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F)d tim hidu thém thong tin, xin hdi bie s7

VIACORAM 3,5mg/2.5my
VIACORAM Tmg/Smg

THANH PHAN VA HAM LUOQNG

Viacoram 3.5mg/2.3mg: M3 vién nén chia 2,378 mg perindopril nromg img v&i 3.5 mg
perindopril arginin va 3 4675 mg amlodipin besilat tromg ing vai 2,5 mg amlodipin

Viscoram Tmg/Smg: Mdi vién nén chia 4,756 mg perindopril tromg mg véi 7 mg perindopril
arginin va 6,935 mg amlodipin besilat trong tmg v 5 mg amlodipin

Ta durgre:

Lactose monohydrate,
Cellulase vi tinh the { E460),
Silica dang keo khan (E551),

Magic stearat (E4T0B).

DANG BAO CHE

Viacoram 3,5mg/2 Smg: Vién nén mau teing, tron, duwimg kinh 5 mm.

Viacoram Tmg/Sme: Vién nén mau tring, trim, dutmg kinh 6 mr_)@:ﬁjlﬂnh 5" trén mit miL
TRINH BAY “

Hop chire 30 vién nén dyng trong do bao gdi bang polypropylen duge trang b mét ndip biing
polyethylen ty trong thip chira pel hit dm (silica) va mit bd phin lm gidm hu legng dong khi
bang polvethylen 1 trong thip.
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PAC TINH DUGC LUC HOC

Nhim dwge 1§ didu i cdc thude the ddng trén hé renin-angiotensin, thude e ché men chuyén vi
chen kénh canxi, mi ATC: CO9BBIM,

Cir ché tic dung:

Viacoram két hop hai thude ching ting huyet dp vii co ché hd trg nhau dé kiém sodt huyét ap &
bénh nhin tAng huyét dp vo cdn: amlodipin thuje nhdm thude d6i khing kénh canxi v
perindopril thude nhdm thede (re ché men chuyén angiotensin,

Vide két hop hai thuoe nay o tic dung hiép dong céng ha huyét ap. .
Tic dung duoe lue hoe: o
Perimdopril:

Perindopril 1a mat chiil e ché men n;hu}-'én angiotensin | thanh angiotensin 1 {irc ché men :hu:,'-i;n
angiotensin). Men chuyén, hay con goi li Kinase, 1A mdt peptidase ngogi sinh cho phép chuyén
angiotensin | thanh angiotensin Il o6 tic dyng co mach ciing nhir lam thodi haa bradykinin gay
giin mach thinh heptapeptid bat hoat. Uz ché men chuyén angiotensin gay giam angiotensin 11
trong huyét twomg dan dén ting hopt tinh cia renin trong huyét twrong (do e ché hign tgmg
feedback ngee gidi phong renin) vi lam gidm bai tiét aldosteron, Do men chuyén angiotensin
géy hiit hogt bradykinin, fre che men ::huyén ciing diin dén lam ting tac dung ciia hé kaliikrein-
kinin tai cho vé trong tuin hodn (va do 46 cling ¢6 tie dyung hogt hoe hé prostaglandin). Co ché
ndy cd the lién quan dén tie dung ha huvét dp cia cie thude e ché men chuyén vl gy ra mot sb
ciie the dung khdng mong muon coa thude (nhir ha).

Perindopril tie dung thing qua chiit chuyén hoa oo hoat tinh cua thudc 1 perindoprilat. Cée chit
rhu:..’n':n haa khic khing th:]:_ hién the dyng (e ché men li.'l'lLl}'éII in vitra.

Ariladipin:

Amlodipin ire ché 1IiEmg ion canxy thude nhém dihydropyridin (chen kénh chim hodic doi khing
b canxi) v de ché don gl di qua mang vao 1 hdo co tim vl co trom thanh mach mau.

] etia amlodipin 13 do tic dung e tiép gifin eo trom thank mach mauo.
Ca ché chinh xic 1am gidm dau thit ngyre et amlodipin chim duge xde dinh diy 0 nhing
amlodipin lim gidm nguy co thicu méu cpc b theo 2 oo ché sau

Co ché chang ting huyé

- A:rniu-d:ip'in lam gi#in djng mach ngogi bién vi do d6 lam gidm sive cin ngogi bién (hiu ganh)
ching lai hoat dong cia tim. Do ship tim duge duy tei on dinh, tie ding nay lam giam tiéu thy
nfing hrgmg va nhu cau oxy cda cor tim,
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- Cor ché tie dyng cin amlodipin ciing 4 thé lign quan dén tac dyung gifin mgch vanh chinh v eic
djng mach vinh, ¢d & nhiimg ving binh thuimg v ving thiéu mau. Thc dung gidn mach nay lam
ling cung 1:.5.}1 oxy cho co tim trén bénh nhin ¢d co thil dong mach vinh {dau that nge
Prinzmetal hay dau thiit nguc hien dai),

Higu gqud ldm sing va 46 an todn:

r.' iy 5 m

Trong mét nghién ciru lam sing da trung tém, ngﬁu phien, mu d6i, ca doi chimg vai gia dge, ciic
nhim song song thyuc hién trong vong § tudn trén 1581 bénh nhin ting huyét ap tir nhe dén trung
binh, perindopril 3,5 mgfamlodipin 2,5 mg lam gidgm 6 ¥ nghia cd vé mjtl thong ké va lam sang
huyet ap tdm thu/tim trwong (SBFDBP) & mirc 22,001 3,6 mmHg khi so sinh véi gid duoc
(14,29,3 mmHg), o sinh v&i perindopril 3.5 mg (16,307 mmHg) va amlodipin 2,5 mg
( 16,010,3 mmHg) (p<0,001 trong tht ch cie so sinh).

Trong mét nghién cim lim sang da trung tam, ngau nhién, mi d6i, et 481 chimg duge thye hign
trong ving & thang trén 1774 bénh nhan ting hu'l.r-éi dp tir nhe dén trung hinh durge ding hofdic
perindopril 3.5 mglamlodipine 2.5 mg, chinh lidu 1én T mg'S mg, vii 14 mg/10 mg, sau 4o 14
mg' 10 mg két hop viri indapamid 1.5 mg. hodc diéu tri bAng valsartan-amlodipine valsartan 80
mg sau db diéu chinh licu den 160 mg vi den valsartan/amlodipin 160 mg'5 mg. sau do dén
valsartan‘amlodipin 160 mg/10 mg).

Sau 3 thing dicu tri, huvét ap tim thu va huyét ap tim tnrong giam trung binh cb ¥ nghia lim
sing vi ﬂmfmg ké & nhom didu i vai Viacoram (25.9/16.9 mmHg) khi so sdnh vai nhom ding
valsartan-amlodipin (23,6/15.5 mmHg) (p=<0,001 trong tit ¢4 so sinh).

Huyét ép duge kiém sodt trén 56,4% bénh nhin duge dicu trj véi Viecoram so vir 49,0% & nhom
bénh nhin duoc didu trj voi valsartan-amlodipin (p=0.002), va 1y 1¢ bénh nhin co dap img wong
img ld 87 4% so van 81.6% (p<0.001).

Liu the cua Viascoram so vii valsartan-amiodipin trén khi ndng giam hl{:.:n’:t ap vty 1§ dap tmg
dircec ghi nhfin tir sau | thing diéu tri va duy trl mdi lan thim khim cho dén 6 thang.

Nhimg két qua nay di duge khang dinh khi theo ddi huyét ap tr dong trong 24 gid (ABPM) duge
thye hign trén phin nhém 1029 bénh nhan. Tai thix didm thang thir 3 va thing i 6 ‘mirc gidm
huyét dp tm truong va tim thu trung binh trong 24 gidr 14 1om hon & nhom ding
img 14 15,594 mmHg va 17/10.4 mmHg) so véi nhom ding valsartan-amlodipis
12,7/8,0 mmHg va 14,7/9.2 mmHg) (p<0,001).

nromg tmg &

Trong mét nghién ot ldm séng nhiin md cb theo doi thre hil.",'ul trong 8 thing trén 1554 bénh
nhan, dif iéu vé 4% an iodn cla Viacoram phd hop voi dit liéu vE 4§ an todn cua perindopril vi
amlodipin,

-

 HUR R
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Trong mét nghién ciru lim sang da trung tim, ngdu nhién, mi 461, co doi chimg duge thye hién
wong 9 thing tén 3270 bénh nhin ting huvét dp tr nhe dén ning dwge ding hoje
perindoprillamlodipin 3,5 mg/2,5 mg, chinh liéu 1én 7 me/5 mg, 14 mg/S mg sau do 14 mg/10
mg, hodc  ding  ibesaran-hydorochiorothiazid — (irbesartan 150 mg. s do
rbesartanhvdrochlorothiazid 150 mg/12,5 mg, 300 mg/12,5 mg va 300 mg/25 mg).

Ty 18 bénh nhin duge kiém sodt huyét ap ting c6 ¥ nghia thong ké vai mdi liéu diéu tri vei
perindoprilamlodipin trong moi giai doan danh gid (p<0,001 cho 161 3 thing va p=0,003 cho toi 6
thang).

San 6 thang dién 1, mic gidm huz.-'n.":t ap trung bink 1a wong w nhau & ahdm s dung
perindoprilamlodipin (22,0/10,1 mmHg) va nhém s dyng irbesartan-hydrochlorothiazid
(22,5/9,6 mmHg) trén ci huyét ap tim thu (p=0, 1 16) vit huyét ap tim roong (p=0,050). ~

Phan img bét lgi phé bién nhat trong cae thir nghiém lam sing 13 chéng mat, ho va phi,

Nhimg phan img bt b duore biio co trong che thir nghiém 1m sang phit hop vai cac dif lidu W
dhir an todn eda timg thinh phim perindopril vi ambodipin.

Dt Jigar vé thae mehigm [im sang phong ba kép hé renin-angiotensin-aldosteron (RAAS):

Hai nghién cir Iém ngdu nhién, cd kiém chimg ONTARGET (So sinh Telmisartan don irj liéu vi
phus hirp v Ramipril trén cac két cyc tim migch) v VA NEFRON-D [Nghu:n i cua Veteran
irén bénh Iy H::;n i bénh nhéin tiéy dwimg) 04 kiém chimg vige sir dung phai hop thude e ché
men chiyén vai trc ché thy thé angiotensin 1.

ONTARGET dLH;IE thure hién trén l:u;nh nhan cd tlr:n sir bénh tim mach hojic bénh mech mao nio.
hodic bénh tidu duimg tuyp 2 83 co h-ing chimg tén ﬂuuunl., e gquan dich. VA NEPRON-D 1a
nghién ¢iru thye hign trén bénh nhin tiéu dwdmg yp 2 vi beénh nhin co bénh thin do i drimg
Cac nghién ¢ nﬁ} da chi md rﬂng khéng lhﬂ.}' hifu qua rd rgt nado rén thin vivhode tim mw.h ¥l
y 1€ tur vong. khi nguy co tAng kali huvét thanh, ton thuomg thin cap vivhodic ha huvét ap

ing kén so vdi diduri don & mdt loai thube,

Do e diie tinh da ﬁng hoc nromg 1r nhau, ce két qué ndy cing lién quan dén vide sir dung
thude ire ché n en khic va cic thude ire ché ti11,| thé angiotensin 11,

Do i khing 18 sir dun; dnng thiri cac thude ire |:h1: men chuy-r:n vixi cde thudc irc ché thu the
angiotensin [ 1rén nhimg hn,:nh rhin ¢d bénh thin do tidu du&mg

ALTITUDE {Nghién ciru vai ird Aliskiren trén bién ¢b tim ]I'lﬂl..-h va bénh thin & bénh nhin tiéu
dudmg Tuyp 2) la rm;l nghlr:n ol dwge thiét ké nhim danh gid higu qua coa vige c:‘;:ng thém
aliskiren vao nén dl:u trj chudn dang dimg irc ché men chuytn hadie e ché thy the angiotensin 11
wén bénh nhin tidu dudmg :u}-p 2 wii suy thiin man tinh, h-;nh I tim mach, hofic ca hai. Nghién
ciru di phai dimg sim do vige tang nguy co cia che bichnn i bt ki, T vong tim mach va dit quy
':tm'.ﬂt quan sAr vii tn sudt nhidu hon & nhom ding thém aliskiren so vii nhim placebo. cic hién
cio bt l-l;lil thnng thirémg vi nghiém trong (ting kali, ha huwt ap, suy thin) ciing dugre Beio cho vin
tin suit nhigu hem & nham diing aliskiren so vivi placebo.
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PAC TINH DUGC DONG HOC

Toe a6 vit mire a3 hip thu cia perindopril v amlodipin trong Viscoram khie nhau khing 6 ¢
nghia so vai toc d§ vii mie 4§ hilp thu cia vién nén perindopril vi amlodipin khi sir dung dom
die.

Perindopril:
ilﬂ.g thiu:

Sau khi uéng, perindopril duage hﬁrl thu nhanh vi nﬁ-ng a3 dinh dat durge rong vong | gl Thin
gian han thii cioa perindopril trong hivet turomg 13 1 gic,

Perindopril 13 midt lién thude. 27% lidu dimg perindopnl hru hanh trong mau dudi dang chat
c]m_'.'én Wi ob hoat tinh B perindoprilat, Clng v&i perindoprilat oo hoat tinh, perindopril con co 5
chit chuyén hoa khic khong ed hogt tinh. Mong d5 dinh cia perindoprilat trong huyét nrong dgt
dwpe sau 3-4 i,

Do tigu hoa thirc dn lam giam sy chuvén thanh perindoprilat,do d6 lam giam sinh kha dung, vi
vy nén udng perindopril arginin mot lin duy nihdit trong ngdy vio budi sing tnnke bia an,

Midi lién uitn tuz.-'én tinh giita lieu perindopril va nong &) cla thudc trong ]m}-él foromg i duoe
chirng minh.

El 5 l !I

Thé tich phén bd cla perindoprilat dang khéng giin véi protein vao khoang 0.2 Lk
ghn voi protein huyét twong véi oy 1§ 20%, chi véu v&i men chuyén angiotensin,
phu thude vio rui*mg i}

Perindoprilat duge thai trir qua mrdc ticu v thiri gian ban thai pha cudi cia plr.ﬁn khing gE'h: I
khodng 17 gior, do viy nong d6 & trang thai on djnh dgt duge rong vong 4 ngdy.,

Amlodipin:

Hiéip thu, phin bo. gin vai protein buyvit wrong:

Sau khi udng véi liéu didu tri, amlodipin dwge hap thu 1t, ndng 4 dinh dat dirge trong méiu trong
vng 6-12 gitr sau khi uéng. Sinh khi dung tuyét d6i eia thude wée tinh tir 64 ddn 80%, Thé tich

]
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phén bé vao khoing 21 Vke. Cée nghidn ciru dn vitro cho thay khoang 97,5% amladipin trong
nn hodn gén VTl prodein hll}*&t furemg.

Sinh kha dyng cita amlodipin khdng bj anh hromg bin thire dn.
N sl hai iz

Thivi gian bén thai thai trir pha cudi trong huyét tromg vao khodng 35 - 50 El;_ii':r vi phis hgp vii lidw
dung 1 lin/ngity. Amlodipin bj chuyn hoa manh tgi gan thinh chit chuyén hia Khéng e6 hogt
tinh. 10% thube me vi 60% chit chuyén hoa bai 18 qua nirde tigw,

L foecc N
Béuh bt fcheeti 18 tadis: -5
Chira e6 cie dif liéu duge ddng hoc trén quin thé bénh nhi,

Béwh nhdn can fuoi:

Thiri gian amlodipin dpt nbng 4§ dinh trong huyeét tromg tromg tyr gifta bénh nhén cao I:I_.uf1i v
bénh nhin tré hon. Trén bénh nhéin cao woi, thanh thai cia amlodipin co xu hudng gidm din dén
tam ting dign tich dudi dudng cong va thi pian ban thai thai trr rén di turgmg bEnh nhin ndy,

Lidu khéi diu va ting lidqu nén dwge sic dung thdn trong trén bénl nhin cao twoi dira theo chire
ning thin.

Tée 43 thai trir ciia perindoprilan gidm trén bénh nhin cao i, Mén theo ddi chire ning thin trude
khi ting lidw. Do do, theo dii y té thuimg xuyén bao gom theo doi creatinin v kali.

 Suy thiin
—
bémh nhiin suy ‘tl'l.i_l.l'l & mirc dé trung binh (thanh thii creatinin trong khodng 30 ml/phit dén o

wt), liew Viacoram Khéi déu duge I'.hu_',-én cao B35 me/2.5 mg diong cich ngiy.

Trén bénh nhin suy tim v thin, toe 46 thai trir cia perindoprilat gidm.
Do dé, theo ddi v té thisimg xuyén bao gdm theo d5i creatinin vi kali.
Snv gan

Mén thin trong khi ding thuac cho bénl nhén suy gan Cac dif ligu ldm sdng hign co rat han ché
lién quan dén vige dimg amlodipin tén bénh nhin suy gan. Trén bénh nhan suy giam chirc ndng
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gan, di thanh thai coa amlodipin gidm din dén kéo di thii gian ban thai va ting dién tich dudi
dhirdmg cong Ién khodng 4044 - 60%.

-E-.!'.IEIEI]'I thai qua thim phan mau cia perindoprilat 13 70 ml/phit. Ding hoc cia perindopril by thay
doi & bénh nhin xo gan: thanh thai qua gan cia thuoe me giam di mét nira. Tuy nhién, hegng
perindoprilat tao thinh khong bi giam va do 46 khong can hiéu chinh lide,

CHI DINH

Viacoram dirgre chi dinh dicu tr Ling huveét ap vo ciin & ngun fom,

LIEU DUNG VA CACH DUNG

énh nhin chua duoc kiém sodt huvét dp div di v&i Viscoram 3,5 mg/2.5 mg,

Bii tiegng diic bigt
Bénk i suy thin

Chong chi dinh dimg Viacoram trén bénh nhin suy thin ndng (Thanh thai creatinin dwdi 30
miliphiit).

Trén bénh nhan suy thin & mire 4 trung binh (thanh thai creatinin tir 30 ml/phot
lidu khvi din duge khuyén cio cia Viscoram ki 3.5 me/2.5 me dimg cich\pgdly: Frén bénh nhin
e huyét ap khing duge kiém soat diy di, 6 thé ding lién 3,5 mg/2,5 mg mdi ngiy. Néu
cin thibt, cé thé tang lidu cho bénh nhin néo huyét ap khang dugc kiém sodt tht. Céc theo ddi y 1
ihiing thudmg bao gom theo ddi creatinin va kali.

ml/phd),

Bénh mhdn suy gort
Mén than trgng khi ké dom Viacoram cho bénh nhén suy gan ning.
Bémh rhiin cao tubi

Higu qua va 4§ an todn cia Viacoram di duge thiét lap & ngwii cao i, Nén thin trong khi Khei
trj dyrm theo chire nfing than.

WV

7
N
1]
£
a

/ /
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Sau khi khét trj, nén theo déi chitc ning thdn trdie khi tang ligu, ddic biét 1 & nhimg bénh nhan
bing hode trén 75 tudi, Cic theo dai v 1é théng thuémg nén im bao pdm theo ddi creatinin vi
kali.

Tre emp

D an todn va hidu qua cia Viacoram trén tré em dodi 18 tudi chun duoe thiét Bip. Hign chaa ¢o
e dir ligu.

Cebeh el
Mén ding vién nén Viacoram dundi dang lidu dom, t6t nhit udng vao budi sang va trude khi Gn.
CHONG CHI DINH

- Qui man vai hl:!-fﬂ_chﬂt thuéic, cic thudc e che men chuyén angiotensin, cie din chi
dihyvdropyridin hodc bat oo thanh pluhl Lk diuge mio,

= Buy thin njng,

- Tién sir phi mach lién quan dén diéu i bang cie thude Ge ché men chuyén tnde do,
- Phit mach do di truyén hodic v cin

- Ba thang giira va ba thing cudi cia thai ki,

- Ha huyét ap ning.

- Sic. bao ghm ci
- The ngh¥n dubmg thiit trdi {nhu hep déng mach chi mire 35 niing),
- Suy tim ¢ huyd g khong Gn dinh sau nhoi mau co tim clip,

- 8ir dung dﬁhg théxi vii Aliskiren & bgnh nhin dai thao duimg hodic suy thiin {mire loc ciu thim <
&0 ml/phit'1,73 m)

- Diéu trj ngodi co theé din dén sy tidp xic cia mau v cée bé mit tich dién im.

- Hep ding ké ddng mach thin hai bén hodc hgp ding mach & mdt qui thin dam nhén chire ning
com .

THAN TRONG VA CANH BAO BPAC BIET

Cinh bao d
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Qi i Phia mmgch:

Phii mach & mt, cic dau chi, mai, niém mae, ludi, thanh mén va'hodc thanh quan hiem khi duge
ghi nhdn & cac bénh nhin dicu tri bing cic thudc i ché men chuyén, bao b ci perindapril.
Hign mrgmge niy &b thé xudt hidn vien hat cir lie ndo trong thévi gian didu iri. Néu hién turomg ndy
xdy ra, mén dimg ngay Viacoram vh ¢d bidn phip theo dai thich hop va lién tuc cho den khi cac
triéu chimg ndy hét hiin. Nhin chung hién trgng swng kKhu i & mat v moi thudme ue khoi ma
khéng can diéu tri, mic dit cac thuoe khang histamin co the o6 the dung lam giam triéu chimg,

Phit mach lién quan dén phi thanh quan o the gay tir vong. Khi ed phi hedi, thanh mon hofic

thanh quén, & the gy ra the nghén diimg hd hidip, nén sir dung ngay cic bién phap cip ci, Bién e
phip niy bao gom e viée ding adrenalin ¢6 kém hode khing kém theo che bign phap lim thimg

thodng dwimg tha. Bénh nhin nén duge theo ddi y te chit chi cho dén khi elic trigu chimng phis

thodi Tui hadn todn,

Bénh nhin o tién sit phit mach khang lign quan dén vide didu trf bing cée thude fre ché men
chuy-f‘n co the tAng nguy oo phit mach khi ding Viacoram,

Phit mach & dwang ruit hiem khi drge ghi nhin trén bénh nhin dwge diu trj bing cc thude e
ché men chuvén. Cac bénh nhin nay ©f bicu hign dau bung (e hodic khong kém theo budn nén
hodic ndn); trong mt s6 trrdomg hop khong c6 phin mit nede da vi ndng 4§ C-1 esterase & mire
binh thudmg. Phit mach duge chin dodn thing qua chyp CT 6 bung, hode sigu dm hode trong e
phéu thudt va sur thodi lui cia cée triée chimg san khi ngimg ding thude ke ché men chuyén. Phi
mgch dudmp rugt nén dirgie xem xE1 rong Cac chiin dodn phéin bigt & bénh nhin ding cde thude tre
ché men 1.:]1u3.-én ed hiéu lién dau bung.

Pharnr gz phicin v rong onct ieieli gial medr ceine: . )
Bénh nhin ding eic thude ie ché men chuyén trong khi dicu i gidgi man cam ( ¢ foc con
trimg canh ming) di gip cic phan img phin vé. Co thé tranh durge cac phin (mg tréncic 7

bénh nhan nay khi ngimg tam thivi céc thube e ché men chuyén nhimg céc phan img niy o thé
xudt hién kpi néu vo v tidp xie lai vai dj nguyén,

Giidm hach cdwMet bach cdu ot Gidm fién cawThién medw:

Giam baeh chu/mit Bach ciu hat, pidm tidu ciu va thiéy maw da duge ghi nhin rén bénh nhan
dimng cic thuoc i ché men chu].'én. Hiém khi xudt hién gidm bach cfin & hénh nhin cé chire ning
thin binh thikmg va khéng co cac yien t0 phite tap khic, Nén dac bigt thin trong khi ding
Viacoram cho bénh nhin ¢6 bénh mach mén collagen, bénh nhan dang dicn trj suy gidm mién /
dich, didu tri bdng allopurinol hofic procainamid, holc két hop cie yéu th ngey oo niy, die bift
neu bénh nhin 43 cé suy giam chirc ndng thin e db. Mt s bénh nhdin trong cac bgnh nhin
nay o6 nhiém Khudn nding, d&i khi khéng ddp img vii liéu phap dieu tr khing sinh tich cye, MNéu
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ditng Viacoram cho cic bénh nhin nay, nén theo dai dinh ki 50 lugng bach cie v bénh nhéin nén
duge hirmg dan thong bdo bt ¢ir didu hidu nhiém tring néo (nhir dau hong, sot).

Phong toa kép I remin-anglotensin-oldosteron (RAAS)H:

(o bdng chimg cho thay viée sir dung dong thiri thude tre ché men chuyén, thude e ché thy thé
ngiulﬂnsi.n Il hode aliskiren lim ting nguy co ha huyét lip tang kali maun va suy gidm chire EI.’I.rIE.
thiin {bao gml E.u:r thin n.&pj F‘hung 1 kép hé RAAS h.‘ing. cach sir dyung ]:hm hop thude e ché
mn r:hu:.-'ul thudc irc ché thy the angiotensin [l hode aliskiren do 3o khong duge khuw..n Ao,

Neéu ligu phip phong toa kép chiic chin duge coi i cn thige, vige siv dung niy chi duge thire hién

durdi sy gidm sdt coa chuyén gia va can duge theo doi chiit ché thirimg xuyén chire niing thin, ,
dign giai vi huyet ap. -
Cie thude ke che men chuyén vi cie thudc e cheé thy the angiotensin 11 khong nén duge si dung

ddmg thivi & cic bénh nhin cd bénh than do tidu duimg,

Credge alosteran mguvén phai:

Mhimg h-_Enh nhiin cd hii chimg cudimg aldosteron ngusvén phat nhin chung khdng Jap dng vii
thudc ching ting huyét 4p hoat dong qua viée e ché hé renin-angiotensin, Do 44, vige sir dyng
siin phiim nay ki khing duge khuvén cédo,

Pl mie oo thai:

Khong nén bt diu ding Viacoram trong thid k¥ mang thai. Trr tneimg hop vige liép tuc sar dung
Viacoram dwge coi 1 can thiet, bénh nhin dang dir djnh o6 thai nén chuyén sang dimg mét thude
diéu tri tAng huyét a khic d8 co div liéu an toan dwge thidt 18p trén phy ol oo thai. Khi béah nhan
duge chin dodn ¢o thai, nén npime negay lp tie dido hing Viacoram va néu co the nén dp
dyng mdt lié dicu trj thay thé khic,

Nir clising Irfn.ﬁ:"n.ﬁ nhdan suy than:

Ching chi dinh dimg Viacoram trén bénh nhin suy thiin ning (thanh thai creatinin dudi 30
ml/phit).

Trén bfnh nhin suy than mie 43 trung binh (thanh thai creatinin ndm tromg Khodng 30 mliphdat
dén 60 mﬁ'[:lhﬁl lidu Vincoram khai diu duge khuyén ﬂ&l.‘l lix 3.5 mg.-'f-! 5 mg ding cich ngdy, Ce
theo dii y t thirimg xuyén irén clie bénh nhin néy bao gdm theo dii nbng di kali va creatinin,

Trén mid .E“'E' bénh nhin hep ddng mach thin hai bén holic hep ding mach thin mét bén da duoc
dicu tri biing che thudc e ché men chuyén, da ghi nhn hign hrgng tAng ure mau v creatinin
huyét thanh, thiimg héi phye sau khi dimg diéu tri. Didu ndy dc bidt o6 kha ning xay ra trén
b¢nh nhin suy thin, Nguy co ha huyét ap nghiém trong va suy thin ting Ken néu e bidu hién ting
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llIJ-j-'ét dp -mpeh thin, Mt sé bénh nhin Liing huyeét ap khong co bicu hién bénh Iy mach than trince
do co thng ure mdu vi creatinin, thudmg nhe vi thodng qua. dic biét khi ding dong thi
perindopril vit thude Igi titn. Diéu ndy co kha nfing %y ra hom trén bénh nhin a8 ¢b suy gidm
chire ndng thin trede do.

Amlodipin cé thé dimg cho binh nhin suy thin < lién binh thuimg. Thay déi ndng di amlodipin
hl.'l!.-'ét nrmg khing lién quan dén mirc dé sy thin. Amlodipin khdng logi bd durge h&ng e mauw.

Cihép thin:

Do khéng cb kinh nghiém lién quan dén vige sir dyng Viacoram trén cic bénh nhin vir duoc i
ehép thin, dicti trj viri Viacoram do do khong duge b:hu:,'c‘:n ca0.

Téingz bt cip dmg mach then:

Co sy gia ting vé nguy co ha huyét ap vi suy thin & bénh nhén bj hep dong mach thin hai bén
hodic hep déng mach & mét qua thin dim nhin chire ndng cbn lai khi didu trj voi thode e ché
men chu:,.u’:n- Dricu trj v thude loi tiéu oo the 14 thie nhin cong hop, Suy giam chire ndng thiin o6
thé xay ra chi vdi sy thay d&i nhé vé nong 45 creatinin hu:.-él thanh ngay ca trén nhimg bénh nhan
hep ddng mach thian mat bén.

Bir eliirige e frén binkh nhen Sy ricint chire Rong gon!

Céic thude e ché men chuvén hiém khi lién quan dén hoi chimg bt ddu bing ving da ¢ mit vi

tién trién thanh hoai tir gan nghiém trong va (d6i khi) tir vong. Cor ché cia hdi chimg nay chua /
duge bigt ro. Bénh nhin ding Viacoram co vang da va ting men gan 13 rét nén ngimg ding
Viacoram va dirgee theo dai v ¢ thich hop.

Trén bénh nhin suy giim chire ning gan, thivi gian ban thai cia amlodipin kéo dﬁiwch
durdri dirtmg cong {AUC) cao hom,

Sir dyng thude cho binh nhdn eao oi;

Mén thim trong khi dimg ligy khon dau va ting litu trén bénh nhin cac tuii, dya trén chire ning
thén.

Nén theo dai chire nfing thin trirde khi ting Bido, Do 46, theo ddi v 1€ nén bao gom theo dai ndng //

do kali va creatinin.
Tinin khy s
Clem iding haavér dp:

X an toan va higu qui cia amiodipin trén cic com ting huyét dp chua duge thidt ip.

11
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e dyngz thice irén bénle mhdn suy tim,
Nén dicu tri than trong cho bénh nhin suy tim.

MNén than trong khi dung Viacoram cho bénh nhin suy tom sung hujrf:‘l.. do amiodipin ¢d the kam
ting neuy cer cic hién e tim mach vi ty 1§ or vong sau do.

Ho hu _p'u.*lr oy

Ciie thude e ché men chuyén e the iy ha I1-|.|}'-Er ap. Trigu chimg ha huyél ap duwge ghi nhin 13

hiém gip trén bénh nhin ting huyet ap khang bién chimg va ¢6 khi ning xudit hign nhidu hon trén

bénh nhin co gigm khdi legng tidn hoan nhu dicu tri bing cac thudc lgi tify, ché 45 an han ché

mudi, thim phiin méw, tiéu chay hode ndn hodic trén nhimg bénh nhin ting huyét dp nghiém trong

phu thuge renin. Trén bénh nhan co nguy co cao ha huyét ap cb trigu chime, nén theo dai chiit ché 3
huyét ap, chire nang thin vi ndng &9 kali huyét thanh trong thiri gian dicu tr bing Viacoram.

Ciie cin nhic tromg ur cing dp dung cho bénh nhin thicu mau co tim hode bénh mach mau nao,
do ha hu:.-'fﬂ ap qud mirc cd the din dén nhoi méu oo tim hodic tan bién mach miu ndo.

Méw xuat hién ha hu_!ﬂél ap, nén dit bgnh nhin ném npirn va nén chn thiét nén truyén tinh mach
dung dich natri clorid 9 mg/ml (0,9%). Ha huvét dp thofng qua kbing phai 1i ching chi dinh cho
liéu tidp theo, liéu tidp theo thidmg cb the sir dung ma khing can e ngai gi khi huyét ip da ting
lén sau khi bdi phu khoi lrgmg tusin hodn.

Hyp dimg mach ol va van hai fa/bénh cor sim phi dgi:

Nén thén trjng khi dimg cac thude fre che men chuyé:n cho bénh nhan hep van hai la va tiic nghén
duimng ra cia tm thélt tréi nbar hep ddng mach chi hodc bénh oo tim phi da.

Clang tc:

Cic thudc
hénh nhan

men chuyén lam ting ty 1& phit mach & bénh nhin da den nhiéu hon trén che
u da khac.

Ciic thude (rc ché men chuyén cb thé cd it hidu qua hg huyét dp trén nguéi da den hom nhimg
ngwdi co miu da khae, cé the I3 do trang thii hoat tinh renin buyét teomg thip phé bidn hom &
quéin thé bénh nhin da den ting huyér ap,

Hea:

Ho da du?n ghi nhin khi sir dyng Viacoram. Ho cé dac diém 13 ho khan, dai ddng va hét sau khi
ngimg digu trj. Ho giy ra bi cic thudic ire ché men chuyén nén e xem xé nhu mit phin chan
dodin phin bigt ho:
Pliciti th trighl ey mé:

12
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) nhitng bénh nhin tri qua phﬁu thuiit lém hodc trong qua trinh gay mé sir dung céc thubc ¢ the

gy ha huyet dp, perindopril oo thé e ché sy hinh thinh angiotensin 11 thir phat dé bi lai lugng o
renin bj gidi phong. Nén ngimg ding Viacoram mat ngay tmrde khi phis thugt. Néu xudt hién ha

hiyét ip va ha hu;ﬂ::i ap durge coi la do cor che nay, can dicu chinh hing ting the tich tuan hoan.

Tebvrg kaall micki:

Tang kali huyét thanh d& duire ghi nhiin tén mat s6 bénh nhin diéu tri bing cie thube e ché men
chuyén, bao gém perindopril. Cde véu th lam tang kali méu bao gbm suy thisn, chire ning thin
xiu di, wdi (> 70 whi), dii thao dudmg, cde bien co xdy ra dong thiri dac bigt 14 mar mude, mét
biv tim cap, nhidm toan chuyén héa va sir dyng dong thai véi thude lgi ticu gilt kali {nhwr
spironalacton, eplerenon, triamteren hoje amilorid, don déc hode két hop), cac ché phim co b
sung kali hofic cac mudi thay thé cé chim kali; hode bénh nhin ding céc thude khac lam ting kali
huvér thanh (nhi heparin, cdc thude Ge ché men chuyén khic, cic thube ddi khang angictensin 11,
acid acetyvlsalicvelic = 3 gingy, cic thude e ché COX-2 vit clic thude chéng vigm phi steroid
khong chon lpe, cde thude e ché mién dich nhwr ciclosporin hodic tacrolimus, trimethoprim), Sir /
dyng cic ché phim bé sung kali, che thude lgi tigu giit kali hofie cie mudi thay thé chira kali dac
biét trén bénh nhin suy gidm chire nding thiin ¢6 thé giy ting déng ké kali huyét thanh, Tang kali
mau oo the v ridi loan nhip tim nghiém trong. dai khi din dén tir vong, Néu viee sir dyng d:’flng
thiri Viacoram v bat kv thude ndo néu trén 13 thye sy chn thiét, nén st dung thin trong vi -
thutme xuvén theo dai ndoe 40 kali méu. .

Bendy whan dai thao dcmg:

() bénh nhin dai thio dwimg didu i biing cic thude ching dai thio duimg duimg udng hodic /
ingsulin, nén kiém sodt chit ché glucose huvét trong thang dau didu trj bing Viscoram,

Cete thaic @i kali, ede ché pham b sung kali hode muoi thay the chira kali:

Khong khuyén céo két hop Viacoram vdi cac thube giif kali, che ché phim bd kili hodc .~
mudi thay thé chira kali .

T chepre:

Thide ¢o chira lactose. Bénh nhin mic che bénh di truyén hiém pip nhu Khing dung nap A~
galactose, thiéu hut men Lapp lactase hodic kém hip thu glicose-galactose khdng nén ding thude
nay. .

TUONG TAC THUOC VA CAC DANG TUONG TAC KHAC

Cac dif liéu nghién cim lim sing da cho thiy phong bé kép hé renin-angiotensin-aldosteron
(RAAS) biing cach sir dung két hop thude ire ché men chuyén, thude ire ché thy the angiotensin 11
i3
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hode aliskiren cd lign quan t&i tin suit cao bon eia cde bidn od bt lgi nhir ha huyét ap, ting kali
méu vé suy giim chire ndng thin (hao gdm suy thin cip) khi so sanh v viée sir dung don tr ligu
thudic tic djng 1én hé RAAS.

Mét 50 thude hodc cac nham thude didu trj co the [am gia ting nguy co ting kali mau; aliskiren,
mudi kali, che thube lgi tidu gir kali, cde thube fre ché men chuyén, cic thuoe khing thu the
angintensin 1, cic thusde khing viém phi steroid, heparin, cac thuGic ire ché mién dich nhu
ciclosporin hode tacrolimus, trimethoprim. Két hop Viacoram vdi cie thuie nay lam ting nguy oo
tang kali midi.

..F-q\.
C hi dink i ¥
\liski
Trén bénh nhan dii thao dwomg hodc suy giam chire ning thin, nguy <o ting kali miw, chire ning
thiin xAu di va t¥ 18 mic cie bénh tim mach v tir vong do cic bénh tim mach ting én
Bidu trf ngodd oo thé:
Biéu tri ngodi co thé din dén ey tip xie cla méu vai cic bé mat tich dign &m nhur tham tich hode
Iy miu i mang loc toe d cao (vi dp mang polyacrylonitril) va loc loai lipoprotein ty trong thip
viri dextran sulphate co nguy co lam ting cac phan tmg gua man. Néu nhimg dicu trj ndy dirgre
véu cau, can cin nhic sir dung loai ming tham tich khic hode mdt thude :.:hémg thng huveét ip
nhdm khic,
Khing khuvén cio dimg ding thiri;
Bty e —

Nguy oo ting cie 1y dung bat lgi nhu phit mach thin kinh

triamteren, amilorid), kali (cde dang mudi):

Tang kali mafi{ning ci thé din dén nr vong), dac bigt khi két hop véi suy than (hiéu img cing
hop ting kali miu). Khong dige két hop céc thude tie ché men ehuyén vii cic hop chit Bum ting
kali mau, tnir tririmig, hop b ha Kali mau.

Khéing khuyén céo phi hop Viecoram vivi ede thude trén. Néu phai sir dung ding thivi, nén phéi
hop mdt céch thin trong va theo ddi thiimg xuyvén ndng d6 kali huyét thanh, Sir dung
spironolacton trong suy tim, xem dud diy.

I I“Iil

14



r

https://trungtamthuoc.com

Tang 6 hai phuc nong 45 lithi huyét thanh va dic tinh 44 duge ghi nhin khi ding déng thivi lithi
v-m cac thude trc ché men chuvén, Khing !r.hu}':n can sir d[mg. Viacoram cing lithi, nlumg néu
can thiét phai phii hop, nén theo dii chin :u:nng_ 4 Fithi huyér thanh.

Trén ddng vit, rung (hat v tryy tim mach dén dén tir vone 8 duge ghi nhén lién quan dén tng
kali mau khi ket hop verapamil va dantrolen truyven tinh mach. Do nguy oo ting kali méu, khu:ﬂén

cho khing ding ddng thiv Viacoram cb chita amlodipin, mét thucc chen kénh canxi véri dantrolen
trén bénh nhén oo kha ndng tang than nhiét e tinh va trong digu trj g thin nhiét de tinh.

Cac nghién ciru dich 1€ hoc cho thay sir dung dong thési ede thude ire ché men chuyén va cic thubc
E]‘IEHI'IE dii thao duong (insulin, cic thubde ha glucose hu}'r,! dirimg uung_] ch the giy HEuy oo ha
elucose mdu do lim thng the dyng ha glucose cha thude. Hién Tunrg nay xudt hién phn:r bién hon
trong cde tudn dau khi phii hop thudc va trén bénh nhin sy thin.

Bagloten:

Tang tie dyung ha I||.|3.'-ét dip. Theo dii huyver ap v dicu chinh lidu thuoe ha hu:r-l':t ip néu cin thiée
D :-Iul . .E' !l E -“i_ |.I

Bénh nhin dang ding thube lgi tiéu, ddc biét bénh nhan co giam thé tich wén hoin vivholic mat
mudi, o6 thé glp hién twong huyét ap giam qua mire sau khi bt diu didu tri bﬁli_g thude e che
men chuyén. Kha ning hy huyét ap cd thé gidm bing cach ngimg dimg thude i tidu, dEng hé tich
tudn hodn hodc hegng mudi st dung trede khi biit dau dicu tri bing Viacoram.

[rong tang huyét ip ding mach, néu dicu tri bing cde thude lgi tidu tde 4o g & tich
tudn hodn hode mat mudi, nén ngimg ding thude lai tidn trude khi bit dau ding V m. Sau
a6 ¢6 thé ding lai thube lgi tidu khang giir kali.

Céin theo ddi chire ning thin (ndng 46 creatinin) trong vii tuin diu diéu tri bang Viacoram.

Thud 1gi tiéu giit kali (eplere

Truimg hop dimg eplerenon hodic spironolacton trong khodng liku tir 12,5 mg dén 50 mg/ngdy vi
diing liéu thap thudc irc ché men chuyén;

Tromg didu trj suy tim 43 U-IV (phan logi NYHA) v&i phiin sult thng méu < 40%, bénh nhin
trinc diy dit duge ditu tri bing cic thude i ché men chuyén v cie thude lgi tiéu quai, nguy co
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ting kali mau, co the din den tr vong, dfc biét trong truomg hop khong tuan tho cac khuyvén co
ké dom khi phéi hop cie thude niy.

Trurdee khi két hop thude, bénh nhin phii drge kiem tra khéng ¢d thng kali mdu via suy than,

Khuyén cdo theo doi chit ndng do Kali nidu v creatinin médu mai tuan mat 1an vao diuw moi wdn
trong thing Aau diéu trj va theo dai hang thang sau do,

Cic thude khang viém phi steroid (NSALD) bap edm ch aspirin lidu > 3p/nehy:

Khi diing ding thii cic thude re ché men chuyén vi cic thude khang viém phi steroid (nhir acid
acetylsalicylic & mire ligu ching viém, cde thude tre ché COX-2 va cac thude khing viéem phi
steroid khong chon koc), tae dung ha huvét ap cb thé bi say giam, S dyng dong thixi Viacoram va
cac thude khang viém phi steroid co the Lim ting neoy co lam siu i chire ndng thin, bao gﬁm e i
khi ndng suy thin cip vh Bm tng ndng 35 kali huyét thanh, ddc biét trén béah nhin cb chire

niing than kém trnrde da. Nén thin trong khi kit herp, dic bigt trén bénh nhin cao tudii. Bénh nhin

nén dirgre b mnde dily di va xem xét theo dai chire ning thiin sau khi bt diu didu tr phdi hep va

dinh ky sau di,

Cac thute giv cim b 3

Chum ¢6 dir ligu vé anh himg cia cae thude giy cam img CYPIA4 vai amlodipin, Sir dung dong
théri v cae thube ghy cim tmg CYP3A4 (nher rifampicin. Hypericum perforanm) cd the lim
giam nong di amlodipin trong huyét twong. Nén thiin trong khi ding Viscoram cing cdc thude
giy cdm g CYPIAL,

lodipin viri cae thude fre ché manh v trung binh CYPIA4 (cde thude i
che protease, wix khing nim dan chat azol, cic macrolid nhu erythromycin v
clarithromycin, Ferapamil hojde diltiazem) oo thé lim ting dang ké ndng do amlodipin trong win -
hoin. Biduhign 1am sing twong img véi sy thay ddi duge ddng hoe niy ca thube ¢d thé rd hon o

bénh nhin cao twoi. Do dé, b thé cin phai theo dai lim sang va diéu chinh liéu Viacoram.

Thiin trong khi sir dung ddng thiri:
Cic thude ching tEne huyet ap {nhur cic thude chen beta) vi cic thusde gilin mach:

Sir dyng dong thin cic thude nay ¢b the lam tng the dung ha huvét &p cia Viacoram. Si dung
& & s 1 5 1 - i i F - I

llluql.: dung_ théni vai nitroglycerin va cac nitrar khic hodc cic thude giin mpch khic co the giv ha

huyét dp trm trgmg hom, vi viiy nén disgre can nhic thin trong,

Sir dung dﬁng ihwiri




https://trungtamthuoc.com

Tang nguy co phit mach do gliptin lam giam tac dung coa dipeptidyl peptidase TV (DPP=IV) & e
bénh nhin dimg dong thi vii thude ire ché men chuyén.

Cdc thu thiin Thude gay mé:

Sir dyng déng thiri Viacoram v cic thude gy mé, thude chdng trfim cdm ba véng va che thube
ching loan thin 6 thé lam tang kha ning ha huyet ap.

Cée thude gidng giao chm:

Céc thude gidng gino cdm cb the lam giam tac dung ha huyér ip cia Viacoram,

Céc corticoid o 7
Lam giam tde dung ha hu;wil. ap (do tic dyng gilt nude va mudi clia cic corticosteraid).

Ciic thude ehen alpha {prazosin, alfuzosin, doxazosin, tamsulosin, terazosink:

Tang tic dung ha huyét ap v ting nguy co ha huyét dp thé dimg.

Amifpes:

C6 thé lam ting the dyng ha huyét dp cia amlodipin,

m .

Che phan fmig nitritoid (cic ridu chimg bao gllim a6 mg miit, budn nén, nén vi,ha }'i;t apl

hiém khi duge ghi nhin wén bénh nhin dang dwge dicu tr bing vang dig Yem (natri
aurothiomalat) va ding dong thési v thude ire ché men chuyén bao ghm ¢ perindopril

e, |

Murde birdi chiim: /

Khéng khuyén cio ding Viscoram cing budi chim hode nude ép budi chim do sinh kha dung
cita amlodipin cé thé thng lén twrén mt s binh nhidin din dén lam ting e dyng ha huyét ip cia
thudic,

KHA NANG SINH SAN, PHU NU CO THAI VA CHO CON BU

[ trén dnh hudmg cia timg thanh phan trong ché phim két hop nay trén phy nit o6 thai va cho
ean b

Khong khuyvén cdo ding Viacoram trong ba thing diu cia thai k¥, Ching chi dinh ding
Vincoram trong 3 thing gitra va 3 thing cudi cba thai ky.
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Khing khuyén cao ding Viacoram trong thin ki cho con bi. Do dé, quyét dinh hode ngimg cho
con bl hojic ngung dung Viacoram dis vao mire diy quan trong coa ligu phap dicu trj nay trén
TE G T

Lhu nir o thai:
Lién quan d_n.m‘: perindopril:

Khﬁn'g' Eh'i.l'j."gii::'ﬁ;iuﬁng cac thude o ché men chuvén trong ba thang din cia thai }::}':Ehﬁng chi
dinh diing cée thude dre ché men chuyén trong ba thing giita va ba thang cubi cia thai ky.

[ & =l

Bing chimg dich 18 hoe cho thiy chira e6 két luiin vé nguy co gity dj tit thai nhi sau khi diing céc
thude irc ché men chuyén trong ba thang diu thai kv; tuy nhién khing loai trir kha niing ting nhe
gy co nay. Trir trmg hop can I::'ép tye didu try l:lﬁmg thuse (rc ché men chuyén, bénh nhin dir
dinh mang thai nén r:hu:.nf*rl SANg diéu trj bng thudc ha Itu:,we"t dp kbde dwge coi [d an wdn trong
thiri k¥ co thai. Khi bénh nhan duge chan dodn ¢4 thai, nén ngimg diéu tr bang cac thude ire che
men chuyen ngay Kip tre va néu od thé nén bit diu Ligu phap diéu trj thay the.

Vige dimg thude ire ché men chuyén trong ba thang gifta va ba thang cudci coa thai ky duoe biét
eiiy dde tinh trén thai nhi (giam chire ning thin, thién &0, cham xuong haa hop s0) va gdy dde trén
tré sorsinh (suy thin, ha huyét ap, tng kali mau).

Mew bénh nhin ding thuie e ché men chuyen trong ba thang giira thai kv, khuyén ¢io nén siéu
dm d& kiem tra chirc ndng thin v hip so cla thai nhi.

Tré sor sinh ¢o me dilng thude ire ché men chuvén nén duoe theo ddi chit nguy co ha I1u1.n§1 ap.

mlodipin trén phu nir cd thai chira dugre thiét lip.

Trong cfe nghién ciru trén dong vat, dde tinh sinh sén di duge ghi nhin & liéu cao. Chi Khuyén
cito sir dyng trén phy ol b thai khi khing oo bién phap thay thé an todn hon v khi nguy eo do
Bénh mang la lém how trén me vi thai ahi.

Phu nir dang cho con bi:
Lién quan géu perindopril;

Do chua co cac thing tin lién quan dén vige sir dyng perindopril trong thai kv eho con bi, khing
khuyén cdo sif dung perindopril vii nén thay bing lidu phdp didu tri khac da duoe biét i hon vé
i an todn trong thivi kv cho con bii, dic bigt khi nudi iré so sinh hodc tré sinh non,
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Lién guan dén amlodipin:

Hién chira biet amlodipin ci bii tiét qua sira me hay khong. Quyét dinh tiép tpe/dimg cho con bi
hofic tiép tue/ngimg diéu trj bang amlodipin nén duge cin nhic dya trén lgi ich cia wé bi me vi
beri ik diéu orp i amlodipin (rén nguec me.

Thuoe khing gy énh hwémg trén khi niing sinh san,
Lién quan dén amlodipin:

Sur thay ddi oo hdi phuc vé mit sinh héa & dao tinh trimg 43 duge ghi nhin trén mdt s6 bénh nhin
durgre diéu 1 bing cdc thude chen kénh canxi. Chira o6 di cie dif lign 1im sang vé khd ndng dnh /
hirémg cia amlodipin trén kha ndng sinh sin. Trong mdt nghién i trén chudt edng, 43 ghi nhéin

tac dung bt Ievi trén kha nang sinh san cia chudt L*-E'mg dinc.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Chira ¢6 cac nghién ol dirge thue hién ve anh hudmg con Yiscoram trén kha ning 1&i xe vi vin
hanh may moe.

Perindopril va amlodipin c6 thé dnh hudng nhe dén trung binh trén khé ning lii i hanh i
méy mis. Méu bénh nhdn bi ching mit, dau diu, mét méi, kist sirc hofic budn non, 2 phén
g e thé bj sey gidgm.

Khuyén céo thin trong khi ding Viacoram, dc bigt khi bit diu didu trj.
TAC DUNG KHONG MONG MUON

Dt lign v& & an todn ciia Viacorsm di duge danh gid wong mot nghién cim 6 thang cb d6i chimg
bao gdm 1771 bénh nhén, trong 36 837 bénh nhin ding Viacoram, mat nghién cire 6 tuan b doi
chimg bao gbm 837 bénh nhén, wong do 27% bénh nhan ding Yiaceram va mét nghién cin 8 tudn
et d8i chirmg placebo bao gdm 1581 bénh nhin, trong d6 249 bnh nhin ding Viacoram.

Trong cle nghién cim Eim sang nay, khong cd cdc phin img hit lgi ding ké dwoe ghi nhin khi ket
hop, so v cae the dyng bt loi di dige biét dén cia timg thinh phan riéng 1é.
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Cée phan img bit lgi dudi diy dwge ghi nhdn thiimg xuyén nhat trong céc thir nghiém km sing:
chong mit, ko vi phis,

Cac phin img hit lgi trude ddy di duse ghi nhiin trong cic thi nghiém [dm sang vivhode sau Khi
dira thude rin thi trudmg vai tiemg think phﬁ:_l dom 1¢ eda Viacoram (perindopril va amlodipin) dirge
fiét ké trong bang dudi diy do chiing ¢o the xay ra vii licu két hop co dinh.

Cac tac dung it leri dird dity di duge ghi nhin trong qui trinh didu trj bang VIACORAM,
perindopril hode amlodipin dom dde v durge sﬂp xép then phiin loai MedDRA theo hé cor quan vi

theo tin suat nher sau: —
Rat pho bien (=1/10); thuimg gip (=1/100 dén <110 it ggp (=1/1000 dén <1/100); hiém gip ™

(= 10000 dén <1/1000); rit hidm gdp (<1/10000); chira biét 13 (khdng wdc tinh dwge i cic dir
ligu hién ca),

Med DRA Tin suit
Phin  loai a VIACORAM | Amlodipin | Perindopril
theo hé Tac dyng khing mong muon (Perindopril/
COF { B Amlodipin}
Nhiem Viém mii . It zip Rit  hiém
khodn  vi glip
nhiém  k§|
sinh
Rili Ting bach ciiu ira eosin . = it gip*
: —
au W
buch huyét | G bach can/giam bach cau trung | - Rat  hiem | Rat  hiem .-
' tinl ghp gip
Mt bach cau hat hode gidm toin | - - Rit  hiem
thé huvét ciu 2ap
Gidim 136y ciu = Rit hiem | Rit  hiem
wip gip
Thiew mau tan huyet trén bénh | - - Rat  hiem
nhdin thiéu byt bdm sinh G-6PDH &ip
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Koi logn b§ | (ua man - Rat  hiem | It glip
mién dich gip
Roi  loan | Ting kali mau It gap " It pap*
chuyén hia R
v digh | TAng glucose méy It gip Rit  hiém | -
durling gip
Hy natri mau - - It ghp*
Ha glucose miu - = It giip*
Roi  logn | Thay 450 tim trgng (bao gom < lo | - It giip It gip
tim thian | du)
Mt ngi - It giip -
Tram cam . It glp
Rai logn gide ngo . - It g
Trang thai lin kn Hiém gip | Rat  hiém
iip
Roi logn b | Chong mit (ddc biét trong giai | Thwomggdp | Thudmg | Thuimg gap
thiin kinh | doan diu didu tr) giip R!-. /
) A
Dau diu (dic biét trong giai dogn | - Thuimg o ohp
diu didu tri) giip
Budn ngi (ke biét rong giai dogn | - Thuimg it gap*
déi didu 1r) giip
R logn vi gide - It gip Thuimg gip
D chm It gap Thuimg gip
Nt Xiu . It gap It giip*
Gidm cam gidc - I gdip =
Foun - It gip -
Tang truong lyc co . Rit  hiém |-
2dp

ral

ik i i
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Bénh 1¥ than kinh ngoai bién - Riit  hiem | -
gap
Tai bién mach mau ndo co the gay | - | Rit  hiem
ra biri vige ha huyét dp qui mie & gip
nhirng bénh nhin co nguy cor cao
Hoi chimg ngoai thip . Chiza  biét | -
i
Réi  logn | Suy giam thi gigc (bao gom ca nhin | - It g@p Thudmg giip
trén miit dii) —
Réi  logn | Ul tai . It gap Thisimg gip =
tai va mé — .
dan Chéng miin . . Thwimg gip
Roi  Jogn | Dinh trong nguc - Thuimg | It gap*
ircn tim ip
Mhip tim nhanh > . It gap*
Edau thit ngye . - Rit  hiem
gdp
Nhoi mau co tim, co thé iy ra bdi | - Riat  hiém | Bit  hiém
iéc ha huvét &p qua mirc & nhimg i wip
E‘;\hnhﬁn o0 NguY oo cao i
& ' " 1 = = "
%’ nhip {bao gom nhip tim | - Rt hidm | Rat  hiém
T, nhip nhanh that vi rung nhi) giip ahip
Réi  logn | B himg mat . Thuimg | -
mgch dp
Ha ilu}lét ap fvé‘ cac tac dung lién | - It giip Thinimyg glp
quan dén ha huyét dp)
Viém mach - Rat  hiém | It gap*
gap
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Roi  logn | Ho Thomg gép Rit  hiém | Thiimg gip
b hip, gip
long ngye | -
vi  trung | Do ther - it eip Thirmg gip
£
vkt Co thiit phé quan - = It giip
Viém phdi ting bach ciu wa eosin | - - Rat  hiém
sip
Roi  logn | Ban byng . Thuémg | Thudmg gip
tiu hiba wip
[ Budn non = Thutmg | Thuémg gap
giip
Mion - It gip Thirémg gip
Khé tidu It gip Thisémg gip
Tiéu chiy S it ghp Thirdmg glip
Tao han = It gip Thirémg gip
Thay 86 thii gquen di vé sinh . It gip -
Khi migng - It Eip It gip
Tang sdn nudu - Rat hiem k- |
Y
Viém tyy Rat  hiem | Rat  hiém
gip gip
Viém da diy Rar  hiem | -
Eip
Roi  logn | Viém gan, ving da - Rat  hiem | -
gan mil gip
Viém gan ly giai t¢ bao hojic viém i Rit  hiém
gan i mil sép
Roi  logn | Ban db, phit ban - It ghp Thuomg gip
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da v mi | Ngira x It giip Thurdimg gip
durivi da =
Tang tiét mo hii - It gip it gip
Ruyng tie . It gip 5
Ban xuat huvet - It gip i
B0 midu da = It giip -
BEnh bing nirde . - It gap*
Phit mat, die chi, moi, mem mac, | - Rit  hiem | It gip —,
firvi, thanh mon vi'hode thanh quéin hp .
Me day E Rit  hiém | It gip
zip
Phan img mén cim v anh sdng - Rat  hiem | It eap*
oip
Hoong ban da dang it Lip Rat  hiem | Rat hiem
ip 2lp
Phi Quinck 3 Rat  hiem | -
ip
Hai chimg Stevens-Johnson . Rat  hiem | -
giip
H'xq Vidm da troc vay - Rit  hiém | - )
‘\1 eip ~
Rili log ~Dan lirmg - It gap -
XINIgE S . i
e litn Ry | Sime miit ca chén Thirimg -
lp
Chudt rit . It gap Thiremg gdp
Bau khop, da e - It gip It zip*
Roi  loan | Roi logn tiéu tign, tieu dém, tEng so | - It zip -
thin va iét | lin di tiéu
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nifn Suy giam chire ning thin - - It gap
Sy thin c5p - - Rt hiém
gdp
R logn hé | Roi logn cuong . It gap It giip
sinh san vi . :
buyd v Nir hda tuyen via - It gip -
Roi  loan | Phi Thuimg gap Thuimg it gap®
chung vi ip
tgi v i _
dira thude | ME moi It gip Thuimg -
gip
Suy nhurere - It gip Thwimg gp |
Erau nguc - It gap It giip*
O mét - It gip It zap*
Brau 2 It gip b
(Ciie  nét | Tang cin, giam can : it gap
nghi
Ehigm Tang ure miu - - It gip*
Téng creatinin man - It gip*
;
Tang bilirubin miu - - 1\3\?‘« gip
Téng men gan - Rat  hiém | Hiem gip
gap
Giam  haemoglobin  va  giam | - - Rar  hiém
hacmatocnt Edp
Chin Ngii - - It gip*
thirong,
ngh dic vi
cic  hién
chirng
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* Teim andie xut hidn cic bidn oo bar Kel dee tinlt todn o cae thee nglhiden Idm sang b cac bdo
ey rt.l'lel..lfl'.

Thine tin bd &

Mot nghién e lim sing ngan nhién, mi doi, cd ddi chimg placebo thye hién trong ving & tuin
4 ghi nhan phit ngoai bién, mét phan (me bit 1gi 83 duge quan sat thay cia amladipin, ed ty 18
thip hon & bénh nhin ding dang phdi hop perindopril 3,5 mg/amlodipin 2,5 mg so vdi & binb
nhdn diing ambodipin 5 mg dom dge (hromg dmp 1,6% vi 4,9%).

B cio vé ciic phan tmg od hai nehi ngd:

Céc phan img bit lgi b nghi ngly duge bio céo sau khi thude dwge cap phép L rill quan trong.
Bao cao ndy cho phép tiép tic theo dii eiin bng gitta Ioi I'Ehl"nj_gl.tj un:-_«:ﬂa thude, Cic nhin vién y
té duge yéu ciu bio cdo bat cir phan img bét lgi nghi ngdr ndo vé hé thing béo céo quic gia.

QUA LIEU
(“hura co kinh nghiém vé qua lidy Viscoram.
D1 viri amlbodipin, kinh nghiém qua Biéu trén ngudi cda han che.

Tridu climg: cie dit liéu hién c6 cho thilty qud 1iéu nghiém trong co thé din dén gidn mach ngoai
Bién qui mire v ¢ thé glp nhip tim nhanh phan xa. Ha huyét ap todn thin rd rét va b the kéo dai
lén mirc s6c va bao gx!rm ci soe dan dén tir vong 4 dirge ghi nhin.

Dicu tri: Ha huyét ap rd rét trén lam siang do qui liéu amlodipin cin cae hoat déng hd trg cho tim
bao pdm theo doi thirdmg xuyén tim va chire nang hé hip, 4o phi cia cac chi va chi ¥ dén the tich
tudin hodn va lugng nede ticu,

it thude co mach cd the ed ich trong vige phuc hoi trireng by mach mau va ||u3,{;1 ap
trong trimegnhop khdne of ching chi djnh. Canxi gleconat ruvén tinh mach ob the cb hidu qua
doi khang lai e dung cia thusie chen kénh canxi.

Vo thé ca @i i trong mdt 5 truimz hop. Trén nguri tinh nguyén khoe manh, vige sir
dung than hogt $én 2 gir sau khi ding amlodipin 10 mg di cho !hﬁy lam giam ty 1€ hl."lp- thu cia
ambodipin, Lo mdu khdng ob hiéu qui do amlodipin gén chiit vin protein huyét turomg, /

i vini perindopril, cac dir ligu vé qui liéu trén ngudi edn han ché. Cac wigu chimg lién quan dén
gua liéu cae thude ire ché men i:hu:.f:n ed the bao Eu::'nn ha hu:..'E':I ap, s0c fudn hodn, roi loan dién
gidi, suy thin, ting ko hip, nhip tim nhanh, danh Lrﬁnj;, ngye, nhip chim, chong mat, lo du va ho.

Didu trj qua litu duge khuyén edo 1 uvén tinh mach dung dich mudi ding treong, Néu xuit
hién ha huyét dp, nén dé bénh nhin & nguyén tr thé she. Néu o6 thé, cin nhic truvén angiotensin
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Il va‘hoje cdo catecholamin dwromg tinh mach, Ca the loai ha perin
. hodn théng qua e méw. Teo nhip duge chi dinh trong tririmg hop nhip
viri diéu tri, Nén tiép tuc theo dbi che diu higw sinh wn, ndng di cie ch
trong huyés thanh,

HAN DUNG
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