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HUGNG DAN SU DUNG THUGC

PYZACAR 25mg/50mg

(Losartan ka

Losartan kali

PYZACAR 50 MG - Mai vién bao phim chua:

Losartan kali 50 mg

T4 dugc: Cellose microcrystallin, lactose monohyorat.
crospovidon, acid stearic, colioidal anhydrous Silica. HPMIC.
PEG 400, PEG 6000. magnesi stearat, titan dioxid, indigo
carmine lake, DEC Yediow #10 lake. '
DUPC LYCHOG ]
Losartan k thuSc chiing ting huylt &p, 80i khidng thy thé
angiotensin Il {typ AT,). Losartan va chit chuyén héa chinh
ct hoat tinh dc ch& tac dung co mach va tiét aldosteron cla

angiotensin 1| bing cdch ngén cin cb niim loc angiotensin

Il, khng cho gdn vao thy thé AT, cb tthnniEu mi.

Losartan B3 mdt chat Gc ché canh tranh, thadn nghich cia

li 25mg/50mg)

T

thy thé AT Cndt chasis Boa oo host tinh cia thulcegeh |

non 1 10 - 40 n so vl iIosartan. tinh theo trong kipag + &

mdt chit idc ché khiing canh tranh, thudn nghich cia thy

thé AT.. Cic chit ddi khing angiotensin |l cling cf cic tic |
 dyng huy8t ddng hoe nhu cdc chit de chE enzvi chuyfn

(ACE). nhung khdng cb tic dung khdng mong mudn phd
bién clia céc chdt (c chi ACE 13 ho khan.

DUC BONG HOC

Sau khi udng, losartan hip thu t6t va chuyén hoa butc ddu
nhifu qua gan nhd cic enzym cytochrom P, Sinh kha
dung clia losartan x&p xi 33%. Khodng 14% [ifu losartan
uing chuyén thanh chit chuyén héa co hoat tinh. T, cla
losartan khodng 2 gity, va clia chit chuyén hda khodng 6 - 9
gid. Nong dd dinh trung binh cfia losartan dat dugc trong

ving 1 gibl, va cha chdt chuyén hba cb hoat tinh trong vong |

3 - 4 gid. Ca losartan va chat chuyén hda cd hoat tinh déu
lign két nhifu voi protein huy8t tuang (= 99%), chi yéu &

albumin va khing qua hing rao miu - ndo. Thé tich phin

dap dng thi ting ofp 0O Bfe s mi nis
(25 mgMdningay; 50 mgAdn/ngdy; 100 mp/dningdy. a
liéu ti da k 150 mg/an/ngdy).

Gidm nguy cd dgt quy 0 bénh nf

daithat trdi duigc ghi nhn trén dign tdm do:
Ly khi d4u thubng ding & 50 mg/Adn/ngay. Tiry theo ddp
dng huyt 4p clia bénh nhin, c thé theém hydroclorothiazid

By thip vi / hoic ting lifu losartan kali l8n

100 mgMdn/ngay.
Cac d6i tugng dac bigl:
Bénh nhdn gidm thé tich ndi mach (nhu bénh nhdn didu trf

T T TR

bing thubc lgi Gy W cao): Libu khii ddu la
25 mglan/ngay.

Bénh nhdn suy thdn v bénh nhdn chay thin nhdn tao:

Bénh nhdn suy gan: Bénh nhin cd tién sif suy gan nén dugc
S 1 vo by thdp hon Wy thudng ding. Chiing chi dinh
tréa bioh nhin suy gan ndng, do chua cb kinh nghidm didu
trj trén nhom bénh nhdn ndy.

Tré em:

Tré tii 6 thang dén < 6 tudi:

D liéu vé hidu qud v dd an todn cla losartan kali & tré tir

- 6 thing dén < 6 tudi chua duge chiing minh.

| dugic nghién cliu.

Tré 6 - 18 tudi:

- Vidi tré c6 the nult ca vién va tré 20 - 50 kg lidu chi dinh 1

25 mg/Mn/ngay (MOt s6 trubing hgp ddc bigt cb thé ting
hln ti da 50 mg/dn/ngay). Lidu dugc didu chinh theo
dép Ung huyét ap.

Lifu 50 mg/dn/ngay cho tré > 50 kg (mdt s8 truing hop
diic bitt co thé ting lidu 16n t6i da 100 mgdn/ngay).

Lifu > 1.4 mg/kg/ngay (hodc > 100 mg/ngay) 0 tré em chua

E

' Losartan kali khdng duge chi dinh cho tré < 6 tudi, tré o6 do

bd clia losartan khodng 34 lit vA ciia chit chuyén héa cb |

hoat tinh khodng 12 Iit. B thanh thii toan phdn trong huyst

hicinn fa loeartan khadnn 600 mi/nhit: ofa chdt chueBn

loc cdu thin < 30 mUphdt/1,73m’ va tré suy gan.
Nguthi cao tudi: Lifu khéi ddu la 25 mg/Mdn/ngay cho bénh
nhin > 75 twdi, thubng khang cdn diéu chinh lifu & ngubi

0t
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ing khodng 75 mU/phit va 25 mi/phit. O bénh nhdn %0 gan
i nhe dén wila. dién tich dubi dubng cong clia losartan vi

ﬁuﬁmnmmﬁmmmgmug#

5 En v 2 En so v 3 binh nhda o chic ndng gan binh

thubng. -+ 10as - = T &

CHI DINH /

- Didu tri ting huyét 4p @ ngudi I0n, trlem v tré vi thanh
madn 076 - 18 wbi _

- Bify tri béah thin § ngudi Kn kém W i
thio dubing typ 2, cf protein nigu > 0,5 »

- Biéu tri suy tim man & ngudi I6n khi khing n'ii..

didu trj bang cic chdt dc ché ACE, d3c bit I mu&man
chiing chi Gt Béah nhdn suy tim d3 dugc didu trjlle den
vOi cic chdt dc che ACE khdng nén chuytn sang lesartan.
Biéu tri suy tim man & bénh nhdn co phin sult Wng méu

that trdi < 40% va da dn dinh trén @m sang.

= Oud mdn: Bénh nhdn cb ti¥n sif phii mach (sung mat.
mii, of hong v3 |/ hade Bi) Mie Apc oo o th3t 8

| - Hp hoy¥t &5 w2 oS oen e Sdeg ik / Sde g G
byt 35 oo tdu crang. G3c bt B sau ki Ging u kD

s hodc sau ki tang i, 06 thé xdy ra & bétnh nhan gidm
thé tich tufn hoan hodc gidm natri mau do ding lidu cao
thulfc igi tifu, ché 85 30 & mufe. nde holc tée ciiy Nmleg
tinh t:h-l-h: ném st Tk o S T @
osartan kal, hodc aén ding s W0 Shs BE2 o W
thubing mﬁﬁhmlﬂ-J L

- R6i loan can bAng dién gid: Thubng 03D 8 bERhARA Sy, .

| thin, oo hodc khdng co ddi thao dubng. Trong mdt nghidn

ol m Sog Sc B hinh § bénh nhdn bénh thin ddi
thdo Suteg typ 2. nhém Gy trj voi losartan kali co tj 18
ng izl hoydt cao hon 50 vii nhdm ding gid dugc. Do dé,
ning @0 kol huydt tuong va dd thanh thai creatinin cdn

dai that trdi dugc ghi nhin trén dién tﬂi | [ h thai creatinin 30 - 50 mlfphirt.

LIEU DUNG VA CACH SU DUNG

Ca thé uiing thudic lic ddi hay no.

Digu trf ting huyét 4p:

Lifu khdi ddu va lidy uu; tri thuting diing 13 50 mgﬂs rr.-"nuély-
" Téc dung ha huyet &p 11 da dat duoc 3 - 6 tudn sau khi bt

ddu difu tri. Co thé ting lidu 100 mgin/ngdy (vio budi

sdng) o€ tang tic dung difu tr trén mot 8 bénh nhan.

Co thé phdi hop losartan kali wdi cic thulc difu tri tang

huyét 4p khdc, d3c bidt woi cac thudc lgi ifu (nhu

—-—W o, W
Bidu tri bénh thin kém ting huydt dp va d4i thio dudng
typ 2, cd protein nigu = 0,5 gingay:

Ligu khsi ddu thubng ding 13 50 moAdn/ngdy. Co thé tEng
liéu 1&n 100 mgAdn/ngay tily vio ddp (ng sau 1 thing bt

dau didu tri.

706 thé phéi hop losartan kali véi cac thudc hmm\]

huy&t &p khdc (nhu cc thubc Igi tiflu, chen kénh calci, chen
dlpha - adrenergic hodc chen beta - adrenergic, va nhom
thudc téc ddng I&n thin kinh trung vong), cling nhu phéi
hop voi insulin va cac thudc ha duling huyét thong thubing

(nhu sulfonyluré, glitazon va cdc thudc jic ché-alpha = |

-
glucosidase).

BNéu tri suy tim man:

Liéu khdi ddu thubing ding I3 12,5 mg/Ndn/ngdy. N&u chua

Khting st dung dBng thisi losartan kali woi c4c thudc Igi tidu

| tiét kigm kali, cdc chit b8 sung vé thay thé cd chiia kali,

- Losartan dugc chi dinh vii lifu thip hon lidu thubing ding

cho bénh nhin ¢ tién sif suy gan. Chiing chi dinh trén

T

- Do hiu qud Gc ché hé renin - angictensin, di cd bdo cdo

- vé nhilng thay d6i chitc ndng than, bao gém suy thin (dic

biét & bénh nhin c6 chic ning thin phy thudc hé renin -
angiotensin - aldosteron nhy bénh nhan suy tim n3ng holc

| vt toan chite nEng ANy, Losartar ¥al eing nhir cdc thote

tac dyng I&n h@ renin - angiotensin - aldosteron khic, déu
ct thé lam ting uré huyEt vi creatinin huy#t thanh & bénh
nhan hep djng mach thin hai bén hojc hep ddng mach
than 4 bénh nhdn cd mit thdn duy nhat. Do 46, cdn thin
trong khi U dyng losartan kali trén nhém b&nh nhén nay.
‘Nhiing thay 681 chitc ndng than ndy o thé héi phyc ki
ngimg diéu trj.

Can theo ddi chic ndng than trong sudt qué trinh didu trj,
ddc biét & b&nh nhin dang ¢ c4c tinh trang lam gidm chic
nang than (nhu sft, mit nudc).

Khing st dyng ddng thdi losartan kali v céc thufc dc ché
ACE, do lam ting kha ndng suy giam chifc ning than.

- Ghua c6 kinh nghi@m sii dyng thudc trén bénh nhdn ghép

thin.
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- BEnh nhdn cubng aldosteron nguyén phat khing dap dng

wli cac thusc didu tri ting huyt 4p thong qua sy iic ché hé

renin - angiotensin. Vi vy, khdng chi dinh losartan cho
nhdm bénh nhin nay.

- Gifing nhu céc thuSic didu tri ting huydt ip khdc, losartan |

kali lAm gidm huyét dp qud midc & bénh nhdn bénh tim
thiu mdu cyc bb v bénh mach mdu ndo, co thé gay nhdi
mau cd tim hodc dit quy.

- (J bénh nhin zug.r tim, ¢t hodc khdng cb suy than, d8u cd
nguy cd ha huyét dp ddng mach ndng va suy than (thuding
cdp tinh) khi sif dyng cdc thulc Gc ch& hé renin -
angiotensin.

Chua c6 kinh nghi&m sl dyng losartan trén b&nh nhin suy

tim va ddng théi suy thdn ning, bénh nhin suy tim niing

miec a8 IV (theo NYHA), cling nhu b&nh nhdn suy tim va
rdi loan nhip tim de doa tinh mang ¢b tridu ching. Do 4o,
nén thdn trong khi s dung losartan kali trén nhdm bénh
nhdn ndy. Thin trong khi phdi hgp dbng théi losartan kali
va thudc chen beta - adrenergic.

- Than trong khi chi dinh losartan kali trén bénh nhdn hep
déng mach chi hodc van hai 1d, b&nh co tim phi dai tic
nghén.

- Trong thulic co thanh phin 4 dugc lactose, do db bénh
nhan c6 vin dé di truyén hifm gdp khdng dung nap
palactose, thifu men lactase hodc kém hip thu glucose -
galactose khéing nén ding thudc nay.

- Uc ché kép hé renin - angiotensin - aldosteron (RAAS): C6
béng ching cho thiy phii hop cdc thudc bc ché ACE, thulc
ddi khang thy thé angiotensin Il va aliskiren lam ting nguy
cd ha huyét dp, tang kali huy8t va suy gidm chiic ning thdn
(bao gdm ca suy thin cip). Khuy&n cdo khbng nén sif dung

ddng thi cic thudc trén. Trong trubng hgp cdn thidt phai

- D liéu m sang cho thiy dc chi kép hé RAAS thing qua
sif phili hop céc thudc Gc chd ACE, thulc ddi khang thy thé
angiutﬂsin Il va aliskiren, lam ting tdn sudt ha huyst dp.
tﬁrﬁa huyét ?i:auy gidm chiic ndng thin (bao gém ci
suy thin ¢ip) so v céc thuic dc chi hié RAAS don djc.

PHU NI’ cO THAIVA CHO CON BU

Thai ki mang thai: Ding cic thudc tic dung 18n h# thing

| renin - angiotensin trong ba thang gida va ba thing cudi

thai kj 6 thé gay tén thuong va tlr vong & tré so sinh. Vigc
chi ding thudc & ba thang ddu thai ky di chua thay co lién

quan dén nguy co cho thai nhi, nhung khi phdt hign co thai,

| phai ngiing losartan cAng siim cing tt.

Thai ki cho con bd: Chua bigt losartan co tit vao sba me
hay khfing. Do nguy oo ¢b hai cho tré nhd dang bl me, phii
quyét dinh ngiing cho con bl hofic ngimg thulc, tiy thude
vao tim quan trong ciia thudc A6i vii nguli me.

TAC BONG CUA THUBC LEN KHA NANG LAI XE VA VAN
HANH MAY mOC

| Chua ob nghién cifu vé dnh huing cia thudc I&n khi ning

41 xe va van hanh mdy moc. Tuy nhién, thulc co thé b tic
gyng khiing mong mudn |4 gdy chdng mit nén cdn hdi ¥
ki¥n bdc s7ndu cd ki xe va vin hinh mdy moc.

TAC DUNG KHONG MONG MUGN

Diéw irj ting huyél 4p:

Rii loan hé thin kinh: Thudmg gdp: Ching mit;
i‘,pap_ﬂ.{.qﬁn ngll, qhﬁt diw, rfi loan gidc ngl.

Riii loan tai va mé dao: Theidng gdp: Ching mit.

Rai loan tim: /f gdp: Ddnh tréng ngyc, dau thit ngyc.

RAi loan mach méu: it gdip: Ha huyst ap tu thé.

' Riii loan tiéu héa: /f gdp: Dau byng, tao bon.

difu tri vdi phdc 86 Gc ché kép hé RAAS, cdn theo dbi chit |

¢hi chific ndng than, dién gidi va huyét 4p. Khing nén diing
déng thoi thubic c chE ACE va thudc ddi khing thy thé
angiotensin Il & b&nh nhdn b&nh thin dai thaéo duding.
CHENG CHi BINH

- B&nh nhin qui min vdi losartan hay bat ky thanh phin
nao cla thudc.

- Phw nilf ¢ thai 3 thing gilla va 3 thing cudi thai ky.

- B&nh nhdn suy gan ndng.

- Phii hop losartan kali vdi céc thulic o6 chia aliskiren d

Rii loan da va md dudi da: ft gdp: Phét ban.

Cac :&1 loan chung: ft gdp: Suy nhuge, miét mdi, phi né,

Cdc nghién ciu khac: Thudng gdp: Tang kali huyst;

Hiém gdp: Tang ALT™*.

Biéu trj bénh thin kém ting huyét dp va ddi thdo dudng
fyp 2:

Roi loan hé thin kinh: Thuting gdp: Chdng mat.

ROi loan mach méw: Thudng gdp: Ha huyEt 4p tu thé.

Cac r8i loan chung: Thuding gdp: Suy nhugc, mét madi.

Céc nghidn ciu khic: Thudng gdp: Tang kali huyét, ha
dubing huyét.

Diéw trj suy tim man:



- Phai hgp losartan kali voi cac Thuoc co Chda ansmnan 1] |
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bénh nhin ddi thao dudng hodc suy thin (cd muc db lw
cduthdn GFR < 60 mi/phit/1,73m’).

TUONG TAC THUOC

- Wing losartan cng voi cimetidin lam tang dign tich dudi

dubng cong (AUC) cla losartan khodng 18%, nhung khang

LR ] >l S T 1T,

Rdi loan mau va hé bach huyét: Thudng gdp: Thiéu mau.
Rii loan hé thidn kinh: Thudng gdp: Chbng mal;

it gdp: Nnic ddu; Hi8m gdp: Djcam.

R loan tim: Hifm gdp: Ngat, rung tdm nhi, tai bifn mach

| mau nao.

inh hufing d8n dugc dong hoc cla chit chuyén hoa cd hoat
tinh clia losartan.
- Udng losartan chng vii phenobarbital 1am gidm khodng

20% AUC clia losartan va chdt chuy@n hoa co hogt tinh.

- G thulic ting huy8t dp khac co thd lam tang tic dung ha
huy8t d4p cla losartan. St dung ddng théi vii cdc thudc
ching trim cdm 3 viing, thulc chéing loan thin, backofen
va amifostin ¢ thé lm tang nguy o ha huyét dp.

- Losartan dugc chuy@n héa chi y&u bdi CYP2CA thanh chit
chuyén hda carboxy - acid b hoat tinh. Trong mdt thil

nghiém 1am siang cho thdy, fluconazol (chdt Oc ché

| Réiloan than v hé tigt niéw: Thuding gap: Suy than.

ﬁ‘n loan mach méu: Thuding gdp: Ha huyét dp t thé.

i. Hﬁh{wﬂ hap, lng nguc v trung that: /f gdp: KNG tha,
| 8

R loan tigu hoa: ffgdp: Titu chdy, bubn ndn, ndn.

Rffi loan da va m@ dubi da: /t gdp: Ngia, may day, phat ban. |

Céc rdi loanghung: /t gdp: Suy nhugc, mét moi.

Cic nghién ciu khic: Thudng gdp: Tang uré huyét,
creatinin huyEt va kali huy8t; ft gdp: Tang kali huy#t®.
Gidm nguy ¢o dit quy & bEnh nhdn tdng huyél dp kém

phi dai thal trdi :

CYP2C9) lam gidm ndng dd va thisi gian tifp xic chit
chuyén hoa co hoat tinh khodng 50%. Didu tri ding thii

losartan va rifampicin (chdt cam dng CYP2C9) am giam

.':{'Iji loan hé thdn kinh: Thuting gdp: GChong mat.

| RBiloantai va mé dao: Thuding gdp: Chong mat.

Cac rfi loan chung: Thudng gdip: Suy nhugc, mét mbi.

nfng 80 chét chuyén hba cb hoat tinh trong huyét tuong } * Thubing pdp & bénh nhdn ding losartan kali 150 mg thay

khodng 40%. Cic tuong tic trén chua ri v mat lAm sang.

Khaing cb suf khic biét vé ndng 4 va thii gian tiép xic cla |

| cholifu50mg.

** ALT thubing trl wé binh thuding khi ngimg diéu trj.

chat chuyén hoa co hoat tinh cilia M@L_WL"HHM&MMM mudn gap

thili wdi fluvastatin (chat dc ché y&u CYP2C3).

- Khding nén sit dung ddng thi losartan voi cdc thulc cb tic
dyng giit kali (nhu thudc Igi tiéu tiét kitm kali: amilorid,
triamteren, spironolacton), cdc thudc lam ting kali (nhu
heparin) hofic cdc chit bd sung va thay thé co chila kali, v
co thé lam tang ndng 00 kaki huy&t thanh.

- N&n theo ddi chit ché ndng df lithi huy&t thanh khi phdi
heip cde mudi lithi vai losartan.

- Phéi hop cdc thulic d6i khang thy thé angiotensin 11 vii

cic thudc khing viém khdng steroid (NSAIDs) (lc ché |

chon lpc COX-2, acid acetylsalicylic lifu khang viém va

NSAIDs khong chon loc) cb thé 1am gidm tic dung ha

phai khi sif dung thulc.

QUA LIEU VA XU TRI

Bifu hién vé qud lifu cb thé hay gdp nhat 1A ha huyét 4p va
nhip tim nhanh: cling cd thé gap nhip tim chim. N&u trigu
chiing ha huy8t &p xdy ra, phdi didu tri hd trg. CA losartan
VA chiit chuyén A3 00 hoat tinh déu knong 1hé iog) bd duge
bling thdm phan mau.

HANDONG 36 thang ke tir ngay sn xudt.

BAD QUAN
TIEU CHUAN  TCCS.

MNoi kho, mat (dudi 30°C). Tranh dnh sdng.

TRINHBAY  Hop 02 vi x 15vién.

huyét 4p. Sif dung déing thii cic thulc d8i khang thy thé

angiotensin 1l hodc thulc Igi tifu voi NSAIDs co thé lam suy |

gidm chifc nang thin, k& cd suy thin cdp, ting ndng df kali
huy&t thanh, ddc biét & bénh nhdn d cb suy gidm chic
nang than tir trudc. Phai hop nay cén chi dinh thin trong,
d3c bigt & ngudi cao tudi. B&nh nhin cdn dugc bl nubc ddy

dil va theo ddi chi'c nfing thdn sau khi bit ddu didu trj va

clNG TY ¢ PHAN PYMEPHARCO

dinh ky sau do.

| 166 - 170 NguyBn Hug, Tuy Hoa, Phii Y&n, Vigt Hamaﬁﬁ
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