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LORAAR 50
Losartan kali
Vidn nén bae phim

1- Thinh phia b
MBi vikm bao phim ¢hira:
Hoat chdr: Lossruan kali 50 mg.
Td chgre: Lactens monohydrar, pregelatinized starch, cellulose vi tinh thé & silic dioxyd, magnesi stearal, opadry pink.
2. M5 té sin phiim '

LORAAR 50 1 thubc chéng ting huykt &p dling dutmp ubng chim losartan kall. VA héa hot, losartin Eall 14 2-butyl-4-chloco-1-[p-(o- Lh-tetrarol-
zﬂ':ﬁmylﬁmﬁﬁmw-mm1 porassium. Coag thire phin v 18 CopHpCIKNGD, vi phiin o lugng 14 461,0. Losartan kali cod edeg thire
1o nhis sau:

MBi vién nén bao phim LORAAR 50 chira 50 mg losartan kall.

3 Drrgre By Bipe wA due dijng hoe

Duegre fyre lhpe

meln.mildummmmu&%ﬂw@hu,&imﬁiHm&hdimwﬂw_ll{thﬂdkm;wmhﬂ

1 mét chit o mach mank v 14 hormon o6 hogt tinh chat yéu ciia b thiing renin-angictensin-aldasicron, déng vai trd quan irgng rong sinh 1

binh hoc cila ting huyét p. ¢

Losartan vh chii chuyén hoa chinh ¢4 hopt tinh 885 khéng chon Ioc trén sir co mach VA i1 aldostecon cia angicteasia |1 bing cch ngin cin c&

chon Joc qui trinh gin angiotensin I vio thy thé AT, i

Dueyre difing hpe

Lesanan hip thu o ding qua dutmg tiéu héa sau khi ubng, nhimg chuyén hoa Ia dlu ding kk nén sinh ki dyng chl khoing 33%. Thube duge

chuytn héa bi bé enzym cytochrom P450 thih chdt chuyén héa acid carboxylic e hogt tinh E-3174 (EXP-3174), chdt ndy cb the dyng duge 1y

mupnh hon e losartan; mdt vai chit chuydn hoa khdng ob hoat tinh.

N&:&bdmmmwmm:sjaummm Khodng 3-4 gid sau khi whag. CA losartan vi E-3174 déu gin ke cag vii

hayet twong (trdn 95%). '

Wira A thii trir cubi cling i 1,5 6k 2.5 git 61 voi lesanan vi 1 3 dén 9 gitr ddi v E-3 174, Losartan dupe bai 1idt rong nude tidu vi

plidn dudi dang khdng b v chit chuyén héa, Khodng 4% lidy udng duge bai tié trong nude tilu duvi deng khing dbi v khodng 6% liku

dige b tidd wrong medee tibu dudi dong chilt chuyén héa o hogt tinh.

4- Chi djnh 7

Losarian dugs ding mit minh hay phii hap v edc thube chbing tang huydt dp khic trong didu trj tang huyft dp i nhe dén trung binh, dic b

nilimg bénh nhin bj ho do ditng thube tre ehé men chuydn &fi angiosensin.

5. Liku ding vi cdch ding

+ Lidu ding

Nl bn

Libu ki dthu thustmg ddng 1 $0 mg mai ngdy; ¢6 thé 1ing liky aén 100 mg mbi ngdy, wbag mit n hote chia lim 2 Lin, Nén ding liku khei abu

thlip hem (25 mg mAi ngdy) cho ngutd gid wrén 75 tubi, ngwi bénh bj mit dich trong long mach (k& ¢ ngurtd dang diing thube i tidu), ngurdi suy

gan hay sy thin vir dbn ning (ved hé 54 thanh thi ereatinin dudi 20 mliphit).

<+ Cich ding

€6 thd wdng thudc khi déi kay no.

- Chbng chi djnh

Qui min v bl k§ think phin ndo cda thube.

Phy nl o6 thai.

Pl hop i edc thube Igi tidu gid kali

7- Cinh bdo vh thin trgng die bift khi sir dyng

5 dung thube thin wong trén nhimg béoh nhin b hep ddag mach thin, binh nhin suy thin hay suy gan.

) nhitng bésh nhdn bj gikm thé tich ndi mach (shw rhimg ngubi dwee didu tr v lidu cao thubie 17 ) o8 thé xiy ra tyt huyét 8p, nén ditu

mmmmmmuimlmmamsﬁumdumm

Vi tlah trang ting kali huyét o thé xdy ra, nén kitm sedt ndag &) kali treng buydd thach, dge bidt & ngudi gid vi binh nhin suy thin, vh trinh

diing chong wii thube 1o tidu gi kali.

Sir dyng trén phy ol o8 thai: mde dis chua o kinh nghiém v sir dyng, losartan & phy nlt 6 tha, cbe nghién ciu trén thil vilt véi losantan di cho

ﬂ-uly!ﬁnfhumzn;ﬂwwgﬂlﬁﬂwwainh.wch&ﬁcdﬂﬂggﬂwdmuﬂﬂewwﬁmmmlmmﬂl

dinh trong thai k, nén ngimg ding losanan ndu phat hign cd thai.

Si dyng trén phy nir cho con bi: chir dupe bidt 18 losartan cf bli il trong s%a me hay khing. Do nhiku thude dugc bii 1ift trong sta vi do

mmmnmmmﬁmmuua.uemm.mquyaﬁmmmwmwmmukwrmuhmummm&
Wi gl me.

Sir dyng thube trén (7 em: tinh an tode vi hifu qud vl fosartan Lrén (& em chira duge ko dinhi Do 46 khdng nén dixng tube ndy cho trd em

ndu khdng cb chi dinh ol bic 5T

Auh hurtmg cda thube dén bk ning didu Khifn thu xe v vin binh miy mée: Losartan of thé gy chidng mil, nhie dlu do d6 nén thin rong

khi dieng thode cho ngrir 1i xe va vl hinh miy mée.

8- Tuong the cda thube véd chc thude khie vd che dynp twomg the khie :
de <t losartan du Khi dimg dbng thi vik chc e lm by hupls bp khic.
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iﬁmmm.ﬂm‘mm thng keali huydt nbur thude ld tifu gite kali, céic chd phim b sung kall Boge mabi chida kali & thé
ting kali :
m.ummmwum_mmmna thd iinh hardmig ddn chuydn boa cda méde vii thude bf chuyéa béa b cio enzym

Cimetidin lim ting dign tich dirti durimeg cong (AUC) i lasartan khodng 12%:

Phencbarbital lim gitm ndag 48 lesarian vi ehdt chuydn hoa et hogt tinh, ]

Ketotonazol trc ché qud trinh chuyln [osartan thinh cée chiit chuyin hoa e hoyt nh,

i dyng losarian dlng the voi hydroclorolhinzid vil digoxin khang cho thiy tuemg the nbo c6 ¢ nghia 1im sing,

$- Tic dyng khing mong mufn

Phidn lém céc the dung khdng mang mudn dhu nbe vi mit dla v thi gian,

Thurdeg gip, ADR > 1/100

Tim moch: Hy huyét dp.

Thdn kirk rung somg: Mit ngi, chodng ving.

NGI 0idt - chuydn hda: Thag kali buyél,

Tiéw hda: Tidu chiy, khé titu,

Huydt hpe: Hp nhe hemoglobin vk hematocriL

me-mmmmm&uw

Thtn: Ha acid uric buyée (khi ding libu ceo).

4 hdpr: Ho, sung huydt midi, viém xoang.

[t ghp, 1/1000 < ADR < 1/100

Timt amgeh: Ha huyde 4p thé dimg. dau ngye, bl A - ¥ 3 11, dénh trdng ngye, nhip chim xoang, hip tim nhanh, phit mit, 46 mit.
Thin kink prang wong: Lo du, mét didu hod, 10 n, trkm cm, dm nira dly, dau ddu, rd logn gikc nga, sb, chéng mr.
Da: Rung tbe, vidm da, da kh, ban 84, shyy edm dnh sing, ngi, miy day, wé bim, ngogi ban.

Wi tiét » Chigedn héa: Binh git,

Tiéw hda: Chén An, to bén, ¢y hoi, ndn, midt vi gide, vikm da &by

Sinh dye - Tt migu: Blt lye, gikm Unh dye, tidu nhidy, dk dém.

Gan: Ting ebg che thir nghigm v chic ndng gan va ting nhe bilirbin.

Thilss kinh cor mwomg: Dj ehm, run, dau sueng. yku co, phit khip, daw xa .
Mh.-ilrmmm.wmb&mmmimmmdmm

Tai: U tai.

Thn: Nhilm khuln duimg nifu, ting nbg ereatinin hoje urd.

H6 hdfp: Ko thes, viem phé quin, chy miu eam, vim mili, sung huyét dirtmg ths, kho chiu & heng.

Cée tdc dung khde: Todt mb hai.

Niumg 31 dyng v bii J kidn bde 5Trdie; Phis mopch, vitm hong, s, khd nat hode kha the,

Thiing bio cho bie 5T nhimg Lic dyng khng mang mud gip phil khi sir dyng thube. 5
10- Quk Tidu v xir tri CHA
Tridu chimg: DR 18 v qué 1k losartan cda hgn chd. Hy buuydt dp vA nbip tim nbhank hay chden bt thubng cb thé 1 dlu it A4 By
losarian.

X 1k,

- Mgimg ditu uj v losartan v theo d0 ngudi bénh ekl cha.

- Whuct qud lidu xdy ra, ehid y&u didu i widu chimg va b trg,

- Thim phin miu khiing thé logi bé losartan vA chlt chuydn héa ¢4 bt tinh ra khéi véng tula hokn.

11+ Dgng bha ché vh déng gbi

Hig 3 vi, vi 10 vign nén bso phim; Hip 10 vi, vi 10 ¥ién nén bao phim; Hip 30 vi, vi 10 vién nén bao phim .
12- Bio quin:

B qukn noi kb rso, trinh dah sing, nhigt 60 khdng qus 30°C.

13- Tiéu chuin chit hwgmg: USP 36,

14- Han dilng: 24 thing ki tir nghy sin xult
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DOC K¥ HUGNG DAN S0 DYNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOLY KIEN BAC SI
Sin xult boi: CONG TY CO PHAN DUGIC PHAM GLOMED
Y T DYa chl: S8 35 Bqi L8 Ty Do, KCN Vigt Nem ~ Singapore, Thun An, Blnh Duong.
ol DT: 06503768823 Fax: 0650.3769095
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