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Rx - Thude k& don

Losatec H

Losartan Potagsium and

Hydrochlorothiazide Tablets USP

Thianh Phan: Each film coated tablet contalns:
Losartan Polassium USSP .. . S0 mg
Hydrochlorothiazide BR.... ... 125 mg
Colour: Ponceau 4R & Titanium Dicxide
Excipients............

Store below 30°C, in original package lo pratect
from light and maisture.
Speciiication. USP 39
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Drug Inmmctlohs, Adverse reactions:
Refer to the insert paper.
Keep aut of reach of children

Thanh Phdin: pA& vién nén bao phim ¢g chira

Lesartan Potassium USP.. ... 50 mag
Hydrochlorothiazide BF..................... 12.5 mg
Mau: Ponceau 4R & Titanium Diexid
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Losarian Potassium 50mg and
Hydrochlorothinzide 12.5mg Tablets
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Exp.Date:

Manufactured in India by :
RPG LIFE SOENCES
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Losartan Potassium S0mg and
Hydrochlorothiszide 12.5mg Tablets
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Batch No.:

Exp.Data:

Manufactured in India by :
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Losatec H Losatec H

Losartan Potassivm 50my and Losartan Fotassium 50mg and

Hydrechlorothiazide 12.5ma Tablels
M.L.No.: G/599

Batch No.:

Exp.Dale:

Manufactured in India by :

RPG LIFE SCIENCES LIMITED
3102/A, G.LD.C. Estate,

Ankleshwar - 393 002,
Dist. Bhuruch, Gularat, India. /_/
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Hydrochlarothiazide 12 5mg Tablets

M.L.No.: G/599

Batch No.: |
Exp.Date:

Manufactured in India by :

RPG LIFE SCIENCES LIMITED

31024, G.L.D.C. Fslale, |
Ankleshwsr - 363 002, |
Dist, Bhurueh, Gujarat, India, [ |
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™ ™ 10 Tablels
Losatec H Losatec H
Lasartan Polasslum S0mp and Losartan Potassium 80mg and
Hydrachlerothiazide 12.5mg Tablats Hydrochicrothiazide 12.5mg Tablets
M.L.No.: GI599 M.L.No.: G/599
Batch No.: Batch Ne.:
Exp.Dale: Exp.Date;
Manufactured In Indla by : Manufactured |n Indla by :
PG LiFrE RPG LIFE LIATITELD

SOENCES
3102A, G.LD.C. Estale,

Ankleshwar - 393 002,
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Rx - Thube ké don

LOSATEC H

Vién nén bao phim Losartan kali va Hydroclorothiazid

Khuyén cdo:
Dé xa tim tay cia tré em
Poc k¥ huéng dan sir dung trude khi dung
Hay giit lai to thong tin nay vi ban co thé cin doc lai l4n nira.

Néu ban mudn biét thém thong tin hodc néu ban c6 bat ky diéu gi con thiic mic, vui long
hoi bac sy cla ban.

Néu ban théy c6 xudt hién bét ky téc dung khong mong mudn néo, hiiy thong bao véi bac
s¥ clia ban.

THANH PHAN
Moai vién nén bao phim chita

y/

Losartan Kali USP.......ccccooieiiimiiiieiccse s csssessssssssnnss s s DOME
BB ISR B mnssmuminsssmmas omvsmsiiisimsassa s sesoay S
TRC, s saonancisiess e T N A s R S IS Vira du

Mau séc: Ponceau 4R va Titan dioxid

MO TA DANG BAO CHE ‘
Vién nén bao phim hinh trai tim mau hong nhat va tron ¢ ca 2 mat.

CHI PINH
Piéu trj tdng huyét 4p nguyén phat & bénh nhin ma huyét 4p khong duge kiém soat tt chi boi losartan
hodc hydroclorothiazid don dgc.

LIEU DUNG VA CACH DUNG

Liéu luong

Tang huyét ap

Losartan va hydroclorothiazid khong dun;rc sir dung nhur 13 liéu phép ban dau, nhung sir dung & bénh
nhdn ma huyét ap khong duge kiém soat tot chi boi losartan kali hodc hydroclorothiazid.

Khuyén céo nén chuan liéu thude véi tirng thanh phan riéng biét (losartan va hydroc]orotmamd)

Khi thich hgp ve mat lam sang, bénh nhén co huyet ap khéng duge kiém soat tht o thé duoc xem xét
thay ddi truc tiép tir liéu phép don tri sang lidu phap phdi hop.

Lidu duy tri thuong dung cia Losartan kali/ Hydroclorothiazid la mét vién Losartan kali /
Hydroclorothiazid 50 mg/ 12.5 mg (losartan 50 mg/ HCTZ 12.5 mg) mét 1an/ ngay.

Déi voi nhirng bénh nhén khéng dép tmg tét vai Losartan kali/ Hydroclorothiazid 50 mg/ 12.5 mg, lidu
¢6 thé l.mg 1én mot vién Losartan kali / Hydroclorothiazid 100 mg/ 25 mg (losartan 100 mg/ HCTZ 25
mg) mot 1an/ ngay.

Lleu toi da 1 mot vién Losartan kali / Hydroclorothiazid lUOmg/ 25mg mot lan/ ngay.

Nhin chung, hi¢u qua ha huyct ap dat duoc m:-ng, vong ba dén bon tudn sau khi bit dau diéu tri.

Bénh nhdn suy than va bénh nhan tham phdn mau

Khong cin diéu chinh lidu ban diu & nhitng bénh nhin suy thin trung binh (ngfna la d¢ thanh thai
creatinin 30-50 ml / phat). Thude losartan va hydroclorothiazid khéng duge khuyén céo cho cic bénh
nhan thAm phan mau.

Thuédc losartan / HCTZ khéng dugc dung & bénh nhan suy than ning (nghia 12 dd thanh thai creatinine
< 30 ml/ phut)

Bénh nhan suy gan

Losartan/ HCTZ la chbng chi dinh & nhitng bénh nhin suy gan ning.
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Bénh nhdn bi suy giam thé tich ndi mach

Thé tich va / hodc sut giam natri phai dugc diéu chinh truée khi ding thude Losartan / HCTZ.
Bénh nhin lon tudi

Viée diéu chinh lidu thudng khong cin thiét d6i véi ngudi 16m tudi.

Tréem

Sit dung & tré em va thanh thiéu nién (<18 tudi)

Khoéng co kinh nghiém ¢ tré em va thanh thiéu nién. Do d6, khéng nén dung losartan/ hydroclorothiazid
cho tré em va thanh thiéu nién.

Cach dung

Losartan kali/ Hydroclorothiazid c6 thé dugc sir dung véi cic thube trj ting huyét 4p khac.
Losartan kali / Hydroclorothiazid nén dugc nudt vii mét cbe nuée.

Losartan kali / Hydroclorothiazid c¢6 thé duge ding cing véi thitc &n hodc khong.

CHO‘\IG CHI PINH

Qua min cam véi losartan, cac chét c6 ngudn goc sulfonamid (nhu hydroclorothiazid), hodc vai bt

ky ta dugc, ha kali huyét khéng trj hodc Lang canxi huyét, suy gan niing; Bénh i mat va réi loan gan

mat, ha natri huyét dai déing, tang acid uric maw/ bénh gat, mang thai ky thir 2 va tht 3, suy thén

néng (d6 thanh thai creatinin <30 ml / phat) va chirng vo niéu. (([(

CANH BAO VA THAN TRONG KHI DUNG THUOC

Losartan

Pht mach

Bénh nhén co tién sir phu mach (sung mit, mdi, cd hong, va / hodc [udi) ¢an duge theo dbi chit chs,
Ha huyét ap va giam thé tich ndi mach

Giam huyet ap co trigu ching, dic biét la sau khi dung Ileu dAu tién, c6 thé xay ra & bénh nhan giam
thé tich hodc giam natri do dang diéu trj bang thudc lgi tiéu manh, ché d¢ an han ché mud, tidu chay

ho#c nén mira. Nhimg truong hep nhu vay can duge diéu chinh truée khi sit dung vién nén Losartan /
kali/ Hydrochlorothiazide 50 / 12.5mg. 3e
Mit cén bang dién giai 7/

Su mat cén bang dién giai phd bién & nhiing bénh nhan bi suy than, c6 hodc khong c6 bénh ticu
dudng, va nén duge luu y. Do do, ndng d6 kali huyét va @ thanh thai creatinine nén duge theo doi ~
chit ché; dic biét & nhirng bénh nhan suy tim va d¢ thanh thai creatinin tir 30-50 ml / phat cin duge

theo doi chat ché.

Khéng khuyén céo sir dung dong thai thude loi tiéu tiét kiém kali, chit bd sung kali va muéi thay thé

chira kali cung losartan / hydrochlorothiazide.

Téc dung Ién gan

Dua trén dir liéu duge déng hoe cho thay nong dé losartan trong huyét thanh ting déng ké & bénh

nhan xo gan, nén than trong khi dung losartan kali/ hydroclorothiazid & nhimng bénh nhan co tién st

suy gan tir nhe dén trung binh,

Suy giam chirc ndng than

Hau qua cta viéc tc ché hé renin-angjotensin-aldosteron, nhimng thay ddi vé chiic nang than, bao -
gbm ca suy than, da dugc béo cdo (ddc biét ¢ nhimg bénh nhan ¢6 chirc nang than phy thuge vao hé "
renin-angiotensin-aldosteron, bao gom bénh nhin suy tim hodc tién st réi loan chirc nédng thén).

Ciing nhu céc thudc khéc c6 anh huéng dén hé thng renin-angiotensin-aldosterone, ting urea va

creatinine huyét thanh ciing ¢ duge béo cdo & nhitng bénh nhan ‘hep ddng mach thin hodc hep dong

mach thdn mdt bén; nhimg thay ddi chirc nang than nay cd thé hdi phuc khi ngung diéu trj bing

thude.

Losartan nén dugc si dung thin trong & nhitng bénh nhan hep dong mach thén ¢ hai bén hodc hep

dong mach mot bén trén mot than doc nhét.

Cay ghép thin

Khong c6 kinh nghiém diéu tri trén nhitng bénh nhan c6 tién sit ciy ghép than.

Cudng aldosteron nguyén phat

Nhitng bénh nhan bj cudng aldosteron nguyén phét ndi chung sé khong dap ung véi cac thude tri

tang huyét ap hoat dong thong qua su (re ché hé renin-angiotensin.

=

)

A




https://trungtamthuoc.com/

Do do, viéc sir dung Losartan kali/ Hydroclorothiazid khéng dugc khuyén céo.

Bénh dong mach vanh va bénh mach mau ndo

Ciing nhu bat ky thudc ha huyét 4p nao, suy giam huyét 4p qua mic & nhimg bénh nhan thiéu mau
cuc bd va bénh mach mau ndo ¢6 thé gay nhoi mau co tim hogc dot quy.

Suy tim

0 nhitng bénh nhan suy tim, c6 hodc khéng c6 suy thin, cling nhu cdc thudc khac hoat dong trén hé
renin-angiotensin - nguy co ha huyét ap trdm trong, va (thudng cp tinh) suy thén.

Hep dong mach chu va hep van hai 14, bénh co tim phi dai

Giong nhu cac thude gidn mach khéc, cdn chi y dic biét & nhitng bénh nhan bi hep dong mach chi
hoic hep van hai 14, hoiéc bénh co tim phi dai.

Su khac bi¢t chung tde

Nhu di thiy trong thudc e ché men chuyén angiotensin, losartan va cac thudc d6i khdng dngiolenbin

khac duong nhu it hidu qud trong vigc ha huyét 4p & ngudi da den hon so voi ngudi da mau va dd ;

trang, co thé 1a do ty 1¢ renin thap & nhom bénh nhén da den ting huyét ap.

Ue ché kép hé thdng rt,nlrl-ang,lotc,nsm -aldosteron (RAAS) /
Co bing chimg cho thiy viéc sit dung dong thoi cic thude e ché ACE, thudc chen thu thé
angiotensin 11 hodc aliskiren lam tang nguy co ha huyét ap, tang kali mau va giam chirc nang than
(bao gom suy than cip). Uc ché kép hé RAAS thong qua vide ku,t hop str dung thudc (rc ché ACE,
thube chen thu thé angiotensin II hogce aliskiren khéng dugc Khuyén céo. Néu liéu phap diéu tri kép
duoc coi 1a can thiét thi didu nay chi dugc thyc hu;n khi ¢6 su glam sat ciia chuyén gia va l’Jhal theo
ddi chit ché chirc nang than, chat dién giai va huyét 4p. Khong nén ding ddng thai cac thude e ché
ACE va thudc chen thu thé angiotensin II & bé¢nh nhan bi bénh than do dai thao dudng.
Hydroclorothiazid

Ha huyét 4 ap va mat cén béng dich/ dién giai

Ciing nhu tat ca céc thubc ha huyet ap, ha huyét 4p triéu chimg co6 thé Xay ra & mot s6 bénh nhan.
Bénh nhén nén tuén tha cac ddu hiéu 1am sing ctia sy mét can bang dich hofic dién giai, vi du, giam
thé tich, ha natri huyét, kiém héa giam clo huyét, ha magié huyét hoic ha kali huyet c6 thé xay ra
trong khi tiéu chay hodc ndn mira tai di tai lai. Xét nghiém dinh ky chit dién gidi trong huyét thanh
nén duge thyc hién trong khoang thoi gian thlch hop ¢ nhiimg bénh nhan nay. Ha natri méau do pha
loAng cé thé xdy ra ¢ nhitng bénh nhén bi phil né trong thoi tiét nong.

Téc d6ng trao dbi chit va noi tict

Thiazid ¢o thé lam gidm dung nap glucose. Co thé cin phai diéu chinh liéu cac thudc trj tiéu duong,
ké ca insulin. Bénh tiéu dudng tiém &n c6 thé xuit hién trong khi diéu tri thiazid.

Thiazid ¢6 thé [am giam luong bai tiét canxi trong nudc ticu va co thé lam tang canxi huy &t nhe va
thodng qua. Déu hiéu tang calei huyét ¢6 thé 1a bang chimg ciia cudng cin gidp tiém an.

Thiazid nén ngung trude khi thue hién cde xét nghiém cho chire nang tuyén cdn giap.

Su gia tdng ndng do cholesterol va trlglycerid ¢6 thé lién quan dén thuoc loi tiéu thiazid.

Thiazid ¢ thé ting két ta acid uric mdu va/ hode bénh gat & mot s6 bénh nhén. Vi losartan lam
giam acid uric, losartan két hop vai hydroclorothiazid lam giam sy ting ndng d6 acid uric mau do
thude lgi tiéu.

T4 dugce

Losartan kali/ Hydroclorothiazid chira lactose. Bénh nhén cé cac véan dé& vé di truyén hiém gip nhu
khéng dung nap galactose, thiéu hyt lactase Lapp hodc kém hip thu glucose-galactose khong nén
ding thude nay.

/

PHU NU CO THAI VA CHO CON BU
Phu nit co thai
Sir dung thudc ddi khang thu thé Angiotensin 11 khong duge khuyén cdo trong 3

thang ddu thai ky. St dung thude d6i khang thu thé Angiotensin 1T chéng chi dinh

| trong 3 thang gitra va cudi thai ky.

Céc biing chimg dich & hoc vé& nguy co gy quéi thai sau khi uéng thude e ché ACE trong 3 thang
dau cua thai ky van chua két luén; tuy nhién khong thé loai trir sy gia tang mét it nguy co. Mic du

L/
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khong c6 dir liéu dich t& d6i chimg trén nguy co voi thude ddi khang thy thé Angiotensin I
(AIIRAs), nhiing nguy co tuong tu cling ¢o thé xay ra dbi v&i nhém thube nay. Trir khi diéu tr bang
AIIRA van tlep tuc duge coi 1a can thiét, bénh nhin du dinh mang thai nén dugc thay thé thude diéu
tri ha huyét ép da c6 kinh nghi¢m sir dung an toan trong thoi ky mang thai. Khi duoc chdn doan
mang thai, dicu tri bang thudc AIIRAs can duge ngung ngay lap tic, va néu can thiét, nén bat diu
diéu trj thay thé.

Str dung Losartan kali/ Hydroclorothiazid trong 3 thang gira va cudi thai ky gay ra déc tinh & nguoi
(suy gidm chire nang thin, giam dich 6i, cham phat tri€n xuong so) va ddc tinh so sinh (suy than, ha
huyet ap, tang kali huyét)

Néu di udng Losartan Kali / Hydrochlorothiazide trong quy thit hai cua thai ky, nén siéu &m dé kiém
tra chirc nang than va hdp so.

Tré so sinh ma ¢6 me ding Losartan Potassium / Hydrochlorothiazide nén dugc theo doi chit ché
kha nang ha huyét ap.

Co it kinh nghiém vé stt dung hydrochlorothiazide trén phy nit mang thai, dac biét la trong ba thang
déu cta thai ki. Cac nghién ciru trén ddng vat 1 khong day du.

Hydrochlorothmﬂdc di qua hang rao nhau thai. Dya trén co chc dugce ly cia hydrochlorothiazide,
néu dung thudc trong sudt quy thir hai va thir ba cua thai ki cé thé truyen qua gilta me va thai nhi c6
thé giy ra nhitng dnh hudng trén bao thai va tré so sinh nhu bénh vang da, r6i loan cn bing dién glﬁl
va giam ti€éu cau.

Hyd:ochlorothnande khong nén dugc str dung cho bénh nhin c¢é phit do thai k¥, ting huyét 4p thai ky
hojc tién san gidt do nguy co giam thé tich huyét trong va gidm huyét ap & nhau thai, khong cé tac
dung ¢6 lgi trong qua trinh diéu tri bénh.

Khéng nén dung hydrochloroth1a21de cho ting huyet ap nguyén phat & phu nir c¢o thai trir nhimg
trudng hop hiém hoi ma khong diéu tri gi khic.

Phy nir cho con bu

Khong co6 thong tin vé viée sw dyng Losartan kali / Hydroclorothlazzkd trong thoi ky cho con b,
Hydroclorothiazid dugc bai tiét trong sira me. Do d6, viéc sir dung Losartan kali/ Hydroclorothiazid
trong thoi ky cho con bu sira me khong duge khuyén cao. Nhimng cach diéu tri thay thé v&i hd so an
todn duge thiét 1ap t6t hon trong théi ky cho con bu duge wu tign hon, dic biét trong khi chim soc tré
so sinh hodc tré non thang.

Kha nang sinh san

Khéng c6 dit ligu trén ngudi

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Khong cé nghién ciru vé nhirng anh hudng dén kha nang lai xe va sit dung méay moc dugce thye hién.
Tuy nhién, khi 1ai xe hay van hanh mdy moc, phai nh¢ rﬁng chéng mit hodc buon ngt d6i khi co thé
x4y ra khi diéu tri ha huyét ap, dic biét 1 khi bt d4u diéu tri hodc khi ting lidu,

TUONG TAC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC

Losartan

Rifampicin va fluconazol dugc béo cao lam giam nong do chat chuyén hoa cé hoat tinh. Hau qua trén
lam sang cua tuong tac nay la chua duge danh gia.

Cling nhu v6i cac thude chen angiotensin II hodc tac dung ctia no, sir dung dong thoi cua thude loi
tidu tiét kiém Kali (vi du spironolactone, triamterene, amiloride), thuc pham b sung kali, hodc mudi
thay thé cé chira kali c6 thé lam ting ndng d¢ kali trong mau. Sir dung ddng thoi khéng duge khuyén
Cco0.

Cling nhu voi cac thudc khic co anh hudng dén thai tnr natri, thai trir lithium c6 thé bi giam. Vi vay,
ndng d§ lithium nén duoc kiém soat chit chg ndu mudi lithium duge st dung ddng théi véi thude
chen thy thé angiotensin IL.

Khi cac thudc dbi khang thu thé angiotensin 11 duoc st dung dong thi véi NSAIDs (vi du thude e
ché chon loc COX-2, acid acetylsalicylic & miic liéu chong két tap tiéu cau) va cdc NSAIDs khong
chon loc, viée suy giam hiéu qua ha huyet ap co thé xay ra. Su dung CI(‘fmdr thoi cac thude khang
angiotensin 11 hodc thudc loi tiéu va NSAIDs ¢6 thé din dén ting nguy co 1am tdi té hon chirc ning
thén, bao gém suy than cép tinh ¢6 thé xay ra, va tang nong dé kali mau, ddc biét & bénh nhin di co

{/{
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chirc ndng thén kém trugc d6. Neén thin trong khi phéi hgp thude, dic biét trén nguoi ¢ao tudi. Bénh
nhén nén duge cung cip nudce diy di va cin nhic theo ddi chirc ning than sau khi bt ddu phdi hop
thudc va dinh ki sau do.

Trén mot s6 bénh nhan ¢6 tn thuong chirc nang than ma duge diéu tri voi thube NSAIDs, bao t1*01'1‘1
thude tre ché chon loc COX2, st dung dong thai véi thude ddi khang thu thé angiotensin II ¢6 thé
lam suy giam chirc ndng thén hon nita. Nhitng tdc dung ndy thuong dugce héi phuc sau do.

Nhitng cac thube khac co tic dung ha ap nhu thube chong trAm cam ba vong, thudc chong loan thin,
baclofene, amifostine: sir dung dong théi v6i nhitmg thude ndy lam giam huyét ap, nhu 1a tac dung
chinh hodc phan {ng phy, ¢6 thé lam ting nguy co ha huyét ap.

Dir li€u trén thir nghiém 1am sang cho théiy ring chen kép hé renin-angiotensin-aldosterone (RAAS)
théng qua ° v1¢c st dung dong thoi cac thuée ACEL chen thu thé aniotensin IT hodc aliskiren ¢ lién
quan dén tan s0 céc phan “ing phy cao hon nhur 1a ha huyét 4p, ting kali mau va suy giam chirc niing
thin (bao gdm suy thin cip tinh) so sanh véi viée st dung don 1¢ cac thubc tic dong 18n hé RAAS.
Hydrochlorothiazide

Khi sit dung ddng thoi, cac thude sau cé thé nrong tac voi thude loi tiéu thiazide:

Ruegu, barbiturates, thuéc ngii hodc thudc chong tmm cam: ¢6 thé xay ra ha huyét ap tu thé dimg.
Thuéc diéu tri dai thao duwong (gom thude duong uong va insulin):

Pidu tri véi thude lgi tiéu thiazide co thé anh hudng dén kha ning dung nap glucose C6 thé cin i
chinh lidu thudc didu trj dai thao Cilrmlg Nén sir dung thén trong metformin bgi vi ¢6 nguy co nhn:m(, /,’
toan lactic do suy chire néng than co thé xay ra lién quan dén hydrochlorothiazide. P

Céc thude diéu tri tang huyét ap khac: ting cac tac dung phu /e

Cholestyramine va nhya colestipol:

C6 thé suy giam sy hdp thu hydrochlorothlamde do sy ¢6 mit cua nhya trao d6i ion. Liéu don clia

cholestyramine hodc nhya colestlpol lién két v&i hydrochlorothiazide lam giam sur hap thu cta no tir

dwdng tidu hoa twong g 1én dén 85% va 43%.

Corticosteroids, ACTH

Gidm dién giai, ddc biét 1a chirng ha kali mau.

Amin ting huvét 4p (vi du adrenaline): L

Kha nang phan (mg giam doi voi cac amine gy ra nhung khong dang ké dé can nging st dung

thude.

Th_uoc gidn co xuong, khéng khir cuc (vi du: tubocurarine):

C6 thé ting dédp ting véi thude gidn co.

Lithium

Céc thude loi tiéu lam giam su giai phong lithium qua thdn va ting nguy co doc tinh lithi; khong

khuyén cdo sir dung ddng thoi.

Céc sén phfm thudc duoc st dun
allopurinol):

Can dlcu chinh liu lugng céc san phim thudc bai tiét acid uric niéu vi hydrochlorothiazide co thé lam

tang nong d6 acid uric huyet thanh. Tang liéu probenecid hodc sulfinpirazone ¢o thé 1a cin thiét. Duing

dong thoi thiazide c6 thé 1am ting ty |8 phan ing qua min @61 voi allopurinol.

Céc chét khang cholinergic (vi du atropine, biperiden):

Téang sinh kha dyng dbi véi thude loi tidu thiazid bang cach giam nhu déng da day rudt va ty 1é thao

rong da day.

Céc chét doc cytotoxic (vi du nhur cyclophosphamide, methotrexate):

Thiazid c6 thé lam giam bai tiét cac chit cytotoxic qua thin va ting tac dung trc ché tiy xuong.
Salicylat: _

Trong trudng hop li¢u cao salicylat, hydrochlorothiazide co thé lam ting doc tinh cta salicylat 1én hé

than kinh trung wong.

Methyldopa:

Di c6 nhitng bdo céo riéng biét vé thiéu mau tan huyét xay ra khi ding ddng thoi hydrochlorothiazide

va methyldopa.

Cyclosporine:

Diéu trj ddng thdi vdi cyclosporine cé thé lam tang nguy co tang acid uric mau va bién ching ctia bénh

gout.

trong diéu tri bénh robenecid, sulfinpyrazone va

i
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Digitalis glycosides: ) ) ,

Giam kali mau hodic giam magie mau do thudc loi tiéu thiazide c6 thé gitip khoi phét céc réi loan nhip
tim do digitalis géy ra.

San pham thude anh hudng boi rbi loan kali méu:

Theo ddi dinh ki ndng d6 kali mau va ECG duge khuyén céo khi losartan/hydrochlorothiazide dugc su
dung ddng théi véi céc thude anh hudng boi i loan kali mau (vi du digitalis glycosides va thudc chéng
loan nhip) va theo sau boi xofn dinh (nhip nhanh that trai): — gy ra boi mot so san phim 1huoc (bao
gdm mdt sé thude chéng loan nhip), ha kali méu la mot yéu t6 din dén xodn dinh (nhip nhanh thét tréi):

- Thudc chdng loan nhip loai Ia (vi dy quinidine, hydroquinidine, disopyramide).

- Thudc chéng loan nhip loai III (vi du: amiodarone, sotalol, dofetilide, ibutilide).

- M{t s6 thude chong loan thin (vi du thioridazine, chlorpromazine, levomepromazine, (rifluoperazine,
cyamemazine, sulpiride, sultopride, amisulpride, tiapride, pimozid, haloperidol, droperidol).

- Cac thudc khac (vi du bepridil, cisapride, diphemanil, erythromycin IV, halofantrin, mizolastin,
pentamidin, terfenadin, vincamin IV).

Mubi canxi: ‘ ) o )
Thube loi tiéu thiazid c6 thé lam ting ndng d§ calci huyét thanh do gidm bai tiét. Néu cin phai b sung
canxi, cin theo ddi ndng d6 canxi huyét thanh va phai diéu chinh liéu lugng canxi cho phi hop.

=0

T'uong tic thude trong phong thi nghiém:
B&i vi nhitng anh hudng 1én chuyén ho4 canxi, thiazides o thé giy trd ngai cho cic xét nghiém v& LhLl'L /(

nang luyen cén giap.

Carbamazepine: /
Nguy co triéu chimg giam natri huyét. Can giam sat 1dm sang va sinh hoc.
Iodine cén quang:

Trong truong hop mét nude do [hllOL. loi tiéu gdy ra, nguy co bi suy thin cap ting 1én, dic biét khi sir
dung lidu cao cia san pham chira iét. )

Bénh nhan nén dugc cdp du dich trude khi dung thudc.

Amphotericin B (dudmg tiéu héa), corticosteroid. ACTH, thude nhufn trang, hodc glycyrrhizin (c6 trong
cam thao): )

Hydrochlorothiazide co thé 1am ting su mét cin bﬁng dién gidi, ddc biét 1a ha kali mau.

TAC DUNG KHONG MONG MUON

Cic tac dung khong mong mubn dudi déy dwoc phén loai theo hé co quan va tan suét theo quy ude
s4u:

Rét thuong gip: > 1/10

Thuéng gép: > 1/100, <1/10

it gap: > 1/1.000, < 1/100

Hiém giip: > 1/ 10.000, < 1/ 1.000

Rét hiém gap: =1/10.000

Khong biét: khong thé woc tinh tir dir ligu co san.

Trong céc thir nghiém 1am sang v6i muoi losartan kali va hydrochlorothiazide, khdng ¢6 phan (g
bat thuong dic biét nao dbi voi su phdi hop nay duge quan sat. Cac phan ng co hai di duge gidi
han trong nhimg nghién ctru trudc d6 da dugc quan sat vadi mudi kali cua losartan va / hojc
hydroahlorothlamde

Trong cac thir nghiém lam sang co kiém sodt trén bénh nhén tang huyét ap nguyén phat, chéng mat la
phan ung phu duy nhét duge bao céo 1a lién quan dén thudc xay ra voi ty 18 nhidu hon placebo & 1%
hoic nhiéu hon & bénh nhin diéu tr véi losartan va hydrochlorothiazide.

Bén canh nhiing tac dung trén, nhitg phan tng phu dugc bao céo sau khi thudc duge dua ra thi
truedng.

Rbi loan gan mat

Hiém giip: viém gan

Xé‘_[ nghiém

Hiém gap: tAng kali mau, ALT ting cao.

Céc phan tmg phu khéc ¢6 thé giap phai v&i mot trong céc thanh phén riéng 1¢ va ¢ thé 14 phan (mg
phu tiém tang v&i losartan potassium / hydrochlorothiazide nhu sau:
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Losartan

Réi loan hé méu va bach huyét .

It gdp: thiéu mau, ban xuat huyét Henoch Schonlein, bim mau, tan huyét.
Rél loan hé mién dich

Hiém gip: phan (g phén vé, _phu mach, ndi may day.

Réi loan dinh dudng va chuyén hoé

It gip: chan an, gout.

Roi loan tAm thin

Thuong gap: mét ngi

it gap: kich dong, réi loan lo du, bénh tim than hoang loan, nham 13n, trim cam, bit thuong vé gidc
mo, rdi loan gifc ngd, budn ngl, suy giam tri nhg.

R&i loan hé thén kinh

Thuodng gap: dau diu, chong mat.

it gap: cing thing, di cam, bénh thin kinh ngoai vi, run, dau nira dau, ngit.
R&i loan mét

It gdp: mo mat, dbt / chim chich vao mat, viém két mac, giam tam nhin.

Roi loan tai vé be tai " {[[( ._

It gip: chong mit, u tai.

ROi loan tim:

it gdp: ha huyét ap, ha huyét ap tu thé ding, dau xuong e, dau thit nguc, block nhi thit d6 11, bién
¢b mach mau ndo, nhdi méu co tim, tim d¢ap nhanh, loan nhip (rung tm nhi, chim nhip xoang, nhip
tim nhanh, nhip nhanh thit, rung tim thit)

R&i loan mach mau

it gdp: viém mach '

R6i loan tAm that, 16ng ngue, trung that

Thudng gip: ho, nhiém tring du:(m;: y hd hép trén, nghet mili, viém xoang, rdi loan xoang miii.

it gip: dau hong, viém hong, viém thanh quén, kho thé, viém phc quén ph01 tran dich méang phéi,
viém miii di {mg, thc nghén duéng hé hép.

Rbi loan dudmng tiéu hoa

Thuong gép: dau bat thuong, budn nén, tiéu chay, khoé tiéu.

it gdp: téo bon, dau rang, khd miéng, day hoi, viém da day, non.

R&i loan gan mat:

Khong r6: bat thudng chirc ning gan.

R&i loan da va mé dudi da

it gap: rung toc, viém da, khé da, ban d6, dé da, nhay cam vé&i dnh sang, nglra, phat ban, ndi may
day, d6 md hoi.

R&i loan co xuong va md lién két

Thudng giip: chudt rit co bap, dau lung, dau chan, dau co.

it gip: dau tay, sung khdp, dau khop gdi, dau co xwong, dau vai, cimg khop, dau khop, viém khop,
dau khop hang, dau co, suy nhuge co.

Khong rd: tiéu co vén.

R&i loan than va dudng tidu:

Thuong gip: suy than.

fit gap: chirng tiéu dém, tiéu thuémg xuyén, nhidm tring dudng tiéu.

Roi loan nguce va hé sinh sdn

it gap: Gidm ham mudn, rbi loan chirc ning cuong dwong/liét dirong.

Roi loan chung va tai vi tri diing thudce

Thuong gap: suy nhuoc, mét moi, dau ngue.

fit gdp: phu mat, phu, cim.

Thuong gap: tang kali mau, giam haematocrit va haemoglobin mtrc dd trung binh, giam glucose
AL

ft gdp: tang nhe néng dd uré va creatinine.

Ré&t hiém gédp: tang enzym gan va bilirubin.
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Hydrochlorothiazide

Rél loan méu va hé bach huvét

it gap: mat bach ciu hat, thleu méu bat san do suy tuy xwong, thiéu mau tan huyét, giam bach céu,
ban xuat huyet giam tiéu cAu.

R&i loan hé mién dich

Hiém gip: phan (mg phan vé.

Réi loan dinh dudng va chuyén hod

it gap: chan an, ting dudng huyét, tang acid uric méau, ha kali mau, ha natri huyét.
Roi loan tim thin

it gip: mit ngu.

RO loan hé thén kinh

Thuong gdp: chimg dau dau.

Réi loan vé mat

Thuong gip: mo mit thodng qua, vang mit.

Réi loan mach méu

ft gap: Viém mach vdng mac hoai tlr (viém mach, viém mach mau dudi da)

RU] loan ho hép, l1ong nguc va trung thét

it gap: Suy ho hip bao gbm viém phéi va phu phoi.

R6i loan dudng ti€u hoa {({ (/ -

it gdp: viém tuyén nude bot, co that, kich (mg da day, budn ndn, nén mira, tiéu chay, to bon. /L
R6i loan gan mit

it gip: vang da (r mat & gan), viém tuy.

R4i loan da va céu triic dudi da

it giip: nhay cam vai 4nh sang, nbi mé day, hoai tir thugng bi nhiém dbe.
Khéng r&: lupus ban do.

Réi loan xwong khép va mé lién két

it gép: chudt mt oo*{bép

RA4i loan thén va tiét niéu

it gdp: glucose nigu, viém thén k&, r01 loan chirc nang than, suy chirc nang than.

Roi loan chung va tai vi tri ding thudc
it gap: cam, chong mit.

Thong bdo cho bic sy hodc dwgc sy vé bt ky téc dung khiong mong mudn naio gip phai khi siv
dung thuéc, ké cd cdc tic dung khong dwgc ligt ké trén day.

QUA LIEU VA CACH XU TRi

Khong c6 thong tin cu thé vé diéu trj qua liéu véi losartan / hydroclorothiazid. Piéu tri triéu ching va
hé trg. Cén _ngung thuoc Losartan kali / Hydroclorothiazid va theo ddi bénh nhin chit ché. Cac giai
phap dé xuit bao gdom gay noén néu bénh nhin mai udng thuée gan day va diéu chinh mét nude, mét
cin bang dién giai, hon mé & gan va ha huyét ap bing cac bién phap thich hop.

Losartan

Cé dir liéu han ché vé viée sir dung qua lidu & nguoi. Biéu hién thong thuong clia qua liéu s¢ 1a ha
huyét ap va nhip tim nhanh; Nhip tim chm c6 thé xay ra do kich thich di giao cam. Néu xudt hién
tri¢u ching ha huyet ap, nén didu trj hd trg.

Ca losartan 1An chét chuyén héa c¢6 hoat tinh déu khong th¢ duge loai bo bang tham tach méu.
Hydroclorothiazid

Céc déu hiéu va triéu chizng phé bién nhét dugc quan sat 13 nhimg tri¢u chimng do mét chit dién giai
(ha kali mau, ha clo mau, ha natrl mau) va mét nuéce do l¢i tiéu qua mie. Néu digitalis cling dugc
dung, ha kali mau co thé 1am trdm trong chim loan nhip tim.

Mirc 4 hydroclorothiazid duge loai bo bing thim tach mau chua duge biét dén.

CAC PAC TINH DUQC HQC

bic tinh dugc lyc hoc:
Nhém duge 1y: Thude dbi khang thu thé Angiotensin 11 va thude loi tiéu

1Y

1
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Losartan-Hydroclorothiazid

Hai thanh phan Losartan va Hydroclorothiazid da cho thay tac ddng higp lyc Ién vi¢e giam huyct ap,
lam giam huyét ap & mirc dd cao hon chi mdt trong hai thanh phan. Higu qua nay duoc cho 1d két qua
cia cac tdic dong ty nhién cua ca hai thanh phan Hon nita, do tic dung loi tiéu ciia nd,
hydroclorothiazid 1am ting hoat tinh renin trong huyét thanh, ting tiét aldosteron, lam giam kali
huyét thanh, va ting nong d angiotensin II. Co ché ctia losartan ngin chin tét ca cac hoat dong sinh
ly ¢o lién quan cua angiotensin II va thong qua trc ché aldosteron c6 thé lam gidm su mat kali lién
quan dén thude lgi tiéu.

Losartan dd dugc chitng minh 1a ¢6 tac dung ting acid uric trong nudc tiéu nhe va thoang qua.
Hydroclorothiazid da duge chiing minh 13 1im ting acid uric mau nhe; sy két hop cua losartan va
hydroclorothiazid c¢6 xu hu'cng lam giam di sy ting acid uric trong mau do thudc loi tiéu giy ra.

Téc dung ha huyét ap cia Losartan/Hydrochlorothiazide duge kéo dai trong khoang 24 gi¢. Trong
cac nghién ciu 1am sang keo dai it nhét 1 ndm, tac dung ha huyét ap duge duy tri khi tiép tuc sir dung
thube. Mic di lam gidm dang ké huyét ap, viéc ding Losartan/Hydrochlorothiazide khong c6 anh
huong lam sang dang ké 1én nhip tim. Trong cac thir nghi¢m lam sang, sau khi dung thubc & mirc
liéu losartan 50 mg/ hydrochlorothiazide 12.5 mg trong 12 tuan, mic huyét &p tdm truong thap nhat
dugce gidm trung binh [én dén 13,2 mmHg.

Losartan/ Hydroclorothiazid hiéu qud trong viéc lam giam huyét 4p & nam va nit, ngudi da den va
ngudi da mau va da trang, & bénh nhan tré tudi (<65 tudi), ngudi gia (> 65 tudi) va co hiéu qua & tatt// /
¢a cAc mirc ting huyét ap.

Losartan

Losartan la chit d6i khang thu thé angiotensin-II téng hqp (loai ATI). Angiotensin 11, mot chét co
mach manh, 1a héc mén hoat ddng chinh cua hé théng renin- anglotensm va la yéu t6 quyét dinh quan
trong cho sinh 1y bénh hoc cia tang huyel ap. Angiotensin IT gan két vai thu thé AT1 duge tim thdy
trong nhiéu md (vi du o tron mach mau, tuyén thuogng than, than va tim) va tao ra céc tac dong sinh
hoc quan trong, bao gdm co mach va giai phong aldosteron. Angiotensin 11 cling kich thich téng sinh
té bao co tron.

Losartan chen chon lgc thy thé ATI. Trong thir nghiém in vitro va in vivo, losartan va chuyén hoa
axit carboxylic ¢o hoat tinh E-3174 ngdn chén tat ca hoat dong sinh 1y c6 lién quan ciia angiotensin
1, bao gdm ngudn gde hodc chu trinh tdng hop cua né.

Losartan khong ¢6 tdc dung chu vén ciing khong ngan chin cac thy thé hoocmon khac ho#c cac kénh
van chuyén ion quan trong trong diéu hoad tim mach. Hon thé nita, losartan khong trc ché enzym ACE
(kininase IT), enzym nay c¢o tac dung phan huy brandykinin. Két qua I khong co sy gia ting cac tic
dung khoéng mong muodn qua trung gian bradykinin.

Khi su dung losartan, viéc loai b anglotensm I gdy ra feedback ngugc Ién sy bai tiét rennin din toi
hoat tinh renin ting Ién (PRA). Tang PRA dan toi ting nong do -angiotensin II trong huyct tuong.
Mic du véy, tac dung ha huycl ap va e ché nong d¢ aldosteron van duge duy tri, cho thay hiéu qua
irc ché thy thé dllElDl(.l‘lSlll I1. Sau khi nging thude losartan, gia tri PRA va angiotensin II gidm trong
vong 3 ngay ve tdi gid tri ban dau.

Ca losartan va chét chuyén héa hoat tinh chil yéu cia nd ¢ i luc lon hon nhidu dbi voi thu thé ATI
so vai thu thé AT2. Chat chuycn hda c6 hoat tinh hoat dgng manh hon rit nhiéu so véi losartan tir 10
dén 40 trén thé trong.

Trong nghién ciru dugc thiét ké dic biét dé danh gia | tAn sudt ho trén céc bénh nhéan duge dleu tri voi
losartan so sanh vo1 bénh nhan dugc diéu tri vdi thude e ché men chuyen (ACEI), tAn suit ho dugc
bao cao bdi bénh nhédn duoc diéu tri v6i losartan hodc hydrochlorothiazide 13 tuong duong va it hon
rit nhidu so véi cac bénh nhan duge didu trj véi ACEI Ngodi ra trong mdt phén tich tong thé gom 16
thir nghi¢m ldm sang mu d6i trén 4131 bénh nhén, thn suit ho duge bo cao tir phat boi bénh nhén
dugc diéu ti voi losartan 1a twong dwong (3,1%) v@i cac bénh nhan dugc diéu tri bang gia duoc
(2,6%) hodc hydrochlorothiazide (4.1%), so sanh vdi tin suat trong nhém st dung ACEI 14 8,8%.
Trén cdc bénh nhin tang huyét 'ép khong mac kem bénh tidu dudmg c6 protein niéu, sir dung losartan
kali 1am giam dang ké protein niéu, phén s6 bai tiét cia albumin va IgG. Losartan duy tri ty 1€ loc
cAu than va gidm phan sd loc. Nhin chung losartan lam giam nong do acid uric trong huyét twong
(thuong < 0,4 mg/dL), tac dung nay van dugc duy tri trong diéu trj man tinh.
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Losartan khong c6 tac dung trén phan xa tw dong va khéng anh huéng lau dai dén norepinephrine
huyet tuong.

Trén cdc bénh nhén c6 suy thit trai, mitc liéu 25 mg va S0 mg losartan tao ra huyet dong duong tinh
va cc hiu ing thin kinh than kinh dic trung bO‘l sur ting trong cac chi s6 tim mach va giam ép suit
mao mach phdi, su dé khang mach mau hé théng, 4p lyc déng mach toan than, nhip tim va gidm
nong do aldosterone va norepinephrine trong tudn hoan twong ung.

Su xudt hién cac phan tng ha huyét ap 1a lién quan dén muc liéu trén nhitng bénh nhan suy tim nay.
Nghién citu trén ting huvét dp

Trong céc nghi€n ctru 1am sang ¢6 kiém soat, du.ﬂg losartan mdt Ianf'ngay cho cac bénh nhén co ting
huyet ap nguyén phat tir nhe dén trung binh giup lam giam dang ké huyct ap tdm thu va huyet ap tam
truong. Do huyét ap 24 giv sau khi ding thude tir 5 — 6 gis ching minh higu qud gidm huyet ap kéo
dai trén 24 giv; nhip tim ty nhién hang ngay dugc duy tri. Tac dung giam huyét 4p mau & cudi licu 14
khoang 70 — 80% tac dung quan sat dugc sau 5- 6 gi¢ ding thude.

Viéc ngung dung losartan ¢ bénh nhén ting huyét ap di khéng lam ting huyct ap dot ngdt (su doi
lai). Mic du c6 dau hiéu giam huyét ap, Losartan khong c6 anh huéng déng ké trén 1am sang 1én nhip
tim.

Losartan ¢ hi¢u qua tuong duong ¢ nam gidi va nir gioi, va ¢ nguoi tré tudi (dudi 65 tudi) va bénh
nhén co tudi ¢6 ting huyét ap.

Nghién ciru LIFE

Nghlen clru can thi¢p hang Losartan dé giam hdu qua trén ngudi bénh ting huyét ap 12 nghlen cliru
ngau nhién, mu ba, nghién ciru c6 kiém soat — tich cwc dugc thye hién trén 9193 bénh nhén tudi tir §5
dén 88 co phi dai thit trai ghi nhdn trén ECG. Cac bénh nhén duoc nhén ngau nhién losartan 50 mg
hoic atenolol 50 mg mot lin/ngay. Néu chua dat duge mirc huyet ap muc ti€u (<140/90 mmHg),
ding thém hydrochlorothiazide (12,5 mg), va sau do, néu cén thiét, liéu cla losartan hodc atenolol
dugc tang lén dén 100mg mét lAn/ngdy. Céc tac nhan ha hu}ci ap khéc, ngoal trir thudce trc ché ACE,
thude dbi khang angiotensin 11 hodc thudc chen beta duge phdi hop thém néu can thiét dé dat duge
mirc huyét 4p muc tiéu. Thoi gian theo ddi trung binh la 4.8 ndm.

Héu qua chinh trén l1dm sang 1a bénh sudt va tir vong do tim mach dugc danh gié bdi su g:am ty 1¢
phdi hop cha tir vong do tim mach, dot quy, va nhdi mau co tim. Huyét 4p giam ding ké duge ghi
nhan tuong tu & ca hai nhém. Diéu tri voi losartan gitp giam 13,0% nguy co gy hdu qua chinh
(p=0.021, 95 % CI= 0.77-0.98) so v&i céc bénh nhan diéu tri bang atenolol. Né ciing gitip 1am giam
ty 1& mac dot quy. Piéu tri bang losartan gitp 1am gidm nguy co ddt quy t&i 25% so sénh vdi atenolol
(p=0.001 95% CI= 0.63-0.89). Ty I¢ tir vong tim mach va nhdi mau co tim 14 khong c6 sy khic biét
dang ké gifra hai nhom diéu tri.

Hydroclorothiazid

Hydroclorothiazid 1a thubc loi tiéu thiazid. Co ché tac dung ha huyét 4p cla thuoc loi tiéu thiazid
chua dugc biét ddy . Thiazid tac dong dén céc co ché tai hép thu dién gidi cua 011g thdn, l[am ting
truc tiép su bai tict natri va clorid voi lugng tuong duong. Tac dung loi tiéu cua hydroclorothiazid
lam giam thé tich huyet thanh, lam téng hoat tinh renin huyét thanh va ting tiét aldosteron, do do
ting kali trong nude ticu va mét bicarbonat va giam kali hu»ct thanh. Thy thé angiotensin II 1am
trung gian tac dong cua hé renin-aldosteron va vi vay vige ding chung mot chat d6i khang thy thé
angiotensin IT ¢6 xu hudng giam su mat kali lién quan véi cac thube lgi tiéu thiazid.

Sau khi ding duong udng, thudc lyi ticu bat dau trong vong 2 gio, dat dinh trong khoang 4 gi& vd
kéo dai khoang 6 dén 12 gid, hidu qua ha huyét ap kéo dai 1én dén 24 gio.

Pic tinh duge dfng hoc

Losartan kali

Hap thu

Sau khi udng, losartan dugc hip thu tot va trai qua qué trinh chuyén hoa ldn diu, tao thanh chit
chuyén hod acid carboxylu, ¢0 hoat tinh va cac chét huyén hoa khong c6 hoat tinh khac. Sinh kha
dung todn than cta losartan 1a khoang 33%. Néng d dinh trung binh cua losartan va chat chuyén
hod hoat tinh ctia n6 dat duoc tuong Ung trong | gio va trong 3-4 gio. Khong ¢o su khac bict lam
sang dang ké vé nong d6 thudc trong huyét twong khi thudc duge ubng cling vdi mét bira in ticu
chuan.
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Phan b

Losartan

Ca losartan va chét chuyén ho c6 hoat tinh déu co ty 1& lién két vi protein huyét twong >99%, chi
yéu 1a albumin. Thé tich phan bd cua losartan 13 34 lit. Nghién ctru trén chudt cho thiy ring lugng
losartan di qua hang rdo mau nio rét thap.

Hydrochlorothiazide

Hydrochlorothiazide di qua nhau thai, nhung khéng di qua hang rdo mau ndo va dugc bai tiét vao
trong sita me.

Sinh kha dung

Losartan

Khoang 14% lidu thube dudng tiém tinh mach hodc duong ubng duge LhU.VCI'I hod thanh dang
chuyen hoa ¢6 hoat tinh. Sau khi uong hodic tiém losartan kali danh diu phong xa 14C luu théng
trong huyét tuong chu yeu 1a do losartan va chit chuyén héa c¢ hoat tinh clia n6. Su uhuyt,n hod t0i
thiéu losartan thanh chit chuyén hoa c6 hoat tinh di dugc quan sat thiy & khodng mot phan trim sb
bénh nhan duge nghién ciru. ) )

Clng vdi cdc chét chuyén hoa co hoat tinh, cac chat chuyén hoa khong cé hoat tinh dugc tao thanh,
bao gnm hai chét chuyén hod chinh dugc hinh thanh béi hydroxyl hoéa cia chudi bén butyl va mot

chit chuyén hoa phuy, tetrazole glucuronide N-2, ( { [ /

Thai trir

Losartan

Do thanh thai trong huyét twong cla losartan va chét chuyén ho4 ¢6 hoat tinh tuong Ll'ni._, la khoam__,
600 mL/phiat va 50 mL/phat. D¢ thanh thai qua thén cta losartan va chit Lhuycn hod ¢o hoat tinh la
twong tng khoang 74 mL/phit and 26 mL/phut. Sau khi dung dudng uong, khoang 4% ligu duge
thai trir dudi dang khong chuyén hoa va khodng 6% lidu duge thai trir trong nude tiéu dudi dang
chuyen hoa c6 hoat tinh. Duge ddng hoc clia Losartan va chét chuyén hod c6 hoat tinh ctia nd 1a
tuyen tinh v6i muc lidu losartan kali dudng uéng 1én t&i 200 mg.

Sau khi udng, ndng do trong huycl tuong cia losartan va cac chit chuyén hoa c6 hoat tinh gidam
nhiéu lan v6i thoi gian ban thai cudi cing 13 twong g khoang 2 gio va 6 — 9 gid.

Sau lidu 100 mg mot lanfngay, ca losartan va cAc chét chuyén ho4 co hoat tinh cita n6 déu khéng bi
tich luy dang ké trong huyet tuong.

Losartan va cac chat chuyén hoé cia né dugc thai trir qua dudng mat va qua nudce tiéu.

Sau khi uéng mot Ilcu losartan dugc danh dau 14C & nam gidi, khodng 35% cht phong xa duge tim
thiy trong nudc tiéu va 58% duge tim thdy trong phan.

Hydrochlorothiazide

Hydrochlorothiazide khong dugc chuyén hoa nhung dugc thai trir nhanh chéng qua than. khi nong
d6 thube trong huyet tuong duge theo doi trong it nhit 24 gio, thoi glan ban thai trong huyé &t tuon g
dlrorc quan sat thiy thay d6i trong khoang tir 5,6 dén 14,8 gio. it nhat khodng 61% liéu thude dudng
ubng duoc théi trir & dang khong chuyén hoa trong vong 24 gié.

Déi twong dic biét

Bénh nhan 16n tudi

Losartan-Hydroclorothiazid

Néng dd losartan trong huyét thanh va chat L,huyLn hoa hoat tinh cia nd va sy hdp thu
hydroclorothiazid ¢ bénh nhén tang huyét ap 1on tudi khong khac biét dang ké so véi nhitng bénh
nhin ting huyét ap tré tudi.

Iré em

Losartan

Dugc dong hoc ciia losartan da duge nghién ctru & 50 tré em tang huyét ap trén 1 thang dén duoi 16
tudi sau khi uong 1 lan/ ngdy 1a khoang 0,54 dén 0,77 mg / kg losartan (liéu trung binh).

Két qua cho thay chit chuyén hoa hoat tinh dugc hinh thanh tir losartan & moi lira tuoi. Két qua cho
théy céc thdng s6 duge dong hoc ciia losartan gan nhu tuong tur O tré so sinh va tr¢ mai biét di, tré
mau gido, tré vi thanh nién va thanh thiéu men Cac théng s6 duge dong hoc cua chét chuyen hda
khéc nhau ¢ muac dd lon hon gifra cdc nhéom tudi. Khi so sanh tré em & lta tudi miu gido véi thanh
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thiéu nién, nhimg khac biét nay di cé y nghia thong ké. P6i voi tré so sinh / tré mai biét di, su khac
biét nay tuong doi cao.

Gidi tinh

Néng dg losartan trong huyet thanh cao gip d6i & bénh nhan nit ting huyét 4p hon bénh nhin nam,
nhung ndng d¢ ciia chit chuyén hoéa ¢o hoat tinh tuong tu & bénh nhian nam va nit.

Suy than

Losartan

Sau khi udng, néng d6 trong huyét thanh va AUC cua losartan va chat chuyén ho4 hoat tinh ciia né
tang 50-90% O nhiing bénh nhan suy than nhe hoac trung binh.

Ci losartan 14n chét chuyén hoa co hoat tinh déu khong thé dwoc loai bo bang tham tach mau.
Hydroclorethiazid

Sau khi uéng, AUC cua hydroclorothiazid ting tuong tmg 70 va 700% d6i voi bénh nhén suy thin
via va nhe

Str dung céc phac do diéu tri thong thuong voi losartan kali va hydroclorothiazid mién 1a dé thanh
thai creatinin cta bénh nhan lén hon 30 ml/ phat. Tinh an toan va hiéu qua cua losartan kali va
hydroclorothiazid & nhitng bénh nhin suy than ning (d¢ thanh thai creatinine duéi 30 ml/ phat) cera

dugc xac dinh. é/
Suy gan

Losartan

Sau khi ubng, & bénh nhén xo gan do rugu nhe dén trung binh, ndng do losartan va chét chuyén hoa
hoat tinh trong huyét thanh tuong ting cao gfp 5 lan va 1,7 I4n so véi nhirg ngudi nam tinh nguyen
tre. So voi cac bénh nhén binh thuong, do thanh thai cua losartan & bénh nhan suy gan 13 thip hon
khoang 50%, va sinh kha dung duong ubng la gip doi.

QUY CACH DONG GOl
Hop 3 vi x 10 vién nén bao phim.

PIEU KIEN BAO QUAN
Bio quan & nhiét do dudi 30°C, trong bao bi goc dé tranh dnh sang va 4m méc.

HAN DUNG CUA THUOC
36 thang ké tir ngay san xuat.

TIEU CHUAN CHAT LUQNG: USP 39

SAN XUAT BOT:
RPG LIFE SCIENCES LIMITED
f 3102/A, G.ID.C. Estate,
Ankleshwar - 393 002, Dist: Bharuch, Gujarat Sate, An Do




