Thoang tin dagnh cho beanh nhaan

NERAZZU

Noic ky® hodung dadn sd0 duing troduc khi dugng. Ned xa taam tay tre( em.

Thoang bauo ngay cho bauc syd hoaéc dodic syd nhdodng tauc duing khodng mong
muodn gaép phali khi s60 duing thuoac. Thuoac nagy chae dugng theo fién culia bauc
syO.

Tég thodng tin saiin phadm nagy bao goam hééung dadn séd duing cho thuodc coul nhieau
hagm 166ing khauc nhau.

THA@NH PHAAN

Moai viean neun bao phim NERAZZU-25 chéua:

Losartan kali .............. 25mg

Tau dodic: Cellulose vi tinh thed, flowlac 100, povidon, natri starch glycolat, magnesi stearat,
HPMC E6, polyethylen glycol 6000, talc, titan dioxyd.

Moai viean neun bao phim NERAZZU-50 chéua:

Losartan kali .............. 50 mg

Tau dodic: Cellulose vi tinh thed, flowlac 100, starch 1500, magnesi stearat, natri bicarbonat,
HPMC E6, polyethylen glycol 6000, talc, titan dioxyd.

Moa tali sain phaam:
NERAZZU-25: Viean neun dagi, bao phim magu traéng, hai maét tron

NERAZZU-50: Viedn neun dagi, bao phim magu traéng, moat maét cou dadp logo £ ’
cou dadp gaich ngang.

Quy cauch noung goui: NERAZZU-25 :Hodp 10 v x 10 viean.
NERAZZU-50 :Hodp 3 va x 10 viean.
: Hodp 10 vee x 10 viean.

Thuodc dugng cho beédnh gi?

Salin phadm NERAZZU choua thagnh phaan chinh cou tauc duing dodic lyu lag losartan, moat

chaat fiodi khaung thui thed AT: cula angiotensin Il. Angiotensin Il gaén vago thui thea AT,

trean thagnh maich mauu, lagm co maich vag lagm huyedt aup taéng lean. Losartan duc chea

sOi gaén culia angiotensin Il vago thui thed AT: do fiol lagm giadn maich vag hai huyeat aup.

Losartan fi66ic dugng dooui s6i chae fionh culia balc sy fiea fieau tro:

- Taéng huyeat aup voa caén 60 ngodgi I6un, trel em tog 6 - 18 tuoai.

- Bednh thadn 60 bednh nhaan naui thauo f66@ng voui protein niedu > 0,5 g/ 24 gidg.

- Suy tim main 60 bednh nhaan tredn 60 tuoai, khi fieau tro baéng thuodc 6uc chea enzym
chuyean angiotensin khoang toong thich, fiaéc biedt bo ho, choang chae fionh.

- Giam nguy c06 noat qui 60 bednh nhaan taéng huyedt aup bo phi faii thadt traui nodic
choéung minh tredn ECG.

Nean dugng thuoac nagy nho thea nago vag lieau 166ing?

Luoan dugng thuodc chinh xauc nho héoung daan culia bauc syd hoaéc dodic syd. Nedu bain
choa rod, hady hoi laii cho chaéc chaén. Bauc syd sed chae fonh lieau dugng tugy theo tinh
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traing cula bain. Dugng thuoac fiuung lieau, fieau fiaén vag liean tuic theo fiuung cha Aonh
culia bauc sy0 fied kiedm soaut huyeat aup cula bain odn fidonh nhaat.

Cauch dugng: Uoang thuodc voui moat codc néduc, cou thea dugng cugng thdluc aén hoaéc
khoang.

Lieau dugng:

Niedu tro taéng huyedt atip 64 ng6égi 16un: Lieau khddi Aadu cula losartan thédgng dugng cho
ngoogi l6un lag 50 mg moadi ngagy; Hiedu qual hai huyedt aup col thea thady fiddic sau 3 - 6
tuaan sau khi baét fiadu fiieau tro. OU moit sod bednh nhaan col thed taéng liedu lean fiedn
100 mg moai ngagy.

Neau bain calim thaay lieau fiang dugng lag quau yedu hoaéc quau mainh, hady thoang bauo
cho bauc syé.

Niedu trd taéng huyedt atp 60 treli em tredn 6 tuodi:

Trell em 20 - 50 kg: Lieau kho6di fiaau lag 25 mg moai ngagy

Trel em > 50 kg, lieau khoGi fiaau khuyean cauo lag 50 mg/ laan/ ngagy.

Bauc syd cou thed taéng lieau neau caan thieat.

Niedu tro suy tim 6G bednh nhaén tredn 60 tuodi: Liedu khodi fiadu thédgng lag 12,5 mg moai
ngagy. Lieau duy tri 50 mg/laan/ngagy.

Niedu tro beédnh thadn do Aaui thatio Aéégng 60 ngédwi 16un: 50 mg/ laan/ ngagy cou thed
taéng fiedan 100 mg/ laan/ ngagy tugy theo huyeat aup.

Gialim nguy cé fodt qui 64 bednh nhadn taéng huyedt atup bo phi Aaii thadt trati 60 ng66ai
164n: Lieau khodi fiaau thodang thooeng lag 50 mg/ laan/ ngagy. Bauc syd col thed cho uoang
theam hydroclorothiazid lieau thadap hoaéc taéng lieau losartan ledn 100 mg moadi ngagy tugy
theo fialp 6ung cuda bain.

Nodi té6ing Aaéc biedit:

Bauc sy0 col thea chae fionh lieau khoUi fiaau thadap hén 64 moéat soa trodeng hoip, fiaéc biedt
khi bain bo suy gan, fiang s60 duing thuoac 16ii tiedu lieau cao hoaéc bain l6un hon 75 tuoai.
Khoang khuyean calio s6a duing losartan khi bain bo suy gan naéng.

Khi nago khoang nean dugng thuoac nagy?

Khoang nean dugng thuodc nagy nedu bain maan calm voui losartan kali hoaéc baat cou
thagnh phaan nago cula thuoac.

Phui n66 cou thai 3 thalng gioda vag 3 thaung cuoai thai kyg.

Suy gan naéng.

Suy thaan: Creatinin mauu > 250 mmolL/ L hoaéc kali huyeat > 5 mmol/ L hoaéc hed soa thanh
tha(i creatinin < 30 mL/ phuut.

Choéng cha fonh s6d duing phodi héip losartan voui aliskiren 64 beanh nhadn faui thalo
f6dpng hoaéc bednh nhain suy thadn (GFR < 60 mL/ phuut/ 1,73 m?).

Tauc duing khodng mong muoan

Nho cauc thuoac khalc, NERAZZU cou thed gady tauc duing khodng mong muodn, nhong
khoang phai ai cudng gaép phali.

Ngdng dugng thuodc vag liedn hed trung tadm y ted gaan nhadt nedu bain gaép catc phain

oung sau:

Khou tho(, khog kheg, ngdua ngauy, phaut ban, song phug. Calc phalin 6ung do oung nagy
hiedm gaép khi sol duing thuoac.

Cauc tauc duing khodng mong muodn khauc:

Phaan 16Un cauc tauc duing khoang mong muoan fieau nhei vag maat daan voui thogi gian.
Th66@ng gaép: Hai huyedt aup, fiau ngdic; Madat ngul, choalng vaung, meat modi; Taéng kali
huyedt, hai glucose mauu; £a cha(ly, khou tiedu; Hai nhei hemoglobin vag hematocrit; Nau l6ng,
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flau chaan, fiau c6; Hai acid uric huyeat (khi dugng lieau cao), nhiedm trugng fi66@ng niedu; Ho
(it hon khi dugng cauc chaat 6uc ched ACE), sung huyeat mudi, vieam xoang.

it gaép; Hai huyeat alp thed fidung, fiau ngdic, blodc nhé - thaat fiod I, trodng ngdic, nhop
chadam xoang, nhop tim nhanh, phug maét, iol maét; Lo adu, maat fiieau hoga, lul ladn, traam
calm, nau n6la Aaau, Aau Aaau, roadi loain giadc ngud, sodt, choung maét; Ruing touc, vieam da,
da khoa, ban fod, nhaiy callm aunh saung, ngéua, magy fay, veat baam, ngoaii ban; Bednh
guut; Chaun aén, tauo boun, faay hoi, noan, maat vo giauc, vieam dai dagy; Baat |6ic, gialm
tinh duic, Raui nhieau, Aaui Aedm; Taéng nhei cauc thol nghiedm vea chdlc naéng gan vag
taéng nhei bilirubin; DO calim, run, Aau x60ng, yedu c6, phug khoup, nau c6; Nhin mog, viedm
kedt maic, giallm tho 16ic, noung raut vag nhouc maét; U@ tai; Nhiedm khuaan f66@ng niedu,
taéng nhei creatinin hoaéc urea; Khou thod, vieam phed quailn, chaly mauu cam, viedm mudi,
sung huyeat n66@ng thod, kholu chou 60 hoing; Toaut moa hoai.

Thuodc cou thed gady ra cauc tauc duing khodng mong muodn khatc. Thodng batio cho batc
sy0 nh66ng tauc duing khodng mong muodn gaép phali khi s6i duing thuodc.

Nean traunh dugng nh66ng thuodac hoaéc thoic phaam gi khi fiang s60 duing thuoac nagy?

Moat sod thuodc cou thed tdééng tauc voui losartan nean pha(i thoang balo cho balc syé

hoaéc dodic syd culia bain vea taat cal cauc loaii thuodc mag bain fiang s60 duing, bao goam

cal cauc thuodac ked fi6n hoaéc khoang kea idn, calc vitamin hoaéc thuoac tog dodic liedu.

Calc thuodc col thed t66ng talc voui losartan:

- Cauc thuoac hai huyedt alp hoaéc thuodc cou thea gaay taluc duing khoang mong muoan hai
huyedt aup (nh6 thuoac chodng traam calim ba vogng, thuoac chodng loain thaan, baclofen
vag amifostin).

- Fluconazol, fluvastatin.

- Thuoac lagm taéng noang fiod kali mauu: thuoac |6ii tiedu gi6d kali: amilorid, triamteren,
spironolacton, hoaéc col thea gady taéng kali (nho heparin), thuoac boa sung kali, muoai
thay thea cou choua kali.

- Cauc thuodac choang viedm, gialim fiau khoang steroid (NSAID).

- Thuoac hai i6o6@ng huyeat.

- Lithi.

- Rituximab.

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

- Cimetidin .

- Phenobarbital.

- Chaat 6uc ched enzym chuyean angiotensin, chaat ouc ched thui thea angiotensin hoaéc
aliskiren.

Bain col thed uoang thuodc nagy cugng hoaéc khoang cugng théuc aén.

Caan lagm gi khi moat laan quedn khoang dugng thuoac?
Nedu bain quean khoang dugng 1 lieau, khoang dugng lieau fad quean mag dugng thuodc theo
fAuung loch trinh cud. Khoang uoang gadp noai lieau.

Caan batio quaiin thuoac nagy nho thea nago?

Gioo thuodc trong bao bi goac culia nhag salin xuaat, naay kin.

Ne& thuodc néi khoa rato, traunh aunh saung, nhieit fiod khoang quau 30°C, vag ngoagi taam
voui cula trel em.

Khoang s60 duing thuodc sau ngagy heat hain ghi trean bao bi (hodp vag vee thuoac).

Nhoong dadu hiedu vag triedu chéung khi dugng thuodac quau lieau
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Dugng thuodc chinh xauc nhoé hééung daan cula balc syd. Nedu voa yu dugng quau lieau, cou
thea bo hai huyeat aup, nhop tim nhanh, nhop tim chadam. Nedu bain dugng thuodc nhieau hon
cha daan, ngong dugng thuoac vag liedn laic ngay voui bauc sy hoaéc trung tadm y ted gaan
nhaat.

Caan phali lagm gi khi dugng thuoac quau lieau khuyean cauo?

Ngong dugng thuodc vag liean laic ngay voui bauc syd hoaéc trung tadm y tea gaan nhaat.
Mang theo viean thuoac cugng voui bao bi fied bauc syd bieat bain fiad uoang thuodc gi vag cou
biedn phaup x6a lyu kop thogi.

Nh606ng fiieau caan thaan troing khi dugng thuoac nagy

Trééuc vag trong khi dugng thuodc nagy, thodng batio cho batic syé nedu bain coti nh66ng vadn

Aea sau:

- Bain fad togng bo phug maich (phug maét, moai, coa hoing vag/ hoaéc 1666i).

- Nedu bain fang dugng thuoac 16ii tiedu mainh, ched fiod aén it muoai, tiedu chaly hoaéc
noan. Nhoong tinh traing trean sed lagm bain thiedu n66uc hoaéc muodi, daan fiedn ded bo
gialm huyeat aup khi dugng thuoac.

- Ngo66gi cao tuoai, bedanh nhaan suy thaan, fiang dugng thuodc |6ii tiedu gioo kali.

- Bednh nhaan suy gan.

- BO heip fiodng maich thadn hai bean hoaéc moat bean 60 ngbé6pi cha copn moat thain,
moui phadu thuaat ghelp thaan,

- BO suy thaan.

- Suy tim cou suy thadn hoaéc khoang, hoaéc loain nhop naéng gady nguy hieam tinh maing.
Thadn troing khi dugng thuoac vag khi dugng chung voui thuoac chein beta.

- Bain bo bednh van tim hoaéc c6 tim.

- B0 bednh maich vagnh (gialm [66ing mauu chally 64 maich mauu tim) hoaéc maich mauu
nado (gialm |66ing matu chally 60 maich mauu nado).

- Cooeng aldosterol nguyean phaut (taéng tiedt aldosterol 60 tuyean thoding thaan, nguyean
nhaan do badt thodpng tuyean thdding thaan).

- Lag ng66gi da fien, do thuodc cou hiedu qual gialm huyedat aup thadp hon 60 ngdogi da fien.

- Nedu bain fiang dugng thuodc 6uc ched enzym chuyedn angiotensin (nho enalapril, lisinopril,
ramipril) hoaéc aliskiren

Salin phaam NERAZZU cou choua lactose. Neau bain khoang dung naip moat loaii io6@ng nago

nou, hady thoang balo cho bauc sy6.

Dugng thuodc cho tred em

Khodng dugng thuodc nagy cho trel em dodui 6 tuoai.

Thuodc n66ic dugng fiea fieau tro taéng huyeat aup 60 trel em treadn 6 tuodi (Xem muic Lieau

dugng).

Phui'n66 mang thai hoaéc cho con but

Khoang dugng thuodc nedu bain fang mang thai, hoaéc nghd raéng minh fiang mang thai,

hoaéc doi ionh cou thai.

Bain khodng nean cho con buu trong thogi gian dugng thuoac.

Laui xe vag vadn hagnh mauy mouc

Thudc c6 thé gdy ha huyét dp, chodng vang, budn ngii. Nén than trong khi 14i xe hodc van hanh

mdy moc. Khoang nean thdic hiedn calic coang viedc caan tadp trung cao fiod nho laui xe hoaéc

vaan hagnh maluy mouc, cho fiedn khi xauc nonh chaéc chaén minh cou bo alinh héolng hay
khoang.

Khi nago caan tham vaan balc sy6, dodic sy6?
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Caan liean laic ngay voui bauc syd hoaéc trung tadm y tead gaan nhaat khi dugng thuoac quau
lieau chae fAdnh.

Thoang th66eng, bao gidg cudng phali holi yu kiedn bauc syd hoaéc dodic syd troduc luuc
dugng baat kyg thuoac nago khi mang thai hoaéc cho con buu.

Thoang balio ngay cho bauc sy6 hoaéc dodic syd nhodng tauc duing khodng mong muoan gaép
phadi khi s60 duing thuodc.

Neau caan theam thoang tin xin hodi yu kiedn bauc syd hoaéc dodic syo.

Hain dugng cuGia thuodc: 36 thaung kea t6g ngagy salin xuaat.

Sailin xuaat taii:

COANG TY COA PHAAN DOGIC PHAAM NAIT VI PHUU

(DAVIPHARM)

Loa M7A, N66gng D17, Khu Coang nghiedp Myd Phdduc 1, Phédgng Thoui Hoga, Tho xad Bedn
Caut, Teenh Binh D66ng, Vieat Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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