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Thong tin danh cho cdn bd y t&

NERAZZU

’\‘Q’ng khdc nhau.

THANH PHAN
Mdi vién nén bao phim NERAZZU-25 chia:
Losartan kali «--eeeevne 25 mg

T4 dudc: Cellulose vi tinh thé, flowlac 100, povidon, natri starch glycolat, magnesi
stearat, HPMC E6, polyethylen glycol 6000, talc, titan dioxyd.

MJi vién nén bao phim NERAZZU chita:

Losartan kali «-.eveeevene 50 mg

Td dudc: Cellulose vi tinh thé, flowlac 100, starch 1500, magnesi stearat, natri
bicarbonat, HPMC E6, polyethylen glycol 6000, talc, titan dioxyd.

Mo ta san phim:

NERAZZU-25: Vién nén dai bao phim mau tring, hai mit tron )
NERAZZU: Vién nén dai, bao phim mau tring, mot mit c6 dap logo 4/1/75, mat kia ¢6
diap gach ngang.

Quy cach déng goi: NERAZZU-25: Hop 10 vi x 10 vién.
NERAZZU :Hop 3 vix 10 vién.
: Hop 10 vi x 10 vién.

PAC TINH DUQC LUC HOC:

Nhom dugc ly: Chat ddi khang thu thé AT, cda angiotensin II. Ma ATC: CO9CAO].
Losartan 1a chat dau tién ctia nhém thudc chdng ting huyét 4p mdi, d6 1a mot chat doi
khdng thu thé (typ AT)) angiotensin II. Angiotensin II, tao thanh tir angiotensin I trong
phédn tng do enzym chuyén angiotensin (ACE) xic tdc, 12 mot chit co mach manh; d6
1a hormon kich hoat mach chti y€u ctia hé thdng renin - angiotensin, va 1a mdt thanh
phan quan trong trong sinh 1y bénh hoc clia ting huyét d4p. Angiotensin II ciing kich
thich v4 tuyén thugng than tiét aldosteron.

Losartan va chit chuyén héa chinh ¢6 hoat tinh chen tic dung co mach va tiét
aldosteron ctia angiotensin II bing cdch ngin cdn ¢6 chon loc angiotensin II, khong cho
gin vao thu thé AT ¢6 trong nhiéu mo (thi du ¢o tron mach mdu, tuyén thugng thin).
Trong nhiéu md, ciing thdy c6 thu thé AT, nhung khong ro thu thé nay ¢6 lién quan gi
dén diéu hoa tim mach hay khong. Ca losartan va chit chuyén héa chinh ¢6 hoat tinh
déu khong biéu 16 tdc dung chii vin cuc bd & thu thé AT, va déu c6 4i luc vdi thu thé
AT, 16n hon nhiéu (khodng 1.000 1an) so v&i thu thé AT,. Losartan 1a mot chat e ché
canh tranh, thuin nghich cta thu thé AT;. Chat chuyén héa c6 hoat tinh clia thudc
manh hon tir 10 d&€n 40 1an so vdi losartan, tinh theo trong lugng va 1a mot chat dc ché
khong canh tranh, thuin nghich ctia thu thé AT;. Cdc chat ddi khdng angiotensin 1I
cling ¢ cdc tic dung huyé&t dong hoc nhu cdc chat dc ché ACE.
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PAC TINH DUGC PONG HOC:

Sau khi uéng, losartan hap thu 5t va chuyén héa bude ddu nhiéu qua gan nhd cdc
enzym cytochrom Psso. Khd dung sinh hoc cta losartan xap xi 33%. Khodng 14% liéu
losartan u6ng chuy€n thanh chat chuyén héa c6 hoat tinh, chit nay ddm nhiém phin
16n tinh d6i khdng thy thé angiotensin II. Thifc dn lam cham sy hap thu cda losartan va
gidm Cpax, nhung dnh hudng rat it t6i AUC cda losartan hoic ctia chdt chuyén héa
(khodng 10%). Thdi gian bdn thdi cia losartan khodng 2 gid, va clia chi't chuyén héa
khodng 6 - 9 gid. Nong dd dinh trung binh ctia losartan dat trong vong 1 gid, va cla
chi't chuyén héa ¢6 hoat tinh trong vong 3 - 4 gid.

C4 losartan va chdt chuyén héa c6 hoat tinh déu lién k&t nhiéu vdi protein huyét tuong
(> 98%), chi yéu la albumin va ching khong qua hang rio mdu - ndo. Thé tich phin
bd clia losartan khodng 34 L va cda chat chuyén héa cé hoat tinh khodng 12 L. P
thanh thdi toan phan trong huyét tuong cda losartan 1a khodng 600 mL/ phit va cla
chat chuyén héa c6 hoat tinh 13 50 mL/ phiit; dd thanh thdi ctia ching & thin tuong dng
vGi khodng 75 mL/ phit va 25 mL/ phit. Losartan thdi trit 35% qua nudc ti€u va 60%
qua phan.

DPoi tugng dic biét

G ngudi cao tudi bi ting huyét dp, ndng do trong huyét tiong cda losartan va chat
chuyén héa c6 hoat tinh vé co ban khong khac so vdi ngudi 16n bi ting huyét dp.

G phu nir bi ting huyét 4p, ndng do losartan trong huyét tuong cao gap hai 1in so vdi
bénh nhin nam bi ting huyé&t 4p. Nong do chi't chuyén héa cé hoat tinh trong huyét
tudng khong khac nhau gita nam va nt.

0 ngudi bénh xd gan tif nhe dén vira, dién tich dudi dudng cong (AUC) cia losartan va
clia chat chuyén héa c6 hoat tinh cao hon khodng 5 1an va 2 1an so véi & ngudi c6 gan
binh thudng.

Nong dd losartan trong huyét tuong khong thay ddi & bénh nhin c¢6 Cle, trén 10 ml/
phit. So v6i ngudi binh thudng, AUC cida losartan ting gip 2 1an & bénh nhin thim
phian mdu. Nong d6 chit chuyén héa cé hoat tinh trong huyét tuong khdng thay ddi &
cd bénh nhin suy thin va thAim phian mdu. Losartan va chit chuyén héa cé hoat tinh
khong bi loai ra khi thAm phan mau.

3 tré em dude dong hoc cla losartan khong thay ddi & cdc nhém tudi. Tuy nhién phoi
nhiém ctia chit chuyén héa c6 hoat tinh ting 1én so vdi ngudi 16n.

CHI PINH:

Ting huyét 4p vo cin & ngudi 16n, tré em tr 6 - 18 tudi.

Bénh than & bénh nhan ddi thdo dudng vdi protein niéu > 0,5 g/24 gid.

Suy tim man & bénh nhdn tir 60 tudi, khi diéu tri bing thudc e ché enzym chuyén
angiotensin khong tuong thich, dic biét bi ho, chdng chi dinh.

Gidm nguy cd dot quy & bénh nhan ting huy&t dp bi phi dai that trdi dugc chifng minh
trén ECG.

LIEU DUNG - CACH DUNG:

Cdch diing: Dung dudng udng véi mot coc nudce, c¢6 thé dung cung thifc dn hodc khong.
Liéu diing:

Diéu tri tang huyét dp & nguoi lén: Liéu dung tiy thudc tiing ngudi bénh va phéi diéu
chinh theo ddp ng huyé&t 4p. Liéu khdi dau cia losartan thudng ding cho ngudi 16n la
50 mg mdi ngay; c6 thé dung liéu khdi diu thdp hon (thi du 25 mg mdi ngay) cho
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ngudi bénh c¢6 khd ning mat dich trong long mach, ké cd ngudi dang dung thudc 1gi
ti€u, hodc suy gan.

Liéu duy tri thong thudng 1a 25 - 100 mg, udng mot 1an hodc chia 1am 2 14n mdi ngay.
N6i chung, n€u khong ki€m sodt duge huyét dp vdi lidu da ding, thi cich 1 - 2 thang
mot 1an phéi diéu chinh liéu lugng thudc chéng ting huyét 4p.

Né&u dung losartan don doc ma khong kiém sodt duge huyét dp, c6 thé thém thudc 1gi
ti€u liéu thap. Hydroclorothiazid chitng té ¢6 tic dung cong luc. C6 thé dang losartan
ciing vdi cdc thude chong ting huyét 4p khdc. Khong duge phdi hop losartan véi cdc
thudc 1¢i ti€u giit kali, do nguy cd ting kali huy&t.

Tré em trén 6 tudi:

G tré em c6 thé udng duge vién nén, lidu khdi diu khuyén cdo la 25 mg/lin/ngay véi
tré tr 20 - 50 kg (Trong mdt s8 trudng hdp, lidu ¢ thé ting 1én 50 mg/lan/ngay). Liéu
nén dudc diéu chinh theo ddp tng huyét 4p clia bénh nhan.

G ré em > 50 kg, lidu khdi diu khuy€n cdo 1a 50 mg/lin/ngay (Trong mot s6 trudng
hop, li€u ¢6 thé ting 1én 100 mg/lan/ngay). Liéu > 1,4 mg/kg (hoic > 100 mg) chwa
dugc nghién ciu trén tré em.

Khong khuyé€n cdo stt dung losartan trén tré em ¢6 GFR < 30 ml/phit/1,73 m>.

Khong khuyén cdo stt dung losartan trén tré em bi suy gan.

Diéu tri suy tim & bénh nhdn trén 60 tudi: liéu khdi dau 12,5 mg/lan/ngay. Néu chua
thady ddp ung thi ting gip doi liéu sau mdi tuan dén liéu duy tri 50 mg/lan/ngay.

Diéu tri bé¢nh thdn do ddi thdo duong & nguoi Ién: 50 mg/lan/ngay c6 thé ting d&n 100
mg/lin/ngay tuy theo huyét dp.

Gidm nguy co dot quy & bénh nhdn tidng huyét dp bi phi dai thdt trdi & nguoi lon: Liéu
khdi dau thong thudng 1a 50 mg/lin/ngay. Nén udng thém liéu thap hydroclorothiazid
hoic ting liéu losartan 1én 100 mg/lan/ngay dua trén ddp @ng huy&t 4p clia bénh nhén.

DPéi tuong dic biét

Bénh nhdn mat dich néi mach (vi du nhu bénh nhan st dung thudc 1gi ti€u liéu cao),
nén cin nhic liéu khéi dau 25 mg/lan/ngay.

Bénh nhdn suy than va bénh nhan thdm phdn mdu: Khong can chinh liéu khéi dau.

Bénh nhén suy gan: Nén can nhic liéu thap hon & bénh nhin c¢6 tién skt suy gan. Khong
¢6 kinh nghiém st dung & bénh nhan suy gan ning. Do d6 chdng chi dinh losartan trén
bé&nh nhin suy gan ndng.

Nguoi cao tudi: nén cian nhic st dung liéu khdi dau 25 mg/lan/ngay & bénh nhén trén
75 tudi, tuy nhién thudng khong can chinh liéu & ngudi cao tudi.

CHONG CHI PINH:

Bénh nhian min cdm vdi losartan kali hodc bt cf thinh phin nao clia thudc.

Phu nif ¢6 thai 3 thdng gifta va 3 thang cudi thai ky.

Suy gan nang.

Suy than: Creatinin mau > 250 mmol/lit hozc kali huyé&t > 5 mmol/lit hodc hé s& thanh
thdi creatinin < 30 ml/phuit.

Chéong chi dinh st dung phoi hgp losartan vdi aliskiren ¢ bénh nhan ddi thdo dudng
hodc bénh nhan suy thin (GFR < 60 ml/phut/1,73 m?).

CAC TRUONG HOP THAN TRONG KHI DUNG THUOC:
Qud man:
Can theo doi cin thAn & bénh nhin c¢6 tién st phd mach (phd mait, moi, ¢ hong,

va/hodc 1uGi).
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Gidm huyét dp va mdt can bdng dién gidi/nudc:

Tri€u ching gidm huyét dp, dic biét sau khi udng liéu dau tién hoic sau khi ting liéu,
c6 thé€ x4y ra & bénh nhan gidm thé tich dich/natri do thudc 10 ti€u manh, ché do in it
mudi, tiéu chdy hodc non. Nén khic phuc nhitng tinh trang trén trude khi bit diu didu
tri bing losartan hodc nén st dung liéu khdi ddu thap hon.

Mt can bdng dién gidi:

Do nguy co ting kali mdu, nén theo ddi ndng do kali mdu & ngudi gia va ngudi suy
than, khong dang véi thudc 1gi tiéu giir kali.

Suy gan:
Ngudi bénh suy gan phai dung liéu thap hon.
Suy than:

Thudc ¢6 thé gdy thay ddi chic ning thin (dic biét & bénh nhan ¢6 chic ning than
phu thuc vao hé renin-angiotensin-aldosteron nhu bénh nhan suy tim ning hodc roi
loan chitc ndng thdn). Ngudi bénh hep dong mach than hai bén hoic mot bén, ngudi
chi con mét thdn cling c6 nguy ¢d cao mic tdc dung khong mong mudn (ting creatinin
va uré huy€t) va can dudc gidm sit chit ché trong diéu tri.

St dung trén tré em bi suy thdn:

Khong khuyén cdo st dung trén tré em c6 GFR < 30 ml/phiit/1,73 m>.

Can theo ddi chifc ning thin thudng xuyén khi diéu tri v6i losartan do c6 thé bi suy
gidm. Pac biét khi st dung losartan trong tinh trang c6 thé 1am suy than (s6t, mat nudc).
Ding chung losartan va chat Gc ché enzym chuyén angiotensin 1am suy gidm chic
ning thin. Khong khuyén cdo dung chung.

Bénh nhdan ghép than:

Chua c¢6 kinh nghiém sit dung trén bénh nhin mdi ghép thin.

Cuong aldosterol nguyén phdt:

Bénh nhan cudng aldosterol nguyén phat khong ddp @ng vdi thudc ha huyét 4p e ché
hé renin-angiotensin. Khong khuyén cdo sit dung.

Bénh mach vanh va bénh mach mdu ndo:

Tuong tu nhu véi cdc thudc ha huyét 4p khdc, gidm huyét 4p qua mic & bénh nhin
thi€u mdu cuc bd mach mdu & tim hoic mach mdu ndo ¢é thé gdy nhdi mdu co tim
hodc dot quy.

Suy tim:

Tuong tu nhu cdc thudc tdc dong trén hé renin-angiotensin, & b&énh nhin suy tim, c6
hoic khong ¢6 suy thin cé nguy cd gy ha huy€t 4p dong mach nghiém trong, va suy
than (thudng la cap tinh).

Chua ¢6 di kinh nghiém lam sang st dung losartan trén b&nh nhdn suy tim cling véi
suy than ning, G bénh nhdn suy tim nang (NYHA d¢ IV) cling nhu b&énh nhin suy tim
va loan nhip tim gdy nguy hiém tinh mang c6 triéu ching. Do d6 st dung thin trong
trén cdc doi tugng trén. Than trong khi diing chung losartan véi thudc chen beta.

Hep déng mach chii va van hai ld, b¢nh co tim phi dai tdc nghén:

Tudng tu nhu cdc thudc gidn mach khéc, sit dung than trong.

Than trong khdc:

Losartan va cdc thudc d6i khang angiotensin khdc ¢6 hiéu qud gidm huyé&t dp thap hon
& ngudi da den, c6 thé do tinh trang renin thap thudng thdy hon ¢ ngudi da den bi ting
huyét 4p.

Uc ch& kép hé renin-angiotensin-aldosteron (RAAS) biing cdch két hgp chit dc ché
enzym chuyén angiotensin, chat tc ché thu thé angiotensin hodc aliskiren c6 thé lam
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tang nguy co tdc dung khong mong mudn nhu gidm huyé€t dp, ting kali huyét va suy
gidm chirc ning than (bao gdm c3 suy than).

NERAZZU c¢6 chita lactose monohydrat, bénh nhdn bi r6i loan dung nap galactose,
thi€u hut Lapp lactase hodc rdi loan hip thu glucose-galactose khong nén sit dung.

St dung cho phu nit ¢é thai va cho con bi:

Thoi ky mang thai

Diing cédc thudc tic dung tryc ti€p 1én hé thong renin - angiotensin trong ba thing giita
va ba thdng cudi cla thai ky c6 thé gy it nuSc 6i, ha huyét dp, vo niéu, thi€u niéu,
bi€n dang so mit va tf vong & tré sd sinh. Mic dit viéc chi ding thudc & ba thang ddu
clia thai ky chua thdy c6 lién quan dén nguy cd cho thai nhi, nhung dii sao khi phat hién
¢6 thai, phdi ngiing losartan cang sém cang tot.

Thoi ky cho con bu

Khong bié€t losartan ¢ ti€t vao sita me hay khong, nhung ¢ nhitng lugng ding ké
losartan va chdt chuyén héa c6 hoat tinh cia thudc trong sita ctia chudt cdng. Do tiém
nang c¢6 hai cho tré nhé dang bui me, phdi quy€t dinh ngirng cho con bi hodc nging
thudc, ¢6 tinh dé€n tim quan trong cda thudc doi vdi ngudi me.

Anh huéng ciia thudc ddi véi cong viee (ngudi van hanh mdy méc, dang 14i tau xe,
ngudi lam viéc trén cao va cdc trudng hgp khac):

Chua c6 nghién citu vé dnh hudng cda thudc trén khad ning 14i xe va van hanh mdy
moc. Tuy nhién thudc c6 thé giy ha huyét 4p, chodng vang, budn ngi. Nén thin trong
khi 1di xe hodc van hanh mdy maéc.

TUONG TAC CUA THUOC VGI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC:
Ciéc thudc ting tdc dung ha huyé&t dp clia losartan: thudc ha huyét ap, thudc ¢ thé gy
tic dung khong mong mudn ha huyét 4p (nhu thudc chéng tram cdm ba vong, thudc
chong loan than, baclofen va amifostin).
Fluconazol (chat &c ch€ CYP2CY9) gidm phdi nhiém chat chuyén héa c6 hoat tinh cla
losartan gan 50%. Rifampicin (chit cdm ¢ng CYP2CY) gidm 40% ndng do trong huyét
tuong clia chit chuyén héa c6 hoat tinh. Anh hudng trén lam sang chua ro. PO phoi
nhiém vdi losartan khong thay ddi khi dung chung véi fluvastatin (chd't dc ché€ yéu
CYP2Q9).
Ting kali huyét khi ding dong thdi véi thudc git kali (thudc 1¢i ti€u giit kali: amilorid,
triamteren, spironolacton), hodc c¢6 thé gy ting kali (nhu heparin), thudc bd sung kali,
mudi thay th€ c6 chira kali.
Cdc thudc chong viém, gidm dau khong steroid (NSAID) nhat 1a COX-2 ding két hgp
vdi losartan c6 thé gy suy thin, nén can theo ddi chiic ning than cho bénh nhin.
Losartan lam ting tic dung cdc thuSc: Amifostin, thudc ha huyét dp, carvedilol, thudc
ha dudng huyét, lithi, thudc 1¢i ti€u gitt kali, rituximab.
Rifampicin, aminoglutethimid, carbamazepin, nafcilin, nevirapin, phenytoin, lam gidm
ndng do losartan va chit chuyén héa trong huyét tuong khi dung dong thdi.
Uong losartan cting v4i cimetidin 1am ting dién tich dudi dudng cong ndng do theo thdi
gian (AUC) ctia losartan khodng 18%, nhung khdng 4nh hudng dén duge dong hoc cia
chit chuyén héa ¢6 hoat tinh ctia losartan.
Udng losartan cing v4i phenobarbital 1am gidm khodng 20% AUC cia losartan va cua
chat chuyén héa ¢6 hoat tinh.
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Khdng ¢6 tuong tic duge ddng hoc gitta losartan va hydroclorothiazid.

Losartan khong dnh hudng dén duge dong hoc clia digoxin udng hodc tiém tinh mach.
Uc ch€ kép hé renin-angiotensin-aldosteron (RAAS) biing cich két hdp chat e ché
enzym chuyén angiotensin, chit dc ché thu thé angiotensin hodc aliskiren ¢6 thé lam
tdng nguy cd tdc dung khéng mong mudn nhu gidm huyét dp, ting kali huyét va suy
gidm chifc nang than (bao gdém c& suy than) so vdi chi sit dung mot chit tic dong 1én
RAAS.

TAC DUNG KHONG MONG MUON:

Phan 16n cdc tdc dung khong mong mudn déu nhe va mat dan vdi thoi gian.

Thuong gap, ADR > 1/100

Tim mach: Ha huyét 4p, dau nguc.

Than kinh trung uong: Mat ngt, chodng ving, mét moi.

NOi ti€t - chuyén héa: Ting kali huyét, ha glucose mau.

Tiéu héa: Ia chdy, kho tiéu.

Huyét hoc: Ha nhe hemoglobin va hematocrit.

Than kinh ¢o - xuong: Pau lung, dau chin, dau cd.

Than: Ha acid uric huy&t (khi dung liéu cao), nhiém triing dudng niéu.

Ho6 hap: Ho (it hon khi dang cdc cht tc ché ACE), sung huy&t miii, viém xoang.

It gap, 1/1 000 < ADR < 1/100

Tim mach: Ha huy€t dp thé ding, dau nguc, bldc nhi - that do II, tréng nguc, nhip
chdm xoang, nhip tim nhanh, phti mat, d mat.

Than kinh trung uong: Lo Au, mat diéu hoa, 1d 1in, traim cdm, dau nita dau, dau dau,
roi loan gidc ngt, sdt, chéng miit.

Da: Rung t6c, viém da, da kho, ban d3, nhay cdm dnh sdng, ngita, may day, vét bam,
ngoai ban.

Noi tiét - chuyén héa: Bénh giit.

Tiéu hoa: Chan an, tdo bdn, dﬁy hoi, ndn, mat vi gidc, viém da day.

Sinh duc - ti€t niéu: BAt luc, gidm tinh duc, ddi nhiéu, ddi dém.

Gan: Ting nhe cdc thif nghiém vé chifc ning gan va ting nhe bilirubin.

Than kinh cd xuong: Di cam, run, dau xuong, yé’u cd, phu khép, dau co.

Mit: Nhin mdJ, viém két mac, gidm thi luc, néng rat va nhic mat.

Tai: U tai.

Than: Nhiém khuin dudng niéu, ting nhe creatinin hodc uré.

Ho6 hap: Khé thd, viém phé& qudn, chdy mdu cam, viém mii, sung huyét dudng thd,
khé chiu & hong.

Cic tic dung khdc: Todt md hoi.

Huéng din cach xit tri ADR

Gidm liéu hodc dirng thudc khi xuat hién cdc tic dung khong mong mudn.

QUA LIEU VA CACH XU TRI:

Dit liéu vé qud lidu & ngudi con han ché. Biéu hién vé qud liéu c6 thé hay gip nhat c6
1& 12 ha huyét 4p va nhip tim nhanh; ciing ¢6 thé gip nhip tim chdm do kich thich than
kinh d6i giao cdm (ddy than kinh ph& vi). N€u ha huy€t dp triéu chiing xdy ra, phdi
diéu tri hd trg. C4 losartan va cha't chuyén héa c6 hoat tinh déu khong th€ loai bd duge
bing thim phan mau.
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Diéu kién bdo quan: Noi kho rdo, tranh dnh sang, nhiét do khong qua 30°C.
Han dung cia thudc: 36 thang ké tif ngay san xuat.

San xui't tai:
CTY TNHH DUQC PHAM PAT VI PHU

(DAVI PHARM CO., LTD.)

L6 M7A, Pudng D17, Khu CN My Phudc 1, Phudng Théi Hoa, Thi xa Bé&n Cat, Tinh
Binh Duong, Viét Nam

Tel: 0650-3567689  Fax: 0650-3567688




Thoéng tin danh cho bénh nhan

NERAZZU

M ~ % = ?, . 2 N

boc k§ hudng dan str dung trude khi ding. D€ xa tim tay tré em.
Thong bdo ngay cho bédc s§ hodc dugc sy nhitng tic dung khéng mong mudn gip
phdi khi sif dung thu6c. Thudc nay chi ding theo don ciia béc s§.

To thong tin san phdm nay bao gom huéng din sit dung cho thuéc cé nhiéu ham
luong khdc nhau.

THANH PHAN
MJ4i vién nén bao phim NERAZZU-25 chia:
Losartan kali ---eeeeeve 25 mg

Téa dugc: Cellulose vi tinh thé, flowlac 100, povidon, natri starch glycolat, magnesi
stearat, HPMC E6, polyethylen glycol 6000, talc, titan dioxyd.

MJi vién nén bao phim NERAZZU chita:

Losartan kali ---eeeeeveee 50 mg

Td dudc: Cellulose vi tinh thé, flowlac 100, starch 1500, magnesi stearat, natri
bicarbonat, HPMC E6, polyethylen glycol 6000, talc, titan dioxyd.

Mb ta san pham:
NERAZZU-25: Vién nén dai bao phim mau tring, hai mit tron

NERAZZU: Vién nén dai, bao phim mau tring, mot mit c¢6 dip logo ﬁ, mat kia co
dap gach ngang.

Quy cach déng goi: NERAZZU-25: Hop 10 vi x 10 vién.
NERAZZU :Hop 3 vix 10 vién.
: Hop 10 vi x 10 vién.

Thuéc dung cho bénh gi?

Sdn pham Nerazzu chita thanh phan chinh ¢6 tdc dung dugc ly la losartan, mot cha't doi
khdng thu thé AT, cla angiotensin II. Angiotensin II gin vao thu thé AT, trén thanh
mach mdu, 1am co mach va 1am huyét 4p ting 1én. Losartan c ché su gin clia
angiotensin II vao thu thé AT; do d6 1am gidn mach va ha huyét dp.

Losartan dugce dung dudi su chi dinh cta bac s§ dé diéu tri:

- Ting huyé&t 4p vo cin & ngudi I6n, tré em tif 6 - 18 tudi.

- Bénh thdn ¢ bénh nhin dai thdo dudng vdi protein ni¢u > 0,5 g/24 gi0.

- Suy tim man & bénh nhén trén 60 tudi, khi diéu tri biing thudc c ch€ enzym chuyén
angiotensin khong tudng thich, dic biét bi ho, chdng chi dinh.

- Gidm nguy cd dot quy & bénh nhan ting huy&t dp bi phi dai that trdi dugc chitng minh
trén ECG.

Nén ding thudc nay nhu thé nao va liéu lugng?
Lu6n dung thudc chinh xdc nhu huéng din cla bdc s§ hodc duge s§. N€u ban chua 10,
hdy hdi lai cho chdc chdn. Bdc s§ s& chi dinh liéu ding tay theo tinh trang cla ban.
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Dung thudc ding liéu, déu din va lién tuc theo diing chi dinh clia bac sy dé ki€m so4t
huy€t dp ctia ban &n dinh nhat.

Cdch diing: udng thudc véi mot cde nudc, c6 thé ding cling thife in hoic khong.

Liéu diing:

Diéu tri tang huyét dp & nguoi l6n: Liéu khéi diu clia losartan thudng dung cho ngudi
16n 1a 50 mg mdi ngay; Hiéu qud ha huyét 4p c¢6 thé thdy dugc sau 3 - 6 tudn sau khi
bdt ddu diéu tri. G mot s6 bénh nhan c6 thé ting lidu 1én d&n 100 mg mdi ngay.

Néu ban cdm thay liéu dang dung 13 qud y&u hodc qua manh, hiy thong bdo cho bic
sy.

Diéu tri tang huyét dp & tré em trén 6 tudi:

Tré em 20 - 50 kg: Li€u khdi dau 1a 25 mg mdi ngay

Tré em > 50 kg, liéu khdi diu khuyén cdo la 50 mg/lan/ngay.

Bdc sy ¢6 thé ting liéu néu cin thiét.

Diéu tri suy tim & b¢nh nhan trén 60 tudi: Liéu khdi diu thudng 1a 12,5 mg mdi ngdy.
Li€u duy tri 50 mg/lan/ngay.

Diéu tri bénh thdn do ddi thdo duomg & nguoi lon: 50 mg/lan/ngdy ¢ thé ting d&én 100
mg/lan/ngay thy theo huyét 4p.

Gidm nguy co djt quy & bénh nhdn tang huyét dp bi phi dai thdt trdi & nguoi lén: Liéu
khdi ddu thong thudng la 50 mg/lin/ngay. Bic sy c6 thé cho udng thém
hydroclorothiazid li€u thdp hodc ting liéu losartan 1én 100 mg mdi ngay tuy theo ddap
ing cta ban.

Déi tuong dic biét:

Bdc sy ¢6 thé chi dinh liéu khdi ddu thap hon & mot s6 trudng hop, dic biét khi ban bj
suy gan, dang sit dung thudc 1¢i ti€u liéu cao hodc ban 16n hon 75 tudi. Khong khuyén
cdo st dung losartan khi ban bi suy gan ning.

Khi nao khéng nén diung thudc nay?

Khong nén ding thudc ndy n€u ban man cdm véi losartan kali hodc bat cif thanh phin
nao cta thudc. )

Phu ntf ¢6 thai 3 thdng gilta va 3 thdng cuo6i thai ky.

Suy gan nidng.

Suy than: Creatinin mdu > 250 mmol/lit hodc kali huy€t > 5 mmol/lit hoic hé s thanh
thdi creatinin < 30 ml/phuit.

Chong chi dinh stt dung phdi hop losartan v6i aliskiren & bénh nhin ddi thio dudng
hodc bénh nhan suy thin (GFR < 60 ml/phiit/1,73 m?).

Tdc dung khong mong muén

Nhu cdc thudc khidc, Nerazzu ¢ thé gdy tic dung khong mong mudn, nhung khong
phdi ai cling gap phai.

Ngung dung thudc va lién hé trung tdm y t& gdn nhdt néu ban gdp cdc phdn ing sau:
Khé thd, kho khe, ngita ngdy, phdt ban, sung phii. Cdc phdn @ng di ¢ng nay hi€m gip
khi st dung thudc.

Cdc tdc dung khong mong mudn khdc:

Phan 16n cdc tdc dung khong mong muén déu nhe va mat dan vdi thoi gian.

Thuong gdp: Ha huyét 4p, dau nguc; Mat ngd, chodng ving, mét mdi; Ting kali huyét,
ha glucose mdau; fa chay, khé tiéu; Ha nhe hemoglobin va hematocrit; Pau lung, dau
chin, dau co; Ha acid uric huyé&t (khi dung liéu cao), nhiém trung dudng niéu; Ho (it
hon khi dung cdc chdt @c ché ACE), sung huy€t miii, viém xoang.




ft gip; Ha huyé&t dp th& ding, dau nguc, bldc nhi - that do II, rdng nguc, nhip chim
xoang, nhip tim nhanh, phi mit, d6 mit; Lo au, mat diéu hoa, i 14n, trAim cdm, dau
nita dau, dau dau, r6i loan gidc ngl, sot, chéng mit; Rung téc, viém da, da kho, ban dd,
nhay cdm dnh sdng, ngita, may day, vé€t bam, ngoai ban; Bénh giit; Chdn in, tdo bén,
ddy hdi, non, mat vi gidc, viém da day; Bat luc, gidm tinh duc, ddi nhiéu, ddi dém;
Ting nhe cdc thit nghiém vé chic ning gan va ting nhe bilirubin; Di cdm, run, dau
xuong, yéu cd, ph khdp, dau cd; Nhin md, viém k&t mac, gidm thi luc, nong rdt va
nhttc mat; U tai; Nhiém khudn dudng niéu, ting nhe creatinin hodc uré; Khé thd, viém
ph€ qudn, chdy mdu cam, viém miii, sung huyé&t dudng thd, khé chiu & hong; Todt md
hoi.

Thudc ¢6 thé giy ra cdc tdc dung khong mong mudn khic. Thong bdo cho bic s§
nhitng tdc dung khong mong mudn gip phai khi stt dung thudc.

Nén tranh dung nhitng thudc hoic thuc phadm gi khi dang st dung thudc nay?

Mot & thude ¢6 thé tuong tac vdi losartan nén phai thong bio cho bac s§ hodc dugc sy
clia ban vé tat c4 cdc loai thudc ma ban dang st dung, bao gdm ca céc thudc ké don
hoic khong ké don, cdc vitamin hodc thudc tir dude liéu.

Cdc thudc co thé tuong tdc vdi losartan:

- Céc thudc ha huy&t dp hodc thudc ¢6 thé gay tdc dung khong mong mudn ha huyét 4p
(nhu thudc chdng traim cdm ba vong, thudc chdng loan thian, baclofen va amifostin).

- Fluconazol, fluvastatin.

- Thudc l1am ting ndng d6 kali mau: thudc Igi ti€u gitt kali: amilorid, triamteren,
spironolacton, hodc c¢6 thé giy ting kali (nhu heparin), thudc bd sung kali, mudi thay
thé& ¢6 chia kali.

- C4c thudc chong viém, gidm dau khong steroid (NSAID).

- Thudc ha dudng huyét.

- Lithi.

- Rituximab.

- Rifampicin, aminoglutethimid, carbamazepin, nafcilin, nevirapin, phenytoin.

- Cimetidin .

- Phenobarbital.

- Chat dc ché enzym chuyén angiotensin, chat c ché thu thé angiotensin hodc

aliskiren.
Ban c6 thé udng thudc nay cing hoic khong cung thitc dn.

Can lam gi khi mt 1an quén khéng dung thudc?
N&u ban quén khong ding 1 liéu, khong dung liéu dd quén ma dung thudc theo ding
lich trinh cii. Khong udng gap doi licu.

Can bao quan thudc nay nhu thé nao?

Giif thudc trong bao bi gdc clia nha sdn xuit, diy kin.

P& thudc noi kho rdo, trdnh 4nh sing, nhiét do khong qud 30°C, va ngodi tim véi cla
tré em.

Khong st dung thudc sau ngay hét han ghi trén bao bi (hop va vi thudc).

Nhitng diu hiéu va triéu chiing khi diing thudc qu4 liéu

Dung thudc chinh xdc nhw huéng din cia bic s§. N&u vo ¥ dung qud liéu, c6 thé bi ha
huy&t 4p, nhip tim nhanh, nhip tim chim. N&u ban dung thudc nhiéu hon chi dan,
ngung dung thudc va lién lac ngay vdi bac s§ hodc trung tim y t& gan nhat. &J



Can phai lam gi khi dung thuéc qui liéu khuyé&n cdo

Ngung dung thudc va lién lac ngay vé6i bdc s§ hodc trung tim y t&€ gan nhat.

Mang theo vién thudc cling v6i bao bi dé bdc s§ bié€t ban di udng thudc gi va ¢6 bién
phdp xtt 1y kip thdi.

Nhitng diéu cAn than trong khi ding thudc nay

Trudc va trong khi dung thudc nay, thong bdo cho bdc sy néu ban c6 nhitng vin dé sau:

- Ban da ting bi phd mach (ph mit, mdi, ¢d hong, va/hoic ludi).

- Néu ban dang dang thudc lgi ti€u manh, ché dd n it mudi, tiéu chdy hoic non.
Nhitng tinh trang trén s& lam ban thi€u nudc hodc mudi, din dén dé bi gidm huyét 4p
khi dung thudc.

- Ngudi cao tudi, bénh nhin suy thian, dang diing thudc Igi tiéu giir kali.

- Bénh nhan suy gan.

- Bi hep dong mach thin hai bén hodc mdt bén ¢ ngudi chi con mot than, mdi phiu
thuat ghép than,

- Bi suy thdn.

- Suy tim ¢6 suy than hodc khong, hodc loan nhip ning gy nguy hiém tinh mang. Thin
trong khi diing thudc va khi dung chung véi thudc chen beta.

- Ban bi bénh van tim hodc c¢d tim.

- Bi bénh mach vanh (gidm lugng mau chdy ¢ mach mdu tim) hodc mach mau nido
(giam lugng mdau chay ¢ mach mau nao).

- Cudng aldosterol nguyén phdt (ting ti€t aldosterol & tuyén thugng than, nguyén nhin
do bat thudng tuyé&n thugng than).

- La ngudi da den, do thudc c6 hiéu qud gidm huyét 4p thip hon & ngudi da den.

- Néu ban dang dung thudc tc ché enzym chuyén angiotensin (nhu enalapril, lisinopril,
ramipril) hodc aliskiren

Sdn phim NERAZZU c¢6 chita lactose. Néu ban khong dung nap mdt loai dudng nao
dé, hay thdong bdo cho bac s§.

Dung thuéc cho tré em

Khong dung thudc nay cho tré em dudi 6 tudi.

Thudc duge ding dé diéu tri ting huyét 4p ¢ tré em trén 6 tudi (Xem muc Liéu ding).
Phu nit mang thai hodc cho con bu

Khong diing thudc néu ban dang mang thai, hodc nghi ring minh dang mang thai, hodc
du dinh ¢6 thai.

Ban khong nén cho con bi trong thdi gian ding thudc.

Ldi xe va van hanh mdy mdc i

Thudc c6 thé gy ha huyét ap, choang vang, buon ngt. Nén than trong khi lai xe hodc véan
hanh mdy moéc. Khong nén thyc hién cdc cong viéc can tip trung cao do nhu 14i xe
hoic van hanh mdy méc, cho dén khi xdc dinh chic chin minh c6 bi dnh hudng hay
khong.

Khi nao can tham van béc sy, dugc sy.

Can lién lac ngay véi bdc s§ hodc trung tim y t& gan nhat khi dung thudc qud liéu chi
dinh.

Thong thudng, bao gid ciing phai hdi ¥ ki€n béc s§ hodc dugc s§ trude lic dung bat ky
thudc nao khi mang thai hoic cho con bu.

Thong bdo ngay cho bédc s§ hodc duge s§ nhitng tdc dung khong mong mudn gip phai
khi st dung thudc. \J
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N&u cin thém thong tin xin héi ¥ ki€n bac s§ hodc dudgc s§.
Han dung cia thudc: 36 thang k€ tir ngay sin xuat.

San xuat tai:

CTY TNHH DUQC PHAM PAT VI PHU

(DAVI PHARM CO., LTD.)

L6 M7A, Pudng D17, Khu CN M§ PhuGc 1, Phudng Théi Hoa, Thi xa Bén Cat, Tinh
Binh Duong, Viét Nam

Tel: 0650-3567689  Fax: 0650-3567688

Ngay xem xét stra ddi, cap nhat lai ni dung huéng din sit dung thudc:

TUQ.CYC TRUONG
P.TRUGNG PHONG

G é Mind szmy



