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ROTALZON 50

Losartan Potassium 50mg
Thudc bin theo dim
Bpe ki hecnig i ie duniy triede K ding, Néu eder thint thing tin chi 66 xin i § kidn bie si

THANH PHAN

Hogt chilt: Losartan potessium S0mg; T4 duge! Cellulose vi tinh
thé, Tinh bt bién tinh, Silica Colloidal khan, bt tale tink ché,
Magic stearat, chilt tyo min 11 Pink 85¢G54105, sdp oo Camauba,

DUYC LT HOC

Losartan 1 chit diu tign ela nhdom thude ching ting huydt ip mdi,
A6 1 mis chite ddi khiing thy thd (typ AT() angiowensin 11,
Angiotensin [, 1o thinh o angiotensin | Imu* phitn fmg do eniym
chuyén angiotensin (ACE) xbe tic, I mdt chit co mach mgnh; 46
Ii hormon kich bopl mpch chd vew cha by ig Femin -
angiotensin, vi i mdt thanh phin quan trong trong sinh 1§ bénh
hoe i tog huyt kp. Angiotensin 11 cing kich thich vé uyén
thurgmg thipn tiét aldosteron.

Lssartan, vit chilt chuyén how chinh ¢b hoot tinh chen e dung <o
mach v tiét aldesteron ciia angiotensin 11 bang cdch ngis cin cd
chon lpe angiotensin |1, khing cho gin vio thy the AT, ob trong
nhitu md (thi du co tron mach miu, tuyén thugng diin), Trong
nhidu mb, b thy thé AT, nhumg khéng 16 thy thé ndy ¢b
lién quan gi dén didu hda tim mach hay kh Ch Losartan vit chit
chuyén hda chinh o hogt tinh déu khing bida 1) tic dyng chii vin
cpe b & thy thé AT; vA dbu ob i hye vai thy thé AT, i hom
nhidu (khodng 1000 1in) 50 v thy thé ATz Losartan 13 mét chit
tre ¢hé canh tranh, thujn nghich cta thy hé AT, Chit chuyda hoa
o6 hept tinh cia thibe manh hom v 10 dén 40 Hin so viri Losanan,
tinh theo tegng lugmg v 1A mdt chit e ché khing canl tranh,
thujn nghich ca thy thé AT, Cic chit adi angiotensin 11
cling ob cic the dyung huyél dong hoe mhu ede chill ire ché ACE,
nhung khéng o6 the dung khong mong mudn phi bién coa cae chit
ire whé ACE 1 bo khan. - -

DUGC PONG HOC

San khi ubng, Losartan hip thu tét vi chuydn hoa bwde diu nhidy
qua nhitr ¢l enzym cvtochrom Pes. Khid dung sinh hoe ciia
Losartan xbp xi 33% Kboang 14% litu Losantan ubng chuyén
thinh chit chuyén héa 6 hogt tinh, chift ndy dim nhigm phin lm
tinhy ddi khing thy thé angiotensin 11, Nim i thii tir cun losaman
Khioding 2 gitr, vl ctia clidt chuyén héa khodng 6 - 9 gié. Ning 46
dinh tning binh cia losartan dat trong vong 1 gid, va can ¢l
chuyén hia cb hogt tinh rong vong 3 - 4 git,

Ci Losartan vit chilt chuyén ha e hopt tinh déu lién kér nhidu véi
protein huyét tremg, ehi véu 13 albumin vi chiing khing qus hing
rlo midu = nio. tich phin bd ¢ Losarman khodng 34 11 vA cia
chit chuyén hoa cb hogt tinh khodng 12 1ir, B thanh thil todn phin
tromg huyét neomg cia Losanan |3 kKhoang 600 miliphin vi e chit
chuyin hoa cb hogt tinh 14 50 miphin; ¢ thanh thii con ching &
thiin fuong img véi khodng 75 mliphit vd 25 mliphit. Sau khi vong
losartan ghi dii "'C, thu 131 khodng 35% &0 phing x4 trong nude
tibu v khodng 6074 wong phiin.

O nguin bénh xo gan tr nhe dén vie, dign tich dudi duimg cong
(AUC) cin Losartan vii eia chlt chuyén hda cé hogt tinh cno hom,
trowg img; gip § lin vh 2 Jan so v & nguii bk <6 gan binh
thisimg

CHI BINH
T

Rotalzon duge chi dinh dé didu i ting huyét dp. Thude duge ditng
mit mink huy két hop vii cic thude hy huyét dp khic, bao gom ci
thube i tidu.

Caa huét i o bénh ot 50 phi du it trii:

Fotalzon dwpe chi dinh gidm nguy co 34t quj e béih nhin cao
huyét ip cé phi dai thilr trdi.

Be :

duimig
Rotalzon duge chi dinh dicu tri bénh thin do ddi thio duimg trong
wiimg hgp creatinin buyft thanh vl protcin nidu ting (1 1§

albunmn nidwicreatinm = 300 myg/g) & bénh nhin dis thao dudmg cd
tidn sir cao huydt ap. Trén nhimg bénh nhin niy, Retalzon giam 1
1é: mée bénh thin duge dinh gid bing chi sb creatinin buyet thank
ting glp doi hode giai dogn cubi cla binh thin (phii thim phin

liog phdi ghép thin).

CHONG CHI D]NH
Rotalzon chdng chi dinh cho binh nhin nhgy cdm vai bit ky thanh
phiin ndo ciia thube.

TAC DUNG KHONG MONG MUON )
Losartan duge dung nap tdt trong cic nghidn cim Mm sing cb kitm
sodt trén bénh nhin cao huyél dp ot phi dai thit il Tée dyng phy
lign quan dén thubc phin lm 1 hoa mit, chéng mjt, suy
nbuge/mit mdi,

Thudse ciing duge dung nap bt & béah nhin dii thio dulmg typ 2
<0 protein nigu. The dung phis thirimg 14 suy shisgefmit mai, chang
1, ngt iyt dp, ting kali man.

Phiin s qud min:

phin img qui min, phd mgch bao gbm phit thanh quin, thanh min
Y o sy e nghtn dwdmg thd vihode phit mat, sung mol, thanh
quin vi/holc simg phing hudi. Che diw higu nay hiém gip & binh
nhtin didu tri bng Losartan, mét vii ngudd trong sb ndy A3 timg b
phill khi didu trf v thude s ché men chuyién khic,

Viém du gbm wubt huyét ban Henoch-Schoenlein e it gip,

¢ tidu hod: vigm gan (higm gip), chite ning gan kém.

Huyd't hpe: thiku miu, gidm |¥f¢in (hidm gip).

Cor mromg: vidm oo, viem khip

Hi hréier kinduecion tham; dau nin diu

He hép; s

Ngodi da: miy day, ngia

Thing bio cho bie sp ede tde dyng kidng mong mudn gdp phal khi
diing thude

CANH BAO & THAN TRONG

Cdnh bio

Thude vic ddng e tidp vio hé thdng renin-angiolensin nén khi
chi djnh cho phy nir cb thai ¢b thé gy 6 vong hode gly béah cho

sha  thai i vé tré mai sinh, Theo mi s thi lidw wén thé gion, 4 c

bio cho vé clie the djng ndy trén phitu tnrimyg hop khi uing thule
irc chié men chuydén Angiotensin, Néu phit hidn ¢d thai, cin ngung
thude Losanan cing sim cing bt

Do tie ddng true tigp vio b thbng renin-angiotensin trong sudt
hiri ki gini dogn 2 va 3 cia thal ki <6 lién quan dén sy thn thuomg
tlaai b vib tré ir sinh, bio phm: huyét dp gilim <hn ndo mé so
sinh, bl d4i, suy gidm chirc ning thin hdi phyc hofic khdng hii
phie, tir vong. Cilng cb bilo cdo vé thiéu ndng 0i ¢ thé xiy m, cd
12 14 do chie thin €ia bio thai bi suy gidm, sy thidu ning §i
ciing liln quan sy co ¢img chi, bién dang oo mdt, vib s gidm
slin phéi. Su chim phit trién thai thi trong 1k cung, hep tiéu ding
mych cilng ¢ ghi bdo cho, mic di khdng b lifu ele the dong niy
¢ ph 13 do sy phoi nhidm thude ghy ra hay Kirbag

Nhimg phin fmg o6 hpi nay dm;mummmmpm
nhitm thube trong v cung vi 68 bi gidi han trong 3 thing dlu thai
K.

Thin trong

: phi mpch
Hu}bf dp thip, mdt cin bing dich va chit dign gidi: () nhimg binh
nhin cb gidm thé tich tedn hodn gidm nhir nhimg bénh ahin dang
ditng ssmg:"n:i tidal, & nhimg bénh ahdn ¢d diu hidu iy huydt dp.
Cin phii higw chinh lidn hojic gidm litu ding ban diu vai nhimg
tnrﬁs'qs lap I|!!1'|.

;i trén dir ligu nghidn el vé duge Iy,
cho ﬂy: ﬁng d huﬁl nromg i losanan ting mis edch ddng ké
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o nhimg binh nhin xo gan, vige gukm lidu ding cén phii cin nhic
wiii nhimg bfnh nhin o6 tién sir chite ning gan kém.

Emmmshm%gu: .
Keét qud cia vige dre hé thing renim-angiotensin di lim thay doi

chirc nling thin. gém suy gidm chire nfing thin cing cb bdo cio &
mt 26 ch nhin nhyy cim. Sy thay dbi chire ning ndy ob thé hoi
phue khi ngimg didu 1 )

Che thude khde koh huomg dén hit thing renin-angiotensin ¢ id
lim Wng ure miu, creatinin huyét thanh & nhimg bénh nhin hep
ding mpch thiin hai bén hode hep dbng mach mpt bén thin. The
dfng teong B cling iy ra voi Rotalzon; Nhimg bifn dbi ndy co
thé hdi plrae khi ngimg didu i

TUGNG TAC THUOC

Khong cb sy tomg 8¢ thubc nho c6 ¢ nghia lim sing dupe ghi
thn xdy ra véi hydrochlorthiazide, digoxin, warfarin, cimetidin,
phenoburbital, ketoconazol, erythromycin,

Rifampin vd Fluconazol: ob bio cio cho thiy ¢b sy giam ning 43
ciin cée chlt chuyén hod hog tnh, Hiu qud lim sing cia che romg
the thude ndy cing chua duge dinh gid. Clin theo d8) bénh nhin
vivhoje didu chinh liu ding cia thude.

Thube ire ché men chiyén (ACE Inkibitor): Losanan khimg phii
I tre ché men chuvén nhimg the dyung Twomg 1y cie thude
iy, Ditng két hop vl che thisde ahdm e chd men chupdn o tié
i1 tin M‘m,g A0 kali mda, suy thin hodic nguy hicm hom cb thé
iy Ilu)-i: ap thilp. Nén thdn khi diking ket hip.

Thude g tiéu: Ding Losartan két bop vioi cae thude i tidu eb thé
1im gidm buyét &p qui mire, thutmg xdy ra khi bit diu didu i véi
Losartan. phai gidm lidu cin thude, bit dlu didu i vol
Losartan o ligu thip vihole theo d0i cin thin trong thin gian ding

thuic.

Thutie I'x: fidu giir kali:

Ding ding théd véi Losartan o6 thé lam tiag nbug d) kali i
Nén thin trong khi ding két hep.

Litiiune:

Ding dbng thii Lishiem v Losaran ob thé lim ting nong db
Lithium trong mehie. Nén theo d0i bénh nhin va thirdn xuyén Kidm
tra ndng ¢ Lithium trong mau

Cde thude khdng vidm non-stereid:

Céc thube khing viém non-steroid baoo gbm ca thude we ché
eyclooxygenase-2 (CON-2) ¢b thé Lim gidm wde dung cta thude I
tidu v cic thubc hy huyét dp khic, Vi thé, tie dong ha huyét ip
cta chilt @8 khing receptor angiotensin 1] cb thié bj gidm b the
dyng ciia NSAIDs trong dé ¢6 ci COX-2.

) mit vdi binh nhitn c6 chire ning thin bj tén thirong dang diéu i
blng thube clu'm!; viém non-steroid, COX-2, vige chi dinh déng
thiri v6i thude d6i khing receptor angiotensin Il ¢o thé ghy ra sy
suy gikm chire ning thin. Tt ci tie dung niv cd thé i phye

PHY N CO THAL

Trong giai dogn thir 2, 3 cla thai ky, thube the déng trye tilp vio
T renin-angiotensin ob thn thuemg dug sy phit ién
cula thai nbi thim chi ¢6 (hd gdy chét. Néu phit hign cb thal, chi
phii ngimg ding ngay Losartan. D chua ob kinh nghidém wong
vibe sir dung thube véi thai phy, nhimg qun nghiln ciry trén déng
viit cho thily thude o6 thé gly tir vong hofic thn thuong cho thal nhi
v tré s sinh, co ché thc dung duge cho 14 do e dng trung gin
thing cquea tde ddng i b théng renin-angiotensin,

PHY NI CHO CON BU

Chura ¢ biing chimg ndo chimg 16 thude duge bai niet qua sia. Do
vl nhidu thude cd khi nang bai tié qua sia vA nguy co iy ra ebe
phdmn @mg ¢6 hgi vai wé bi mg, ngumg ditng thuoc, hoje ngimg cho
con b, Cn cin nhic dén Iy fch, tie hai cun thude - vi nguy co
wiTl nguén me,

SUDUNG THUOC CHO TRE EM

Tit dyng ha huyet ip eoa Losartan di duge thidt lip o tré cao
huyét dp il > | thdng dén 16 wdi, Vige ding thude vii 88 wemg
iy dwge chimg minh bing nhimg bing chimg v& sy nghign ci
dhy @i vi o kidm sodt chiit ch® & wré nhd v & pgueln nadmg thish,
ciing nhir cé cie 1i lidu iy di vé bénh nhi.

e ddng hoe cia Losartan duge tién hinh oghién cou trén 50
bénk nbi, i v > ) thang dén dudi 16 bl voi liku mit Hnngay
i lidu diing 140,54 dén 0,7 Tmg/kg wong hegmg (lidu o6 ¥ nghia),
Chlt chuyén hod hogt tinh ciing dirge hindy thinb & mgi ahém i,
Duge dgng hpe cin Losanan vh chit chuyén hed cb hogt tinh 14
gbﬁngmuﬂﬂwhwvﬁricdﬁlihﬁmhihcﬁnbhpﬁ Iém.
Vi nhimg bénh nhin cd khi ning nubt dige vién thude, Béu ding
14 25mg, mit Baingay v clinnfing tir =20 & <50 kg GO thé ting
lidu i t6i da 1 S0mg, | lin/ngay.vei binh nbin tén S0kg, licu
khai diu |4 SOmg, 1 lnngly. Lide ting t8i da 14 100mg, |
|aninghy.

SUDUNG G NGUGT CAQ TUOI

Trong céic nghidn efm lm sing, khong ob sy khie Bigt lign quan
e ti 1 vl 8 an todn vi higu qui ciu th

ANH HUONG CUA THUOC DEN KHA NANG LAL XE VA
VAN HANH MAY MOC

Khéng nén 14 xe bode vl hinh mdy moe khi ding thude vi thuse
b the gly hoa mi, chibng mjt, chodng ving.

LIEU DUNG VA CACH DUNG
Thute eb thé udng cing holie kbing clmg vii thire n; uing cing
che Ill;uk shdng cao huyéi dp khic.

vt dpy;

Licu ding khveri diu vi chuy 15 b S0mytin/nghy cho phin on binh
nhin. Tic dyng bg huyét ip 1i da dpt dege sau khi bit diu didu trj
1 346 vl MG vl by ahdn o6 thé thiy e dyng 3 rét hom nits
v lidu g 18n i 100mgViningdy. Vi bénh nhin gidm thé tich
tubn hodn (nhir nhimg nguon didu tr voi thude b tidu tidu can)
liéu kberi diu dege khuyén co 1 25 mg/lin/ngdy,

Khéng cin thié phai didu chinh liéu cho nhimg biab nhin cao tudi
hay ahimg benh ahin suy thin, ké ed ahimg ngudi dang phi thim
f'ﬂ"‘ Tuy nhién, vii binh uhiin cd tiln sit suy gan, cin phai gidm

Vide giam che nguy oo mic bénh um mgeh vir 1y 1é chér vl tim
maels & ahimg binh nhin cao huyét 4p phl dai tim e wii, lide
ding khii dbu 14 Somg, | lhningdy. Nén ding  thém
Hydrochlorethinzide Tidu thip vithode nin tng lidy 100mg, |
linngdy dyn trén dip img huyet dp, ;

Wi vide bio v chie nding thin & binh nhia tidu dubng ovp 2 ¢
protein nigu, litu ban diu i $0mg, 1 linfgdy. Licu niy cb
thé tAng én 100mg, | Hn/ngly dia trén dip dmg vé huyé dp,
Rotalzon ¢6 the duge ding véi mit sd thude ha huyé dp khie nhr:
thude I tidu, thube chen kénh catel, thube i ¢hé alpha hay beta,
vil it sh thude the ddng rung. Thude cb thé dibng eling v
insulin w4 thudc ha dinmg huyet théng thsdmg  khac nhis
sulfonylurea, glitneone, ehilt frc ¢hé ghucasidase

QUA LIEU

Cic sb ligu han ché eb ¢ nghia lién quan dén vife ding qud liéu &
g, phiin 1om 1k b huyét dp, tim dp nhonh, Cde din higu niy
b thé do sy kich thich d6i giso edm. Néu ed diu higu hy huyét dp,
ciin phai cd bign phip ho trg kip théi. Phuong phip thim phin méu
o thi logi b Losartan vit cie chiit chuyén hod cé hogd tink.

DONG GO Hip 60 vign (6 vi x 10 vién)
BAOQ QUAN: Dudi 30%C, BE NGOAI TAM TAY TRE EM_

HAN DUNG; 36 thing, ké tr ngay san xudr. Khing ding thuds
(i ham st dyng,

NHA SAN XUAT: ATLANTIC PHARMA
Farmaceuticas, 8.A (Fab. Abrunheira)

Rua da Tapada Grande, 2
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