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ROTALZON 50

Losartan Potassium 50mg
- Thuée bdn theo don ‘
Dope kit heimg dén ste dung truée khi dimg. Néw can thém théng tin chi tiét xin hoi y kién bic sp.

THANH PHAN

Hoat chit: Losartan potassium S0mg; Té duge: Cellulose vi tinh
thé, Tinh bét bién tinh, Silica Colloidal khan, bjt tale tinh ché,
Magie stearat, chat tho mau II Pink 85G54103, sip co Camauba,

DUQC LYC HOC i .
Losartan 13 chitt diu tién ctia nhém thude chong thing huyét 4p mdi,
d6 1a mét chét déi khing thy thé (typ AT,) angiotensin 11,
Angiotensin II, tao thinh tir angiotensin [ treng phén img do enzym
chuyén angiotensin (ACE) xic téc, 1a mgt chat co mach mankh; do
la hormon kich hogt mach chi yeu cia hé thong renin -
angiotensin, vi 12 mot thinh phin quan trong trong sinh 1§ bénh
hoe cia ting huyet dp. Angiotensin II ciing kich thich vo wyen
thugng thiin tiét aldosteran,

Losartan vd chat chuyén héa chinh ¢6 hoat tinh chen tic dung co
mach va tiét aldosteron cba angiotensin Il bing cdch ngin cin co
chon loc angiotensin 11, khéng cho gin vio thy thé AT, ¢6 trong
nhiéu m (thi dy co tron mach mdu, tuyén thugng thin). Trong
nhiéu mé, ccng| uﬁ; 6 thy thé ATz nhung khong ré thy thé ndy ¢o
lién quan gi dén dicu hda tim mach hay khong. Ca Losartan vi chat
chuyén hoa chinh ¢6 hoat tinh déu khong biéu 19 tée dyng chil vin
cuc by & thy thé AT, vi déu b 4i lye véi thy thé AT, 1ém hon
nhiéu (khadng 1000 1in) so véi thy thé AT;. Losartan li mt chat
ire ché canh tranh, thugn nghich cia thy the AT,. Chat chuyen hoa
6 hogt tinh cia thube manh hon tir 10 dén 40 lin so v6i Losartan,
tinh theo trong lugng va 13 mét chiit (re ché khéng canh tranh,
thuin nghich ctia thy thé AT,. Cic chit d6i khang angiotensin II
cling ¢b cdc tic dyng huyét dong hoe nhu cdc chat (e che ACE,
ntumg khing c6 tic dung khéng mong muén pho bien cta cic chit
ire ché ACE 14 ho khan: " —

DUQC DONG HQC ; ] : ;
Sau khi ubng, Losartan hip thu t6t vi chuyén hoa budc diu nhiéu
qua gan nhé cdc enzym cytochrom Fis. Kha dyng sinh hgc cia
L.asanan‘xép xi 33%. Khoang 14% ]_iéu Losartan udng chuyén
thanh chit chuyén hoa o hoat tinh, chit nay dim nhi¢m phin lon
tinh déi khang thy thé an‘gimensin 11 Nira doi thai tnr ciia losartan
khodng 2 gidr, va cla chat chuyén héa khodng 6 - 9 gid. Nong d§
dinh trung binh ciia losartan dat trong vong 1 gid, va cua chat
chuyén hoa cb hoat tinh trong vong 3 - 4 gid.

Ci Losartan va chit chuyén héa c6 hoat tinh déu lién két nhiéu véi
protein huyét tuomg, chi yéu 14 albumin vi chiing khong qua hing
rao mau - ndo. The tich phan bb cita Losartan khodng 34 1it vi cia
chiit chuyén hoa ¢6 hoat tinh khodng 12 1it. B thanh thai todn phan
lrong_huyét tuong clia Losartan 1i khodng 600 mb/phit vi clia chit
chuyén hoa ¢6 hoat tinh ld 50 ml/phit; 46 thanh thai cla ching &
thin twong tmg véi khodng 75 ml/phiie va 25 ml/phit. Sau khi uong
losartan ghi dau *C, thu lai khoing 35% d¢ phong xa trong nuée
tiéu vi khodng 60% trong phin.

O nguii bénh xo gan tir nhe den vira, dign tich dudi dudmg cong
(AUC) clia Losartan va cia chat chuyén hda ¢6 hogt tinh cao hon,
twong {mg, gdp 5 lin va 2 ln so véi & ngudi bénh €6 gan binh
thudmg,

CHI DPINH

Tang huyét 4p: 3 )

Rotalzon duge chi dinh dé didu trj ting huyét ap. Thude duge ding
m{t minh hay két hop véi cic thube hy huyét ap khic, bao gom ci
thube lgi tiéu,

Rotalzon duge chi dinh giam nguy co dit quj trén bénh nhin cao
huyet ap ¢ phi dai thit trii.

Bénh thin & bénh nhin déi thio dudmg

Rotalzon duge chi dinh diép trj b¢nh thin do dii thio dudmg trong
truémg hgp creatinin huyét thanh va protein ni¢u ting (ty 1¢

albumin nigu/creatinin > 300 mg/g) & b¢nh nhiin di thio dutmg co
tién sir cao huyét dp. Trén nhitmg bénh nhin ndy, Rotalzon é;;ifun 1y
lé m:ic_i:énh thin duge dinh gid bing chi sb creatinin huyet thanh
ting gdp d6i hofic giai doan cubi clia bénh thin (phai thim phan
hoic phai ghép thin).

CHONG CHI BINH :
Rotalzon chong chi djnh cho bénh nhan nhay cam vii bat ky thinh
phén nio ciia thude.

TAC DYNG KHONG MONG MUON

Losartan duge dung nap 5t trong ¢dc nghién cfru 1im sang ¢6 kiém
s0dit trén bénh nhin cao huyét dp c6 phi dai that trdi. Tac dyng phy
lién quan dén thuée phin lém l1i: hoa mit, chéng mit, suy
nhuge/m§l moi.

Thude ciing duge dung nap 16t & bénh nhin dii thio dudmg typ 2
6 protein ni¢u. Téc dyng phy thudng 1a suy nhuge/mét moi, chdng
milt, tyt huyet ép, téng kali miu.

Phin tmg qud man:

phan {mg qua min, phit mach bao gdm phi thanh quén, thanh mon
gdy ra sy tic nghn duimg the vivhode phit mt, sumg mdi, thanh
quan vivhoic sumg phong ludi. Céc diu higu nay hiém gip & bénh
nhén diéu 1rj bing Losartan, mt vii nguéi trong s6 nay di timg bj
phil khi didu trj véi thube tre ché men chuyén khic,

Viém da gdm xudt huyét ban Henoch-Schoenlein rit it gp.

Hy tiéu hod: viém gan (hiem giip), chirc ning gan kém.

Huyét hoe: thiéu méu, giam tiéu cdu (hiém gip).

Cor xreemg: viém co, viém khop

Hé .'J:{fu kinh/tam thin: dau nira diu

Hé hap: ho

Ngoai da: miry day, ngira v

Théng bao cho bde sy ede tde dung khéng mong muon gip phai khi
diing thuoe.

CANH BAO & THAN TRONG

Cinh bio :

Thube tic dong trye tiép vio hé lh:‘)ng renin-angiotensin nén khi
chi dinh cho phy nif ¢6 thai cd thé gﬁy tir vong hojc %a‘\y bénh cho
thai nhi va tré mai sinh. Theo m{t so tii li¢u trén the gidi, dd co
béio ciio vé céc tic dgng ndy trén nhiéu truomg hop khi udng thube
{re ché men chuyén Angiotensin. Néu phét hién ¢6 thai, cin ngumg
thube Losartan cing sém cing tot.

Do tic dong tryue tiép vio h¢ thng renin-angiotensin trong sudt
théi ky giai dogn 2 va 3 eda thai ky 6 lién quan dén sy ton thuong
thai nhi vi tré sor sinh, bao gom: huyét dp thip, gidm sin ndo tré so
sinh, bi di, suy giam chirc ning thin hoi phyc hodc khéng hoi
phuc, tir vong. Ciing ¢6 bio cdo vé thiéu ning i co thé xdy ra, b
1& Ja do chite ning thin ciia bio thai bj suy gidm, sy thiéu ning 6i
ciing lién quan dén sur co cimg chi, bien dang so mat, vd sw gidm
sin phéi. Sir chiim phit trién thai nhi trong tir cung, hep tiéu ding
mach ciing ¢b ghi bio ¢fdo, miic di khéng rd lidu cde tie ding ndy
¢6 phai I3 do sy phei nhiém thude gdy ra hay khong

Nhimg phdn tmg ¢6 hai niy dwing nhur khéng phai do sy phoi
nhiém thude trong tir cung vi di bj gidi han trong 3 thing dau thai
ky.

Thin trgng

Min cim: phit mach d 2

Huyét &p thip, mit cin bing dich va chét di¢n gidi: O nhimg bénh
nhin cé gidm thé tich twin hodn gidm nhu nhitmg bénh nhin dang
diing thude lgi tiéu, & nhimg bénh nhin cé diu hi¢u hy huyét dp.
Cin phai hiéu chinh lidu hofic giam liéu ding ban diu véi nhimg
trudmg hop trén.

Suy gidm chire nfing gan: dya trén di ligu nghién ciru vé duge Iy,
cho thity: ndng d6 huyét twong cita losartan ting mét cich dang ké
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& nhimg binh nhin xo gan, vigc giam liéu ding cin phai cin nhic
vi nhimg bénh nhin c6 tién sir chitc nang gan kém.

Suy gidm chirc niing thin:
Két qua ciia vige tre ché hé théng renin-angiotensin di lam thay ddi

chire ning thin, gom suy gidm chire ning thin cling ¢6 bio cdo &
mit s6 ci nhin nhay cim. Sy thay doi chire ning ndy c6 thé héi
phue khi ngimg diéu tri

Ciic thude khic anh huémg dén h¢ théng renin-angiotensin c6 thé
lam ting ure mdu, creatinin huyét thanh & nhimg bénh nhin hep
dgng mach thin hai bén hofic hep dong mach mft bén thin. Tic
djng twong ty ciing xdy ra v6i Rotalzon; Nhimg bitn dbi nay o
thé hoi phye khi ngimg diéu trj

TUONG TAC THUOC

Khéng ¢6 sy twong tic thude ndo ¢b ¥ nghia lim sing duge ghi
nhin xdy ra véi hydrochlorthiazide, digoxin, warfarin, cimetidin,
phenobarbital, ketoconazol, erythromycin.

Rifampin vi Fluconazol: ¢4 bio cio cho thiy cé sy giam nong do
cita céc chit chuyén hod hogt tinh, Hau qué lim sing cia cic tuong
tic thude nidy ciing chua duge dénh gia. Cn theo ddi bénh nhin
vithode diéu chinh licu ding ciia thuée,

Thutic irc ché men chuyén (ACE Inhibitor): Losartan khong phai
1d thube irc clle men chuyén nhlmg tic dyng tuong ty cic thude
nay. Ding kct hgp véi ce thude nhém e ché men chuyv:n b the
lam ting ning 46 kali mau, suy thin hofic nguy hi¢m hon c6 thé
gy huycl ép thip. Nén thin trong Khi diing két hop.

Thuée Igi tiéu: Ding Losartan két hgp véi cic thuoc Iml:eu b the
lam gidm huyet 4p qui mide, thuﬁng xdy ra khi bit 4au d:eu trj véri
Losartan. Can phai giim litu cia thube, bit diu didu i voi
Losartan ¢ li¢u thiip va/hodic theo déi ¢in thin trong théi gian ding
thuéc,

Thuie loi tidu gii kali:

Ding dong thii voi Losartan c6 thé lam ting ndng 9 kali miu.
Nén thin trong khi ding két hop.

Lithium: ) :

Diing dﬁng thoi Lithium véi Losartan ¢ thé 1dm ting nong o
Lilhiym trong mdu. Nén theo ddi bénh nhan vi thirdm xuyén Kiém
tra nong d§ Lithium Imng mau

Céc tﬁuﬁc khéng viém non-steroid:

Céc thude khing viém non- -steroid bao gbm ¢ thude frc ché
cyclooxygenase-2 (COX-2) cd thé lam gidm tdc dyung cia Ihuog: lgn
tiéu v céc thude ha huyet ap khic, Vi the, tic dong ha huyét dp
clia chit di khing receptor angiotensin I ¢6 thé bj giam boi tac
dyung cia NSAIDs trong dé ¢6 ca COX-2.

(4} m@‘lv&l bénh nhin cé chirc ning thin bj t6n thuong dang diéu tri
béng thude chong viém non-steroid, COX-2, vi¢e chi dinh Gong
thért v thuoe doi khing receptor angiotensin 11 co Ihc gly ra sy
suy giam chirc ning than, Tét ca tac dyng ndy c6 thé hdi phyc.

PHY NU' CO THAI

Trong giai dogn thir 2, 3 cua thai ky, thuoc tac dong trye llep vio
h¢ thong renin-angiotensin cb thé gy ton thucrng dén sy phét Im:n
cia thai nhi tham chi c6 thé gay chét. Néu phat hién c6 thai, cin
phii ngimg ding ngay Losartan. Di chua ¢ kinh nghi¢m trong
vige sir dung thuoe véi thai phy, nhumg qua nghién clru trén dong
viit cho thdy thudc co thé giy tir vong hodic ton thuomg cho thai nhi
Vi tré sor sinh, cor ché tic dung durge cho 14 do tie dong trung gian
thiing qua tdc dong cua hi thing renin-angiotensin,

PHY NU CHO CON BU

Chura c6 biing chimg ndo chimg t6 thudc duge bai tiét qua sira. Do
rit nhiéu thuoe 6 khd ning bai tiét qua sira vi nguy co gay ra cde
phin {mg ¢6 hai voi tré bia mg, ngumg ding thude, hodc ngimg cho
con bit. Can cin nhic dén lgi ich, tic hai cia thube - va nguy ¢o
véi ngudi me.

SUDUNG THUOC CHO TRE EM

Téc dyng ha huyét dp ciia Losartan di duge th1é1 lgp & tré cao
huyét dp tir > | thing dé_n 16 tudi. Vige diing Ihuqc voi déi tugng
ndy duge chimg minh biing nhimg bing chimg ve sir nghién cin
diy di v ¢6 kigm sodt chiit chg & tré nhé vi & ngudi trudmg thiah,
ciing nhur 6 céc tai lidu déy di vé bénh nhi.

Duge dong hoc cia Losartan duge tién hinh nghién ciru trén 50
bénh nhi, tuéi tir > | Ihéng dén dudi 16 woi véi licu mpt Kn/ngay
véri lidu dimg 12 0,54 dén 0,77mg/kg trong lugng (lidu ¢6 ¥ nghia).
Chit chuyén ho hoat tinh cling duge hinh thanh & moi nhoém tuéi.
Durge ddng hoc ciia Losartan va ehiit chuyén hod ¢6 hoat tinh I
gidng nhau va phi hop véi cde dit In;u &3 nghién ciru & ngudi lém.
Vi nhimg b\,nh nhiin eb khi nding nubt duge vién thube, lidu dimg
1a 25mg, mjt lin/ngéy véi can ning tir 220 téi <50 kg, Co the ting
liéu téi 16i da 13 SOme, l lin/ngdy. vdi bénh nhin trén S0kg, lidu
khm diu Ii SOmg, | lnngdy. Lidu ting t5i da 13 100mg, 1
lin/ngdy.

SUDUNG O NGUOT CAO TUOT
Trong cde nghién ciru 1im sing, khong c6 sy khic biét lién quan
gilra tubi tic vi d§ an todn va higu qua cia thude,

ANH HUGNG CUA THUOC PEN KHA NANG LAT XE VA
VAN HANH MAY MOC ;

Khﬁng nén lai xe hofic van hanh méay méc khi ding thude vi thude
c6 the gay hoa mat, chong mit, chodng ving.

LIEU DUNG VA CACH DUNG

Thude ¢d thé ubng cung hofic khiing cling véi thite &n; ubng cling
cic thube chong cao huyét 4p khic.

Tar.rg Irﬂel dp:

Li¢u ding khéi diu va duy m la 50mg/lan/ngdy cho phan 16m bénh
nhin. Tic dyung ha huyét dp t5i da dat duge sau khi bit dau diéu trj
14 3-6 twiin, Mot vai bénh nhin ¢6 thé thiy tic dyng rd rét hon nira
V\fn lidu ting Ién t6i Iﬂﬂmgrlan!ngay Vi bcnh nhan gidm thé tich
tuin hoan (nhu nhimg ngudi dicu tri véi thude loi titu liéu cao)
liéu khoi diu duge khuyén cdo 1d 25 mg/lin/ngay.

Khéng cin thiét phai diéu chinh liéu cho nhimg bénh nhin cao tudi
hay nhimg bénh nhin suy thin, ké ca nhimg nguii dang phai thim
phén. Tuy nhién, véi bénh nhén c6 tién sir suy gan, cin phai gidm
lidu.

Vige giam cdc nguy co miic bénh tim mach va v ¢ chét vi tim
mach & nhimg bénh nhin eao huyét dp phi dai tim thiit trd, fidu
ding khéi diu 1 S0mg, 1 lin/ngdy. Nén _ding  thém
Hydrochlorothiazide licu thap vahojc nén ting licu 100mg, 1
lin/ngdy dya trén dap img huyét 4p.

Vai vige bio v§ chire ning thin & b¢nh nhan tiéu duemg typ 2 c6
protein nigu, licu ding ban diu 1 50mg, 1 Iénfngﬂ)r Li¢u nay c6
thé tang lén 100mg, 1 lin/ngay dya trén ﬂég img vé huyet ip.
Rotalzon 6 the dugc ding véi mét 50 thudc ha huyel dp khéc nhwu:
thude lgi tidu, thude chen kénh calei, thude e ché alpha hay beta,
vt mit s6 thude e dgng trung vong. Thude ¢6 thé ding cling véi
insulin vi thubc ha duimg huycl théng thudmg khic nhu
sulfonylurea, glitazone, chit ire ché glucosidase.

QUA LIEU

Cic s6 Iu;u han ché ¢6 ¥ n;h:a lién quan dén viéc ding qui lidu @
ngudi, phan lém I3 ha huyet dp, tim dip nhanh. Cdc dau higu niy
o thé do sy kich thich d6i giao cam, Néu ¢6 diu higu ha huyét ép,
cin phai ¢6 bign phip hé trg kip thai. Phuromg phip tham phin méu
¢6 thé logi bd Losartan vi ede chit chuyén hoé ¢6 hoat tinh.

DONG GOI: Hap 60 vién (6 vi x 10 vién)
BAO QUAN: Duéi 30°C. BE NGOAI TAM TAY TRE EM.

HAN DUNG: 36 thing, k¢ tir ngly sin xudt. Khong ding thube
qud han sir dung,

NHA SAN XUAT: ATLANTIC PHARMA -
Farmaceuticas, S.A (Fab. Abrunheira)

Rua da Tapada Grande, 2
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