 lan/ngdy va c6 thé ting 1én néu
can thiét; cac lidu Ién t6i 6 g/ngay, chia lam nhiéu lan uéng.

Loét do stress & dwomg tiéu héa trén: Udng 150 mg/lan/ngay.

Bénh nhan mdc chimg khé tiéu man tinh: C6 thé udng liéu 150 mg/lan, 2 lan/ngay trong 6 tudn. Dé diéu tri céc triéu
chimg ngan han, chimg khé tiéu, ¢6 thé ding liéu 75 mg (1 nira vién Ranitidin — Dnpharm 150), nhic lai néu can tdi
da 4 liéu mdi ngay. Piéu trj gidi han t6i da 12 2 tuan dung lién tuc cho mt lan.

Tré em duegi 12 tubi:

Piéu tri loét da day ta trang, liéu thuong ding 1a 4 — 8 mg/kg mdi ngay, chia lam 2 lan, t&i da udng 300 mg/ngay,
dung trong 4 -8 tuan. Liéu duy tri tir2 — 4 mg/kg/ngay, tdi da 150 mg/ngay.

Diéu tri bénh trao nguge da day thuc quan, lidu thudng dung 1a 5 — 10 mg/kg/ngay, chia lam 2 lin, téi da 600
mg/ngay.

Liéu cho bénh nhan suy thin:

V&i bénh nhin ¢6 Cl,, < 50 ml/phdt, lidu udng la 150 mg/ngay, diéu chinh liéu néu can.

Liéu cho bénh nhén suy gan:

O bénh nhan suy gan ranitidin c6 thé it bién ddi vé thoi gian thai trlr, phan bd, thanh thai va sinh kha dung: Khong
can diéu chinh lidu nhung can theo ddi chit ché.

6. Than trong khi dung thude : '

Duing thn trong va giam lidu & nguoi bénh suy than vi ranitidin dao W yéu qua thin.
Duing thn trong & ngudi bénh suy gan vi thude chuyén héa qua gan.
Dung thin trong & ngudi bénh tim vi ¢ thé bi nguy co chdm nhip tim.
Piéu tri vi cdc khang histamin H; c6 thé che lap céc triéu chimg cta ung thur da day va lam chdam chan doan bénh
nay. Do dd khi c6 loét da day can loai trir kha ndng bi ung thu trude khi diéu trj bing ranitidin. Ranitidin duge dao
thai qua than, nén khi ngudi bénh bi suy than thi ndng d¢ thude trong huyét tuong tang cao.
Mot vai banz chimg cho thay ranitidin c6 thé thic diy tinh trang rdi loan chuven hoa porphyrm cdp & ngudi bénh ¢6
t1en str méc chimg bénh ndy. Vi vdy phai tranh dung ranitidin & bénh nhén ¢6 tién sir rdi loan chuyén hoéa prophyrin
cap.
Thuong *{uyen theo ddi céc bénh nhan ding ddng thoi ranitidin véi thube khang viém khong steroid, dc biét & ngudi
gid va ngudi ¢6 tién sir loét da day t4 trang.
Viée diéu tri véi ranitidin phai ngung ngay lap tic trong trudng hop cd sur nhdm lan & cic bénh nhén suy than hodc &
nhimg bénh nhan lon tudi.
O nhimg bénh nhén nhu ngl.rm gid, ngudi ¢o benh phdi man tinh, bénh tiéu dudng hodc suy giam mién dich, ¢6 the
tdng nguy co phat trién bénh viém ph0| cong dong.
Trong thuée co chira lactose: Bénh nhan mac céc rdi loan di truyén hiém gap vé dung nap galactose, chimg thiéu hut
lactose Lapp hodc roi loan hap thu glucose — galactose khong nén sir dung thudc nay.

Tac djng caa thudc khi lii xe va vin hinh miy méc :
Thude ¢ thé gdy chong mt, nhirc dau va ao gide, vi vdy khong nén dung thude khi dang 14i xe va vdn hanh may
moc.

Sir dung cho phu nir ¢6 thai va cho con bu :
Thoi ky mang thai : Ranitidin qua duge nhau thai. Ciing nhur cac thudc khac, ranitidin chi nén ding khi that cn thiét

trong thdi ky mang thai.
Thoi ky cho con ba : Ranitidin bai tiét qua sira me. Ciing nhur céc thude khéc, ranitidin chi nén diing khi that can thiét

trong thoi ky cho con ba.

7. Twong tac thude :
Ranitidin (rc ché rat it sy chuyen hoa & gan cia mot s6 thude (nhu cac thude chdng ddng méu cumarin, theophyhn

diazepam, propranolol). Ai luc cia rantidin v&i men cytochrom P450 vao khoang 10% so v&i cimetidin va mirc d¢
{rc ché men gan it hon cimetidin 2 — 4 lan.
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Tac dung ha duomg huyét khi dung phéi hop glipizid vdi ranitidin hogc cimetidin ¢6 gip nhung duong nhu khéng
nhiéu.
Khi phdi hop cdc khdng sinh quinolon véi cdc thube ddi khang H, thi hiu hét cic khang sinh nay khong bi anh
hudng, riéng ¢6 enoxaxin bj giam sinh kha dung khi ding cing véi ranitidin, nhung su thay ddi nay khong quan
trong vé mit lam sang.
Khi dung ketoconazol, fluconazol va itraconazol véi ranitidin thi cac thudc ndy bi giam hap thu do ranitidin lam
giam tinh acid cua da day.
Khi dung theophylin phdi hop véi cimetidin thi ndng do theophylin trong huyét thanh va doc tinh ting lén, nhung
véi ranitidin thi tac dung nay rat it.
Ranitidin + clarithromycin : lam tang ndng o ranitidin trong huyét twong (57%).
Propanthelin bromid lam ting ndng d¢ dinh cta ranitidin trong huyét thanh va lam cham hap thu, ¢6 thé do lam chim
sir chuyén van thudc qua da day, sinh kha dung tuong déi ctia ranitidin ting khoang 23%.
Dung cing mét luc ranitidin véi thirc an hodc véi mot liéu thap céc thude khang acid khong thay giam hap thu hay
ndng o dinh trong huyét tuong cua ranitidin.
8. Téc dung khong mong muén :
Cdc thir nghiém ldm sang cho thy tan sudt tic dung khdng mong mudn vao khoang 3 - 5% sd nguoi dugce diéu tri.
Hay gip nhit a dau dau (2%), ban do da (2%).
Thuong gdp, ADR > 1/100
Toan than: Pau dﬁu, chong mat, yéu mét
Tiéu hoa: la chay
Da: Ban do.
It gaip, 1/1000 < ADR < 1/100
Mau: Giam bach cau, giém tiéu cau
Gan: Tang men transaminase
Hiém gép, ADR < 1/1000
Ton than: Réi loan hé thong mién dich, cdc phan {mg qua man xay ra nhu mé day, co thit phé quan, sot, chodng
phan v¢, phu mach, dau co, dau khop, dau ngue.
Mau: Mat bach cau hat, giam toan bd huyet cau, ké ca giam san tiy xuong, giam bach cdu, giam tiéu cu,
Tim mach: Lam chdm nhip tim, ha huyet ap, block nhi thét.
Nai tiét: To vii & dan dng.
Tiéu hoa: Viém tuy. e
Da: Ban do da dang. iy
Gan: Viém gan, déi khi cé vang da. i of I |
Mit: Ri loan diéu tiét mét. -' |
Rdt hiém gdp, ADR < 1/10 000

Soc phan vé Yy iy, >
R&i loan tim than: Tinh than 14 lan, tram cam va do gidc. L D s
Than kinh: Nhitc dau, chéng mat va rdi loan van dong. .
Mat: M& mat TUQ CUC TRUONG
Réi loan mach mau: Viém mach P.TRUONG PHONG |
Xucmg khdp: Pau khép va dau co. -f’l’ff!'?/p??' %ﬁ,« ‘6/3 " CZ} {_('{}(
9, Qua liéu va cdch xir tri :
Tri¢u chimg: Cho tdi nay, it c6 dir liéu vé qua lidu ranitidin. C6 tru‘%&ma t6i 18 g ranitidin cling chi ¢ nhimg
tac dung khong mong mudn nhat thoi thudng gip trong [dm sang i ra ha huyét ap va dang di bat thue g cling

da duge bdo céo. o
Xir tri: Dé diéu tri qua lidu ranitidin, ding céc bi¢n phap thuong dung dé loai bo phén thude chua hap
tiéu hda, theo dtu lam sang va dleu tri hd tro. Thdm tach méau c6 thé gifp ting nhanh dao thai ranitidin.

10.Céc déu hiéu cin luru ¥ va khuyen cdo:

Khong dung qué liéu khuyén céo

¢ dudng
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