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Rx Thufic ké don

ERAFIQ 5/80

Vikn nén bao phim
Thufc ndy ehi ding theo dom thube.
pé xn thm tay tré em.
Poc ki hirimg diin sir dyng trirde khi diing.
THANH PHAN CONG THUC THUOC

- Thinh philn dwye ehfit: Amlodipin (dingi dang amiedipin besilat) $ mg, valsartan 80

mg.

- Thénh phiin & duyc: Cellulose vi tinh thé, crospovidon, silic dioxyd keo khan,
magnesi stearat, HPMC, PEG, tale, titan dioxyd, oxyd sat 48, oxyd siit ving.

DANG BAOCHE

- Viénnénbeo phim.

+ Viénnén tron, bao phim mau cam, hai mijt 13i.

CHi B|NH

- Diéutri ting huyétdp v ciin,

- ERAFIQ 5/80 duge chi djnh & ngudi 16n khéng kiém soal hoin toan duge huyét ap
biing amlodipin hoje val dontri.

LIEUDUNG, CACH DUNG

Liéu ding
Lidu khuyén céio: 1 vien/ngiy. )

ERAFIQ 5/80 o6 thé duge ding cho bénh nhin khong kiém sokt duge hoin toin huyét
fip bing smledipin 5 mg hoje vialsartan 80mg don imj.

Nén chinh litu véi cic thude don 3¢ (amlodipin va valsartan) muée khi chuyén sang
dang phoi hop liéu ¢ djnk. Khi thich hap vE mii 1om siing, 06 thé xem xét thay dbi tryc
ﬁﬁgmmm lidu sang phii hgp lidu cddinh.

Dé huin tién, bénh nhin dang ding vién nén/ vién nang valsarian vi smlodipin riéng 18
cisthé chuyén sang dang phii hop ligu of dinh véi cing mis B,

Liéu diing trén cée adi trgng diic bigt

Suythgn

- Khéng cd dir ligu Iﬁmmgshcﬁuénhhhnhﬁnsuythinuéng.l(hﬁngcénchiuhliéuﬁ
bénh nhiin suy thiin nhe dén trung binh. Theo déi nong d6 kali va creatinin & bénh nhan
suy thin trung binh.

Suy gan

ERAFIQ 5/80 chiing chi dinh & béohnhéin suy ganning.
Thiin trong khi sir dyng & binh nhéin suy gan hogc 16i loen téc ngh#n dwémg mdl. O binh
nhiin suy gan nhg 8¢ trung binh khing c6 i mé, Piéuc;ﬁdadm;m khuyén cdo 1a BOmg
valsartan. Liéu cos smlodipin chus dirge thigt 1gp & bénh nhin suy gan nhe dén wing
binh. Khi chuyén sang ding amlodipin hogc amlodipin/ val &bénh nhan suy gan
tling huyé1 ap di didu kign, s dyng Jiéu thap nhat hién c6 clia amlodipin hoke amlodipin
phoi bop.

Negiedi cao tdi (= 65 edi)

Théin trong khi ting litu & ngudi cao rudi. Khi chuyén sang ding amlodipin hofic
smlodipin/valsartan & bénh nhn cao méi dir didu kign, st dung fidu thiip nhilt hign co
amladipin dom trj hojic smiodipin phii hgp.

Tréem
Tinh an toan va hiéu qué cia ERAFIQ 5/80 & tré em dudri 18 wdi ehua duge thiés 15p.
Khéng cb dif ligu sén cb.

Cachding

- Dingdudngudng, véi mét it mude, o thé dimg voi thire fin hofic Khong.

- Néu bénh nhin quén ding thuéc, ding ngay khi nhé ra, seu 46 ding Tiu tiép theo nhir
thuém IE.Twmmnnhgﬁnmﬁgimuggliénﬁéplhen.hﬁmﬂ éuna quén. Khong
dimg Héu glip doi dé bi) cholidu 03 quén.

- Khéngco yéu chu djic bift v xirly thube sau khi sir dung.

CHONG CHI DINH

- Qué min vai amlodipin, vel
nag citathude,

- Suy panning, xo gan mat hoac rmét.

- Ding dbng thai ERAFIQ 5/80 véi thubc chira aliskiren & bénh nhén déi thio dirémg
hodc suy thin (GRF < 60 miphit/1,73 m’).

- Phunireo thei 3 thing giim hodc 3 thing cubi.

- Hahuyétdpning.

- She(baogdm sbctim). .

- Tic nghén dudmg ra cia thiit trai (bénh co tim phi dai téc ngh#n hode hep eo dong mach
chanding).

- Suytimkhong 6n djnh vé mit buyét dong sau nhdi mév co tim cip.

din xuét dihydropyridin hofic véi bty thinh phin

CANH BAO VA THAN TRONG KHI DUNG THUGC

- Tinhan toln v higu qué cia amlodipin rong con ting buyét ip chua duge thié 15p.

Phy nircd thai
Khiog sif dung thude déi khing thy thé angiotensin 11 (AR A5) & phy nir e6 thai. Trir
khi vige rifp e sir dyng ATTRA 14 thye sy chn thié, bénh nhin c6 ké hogeh mang thai
nén chuyén sang ligu phip digu tri ting huy#l ép khac an tedn voi phy ni cd thai. Khi
duge chan dogo ¢b tha, ngung sirdyng ATIRAs ngay 1ap rire va sir dyng ligu p}l&pdiéu
trj tiing huyétdp khée phit hop.

Bénh nbfn gidm narri hoiic gigm thi tich
Hg huyé! ép qué mire dwae quan sit thity & 0,4% bénh nhiin tang huyét &p khong bién
chimg dirge diéu i biing ERAFIQ 5/80 rong cite nghign ciru oo dbi chimg vai gié
durge. O bénh nhin cé be renin — angictensin dugc hoal hoa (bénh nhan gism thé tick
vahoic gidm ntr st dung liéu cac thube 1gi tibn) dang dimg thude (e ché thy thé
angiotensin, by huyt ép e6 riéu chimg c6 thé xdy ra. Khuyén eho diéu trj tinh trang niy
trudre khi sir dyng ERAFIQ 5/B0 hoge theo di chal che khi bit diu digu tri.

Méu hp huyér p qué mire xdy ra, djt bénh nhin nim npira va truyén finh mach auoc
mudi sinh 1 néu can. Cb thé Liép tuc diéu tri khi huyét ap da on dinh,

Tang kali huyét
Thin I:zmg kehi sir dyng dding thiri viri chilt bd sung kali, thudic Joi tiéu gil kal, che chit
they theé mui cd chira kali hodc cac thube khéc lam ting nbng d§ kali (heparin) vé
(huimg xuyén theo dai nbng 45 kali.

Hgp dfng mych thiin
Thiin trong khi s& dung ERAFIQ 5/80 diku tri ting huyét Ap & bénh nhén hep déng
mach thitn mgt bén hode hai bén hodc hep djng mach thin & bénh nhiin chi cd mft thin
donguy co tfing ure vil creatinin huydl,

Ghépthin ?

Khéng ¢é dit lién vé tinh an todn khi sir dyng ERAF1Q 5/80 & bnh nhiin ghép thin ghn
diy.

Suy gan
Valsartan phin lém duge thi trir dudéi dang khong dbi qus mir. Thir gian bin thii vi
AUC ei amlodipin ting & b§nh nhin suy gan, lifu khuyén cio chira duge thiét 13
Thén frong khi sis dung ERAFIQ 5/80 & binh nhin suy gan nhe dén tung binh hoje
Josu tbe nghén duémp mit. »

O bénh nhn suy gsn abe dén rung bink khéng b trmét, lifu 15i da duge Khuyén cio viri
valsartan la 80mg.

Suy thin
Khéng cin chinh lifu ERAFIQ 5/80 & bénh nhin suy thin nhe dén trung binh (GFR >
30 ml/pht/1,73 m’). Khuyén céio theo dii néng 46 kali vi creatinin & bénh nhén suy
1hiln trung binh.

Cirdmg aldosteron nguyén phét
Khéng sit dyng thube tic ché thy thé angiotensin 11 valsartan & bénh nhén cubng
aldosteron nguyén phit do hé renin— angiotensin cia ho co thé bi anh hwéng béi bénh
nguyén phatnay.

Phii mach
Phii mach, bao gém sung thanh quén v thanh mén, gay tac nghén duémg thir v ho
sumg mét, méi, hiu hong v/ halic ludi, d& duge bio cdo & nhimg binh nhiin duge di
trj béing valsartan. Mét 6 bénh nhn ndy tnede dly i rimg bj phil mach vdi cac sin
phim thufic kbic, bao gém cé thudc i ché men chuyén. Ngung ding ERAFIQ 5/80
ngay lap tirc & nhimg bénh nhén bi phit mach v khong téi didu tri.

Bénh nhiin suy tim/ sau nhdi miu co tim

- Do blu qua cia viée te ché hé théng renin-angiotensin-zldosteron, nhimg thay déi
trong chritc ping than <6 thé dige dir dodn mree & nhimg ngudi thyy cém. O nhimg
bénh nhin suy tim ning md chire ning thiin phy thufe vio hoat d{ng cia bi thong renin
— amgiotensin — aldosteron, viée diéu trj bing thube e ché men chuyén va thude dbi
khéng thy thé angiotensin cd thé giy thiéu niéu vi/ hoge fang ure huyét tién trién va
(hiém) suy thin cip vit' hojic tir vong. Két qua rong ty d8 duge bdo céo voi valsartan,
Diéinh gid bénh nhin suy tim hojc ssunhdi méu co tim lubn phii bao gom dénh gid chirc
nang thin.

- Trong mét nghién ciru dii han, 6 ddi chimg voi gid duoc (PRAISE-2) vé smlodipin &
bénh nhan suy tim NYHA (Phin Jogi ciia Higp hdi Tim mach New York) 111 vé IV ¢b
nguyén nhn khiing do thifu méu eye b, amlodipin co lién quan dén vifc tng cic bio
céo vé phil phéi mic dis kbang cd sw khac bigt ding ké vé ty I¢ suy tim ndng hom so véi
gidduge.

- Thube chen kénh calei, beo gbm amlodipin, nén duge sir dyng thiin rong cho bénh nhiin
suy tim sung huyét, vi chiing c6 thé lim ting nguy co hién cb tim mach va ti vong trong
nromg lai.

Hep djng mach chil v van hai ld
Nhur v cée thube gitn mach khic, diic bigt thin rong khi sir dyng & bgnh nhin hep
dfng mgeh chii hofic hep van hai la ding ke.

{feché kép h§ renin nglotensin —aldosteron
Cé biing chimg cho thiy sit dyng dbing thivi vési thudic irc ché ACE, ARBs hojc aliskiren
1ém ting nguy co ha huyét ap, ting kali huyel vé suy piam chirc nang thén (bao gom suy
thin cép). Khong kbuyén cao sir dung dong thiri cac thudc ghy irc ché kép RAAS nhu
thude irc ché ACE, AR Bs hofic aliskiren.

Méw thure sy cin thiét trén [m sing; vige phéi hop phii dupe nbén vién y 1€ theo d6i chit
ehi vi chireniing thin, nbag df chil dign pidi v huyél &p. Xhong néo phii hop ) thube
1 chié men chuyén va 1 thudc chen thy the angiotensin [1 &bénh nhin bi binh thin do
i thiso dudmg.

SUDYNG THUGC CHO PRYND CO THAT VA CHO CONBU

Sir dyng thube cho phy nircd thal

Amiadiptn
Tink o0 toiz ¢o3 amlodipin & phy nir o thei chus dirge thid 1ip. Ce nghién ofu mén
diing vit cho thiy céc dfe tinh sinh sdn & lign cao. Chi sit dung @ phy nit o6 thei khi
khéng ot shin cic liu phip thay thé an toan khic vi gt ich thu duge Jém hon nguy cocé
U xiry ra v ngudi me va thii nhi.

Valsartan
Khing khuydn cio sir dung thubc i ché receptoc angiotensin 17 (A1TRAS) rong ba
thing day thai ky, chong chidinh sirdung mang b théng gitr va ba théng cudi thai k§.
Khéng f bing chimg dich & hoc vE nguy co gty quai thei khi phei thigm vei thuée e
ché men chuyén trang be thing ddu thai k¥, wy nhitn khdeg logi triv dwge nguy eo.
Khing ed i ligw vé dnh huémg cin thufle 48 khing thy thé ungiotensin 1, nguy €0
hmg:zxnismkﬁ: <6 Ihé xay ra. Trir khi vige 1icp tye didu mived ALIRALE thye sy
cin 1hi&t, benh nhin cé ké horch mang thai nén chuytn sang liéu phip diku tr ting
huybt fp khée en rodn vai phy ol ed thai. Khi duge chin
ALR As ngay lp birc va bit dhu ligu phap kbac phi hep.
Phoi nhifm visi edc thulic ATTRA trong ba thing gilia vi ba (hdog cudi thai ki gy déc
tink trén thei nhi (suy giam chirc ning thin, mgn 4i, chim phat rién xuomg sy) vi dfe
tinhériré sosinh (suy thin, ha huyétip, tingkali huyé)

Néu phoi phiSm véi thude ATTRA trong ba thing gitt k¥, nén sigs bm kibm tm chiac
rdng thin v hip 5. Tré 5o sinh cf med8 ding AR As nén duyt thee doa chl chi vé
tinh tramg ha huyét &p.

Sirdyng thulic che phy i eho con bi
Amledipin thii mir vie st me. T§ 18 lidu tré so sinh nhfin dugs 1 me khodng 3- 756,16
(12 15%. Tac dyng ciz amlodipin trén tré sosinh chua duee bidt. Khbng cb thbngtinvige
sirdyng ERAFIQ 5/80 & phy ntt cho con bit, do dé khémg Xhuyln cdo sit dung cho phy
it dengeho con bl vi thay thébing ligu phip didn ir] ting huy@t ép khic 43 dugc clwmg
minh tinh an fodn frong the gien cho con bi.

ANGH HUONG CUA THUOC LEN KHA NANG TLAT XE, VAN BANH MAY

MOC
ERAFIC S/BD o4 thé giy chéng mii hoiie mét moi b thé dnh huong dén kb ning lai xe
Vi viin hinh may moc.

Amlodipin et thé fnh buéng nhe hoge trung binh 16n khi ndng 121 xe v& vin banh miy
mee, BEnh nhin dige b véi amledipince thé c& chéng mat, dau diu, métméi, nén, cb
thé suy gigm kha ning phinimg.

TYONG TAC, TUONG KY CUATHUOC

Tirong tée cis thube

Ticomg thc véi thude phoi hgp cb djnl lién
Khfing oo nghién cir tiwong tic thube — thube ndodugt thyc hign vwai ERAFIQ S/B0 vé
cac thue khac.

Teromg tiic thde i s dyng domg thov

Thudic hg huvér dpkidc
Cie: thudc hy huyét ép thirimg diag (thu e chen alpha, thube loi éu) v cic thube khac
o6 1hé gy by huyél dp (thubc ching trém cim ba vang, thudc chen alpha ditu i ting
sén tuyen tién liét Janh tinh) 6 thé lm ting tic dyng hg huyés fip khi dimp ¢dng thii.

Tuong tie lien quan amiodipin

Eihng kknyén ciosicdyng ding théi

Bisechi chiim hoge nie 6p bucdi chtim
Khong khuyén edo s dyng amlodipin v budi chim boge mrae ép budi clm vi cothe
|émtang sinh ki dung ¢ m§1 55 bénh nhin, din dén tang thc dung ha huyérdn.

Thiin trpmg khi s dyng dong thit

Timde e ché CYPIAL

- Sirdung Abng thir amlodipin vA ehibt ire ehé manh hogc rumg binh CY P3A4 (thude it
ché protease, thubc khéng nim nhém szol, khang sinh nhém macrolid nhir
erylhromycin hode clarithromycin, verapamil, diltiazem) et thé lm ting ding ké phoi
nhidm v amlodipin. Céc thay 454 cii ce thdng s duge ddng hoc co the dnh hudng 1o
&t hom & nguti cao tuli, do d6 cin theo &1 chil che va chinh lifu néu can.

Chér cdm tmg CYPIA4 (thudc chong co gidt (carb epin, phenobarbital, phemioin,

fosphenyioin, primidon), rifampicin, kypericum perforanm)

- Khi ding ddmg hai amlodipin véi cic thube cam img CYP3A4, nbag ¢4 amlodipin
trong mau 6 thé thay ¢di. Kifm soét huyét #n va chinh lién rong vi san khi ding ddng
théi voi céc thudc nay. dac bigt 1 céc thude cim img manh CY P3A4 (rifsmpicin,
‘hypericum perforatum),

Simvastatin
Diing dAng thisi ip lai amlodipin 10 mg véi simvastatin £0 mg lm ting phoi nhidm véi
simvastatin 77% 5o voi ding simvastatin don dfe. Khuyén céo dimg Jin simvastatin
khiag qué 20 mg'ngay @ bénh nbin dang ding amlodipin.

Dantroten (truyén iinh maekj

daan co thai, ngumg &7 dung

¢ damg vir, rung this vi myy tim maeh g3y o vong fién guan d€n ting kali huyet di
durge quen st {hly khi ding d6ng tho: verapamil va dantrolen dwémg finh mach. Do
nguy oo ting kali huyel, kbwyen cho traah dimng déng thesiv&i thube chen kénh ealed nha
smlodipis & bénh nhin dk bj timg thitn nhigr dc tinh vi deng digw trj chimg tEng than
nhigt Ac tinh.

Lim ykfri diing ddmg thi

Thiwis khwic .
Trong cac nghién ciry lim sing v& ramg thc thude, amiodipin khing dnh huimg dén
duge déng hoe ciis servasiatin, dipoxin, warfann, ciclosporin.

Tuwng tic litn quap dén valsortan

Khing khupin coe ding dong

Lithi
D) ¢ b cho vé trrimp hop tng nbog 89 lithi trong miv ¢6 hoi phyc vé xuat kitn (5665
finh cia lithi khi Ging dong thér vad thude tre chi men ehuyén angiotensin 11 hodie di
khing 1y thé engiotensin 11 bao pém velsorien, Theo dbi chit cisé ndng 4 Jithi huyst
fwong khi ding dgﬁ g thisi. Miéu diing @ling thn vei thude Lol Léw, nguy co ngh dbe lithi
thnp cao hon vin ERAFLQ 5/80,

Thutelirt ridu itk kail, -‘Jiu:plﬁm b sung kali, muirt ey the chiza kalf vé ede et ke o

thod dam tding nong A6 kali hugat
Néu sir cung dong thi thudc snh hwéng dén néng 45 kali vé valsanan, theo d5i néng 4
kali.

Thiin trpng ki dving déng ot

Thude vigm khong steroid (NSALDs)
S dyng. dbng thisi thubc 4G khiag sugieteasio 11 vi NSAIDs céthé Am ting the dyng
e huyel ap, lim opog thém tink mang suy thin vé fing keli huyét thanh. Do & thea dii
chare pang thin tredre khi bt ddu diéu trj vi binh nhiin nén udng & nue,

Chiii irc ch V@ chinén thude frifampictn, efetosporin, sitanavir)
Mghign civ in vitro tréom gan ngyii cho thiy valsanan 1 chii nén cia chii vim chuyén
thuée vao gan OATPIBI vi chiit vin chuyén thufc s khoi gan MRFP2. S dung dong
thixi vin e chii e ché vén chuyén (nfampicin. ciclosporin, ritonavir) 6 the 1&m ting
phoinhifm toén than v valsanan,

U chdkép RAAS véi ARBs, src ché ACE hode aliskiren
D Tigw thir nghigm Im sing cho iy e ehé kép RAAS khi dimg déng thizi thube i
ché ACE, ARBs hoac sliskiren din 4fn shnp thn suft cis cfc e dyng khbng mong
smybnahir ha buyétap, ting kali, suy gidm chite ning thin (bao ghm suy thin chp) se v
ditng thube e dung trén RAAS don déc.

Thedekhdc
Tromg dom tri ligu v valsarian, khdng cf trong téc néo of ¥ nghia 1Gm sing vai cac
thufe cimetidin. warferin, furosemid, dipoxin. atenolel, indometacin,
hydroclorothiazid, amlodipin, glibenclamid.

Twong ky ciia thubc p
Do khing et chc nghiéa cim v tinh teeng oy cis thube, khéng trim 1an thube nity vis
céc thube khéc,

TAC DUNG KHONG MONG MUON CUATHUOC
Cie tic dung khong mang mudn thutmg gbp hofic nghiem trpng ding k& bao gm vism
mii hong, eim, qué mén, nhirc diiu, ngdt, hz huyét &p 1 the dung, phi né, phi fn lom,
phiimit, phiingog bign, mEtmbi, dobimg mil, suy nhirge, bimg ning.
Cég tc dung khdng mong mubn diroc phin nhém theo tin suét: it thudmg gip (ADR =
1/10), thuémg gap (1/100 = ADR < 1110}, it gip (1/1000 < ADR < 1/100), hiém gap
(1110000 SADR < 1/1000}, rfit hiém gip (ADR < 1/00000) v khbng & tin suét (khong
wire tinh duege i dir ifu s&n oo}

Niriém kfnidin

- Thrémg gfp: Viémmii hgng, cim

Réi foan mién dick

- Hiémpgap: Phinimg quimfin

Rl iggn chuyén hoa v dinkh dieing

- Thuimg gép: Hz kali huyét. A )

- it gjp: Chiin &n, téng calei buyét, ting dwomp huyét, tang lipid huyét, ting uric buyér, he
natri buyel

Réi inan am than

- Hifmghp: Lofu.

Réi logn hé thin kink

- Thwémg gip: Dau din

- itgsp:Réiloan phiihop, chéng mit, chbng mit tu thé, d cam, ngd gé

Réi ioan mai

- ltpgip: Suy gism thi hue

- Hiém glp: Réiloan th gide

Réi iogn ialvi mé dgo

- ltpip-Chéngmit

- Hikmghp: Utai

Réi logn tim .

- it gp: Nhip tim nhanh, dénh rhng ngue

- Hiémgip: Nght \LR A
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| DEREAPHARN

TANG GIAM BEC
DS%%&;@&%JWM%W




https://trungtamthuoc.com/

Réi logn mach mdu

- Itgap: Ha huyétap tuthé dimg

- Hiém gip: Hy huyétap

Ridt ingn his hdp, ngwee vd trung ther

- ltgiip: Ho, dau hong

Réi Togn tiéu héa

- Irgap: Khé chiu bung, dru byng trén, budn non, kho migng, tio bon, liéu chay

Roi ioan da vamé meém

- ltgap:Bands

- Hiém giip: Ngoni ban, ngim, ting tide md hoi.

Rl lagn e xuomg vimé lién két

- itgip: Daukhép. dou hmg, simg khép

- Hiémghp: Cothit co, chm gike ningni

Roi logn thin vi liet nign

- Hiém gip: Daniéu, tidu it

Rl logn sinh sdn

- Him gfip: Rii logn cuomg duong

= Todn thén vi tgi ché

o Euﬁmg ghp: Suy-nhirge, mét méi, bimg nong, phi né, phit ngoai vi, phi mat, phil in
m.

Ciic tiic dyng khéng mong mudn vdi img dwge chit ritng 1&

Cietie dung khéng mong mudn 4k duoe bio cio véi timg duge chit riéng 1¢ (amlodipin
hofie valsartan) cling b thit 18 che phim img o6 hgi tiém in vai ERAFIQ 5/80. ngay ci
khi khémg quan sat ibdy trung céc thirnghigm lim sing hoje trong giai dogn sau khi dus
rn thitnrong,

Amlodipin

- Thudmg gép: Mo mang, chéng miit, mé mai, danh wdng ngye, dau bung, bufin nén,
sing mat ck chisn,

- frgdp: Mt ngi, suy nhuge, thay d5i tam trang (bao ghm ¢d Jo ling), trdm cam, run, réi
Ioan tiéw hén, nghr, réi loan thi gide (bao gdm nhin déi), U tai, ha huyét dp, khé the, viém
mili, nfin mirs, kho tigu, nmg 16c, ban xut huyédt, 48 méu da, ting tié md hoi, ngira,
ngosi ban , dau co. chul rit cu, dau, rbi loan vin d9ng, tng s lin di tigu, bit Iyc, nk
hon vii, daungyre, khé chiv, ting cin, giim cin.

- Hiémggp: Li lan.

Ral hiém gp: Gidm bach chu, gidm tidu ciiu, phin img dj img, ting dwémg huyf1, binh

thiin kinh ngoai bién, nhoi mau cortim, rdi Joan hip tim (beo gdm chiim nhip tim, nhip

nhanh thit v rung nhf), viem mech. vitm ny, vitm dg ddy, thng sin i, viém gan,
ving da, lang men gan (phé hop véi o mét), mé day, viém da troc viy, hji chimg

Stevens-Johnson, phit Quincke, nhay cim véi dnh sang.

- Khong rd tdn sudt: Hoai tirthueng bi nhifm de. hji chimg ngog thap.

Valsartan

- 1t gap: Chéng mat, méL méi, ho. kho chiu bung. dau byng.

- Khéng ré rdn sudt: Gidm hemoglobin, gidm hematocrit, gidm bach clu, gidm tidu e,
tang kali huyél, ting céc chi s0 chirc néng pan bao gom tang bilirubin huyét, suy thin,
tiing creatinin huyét, phi mach, dau co, viem mach, qua man bac gom ca bénh huyét
thanh.

QUALIEU VA CACHXU'TRI

Quilidu
Khbng co kinh nghigm vE qua lifu ERAFIQ 5/20, Trigu chimg chinh ea qué lidu
valsarlan I ha huyéi ap 1 rél kém theo chong miL Qua lidu véi amlodipin co 1hé din
dén pifin mach ngoai vi qué mirc vA 06 thé gay nhip tim nhanh phén xa. Ha huyét 4p todn
thin 0 rft vis kéo dii v o6 thé sbe ghy tirvong di dirge béo cao.

Chich xirtrikhi diing qud libu
Néu mii ding thude, eb thé gay nﬁnbicmd;diy.dngubiﬁnhnminkhé:ﬂnh
vige st dyng than hot tinh trong véng 2 gitr san khi dimg qué tién 1am giam déng ke sy
biép thu amlodipin. Ha huyét &p co ¥ nghia trén 13m sang do qué liéu ERAFIQ 5/80 cin
ho trgrtim mach tich cyee boo theo dbi thudng xuyen chire ning hé hap va tim mach,
k& cao tay chin, kidm sodt thé tich tuinhoén vé hru Jwgng mrée tidu.

Cé thé sir dung mdt thubc co mach dé phye héi ruong Iye mach méu va huyét dp, mién
1 bénh nhéin khting c6 chiing chi dinh vén thudic d6. Tiém tinh mgch calei gluconat ¢6
the higu qua rong vige dio nguoe téc dung chen kénh calci.

Ci valsartan va amlodipin déu khéng thé logi bo biing thiim téch méu.

PACTINHDUGCLYCHOC

Nhém dirge 1: Thube d6i khéng thy the angiotensin 11 phéi hop vii thude chen kénh calei.

MiaATC: C09DBOL.

Coché ticdyng

- ERAFIQ 5/B0 Ji thubc phoi hyp hai thude hg huyét 4p co co ché bi sung cho nhau gé
kiém soét huyét p & bénh nhin ting huyét ap v6 cin: amlodipin thuge nhom chen kénh
calei vii valsartan thude nhém déi khéng angiotensin 11 Phoi hop hai chit 1am ting téc
dyng hg huyét dp, lam giam huyét ip & mire dj a0 hon khi sirdung don déc.

Amlasipin/valsartan
Tac dyng ha huyét 4p ciia thubc phéi hgp amlodipin v valsartan lién quan dén liéu

trong phin viligu diéu tei, Tac dung ha buyé ap cia mdt liéu thubic phbi hop kéo ddi 24

gil.

Thirnghigm co doi chimg voi gid dirge
Hom 1400 bénh nhin ngudi 1én ting huyét &p vo ciin tir nhe dén trang binh khdng eo
bién chimg (huyét dp thm troong khi nghi trung binh > 95 mmHg va < 110 mmHg) st
dyng amlodipin/valsanan 10/160 mg 1 1n/ngay trong hai thir nghiém cé déi chimg voi
gid dugc. Bénh nhin b nguy co tim mach - suy tim cao, déi ihdo dutmg mip 1, dii thio
dudmp tuyp 2 khéng dwee kidm 5041, tién sinhdi mau co tim hodc 361 quy trong vang 1
nidm duge logi khoi nghidn eir.

Thatnghigm cé 461 chiimg é bénh whdn khing ddp img voi ligv phip don tri
Thir nghitm song song. ngiw nhin, mi doi, da rung (Bm, co dbi chimg cho thiy 3 1§
iyt dp trér v binh thirtmg (huyét ép thm trremg < 90 mpHg & cudi thir nghicm) & beah
nhin khiing duge kifm sodl diy di khi ding valsarmn 160 mg dom 1 18 75% véi
amlodipin/valsartan 10 mp/160 mg va 62% vén amlodipin/valsartan 5 mg/160 mg so vér
53% bifnh nhin dimg valsarn 160 mg. Phai hap vei amlodipin 10 mg vi 5 g lam gidm
thém huyét ap thm thu/huyé dp tém mrong 1hn g 6,0/4 8 mmHg va 3.9/2.9 mmHg so
v0i b§nh nhao chi ding valsarian,

Thi nghiém song song, nfu nhién, mi d&i, dn trung tim, o6 déi ehimg cho thdy huyét
&p trérvé binh thyomg (buy<t ip tim truong < 90 mgHg & cudi thir nghifm) & bénh nhin
kbémg duge kidm sod ddy d0 khi dong amlodipin 10 mg dom tri 1k 78% véi
amlodipin‘valsartan 10 mg/160 mg 50 vai 67% binh nhén ding amlodipin 10 mg. Phéi
bop voi valsartan 160 mg Jam gism them huyel ap tim th/huyet ap 18m tnoong 2,9/2,1
mmHg s véi bénh nhiin chi dimg amledipin.

Trong nghién et €6 kiém sodt trén 130 bénb nhin ing huvét ip vii huyél ip tm tnrmg
trung binh khi nghi = 11} mmHg vé < 120 mmHg (huyét dp ban dém 16171/113 mmHg).
chinh lifu tir 5 mg/160 mg thanh 10/160 mg lim giam iip khi nghl 36/29 mmHg so
wési 3228 mmHg khi chinh liéw lisinopril/hydroclorothiazid tin 10 mg/12,5 mg thinh 20/
mg/125me

Trong hai nghién ciru theo dai dai han, tac dyng cia ERAFIQ 5/80 duye duy tri trong
hon mdt néim. Vide ngimg dft nght ERAFIQ 5/80 khong lién quan dén tang huyél ip
ohanb chong.

Tubi, gici tinh, chiing tic, chi sé khdi co thé (2 30 kg/m’, < 30 kg/m") khdng dnh huémg
déndipimg véi ERAFIQ 5/80,

ERAFIQ 5/80 khong duoc nghién i & cic bénh nhén khic ngodi binh nhin ting
huyét ip. Valsartan dirge nghién eiru & bénh nhin say nboi mav co tim v suy tim.
Amlodipin duge nghién cit i binh nhin dsu thit ngye &n dinh min tinh, day thit ngyc
<o thilt mych va bénh mech vanh dirge chin dodn bing chyp mgch,

Amlodipin -

- Amlodipin Gc ché viin chuyén ion calei qua ming 1€ bio viio co trom cta tim vé mach
miu. Co ché ha huyet dp cia amlodipin lign quan tryc litp voi tic dung gidn co ron
mach miu, Jim gidm sirc cin ngoai vi vé huyét ap. Di¥ ligu thuc nghi$m cho thiy
amlodipin lign két véi cd vj i gin két voi dihydropyridin va khéng phai
dilydropyridin. Céc qué trinh co bip cia co tim va co tron mach méu phy thufic viio sy
di chuyén coia cée jon calei ngopi bdo vio cée 1€ bao nay théng quacéac kénhion.

- Sau khi ding lién diéu trj & bénh nhin ting huyét dp, amlodipin lim giin mach din aén
gifm huyet p khi nghi va khi dimg. Khi ding thuée kéo dii khong lam thay 6i déng ké
vé nhip tim hogc nong d6 cathecholamin trong huyét womg.

- (3 bnh nhiin tré v bénh nhén cao tudi, ndng d§ thubc trong huyét tromg 6 méi trong

an vl tac dung ba huyetap.

glbenh nhéin tfing huyét dp e6 chire nfing thiin binh thuime, Liu diéu 1rj cia smlodipin
1am gidm sizc can mach than vé tang muc loe céu thin va i hromg huyét nrong thiin
hiéu qua m khong lim thay d6i phin s6 loc cu thin hodc protein nigu,
Giéing nhur céc thude chen kénh calci khac, cac phép do huyét dgng cia chirc nang tim
khi nghi ngoi v khi vin déng (hoic di timg brdc) & bénh nhiin cé chirc néng 1im that
binh thwing duge didu tri bing amlodipin thuimg cho thiy chi sé tim ting nhe ma
khong énh huomg déng ki dén dP/ dt hodc &p sudt cudi tim truong trén that tréi hofic thé
tich méu. Trong céc nghién et vé huyér dong hoe, smlodipin khéng c6 liéh quan dén
tic dyng inotropic dm tinh khi ding liéu didu trj cho dng viit v ngrini binh thiémg,
ngay cikhi ding ddng thivi voi thube chen beta,

- Amlodipin khong lam thay dbi chire ning nitt xeang nhi hogc din truyén ok thit & dén
viit hoc ngwin binh thuimg. Trong céc nghién cir lam sing amlodipin duge ding ki
hiyp viri thude chen beta cho binh nhén tang huyét dp hodic dau thit ngye, khéng quan
st thily tic dung phy nao trén cic thong 56 dién im do.

Sirdung & bink nhdn tang huyér ip
Trong nghién cin nglu nhign, mi d8i vé o sut bénh v 1 1 ti vong (thit nghiém vé
dicu irj tang huyét ap vi he lipid buyét d¢ dy phong dau tim ALLHAT) 8¢ so snh cic
li¢u phap dicu tri: amlodipin 2,5 - 10 mg/ngay (thude chen kénh calci) hoe lisinopril

10 - 40 mp/ngdy (thudc irc ché men chuyén) duge sir dung nhir lizu phap du tay so véi
thubc lgi tidu thiazid clortalidon 12,5— 25 mg/nghy & bénh nhén ting huyét 4p nhe dén
trung binh.
Téng 33.357 bgnh nhén téng huyét ap> 55 tudi dwge phn bb nghu nhién va duge theo
dbi trong thési gian trung binh 4.9 nam, Céc bénh nhan cé thém it nhil mét yéu 16 nguy
¢o ciia bénh mych viinh bao gém: tién sirnhdi mdu co tim hoic 46t quy (trong > 6 thing)
hoéic co cic bénh xo vita ding mach khic (51,5%). déi thio duimg nayp 2 (36.1%),
HDL cholesterol < 35 mg/dl (11,6%), phi dai tim thét tréi duge chin doan bing dién

himdd hofie sidu dm tim (20,9%5), dang kit thude (21,995},

Tiém chi dénh gid chinh 14 1i¢u chi kit bep beo gom W voog do bénk mach vinh hodc
nhii mén e tim khing pAy tir vong. Khang ¢ sw khic biét ding kE trong 1iéy chi ddnb
gid chinh gilra diéw rj bng amlodipin vi clonalidon: RR- 0,98, 935% C1 (0,90 1,07),p
=0,6%. Trong nhom tiew chi phy. tv 1 suy lim (L phin ciba i chi tim mach tong hop)
cao hon ding ké & nhim amlodipin so vai cloralidon (10,2% so v 7,7 ER: 1,38,
95% CI (1,25 - 1,52), p< 0,001), Tuy nhién khong o sy khic hift déng ké v oy 18 10
vong do bt ky ngavén nhan nao gita amlodipin va clortalidon dwe quan sé thiy; RR
0,96,95% CT{0,85~ 1,02}, p=0,20).

Falsartan

- Valsarian I thubc 853 khing thy the engictensin 11 cd hogt tinh menh, d3c higw, ding

dhrimp uéng. Thuée tic dyng chon loc mén thy the AT 1, chiw trch nhifm che céc boat
dfng di bigt el angiotensin 11 Nm\‘gdﬁnglmmsiqllmmghq&mgﬂnghsm
khi ire ché AT1 biing valsartan oo thé haal hoa thy thit AT2 co tio dyng dfi Mp véi AT1,
Valsartan khéng cho thiy bit k¥ hoat tinh nio coa chit dbag vin Wmg phan tai thy thé
AT1 vh cd & lye vir thy the AT 1 eac hon nhibu (ghp khodng 20.000 |an) so-véi thy thé
ATZ.
Valsarian kbfing irc ché A CE, eén duge goi 14 kinsse 11, chuyén dbi engiotensin 1 thimb
ﬂohnﬁin 11 vé phin hiy bradykinin. Do khiing co the dung trén ACE vi khimg ting
tibm lype cita bradykinin vi chis Pnén cie chit d8i khing véi angiotensin LI khing giy
ho. Trong cée thir mghig¢m 12m sing khi so sinh valsartan vis thube e ché men chuyén,
1716 bo khan & b§nh nhan duee digw 1 bing valsartan thitp hom ddng ké (p<0,05) so v
bénh nhiin dwoe dicn i bang thube Wi ché men chuyén (luong Tmg 13 2,6% so voi
7,9%). Trong mfi thir mehi¢m lim séing rém nhimg bénh nhin cé tién sir ho khan khi
dieu i bing thucc iic che men chuyén, 19,5% ding valsanan vit 19,0% dimg thude |pi
tién thinzid bi ho so véi 68,5% diky tn bing thude e ché men chuyén (p < 0,051
Valsarian khing lidn I:él hefic ehen cée thy thé hormon hoiic kénh ion khac diroe bidt 1a
quan trong trung vigcdiduhde timmgoh.

- Sirdyung valzarion cho bénh nhin ting huyét ép M gidm huvde dp mé khong dnh hutme
den nhip mach,

+ O hiu hét cic bénh nhn, sau khi ding mil liu ung duy nht, he dyng ha buyé: ap bis
déy Xay ra trong Yong 2 giv va mic giam buyel ép cao nhit dpt dugt trong vang 4 - &
gt The dyng by hu: lﬁ;lvlnlimlui trong 24 pit sau khi ding thubde, Khi sir dung lap
Tai, mirc gidm huy €t dp 161 da o bit k3 Tidu ndo thuémg dar durge trong ving 2 — 4 uiin vis
duy tri tronp sudt thid gian dieu i kéo dii, Ngimg dt ngit valsarten khéng |ifn quan

_ déntanghuytt ap héi phic hoae cac bign cd im sing bitgi ks,

U ché iép he remin=angiotensin-oldosteran (R4AS)

- Hiitlﬁnlhiimuﬁuuhh'mll'moi);ﬁichl'mg[ONTﬁRGETvthNEPHROH—D:Id&
dhnh gif vige sir dyng phé bop thudc ie chd ACE véi ARRL

- ONTARGET la mét nghién cira diwge thyre hifn trén nbimng bénh nhén cé tén sit bénh
tim mach hofdie mgeh méu niio, hofic bénh ddi thao dwimg ruyp2 kém thec bing chimg vé
1on thuomg co quan ndi tzog. YA NEPHRON-D Ia mgt nghi®a ol trén bgnh nhén déak
théodirdmg uip 2 vi bénh thén do tifu duéng.

- Céc nghién céu néy khing cho thiy tic dung cb |pi déng k€ 18a két qué & théa va/ hodc
tim mach va nr vong, clfmg théri ting nguy co thng kali huydt, 160 thirong thin cap inh
v&/ holic ba huy#l 4p so i dom i lige. Do cée dfe tinh dirpe Iue hoe trong e ciis
chﬁng,nh‘lmgkélqlré niy cimg phi hop véi cac thutc e ché men chuyEn v ARE khac.

- Do db, thude irc ché men chuyén va ARB khong nén dung ddng théi cho bénh nhin bi
bénhthén do dai thao dwong.

- ALTITUDE k mdt nghién eiru duye thigtkE oF kicm tra Igi ich ol vige them aliskiren
'vioIiéuphipliéudmhchﬂlﬂtchéﬁ.CEhnicARBébénhnhﬁndiilhthgmﬁpZ
it hénh thin mdn tinh, bénh tim mech hofic ek hai. Nghiéa cina df két thiic sémn do nguy
co pia tang cac k€t qua bt Jgi Tt vong do tim mach va At quy d3u xiy ra & nhom
aliskiren nhiéu hom v& 56 hugng 5o v&i nhém gis dioe v céc tc dung ngosi ¥ Vi cac téc
dymg phy nghiém tron gz e quan tm (Ging kali huyér, ha hayés p vi rbi loan chire ning
thén)duge béo cao thudng xuyén hom dnhdm aliskiren so véi nhim gid duge,

DACTINH DUQC DONG HOC

Tinh tuyln tinh
Amlodipin vi valsartan o6 duge d6ng hoe wuyds tinh.

Amlodipin/valsarian
Sau khi ubng ERAFIQ 3/80, ning 4§ dinh trong huyét nromg ctia valsartan v
smlcdipin dat durge Jan uot sau 3 pid vl 6—8 galr, Ty 15 va mibe 36 hap thu cia ERAFIQ
5/80 nromg diromg i sinh kha dynp cis amiodipin vé valsartan khi dngdon dgc.

Amlodipin

Hap tiu

Sau khi ubng amiodipin don @Gc vai ligu didu tri, ning 46 dinh trong huyét huong dgt
dupc ssu 6 — 12 gid. Sinh kha dung tuy§t déi duoc tinh todn khoang 64 — 0%, Sinh ki

dyng ciia amlodipin khéng bi dnh hrémg b sir co mitcla thic fn.
Ph

dnhe
Thé tich phén b hodng 21 Vkg. Nghién ciru ir vitro cho théy khodng 57,5% thude
trong tudn hedn lidn két vii protein huyét nrong. 2

Chvén héa

A lJ'r' h ‘vmlj.r . _!x
o hogt tinh,
Thi e

hoa ring r3i ¢ gan thanh chit chuyén hos khéng

Amlodipin duwe thai trir ra khdi huy#t uemg que hai pha, thii gian ban thii cudi cing
khoing 30— 50 gid, Ndog d6 thude trong huyét fuong & trgng thi 6n dinh dat duge sau 7
— 8 ngdy dimg thufc. 10% rmlodipin vi 6084 chdt chuyn ha duge b1 tidt qua mude
Tidu,

Valsarian

Hipihu

- Saukhiufng valsaran don dbe, néng 06 dinh trong huyét tueng dar duge sau 2 - d gis-
Sinh khd dyng tuy§ dai mung biah 23%. Thire dn |dm pidm phoi phigm (AUC) véi
valsartan khodng 40% vi gidm nfing 49 dinh trong huy#t trong (Cimax) khodng 50%,
mac dit khoing § git sau khi ubng, nong d¢ valsartan trong huy<t Tvemg tromg W nhay
@b véri nhoem 0 n vi nhém niin an. Tuy nhifn, sy gidm AUC niy khang di kém véri sy
giam ding ké ve hidu qua didu trj rén lim sing, do 6 valsarmn oo thé duge ding cing
hodce khang céng voi thic 3o,

Phiin b
Thé tich phin b @ trang thdi én dinh sau khi [iém finh mpch khoang 17 [t do d6
valsartan khong phan phoi rong r3i vav cic mb. Valsarian lign ket nbié vai protein
h?étmmgfﬂd—ﬂ%},chﬁyénliﬂbumin.

Chuyén ka
Phin lon valsartan kbong bi chuyén hie, khoang 20% licu ding dwoc thy hoi duéi
chuyén 54a. Mt lugng nhd chit chuyén héa hydroxy &3 dirge tim thiy rang huyét
twong (dudi 10% AUC valsarian), chit chuyén héa niy khing ot hogt tinh duge I,

Thaltrir
Valsamisn cf dinge déng hoe phiin ri then him s6 mi it,., < 1 b v 1, khoing 9 h).
Valsarizn thil trir trang phin (khodng §3% lidu ding) vi trong nurde tigu (khoing 13%
lieu ding), chi ytu dudi dang khing d61. Ssu khi ding duing Lém linb mach, 36 thanh
thidd huyét rromg edia valsartan khoang 2 i/, 46 thank thi thin 18 0,62 Uh (khodng 30%
témg thanh thai), Thiri pian e thai 16 pio.

Dhrgg dfng hge trén ede 06i frpng dic bipt

Tréefun (<18 tudi}
Khing ebdir lifu dirge dpog hee & réem,

Negariri cag tudi (2 65 wbi)
Thii gian 3¢ amlodipin dat duge nbag 46 dinh fmang huyét neong twong 1y gitta nguii
can tudi v nmedi tré, O pgudi cao twol, di thanh thi amlodipin o6 xu hudng gikm, din
din 1fing dign tich dwdr duimg cong (ATIC) v thér rian bén théi. AUC todn thin rung
binh cis valsartan & nguer cae tuli cao han 70% so voi nguiri tré, do 86 can thin trong
whitanglifu.

Suy thgn
Suy thin dnh budng khéng ding ké dén duge dfng hoc cls amlodipin, Nhu mong dyi
&4{ vasi mt hop chat ma do thanh thai qua thin chi chiém 30% tang 45 thanh thii loén
phﬁn,khﬁwgI:Eymﬁilummuﬁngiﬂadﬁmﬁng!hhv&phuinhigmmén1hEn vin
valsartan,

Suy gan
Gitni hen dit Tiju 18m sing v& vige sir dung smlodipin & bénh nhén suy gan. Binh nhin
suy gan o giam 4§ lhanh thii amlodipin din dén AUC tang khodng 40 - 60%. Phai
nhiém véi valsartan (AUC) & bénh nhin suy pan nhe dén trung binh ting gép 2 lin so
i ngnisi tinh nguyén khée mankh (ciing dé mei, gioi dnh i cin njng). Thin trong khi
s dung o bénh nhin suy pan,

QUY CACH PONG GOL
Hop 03/ 05/ 10vix 10 vignnén bao phim, Vi bam Al—AL

BAO QUAN
Norikhf, duts 30°C. Tranh dnh sing.

HANDUNG
36 thang (k& tirngiy sén xud).

TIEU CHUAN CHATLUQNG
Tiguchudn cosd.
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