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THANH PHAN CONG THUC THUOC
- Thanh phin dirge chit: Enalapal maleat S mg
Thimh phiim 63 duge: Lactose monohydrat, tinh bot ngo. natri crosearmellose, tinh bt tien gelatin
héa, natr hydrocarhonst khan, magnesi stearal
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- Vignnén ) _ )
Vidn nén [rom, mau s g, has mat phing, mit ndtco khic vach ngang Vidn cothé bélam déi.

CHiDNH

+ Didutri thng huyet 3p

- Diéutn suy tim cd ndu chung,

- Phiny ngira suy tim ¢ trigu chimy irbénh nhaa by rii loan ehire nling that trad khong tnéy chimg (phin
suit 1ni mau = 35%)
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Lieu ding

- Suhiphcua»lénm:nDH-Enlmig:J.“khéngh:inhhmgbﬁths’ndn.

- l,iéndfmg_nénducrl:dlénch:nhIheodungnapn'ﬁdéphgch:nnnﬁihhh
Tang huvén dp:

Litw khou &u 13 5 mg 4én 0di da 20 mg, vy thudc vao muc s vang huyét ap v tinh trang cia binh
nhin DH-Enamignl £ duoe ding | Fnnay D6 vai ting huy & ap mie 29 nhe, lidu khar dilu khuyéa
can la 5 = |0 myg Bioh nhin cé hé renin - angicignsin - 3 dostron hogt hisa manh (nhu t huyét ip
do hénh mach mi this, thiss mui vihele giam thé lich {wan hofn, mdn b tim hodie g hey et ip
nlngh oo the bi ha huvdr sp qui mirc sau ligu khie i Khuydn cio sit dyng lidu khan diu 3 mg hofie
iy hem vi clin duoc hus hign dud sz gidm saty 18 _
= IJlrl:ulnbkrglhuéc|mﬁéufiéum|rmilcdbcﬁlhégﬁygi.iml'l|ﬁ1ichtuillhod.nvénw¢olurbu}itép
khi bt diu didu in bing enalspeil {3 nhiing binh nhin nay, nén ding liu ks i 3 g hodc thilp
hom N cd thé, mén ngimg thude lgr tidu 12 = 3 npiy e khi bt dan didis1rf bang DH-Enamigal
5 (i theo din chioe nang thin vi kali hayec
Lidu duy 15} thémg thudng b 20 mg/ngay, (51 do 40 mg/ngey
Suy i /edi loqn chire nding thAt i khdag treigu chimy:
Tmnsmhmsnytimcé 1rié 1 chimg, enalapril duos sir dyngs o hip v thudie [s tiéu, new thich hap
cathe phd| hop van digaxin oic thuce chen et Lien enalapri| khendau & binh nhin suy m co trigu
chimig hede o1 169n chirc némg that iy khang tnéw chimg 12 2.5 mg va cin dugc thue hidn dudi su
giimmylérhilchﬁdénéc:bdtlkmbnnlliurﬂaﬁpmnénj‘myléi? Trutimg hop kidng co hoie
& kidm soit eo hifu qud tink trang ha huyétap sau khi bt ddu didu 1ri bing enalapril & binh nhin suy
tim, nén Ang liéu din din dén lién duy i théng thutng |3 20 mg, ding mét Tin duy nhit hodc chia 2
linmgay. tuy thea kha ning dung nap ciiabenh nlén, Viee higu chinh hiéu nay dutre Khuyén edo thye
hiden tromg khodng thoi gian 102 -4 min. Lidu i fn 14 20 mg/n gy chialim 2 |in

- Rhuyén cao ting lidu DH-Enamigal 3 & binh whin suy tmirdi [ean chiic ning thit i khing ridu
chimg: Tudn 1 la 2,5 mg/lin/npf(* ) rong 3 ngy diuva § munasy, chin 2 K trong 4 ngiy tiep theo
Tyan 2. 10 sug/ngay, chia 1 -2 lin. Tuan 3 vi4- 20 mg/ngiy, chia | ~2lan.

(%) T g R Bt ¢ b e sy it o dhamg St thude lggi véu .

« Huvét s vi chire nng thin nén dwae thea dbi chii chi ca trudre va sau khi bt diu didu 1 baog
emalaprl do nguy ¢yt huyétap vl suy thin (v phat (hidm gip him) d& duge bio cao, O binh nhin
duroc ditutr bing thuds b tigu. afuco th n p’hnlueumndpkhlb.lld&ud:éumw'npli-ﬁumiw
S Sy xudh bign oo 1t huydn ap san ki dung ligu khii i khang <6 nghia 1& 1 by e ap st ai dicn
troni khi tép e didu o vai enalapril v khang ¢o nghia phi neimg sir dung thube Nong do kali
Inﬁ:l vichure nding thin ciing nin dues theo 301
b Furgrmge o st 568 4007 g b sie g il BAGE:

- .\'.l_.ljmdn.-h'hmxhungnénkdmk’uikhmgcﬁhgumi:i:la"ndﬁngmuﬁ:ufhm\cgimlih Hitu chinh
116w ki diu theo 46 thanh thi ereatinin (C1.,)

£ 30<C1, <80ml phit; 5= |0 mgagiy

+ 0=l <30mLiphin 28 mphgiy. y y

+ Cl,= 10 mLiphat. 2,3 mg vao nhing ngdy thim phin. Enakaprilat o thé thim phan duoc. Lizu dung
i nhimgngay khdngt m phin dugc didu chinh theo dapimg vé huyétap.

- Ngarittcae tris Libu dimg ph phis hop v chire néing thin cua bénh nhan

e cun D3 ligy thi nghidm lim sang com han ché vé vide sir dyny enalapnl trong ting huyét ap o tré
em. D véinhing bénh nhi c6 thé nudt dupe vién thude, liéw lvong nén duge el nhin has tly theo ho
sn}aéﬂhanv_ndipmghuyﬁ:‘m

¢ Ligulthor diu (dung | 1in méi ngay) Bhuyén céo 1 2.5 my o bénh nhin 26 ein ndng nr 20 dén < 50 ke
it § mg o bénh nhinco cinndng> S0ke

+ I.|éudi.ngd|mv:huéuv:hinhn‘.y\-.'lolmghénhnh:in.néida!On!gabéﬂhnhinmﬁnrx:ngszdénc
50kgva40mpabénhnhin cdedn nang = 50 ke

+ Enalapnl khing dugc khuyén cdo ding cho iré so sinh va bénh nhi o6 @5 loc cau thin < 30
mLophit/| 73 m’ do chuace dit lidu

Ciichdimg ’ . "

- Udng thube vor mit by nude diy. co the uong cimg hage khing cang voi thirc dn, Cé 1hé bé vién neu
23pkho khim khi nwst lean b vidn,

- I.Iéahnhéucénu.';pruc:I,(mgmmic!hw:hjﬁnh:ﬂnbacﬂ.khéngdwcIujrugimghﬁ:{colhﬁlm
|iq||tmnghénh||inlirmghonl .

.+ Néu quén ding mdt i dude, bo qua lidu &3 quén va tidp tye udng lieu tiép thee nhu thuong 12
K b wng li2u gap 46| dé blcho liéa 43 quen.

CHONG CHI DINH

- Qui min véi enalapil, vai bil ki thash phin nao eva tuos hodc vai bat ki thude e ché ACE nio
khic

- ‘uilnsuplmm-:h_hénquanmiméumblngﬂm&:ErcuhémenchuyénangimcnsmHCE}uu{:ndﬁ.

- Phomach di trayén hode vé cin

- Bathangivava bathingcudi thai ki

- Sirdung dong thoi enalapn! vii cie ehé phém chim aliskiren & hénh nhin dai thao duong hoje suy
thin (4§ boe ciu thin < 60 mL/phii1,73 m’).

- Khi phi hop v sacubstrilfvalsanan: Khang ding enalapal trong vang 36 @i tinh i hidu cudi
sacubitn|valsanan.

CANH BAO VA THAN TRONG KHI DUNG THUOC
11 hoeyit dp ca trifu chiimg )

- Hahuyes p cd ridu chimgg hiém wdp &bénh nhin ting hoy ¢ ap khang co bitn chumg. (1 bémb nh in ting

huvét 4p st dung DH-Ennmigal £, ha huyet ap €6 trigu chimg ¢ khuynh hiong dé xiy ra néu bénh

nhinaah.rnmhe.icménm_l,»id..mmm..é;som:-u.chédammhemué.,mmph.-annm
tiéu chiy hoa 180, Quan sat thiry ha huyet ap c6 tridu clmg o nhimg bénh nhin suy tim, kém hole

Khéne kém thea suy thin. Phé bién & binh nhin suy im mitc do ning, si dung thuos 101 féu qua liew

cao, ha natn huyét hodc suy giam chue ning thin. 0 nhimyg bénh nhin nay, nén bit dau didu tr) dud) sy

aiam sat v 1 vt cdn duoc theo déi chdt che bt cir khi nao higy chinh li2u cia DH-Enamigal § vihole

Thusic los ey, Nhime cin nhie fuong 1y ¢0 the dp dung cho bnh nhin bi thiéu maw co tim cue 6 hode

beénih mach mau ido dongwy mhahuyétﬁpquamaémédinm nhéi mas oo tim hegc tai bign mach

mrian o

Néu hy huyét ip xiy ra. nén dé bénh nhin & 1 thé mhm nei va iryén inh mach dung dich mudi ding

triromg niu edn (hiet Ha buvel & thoang qua khing phi 1a chong chi dinh va thuemg khéng o gi trr

s ki g i tép theo khi huy éx ap d3 G 1én sau khi b di dich. :

- Nign nhimg bénh nhan suy tim ¢o bayér ip binh thuimng hodc thip, huryét fp o the ha thém kb si duﬂ;

Thudi. Tac domy say du dodn i duos v thuong khang phél 12 Iy do 6 nayumg diéu 1ri. Nu hahuyet

iaph\éuhii-ulnnéud:w;.;-bﬁéph.iigiﬁmhéuvﬁ.-huacrm'mglhuéchilﬂuv:‘vhnkl.‘lll-l:mmignlﬂ
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hnacmw,htndmgmhimﬁ.,-ﬁuwsmdwgahe:muﬁnscm.mvmcnmmwmmmm

Sy il cheire g e

Trong truong bop suy thin (43 thanh thii creatimin < 80 mbphit), nen higu chianh |ifu emalapnl han dau

theo 04 thanh thai creatinin cua binh nhin (rew ai “Liga ebianngg ") v s 0 higu chinh 1w theo ki

nlngﬁaammdn"uﬁcﬂnbénllrr.h:‘m.IlnodﬁuLhut'mgxu:.-éuIu:m;kainacmlinlmirlﬁnybénhnhiul

Yién nén

iy
- Suy than ¢i dupe bia cio hién quin i enalepril va chi yiéu o nhimgz bénh shin suy fm nlng hode &
birth ném v thin bao gom hep Slog mach thin. Neu phal high kipthai va i tr thich hop, sey thin lién

quan dén di v i bing enalapril thuang 6 thé hdi phuc,
M1 s6 bénh nhan tang huyét 3p, khong ¢ tién s bédh [y vE thin, co hidn fugng ting ure va crealinin
byt khi sir dunge enalapnl cimg vt thudc boi tiew Co the can giim Lidu enalapn] vahodo ngung didutn
vai thube 'ihﬁnhrrmguayv!l'arnl:‘mgkhﬁm\ngm.':chepdﬁngmhméuuémii
Tisng dniayés cipr s breh sy sndredh e
Bénh nhin bi hep dong niach thin hi bén hoge mot bén i binh nhin hep domg mach thin don ddc dicu
mungmuac.'.:c‘né;«ce-mmmuhuy_i:apv;suymm.wmmn:mg:hancmhém rachi von
surthay dai nhe luong creatinin bayé! thanh. O nhimg bénh ahan n3 ¢, vigc bit diu didu iri nén duoc idn
hianh v 1iéu thin va durd sir gidm saty (& chit ehé. diew chinh liga cdn than vé theo doi chic adng thin
Gdp thiin

o oo dit liw lign quan 161 vidc sir dung enalzpril @ bénh nhin vita man gheép than, do do khéng
Khuyen cao i dung DH-Enamigal S
Sty gan ) .
Hii chimg vl bigy higss khin i 1 ving da it mat hode viem gan va tién mién 10t hoa 1 e ndng, O
khigﬁrn:rmnghiémthicéJ|Enqumt:iimn6cﬁcdu‘:.-‘\.(‘,1‘_(luchécdah&th;‘ngn&y:bmﬂ_ux!m"u
0. Bénh nhis s dyng thude irc ehé ACE bi vang da hoge ting men gan rd rés nén ngung thue agy vi
duoetheo ddi y té phii hop: )
Gidians ygets ca trreng tini/mds bach e byt _ d
Giim bach ciu (rung tintmae bach ciu hyt, giam tigy ¢y va thidu mau di dwoe béo cio @ nhimg binh
alhin sir dung cae thube e chit ACE. O nhimg bénh nhfn c6 chisc nfing than binh thubng v khong co
wiu 4 bign chimg nao khac, gidm bach i trung tinh hiem khi xiy m_Enalapnl nén duoc si dyng i)
Size thin trong & nhimg binh nhin méc binh Iy mach collagen, dieu iri wie ché midn dich, didu 1 bing
aJlopurinulhoal:pminarpid,hnécIaéihopnhiumyn':uh&nmdicbiélkhbénhnhhbcsaym*m:hin:
ning thim tir triac. Mot 0 bénh nhin bi nhikm khudn nghiém trong, mi trang s it srsang hop khony
i voi lifu phip Khing sink manh. Kbi st dung enalapril dohing béal ohan iy, uén thea dai din
kisﬁluwghxhc:'m\-éhﬁngrﬁnhénhnhinhmciohitIt.idéulliénnhlﬁmkhubna'n.
Quat ansinplese mgeh
Phia mach & ma, tiz chi, mdi, I, thanh mdn vahoie thianh quéan d3 diroc bie cio o nhimg bénh nhdn
dirge dhdu i bing thude ue ché ACE, bao ghm enalapnl. Diea n by ¢b thé xdy ra bt ki |Gc nao wong qud
yrinhs gy 1l Meimy s dung DH-Enamigal 5 vi thea ddi thich hop & dam bag ehe tridn chimg di diros
idi quyet hodin taai trese khi bénh nhin xudt vién Negay ca 1hiimg treémg hop chi suny ludi, khdng suy
Ho hip, bénh nhin co the cin duge the &6t liu dii vi didu tn bing thubec khing histamin va
corticostercid ca the khdng di
Tirvunsdtaplll?lmqnhhhqu.nnk’rjybﬁlhanhquémhukplu’aluﬂlduwbhtiomhi!mgﬁp_Baulmhc'u\
b phﬁIuO:.tiunllman_ihmhquhwI\'.Ilin!ngbiﬁ:nghaldnhngﬂﬁ,mhlhlinhﬁngnzllﬁ oo tidn
sis phi thagdt dutmg tha. Khi 46, nhimgg bign phiip thich hop, buo sAm tidm epinephain (1 1000) dud
da[D.]-D..'\mL;\.'Mmdcmh:é.nylﬁpd&nlMnmhn;thﬁnhduocﬂrd\n;kiprhh
Binh nhin da den sif dung ese thude irc ché ACE di duoe ban can oo 1 1§ phu mach o hon nh i
ihoms ching te ki z
Bénh nhin cd hén sie phi mach khing lién quan <& didu 11 g thude (o che ACE cd the fng nguy eo
phismach khi s dung thee e chd ACE. i
Ching chi dink sir ding ding thi thuds i chit ACT va sacubemni/valsartan vi oo thé ng ngpuy eo phi
mach Khong ding u:]‘:gihrmg viing 36 gits tinh tirliéu cudl sacubirilivalsanan
Sit dung déng thm e che ACE i racecadoml, thudc we ché mTOR (nhur temssolimus,

= o) vl

piin w the Ang nguy <o phis mach. Thin wong L kvt dau didu
vai recacadorril, thude uc che mTOR (nhu I arcli everalimus) vii vildaglipun o
nihiing bénh nhin dang 51 dung thudic e ché ACE,

Phire g dymg plire 1§ trong yod i ghil it widas vei mpe i Reymeertaptera

Hiem yip bénl nhan ding thusic e ché ACE bi phin tmg dang phan v de doa tish mang trang qua rink
widi mim cam vdi noe die hymenoptera. Nhiing phan g nay winh duoe khi 1nm ngimg digu tri vl
thuee (¢ ehé ACE trude mid i g m i e m

Phiio eag phion v i guch évinde thiess ploda doi LD

Hiém gip nhimg binh nhdn sir dueg thude G ché ACF trong qua tnih thim phin loa LDL bing
destran sulfat fra qua shimy phis ung phia vé de doa tink mang. C6 thé wish nhimg phin img niy
bingg cch tom thin mgumg digy 1e) v thude ire i AUE truge ma 1 tham phin

Breh miuin thig teeh e ;

“himg phan iy phin vé 23 duee bdo ein & binh ahin dugc tham phln vei ming loc i lupng cao {vi
du AN 69) v l!i'}ll i g biie v mit thude ve ehd ACE. 0 nhirmg bénh nhan sy, nén cin nhisc ding
mtlomi ming tham phin khac hoae mtnhom thude ha ket ap khbe.

Ha vz fin

Bénh nhin dai than duemg dang sii dung thude didu tn dis thao dubmg duang wibng hodic msuln, khi hit
diu dimg thude i ché ACE cin duoc theo dii chil ché tinh trang ha plueose mau, dic begt la ong
thang dhu tién khi b diu sir dung Kitg horp Crem mpic ~Tumg e, tremyg ky e e )

Hao

Ho da duge bio cia kb sir dung thuge ché ACE. Dién hinh I ho khan, kéo dii vi s2 hét khi ngimg
ihvbe. Nén chiry dén ho do ding thude irc chi ACE ki chin doin phin biét vai cic bénk Iy ho khdc.

Pleiin thisit gy me
3 nhimg bénh nhin dang trai qua phia thugt 1ém, hodc trong bike oiy mé vii efic thui
ap, enalapn| ngdn chin hinh thank angiolensin 11 shir phat do dap img phdng thi
bt say rava duoe che |3 do co chénay, oo the dicu in bing cach tang th
Tiebrege Raff fircy it )

Do tic chié phong thich dldosteson nén thude te chie ACE co the Hm
thudmg khéng o3 nghia & nhimg bénh nhdn i chire niing thin binky
rhdn suy gidm chie ning thin vihode bénh nhin dang sir dung ca
thay the chia kali, thude I ticu giit kali, trimet]
(mimetheprnysulfamethoxazol vi die badt Ia cac chélt déi khang al
lhuth_éangwmsin.céthininulimllngwlhwét Méu sin duny Sdilg
i ké 1rén dupe xem la phi hep, efn thin trong va thuong xuyén theb
Lkl
Khiing Khuyén cao su dung %t hop lithi voi enalapel (zen ame ~ Ty e
Uc ché kép h remin-angiotensin-aldosferon {RAA)

P2 oo biing chimg vé vide sit dung déng thés cic thuds irc ché ACE. th Wty
igdc aliskiren |Am ting nguy co g huvét ap, tang kali iy &t va suy, grim ch"l Eey
suy thin clip). Do 86, e ché kép hé RAA dosirdung ket hop cae thnde ue cheé ACE thudicissiirihe
angiclensin Il hodc aliskiren khing duge khuyén cdo. MNew i che kép hé RAA duge xem xetla thuc se

chn thidt, dubu 1) chi nén duoe thyre hién o su gidm sat chit cha chizc ning thip, cic hat diin i ga
Byt ép. Khng nén sit dungg dbng thai cac thude f1e ché ACE va thude ﬁcqﬁ“@.n i A“
bénh nhdn mic bénh than do dai thdo duémg

Siedung tré em D&m i

Dt |ié0 han chd vi g6 an 1oin vi hidu qua a rd ens {ing huyét ip wén 6 1ud o3

dinh khac. Dir lidu dirpe ddag boc haa che & & em trén 2 thang tuoi., Khong khuyén efo diing DH-
Enamigal § cho tré em voi nhimg chi dinh khac ngoas chi dinh didu tr 1ng hasyéLap.

Khong khuvén cin sir dung DH-Enamigal § cho mé so sinh va binh nhi co & loe ciu thin < 30
mL/phit/1, 73 my’, do dirli3u khong sinco.

Phige i eof thal

Thude tc ché ACE khing khuyén edo sir dung cho phy i oo thas Tr khi vidc tiép e diew tn bing
thude (e ehé ACE duoc coi 13 ¢n thié1, bénh nhin co k& hogch mang thai nén duve thay dbi thudc diéu
tri tang huyél ap 43 durge thidt 1ip i Tiu an tode khi si dyng trong thn ki mang thai. Khi disoe chiln
dodn mang thei, nén nging sit dung thuae e ché ACE ngay [3p t(rc va néu thich hop, nén bat div fiiu
phap thoy the
Ste ke bigt vé chifing tje

Ciing nlius cdc thude ue ehe ACE khac, enalapril dutng nhu kén higu qui hon treng viéc ha byt op 0
nguoi da den sovdi nham ching 1oc khac, e5 thé dis tinh trang renin thip trong din sa nguie da den g
huwdi ap chiem i 14 cao hom.

Lactose :
DH-Enamigal 5 cé chir lacipse, khing nin ding cho bénh nhin co cic vin dé di truyén hidm pip i
khang dung nsp galactose, thidu hyt lactase wan phin hode kémhip thu glucoss-galactose

SUDYNG CHO PHNT COTHAIVA CHO CON BU
Phy niked thai

Khéng khuytn che sir dung ¢ac thude (e ehd ACE 6 phy nii o6 thai trong ba thing dia cia tha k.
fh(':nu|:hid‘mhsilmrAi:thlﬁl'n:chf:ACEBMsh!héaggiD.n’ibnm cudi tha by

i chimy dich 2 o lign quan 101 npuy oo gy quai thas sankhiphaiuhign vai thuoe e ché ACT
mm;bam:'mgdiumai@ivﬂnchuadum:léfIuin.ruynhién.wmmngnhalrnnunswmthﬁnalhé
Ioai trir Tris kb vige tép tye sie dung eic thudc e ché ACE duve cho la cin thigl, bénh nhin co kit
harach mang thai nén chuveén sang e phdp dicu w 1lng huyet ap thay thié duge chimg munh la an wan
dé sit dung trong thai ky. " _

Khi dupc chan doan et 1hai, nén ngung digw 17 bing thubc dic ché ACE ngay tp oke vi e v b,
nén s ddu lidu ph diéuti‘rlh:!'yll!ﬁ. k ’

Phoi nhidm vai lh::tn:dwﬁCE trong ba thivig it v ba hang cudi civn thai k due bigt Fa ly doc
mhhllminmi{g];im;hutn.lnglhin_mu}uon.dﬁmphmlriénm}tﬁﬂlnimdﬁcdhé!ﬂ'ﬁnh{m}'
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this cua

thai nhi, ¢4 <y Fa hadc cd thé din d2n co rit chin tay, bién dong sg-mat va thiéu sin £hei Néu
phai nhidm vér thude ire ché ACE rir ba thing gilra cia tha ki, nén sién dm kiem tra chuc ning
thiin vi hip = "

. ‘Trésosinh 6 mesif dung thudc ire ehd ACE nén dugc theo d3i chat ch vy dp

Phu nireho con bii y "
Dix liGu dugc dimg hoc han chd chiang minh 15 89 rat thip irong sim me. Mie dinong dénay duong
nha khng lign quan dén 1dm sang. ahimg viée sit dyng DH-Enamigal § khéng dioc khuyen cio
toong thot ky eho con b véri 1résinh non va rong vai tudn ddu sau khi sinh, donguy co gia dinh vednh
Jaséimg 161 11 mach va thin vi do khéng dd kinh nghidm 1im sang Trong trudmg hop tré s simh km
i, viée sir dung DPH-Enamigal S o pha i cho con bi ed the duoe xem «it néu viec dieu tnnay I3
chn thidt chongudi meva dim iré duec theo ¢0i bt ki 130 dung batloi nao.

ANHHUGNG CUATHUOC LEN KHA NANG LAIXE, VAN HANH MAYMOC
Khi L xe hoic van hanh mav mac, cin cin nhic dén vide thinh thodng o6 thé bj chéng mat hede mét
mai

TUONG TAC, TUONG KY CUATHUOC

Twong tie ena thu

- Sidung dinghéi thudc ire ché ACE va sacubitril/valsartan co the ting nguy co pha mach

- Sit dung déng thini thube e ché ACE vin racecadotril, thuée irc chit mTOR (nhu temsirolimus,

limus, | ) vi vildapliptin co thé ting nguy cophimach.

Thuee treché kép W renim-angioiusin-alilisieron (RAA) Dirlidu thit nghiém iam sémg cho thiy vidc

ite chié kép hé RAA théng qua vide sit dung kit hop efic thudc e chie ACE, thude dd1 khing thy thé

angiotensin IEhode aliskiren co the [am ting i sudt xuit hign cic tic dyng khdng meng muon nhirha
huydt a7, ting kali buyet va gidm chine ning thin (hao gém suy thin cip) sa v vide siz dung mit tic

nlin irc ché hé RAA domdge. 3

Thude fon rice giir kali, oivé pivnn B s Rali hese ede thude ke lam sing kals huyée Thube ire ché

ACE l&m gidm viéc mit kali do thude loi tidu Céc thude loi i git kali (nhu spironolacton,

eplerenon, triamteren hode amilorid), ché plsdny bo sung kals, i thay thé chira kali hodc cae thudic

khdc co thé lm thng kali huy 2t Ciing nén thin rrong khe ding enalapnl clng vi cac thuos lam ting
kafi huyée thanh, mhe mimethoprim va cotnmozazol (i har sulf’t h 1}, wi
mmethopnm duoc bigt 14 co Iﬁbdunqgiﬂllg thusde | Lﬁug:ﬁkali (vl dunhuamilernd). Do da, khidng
nén két hap enalapnl v cic loai thuoc néu trén Nglla st dpng ddng thin enalapril voi b e sse ahin

o ke trém durpe chi dinh, nén sit dung thin rong ket hop vai theo ddi Lugng kals huy (i suyén

Cliclaspurin: St dung phon hop thude irc ché ACE v ciclesporin co thip 1 ting kali huy &t Khuyén

can then dal néng 45 kali huydt

- Huparn. Si dung phti hep 1hube be chd ACE vi heparin o thé lam ting kali hayét Khuyén cao

theo déi ndng ¢ kal huyis

hmebe Jirt f7én (thrisicl fode ko i gy Bidu ari arade biing thude boi tidu ligw cae co tha din & suy

gidm thd rich tudn hiodn v ¢ nguy co tut huyit dp khi bl dhu didu rri bing emalapril. The dung ha

huyét aped 1hé giam di bing cich ngimp thude loi tiéu, g thé tich tan hoan holc ing [ susi

dim it cathé hofic bt du dig m voi enalapnl lidu thip.

Ui o nhireSicn o1 sang hupde dp kide: Strdung dhing thii voi nhimg tac nhan nay c6 1 m taag
1ic dung ha huyét ip cha enalapril. Viee su dung ddng thai véi nitreghycenn vi e nifrat khic hole
thudic e tach khac et thé Lam ha huyd sphon it

- Lithi Ting £ohoi phuc nong dd |ithy trang bavée thanh va dje rinh cda lithi i duoc bas cao wong qua
srimb sit dung ddnge thin bithi van thube e chd ACE. S dung 80ng thin vor thude boi tidu thinzid od thé
Tim ting thém nang 46 fithi v 1Ang nguy eonhifm dde fithi van thude Ge ch ACE. Khang khuyén cao
stz dung lithi vo enalapril, nhimg ndu ket hep nay duve chimg minh la cAn thidt, cin theo dbi cdn thin
nbing da lithi rong huveét thanh { - .

Thude cMuF techmr cam 3 v, dhabe ehdig foan than, e giv 12, tude geived: Sirdung dong thin
thusic ue che ACE voi mét 8 thude nhit dinh thude nhom trdim cdm 3 vang, thuds chiae loan
thin, thude pay 68, gy mé e thé din i ha huytap hon i

Cire o chéng vidm Rdng stemid (NSATT) Herve e el shuadde dee i chon fov cyefrorygenare
(OOX- Cae thuds NSALD, ban gom ci thuee ve ché chon o COX-2 ¢6 th Lim pidm tic dyny edo
thuge lai tiéu va ehe thude ha huyg apkhic. Do 6, tic dung ha huyé ap cua thudg der khang the the
angrotensin [| bogc thudc e ché ACE ¢a thé bi suy gidm do thube NSAID, bao  thude ine ché
¢hon lpc COX-2 Sir duny dng thai NSAID (bao gom cd thude we ché chon [oe COX-2) va thude 48
Khang thu the angiotensin (1 hose thude (e ch ACE Lim ting kali gt vat g0 the diln 101 suy gdm
chise nfing thin. Nhfing tae ddng ndy thudng cd th hoi phue dvoe. Suy thin cip hidm gip, nhumg cé
the xiy ra, dic bigt ¢ nhimi bénh nhas cd chirening thin bithn hong (nhu nguin €0 ten hodc bénh
thdn bi suy gidms the tich tuin koan, bae gom ci nhimg ngui dang didu 1 bitag thude lof tidu). Da da,
vidc két hap edn dupe thin 1rong & bénh nhin ¢o chac nkng thin bi 16 thimg, Bénh nhin cin duec
cung cap di nude va sem xét thea dii chirc ning thin sau khi b ddu digu 1ri ddng thiv va dinh Ly sau
dd

Feng: Phin dng nirriteid (ridu chimg gém cb di bung ml, budin ndn, néa v ha huye ap) da duge

e cao hiém gip@ bénh nhin dang sirdyng chd phim vimg dang tidm (natn aurothiomalat) dong thoi

wé1 eae thudc ire ché ACE, bao gom enalapnl

it caniayg i e~ Cac thude cuimg gizo cim ob thé |im gidm hidu quiha heyétap cia thude ue
ché ACE

= Fhude i dt tido deimg: Cac nghidn cin dich & hoe che ring sir dung dong thii eac thudc e ché
ACE va thude digu i dai théo duimg kinsulin, thudic didu 1rj dii thio dirng duong vdng) co thé [im
ting tae dyng ha dudmg hu;é] 6 thuide, voi nguy co i dwang huyet. Hign tupna néy co nhidu khi
g %y 12 himg tuin diu diew trj kéthop va @nhimg bénh nhin suy thin,

- Wirone Lam fng the dung ho huyet ap clathudc e chi ACE,

-+ Acidacetyt sahicyhe, il tn hreyés kbt v diude eben bea: Enalapnil cd the due si dung dong
thiri mét cael an odn vii acid acety] salicylic (@ hiéu didu tn tim mach), thude 1am tan huyéc khii v
thugc chen beta

- Tréem: Cienghién ciru v& tomg tacchi dupe thue hign dnguin lén

wanig ky efia thude
Do khding ea cac nghién e vétinh tvang ky coa thude, khdng trén 180 thude ndy véi cae thude khac

TAC DUNG KHONG MONG MUON CUATHUOC
Ciie tic dyng khimg mong muda dugs phin shom thea tin sult rinthwong gip (ADR = 1110), thudn,
wip (171002 ADR < 1/10), ir gdp (111000 < ADR < |/100), hiem gip (1/10000 SADR < 1/1000), rit
hatem pip LADR < 1/10000) vi khing i tin suis (i suiit khing uoe tinh dwge tirdi [ i3usin o)

= Meiwe v g hgeh fnpde. Thicu maw bao i thiew mau bal san va thidu may tin hiny &t (it gdpl: gidm
bach cau trune tinh, gidm henoplobin, gitm hematocrt, gam néu ciu, mat bach ciu hat, suy wy
sz, gidm 1000 the huyet caw, benh hach bach huyét, binh t mién (higm piph

~  Niiaér Flél:hnngr.‘!!ngm"l hermon chong bai nigu khéng thich hop (SLADH) (L héng 18 téim sut)

- Divh diriimg v cheyéa hioa. H.ldufmghu;v!'l litgdp)

- iim disdn: Tedm eim (thung g3p). b lan, hoi hop, mat ngi (it gipk: i loan gife ngi, cife mo bt
thueng (luem gip).

- B¢ dhdn dank. Chodng ving (rit thuimg gap). dau diu, ngit, thay d6i vi gise (thuimg gip). budn ngi,
di cam, chong mit (it pip)

- Afde Nhin mé (rit thinimg gip)

- dwivarnerong Unaititedp)

i Bau mgare, logn nhip, dau thit ngwe, nhip tim nhanh {dhweomg gip); dink trdmg ngwee, nhii miu co

tiem ha e me bién mach miy ndo, ha b rét Ap quam (e thirphat o binh nhin cé nguy cocao(itglph

Moaeh: Ha huyér ip bao gém ha huydt ip the dimg (huang gip); do bimg, ha huyét ap thé dung (it

2iph b1 chimg Raynaud thidm glp).

Hd hap. langagire va frung thad: Ho (et thudng gip), khéthe (thuime pip). 56 mii, dau hong v khan

siong, ca that phé quin, hen suyén (it gBp); thim nhigm phit, vidm més, viém phé nang di img, viém

phéiting bach cdu di toan (hidn gip) !

- Filwhwa Bobn nén (r thuong gapk tidu chay, dau byung (thidng els); te min, vidm wy, noa, kho
(&, tao bon, chin am, kich img da day, khd miéng, lodt dadiy (it gpk viém midng, lodt ap to midng
wilm ludi (higm gap), phimach rudt (edt hidm gip)

+ Gammdt Sty gan, vidm gan — s bio gan hode & w3 viém gan bao gon hoai 1r, it mit (bao gom i

vang da) (e o in) %

Dl i i B kir dwd e Phat ban, man camiphic thaa kinh: Medz, v chi. méi, luds, thanh mdn

vivheds thanh quan (thuimg pip), sodt mi hai, ngia, mé dav, e toe {i1eap); hdaz ban dadgng, hdi

chimg Stevens-Johnson, viem da trac viy, hog ni bedw bi nhim 38, Pemphigus. bug 66 (hiém 2ip),
et phitc hop tricu chim g 43 dipe bao cao bao whm mat s& hole e ci eae nhimg bibu hidn sau Sa,
vigm thanh mae, vitm mach, dau co, viém eo, dou khap, vigm khop, test khang thé khing nhin

AN A dungtinh, ting ESE. G bach ciu i roan va dng bach chu; oo thd say raphat ban, nhay ¢am

b1 dnh samg ho g ede bidu bidn khac trén da 1w (khibag ré 1hn suln

Cor, i dida hifrvenxeromge Chufrrie(in glip)

Than, wdt mgn Rédn hoan chiic ning than, suy thin, protein midu tltg&p}.lhiéu midu (higm gapd

Niagh s List duang (it g3p): vii 1o.d nam gio (hém glp).

oMb lomrcineng: Suy nhwoe (el hoan g pap); mdvmi huimg glp) kbho chiu, st (i1 gap),

Niraghitm: Thng kah Iy, tlog creatinie huy ¢ (thuong ghp). 1Ang ure trong b, o i luay &1

(it gip); ting enzym gan vibilirubin huyé thanh (hiém gip)

QUA LIEU VA CACHXUTRI
Quilien

Diridu quilibu o ngudi con han che. }\‘hﬁn‘ﬁlriEuchl‘mgwﬁngnﬁiduacuhm&inchndénn:yliha
huy#t ip £ rét, bt diu san 6 gio udng thudc cing v vide irc ché hé renin-angiotensin vi choang
Nhimg tridu chimg lién quen 8 qua lidu thude ue chi ACE ¢o the bao gom sb¢ tusn hodn, e loan
d’léngsii.!u)'thi:l,lhglh&ngkhi,nhmIirnnh:mh.d.'ﬂllllréngnguc.nhgy[hnchém_dmg.mﬁs.luiu
viiho. Nong 4o enalapnlat trong huyét thanh sau khi uing ligu 300 mg va 440 mg trong (mg cao hon
pdp 100 vi 200 [n so véi khi uiing luéw diéuin thing thuong,

Ciich wir trf khi disng qui lien . i

. Khuy2n eao truyen finh mach dung dich nuve mudi dang trong, Didu i ha hurvés ap cin dé bénh
nhiin 6 tu thé mdm ning cao hai chds Cin nhac didutri bing cich truyén angiotensin 1T vihode dang
catecholamin duimg finh mach. Néu me: wng thude, cin thue hidn eac bién phap loas bo enalapril
maleat (nhu giy nés, rim da day, sit dung ch it hip phu v natr selfan), Enalaprifat e6 the dige loai bix
khiot tufin hodn chung bing thin 1ich mau, Lidwphip tao nhiptin duoc chi dinh 43 diéu 1n cham nhip
tim khang trj. Nhimg dau hicu sinh tbe, néng dé creatinin vidién gia rong huyet thanh edn duoe then
die lién me.

PACTINHDUQC LUCHOC

Nham duyel§: Thude e ché enzym chuyén angiotensin (ACE]

MAATC: COPAADL

Cochi tic dung
DH-Enamigal £ (enalzpal maleat) I meds maleat eis enalapril, &in xudt ot ho aced anin Leatann

v L-protin. Enzym chuyfn engiotensin 12 mit peptidyl dipeptidase xie tac cho qud trinh chuyén
angiotensin | thask angiotensin 11 (chidtcomach manh) Sau khi hdp thy, enataprl by thay phan thanh
enalapnlal ¢d e dyng e ché enzym chuydn ACE, lam gidm ndng dp angiotensin IF rong Py dt
wramg, din dén bt tinh senin treng huveét ivong ting va giam bii tié aldosteron.

Enzym chuyén héa angiotensin gidng vi kininase [ Do do, DH-Enamigal  cfing ¢4 thé ac chisyr
piang haa bradykimin. Tuy nhidn, vai e ca the dung nay doi vin hidu qud didu tri cin thude vin cin
dirge lam rd

Trong khi co ché ha huyét ap coa enalapril cha yeéu duge cho 1# do oe clié W renineangoten sin-
aldasteron. DH- Enamizal § vin ha huydi apngay ci ¢ phimz binh shin tng huyé ip ed lupng renin

thap

Thedyng dinge 1§

= S&dungnll-l-imlplﬂahﬂmhﬂ.n1.’:r!ghl!y“.lipﬁlngiii.l[liihy@thplubhénimvéhuyﬂap!u
thi diny ma khdng lam ting dang ke nhip tim

« Ha lmgfn 4p e the o4 tridu chimg sy ra khdng thang xuyén O e b binh nhi, 08 dan duoe 14
dlung ha buyet ap 161 uy oo thé cin vas tuin didutd. Vide ngimp déengie DH-Enamizal § khong ldn
¢quan pn vide ting huy &t ap nhonh chang

- Tacdung wc che ACE thudmg iy ra i 2 dén 4 i srukhi ubng mbt lidu analapril Tée duny ha liuy &1
Ap khai phit khodng 1 i sau khi udng ot mise giam huyet ap (51 da a1 duoe sau 4 - 6 pily
diing thide, Thiri gian tac duni 68 1iéa uan 1 i ding. Tuy nhién, o lidn khoy én edo, vic dung ha
hyydtap @A diae chimg minh duy (i il 24 gio.

- Trong cac nghign ciru huyél d4ng hoe & biah nhin tAng hupdr dp ngoydn phit, ha huy é ap kén theo
gidm sirc cam ding moch ngoai vi wun3m|.‘h|ys:unglumnm\-iuhpéckhéngrh:yd& ahiptim Sau
el wang enalapnil, o6 81r i ving o long maw thin: khding thay ds dp loc cau thin, Khidng o bing
chimg vé vife gilt natn hode nuoe Tay nhign, @ ahimg bénh nhan 6 e boe chu than thip trude khi
diéutr filinay thuomgtingldn.

- Trong nhifsg nghign ciu Jim sang ngin han trén binh nhan miz béah thin ¢6 kim hode khing kém
theo dii thia duong, sau khi st dung enalapril, di quan sir thiy hidn neng gidm albamin nigu, guim
b 111G quanuoe éu vagiim fong protein ffong nude ticw

- Khi it dung ciing voi cfic thude bai ticu thinzid, tic dung ha huy & ap c6a DI-Enamigal § dugc ting
nhmngd DH-Enamigal § co the lam wim hodc ngin chin vige i kali haydr do s dung thufe loi néu
L E

- G nhing bénh nhin suy um digu tri bing digitahs va thae Bend tie, 51t dung DH-Enamigal £ 20 lidn
eueaft i vide pdm site cdn ngogi bidn vaha hayéeap. Cungluong tim tng. trong khinhjptim (theomg
ting & bénh nhin suy tim} gidm, Ap lee mao maeh phdi cing gidm Kha ndng dung nap va mic da
nghiém tromg ol suy im duee do dya trén eag tidu chi cua Hidp Hon Tim Mach Now York da duoe eal
thagn. Nhiin g Fac dong iy tiép e duy 1r trang qud trink didu in Lin din

- O bénh nhin suy nm nhe dén irung binh, enalapnl lam chim qua trinh @3niphi dai va suv tim ten
trien, dii dwoe chint minh 13 piam thd rich cudi rim trsong va tim the tha s, cing shu edi dudn
phin sust king maw

DACTINHDUQC DONG HQC

- Hipthu: Enalapnil san khi wbng dus hip thinhanh chéng, dat néng &5 dinh trong huy & hrong trong
khadng | gir Dy trén luomg thude tim thiy sreng nuoe tigw, wic tinh mi & bip tha ¢aa thuoe
dizémy whng 13 khodng 608 Syr hip thu cia thude khong bi fnh hudng b thise dn 1rong duong gy
hoa Sau kb hip th, enalapnl nhanh chang dugc thay phin thank enalapniat - chit we chi ACE
manh, Mang 6 dinh cua enalaprilat rong huyét thash dat duoc kbodng 4 gio sau kbe wing. O binh
nhén co chirc ning than binh thuéng, néng 4§ enalaprint tromg kavée thanh & ram thin &n dinh dat
dinpe sau 4 ngiy digutn

- Phin bs: Troog pham vi ndng &3 lién quan i khoang didu tri, easlapnilas fién kit vér protein huyét
treng khdng qua 60%

- Chuyén hia: Ngodl con dubmg chuyén haa thinh enalaprilat, khdog ¢ bing chimg vé con dudng
chuy én hea co ¥ nghia nao khic chaenalupnl.

- Thai trir: Chit véu bai tiér qua nude nédudud dang enalapnlat (khoang 40% liéu ding| va enalapnl
nguyeén ven (khoang 20%). Thoi wian bin thai hidu qua d8¢ voi sy tich 10y enalaprilar sau nliéu héu
ubngli 1l gitr
Deeyte direg e tréin asheiing dd teeyrg Ve sabng dipe Bife:

- Suy thyiin: Sie phot nhi2m enalapri] v2 enalaprilat ting o biah nhan suy thin ¢ nhimy bénh nhan suy
thign nhe dén trung binh (C1,, 1ir 40 - 60 mL/phun), AUC & rrang thi {&n dinh < enalaprilat cao hon
khoing bat lim g0 vai bénh nhis cé chite nang than binh thubng sit dung ligu § mpliningdy O bénh
nhan swy thin ning (Cl, < 30 mL/phit), AUC ting khoang 8 in. Thén gian ban thdi hidu qua ddi vai
sw tich Iy enalapnilat sau whicu ligw ubng bj ko dai & mue 8 suy than ndy va th gian d2 thuce dat
tramg thai cdn bing cing bitrl holn Enalapnlat cd the dugc loa ba khii tudin hodn chung bang thim
tach mau £ thankthi thim tach 1a 62 m[/phir

= Teé emvii thunk thin mign: Mot aghien cira duac ddag hoc da lidu d8 duoe thire hin rin 40 binh
nhi mam vi nd bi ting bupds ip 10 2 thang dén 16 1w sau khi uong hing ngiy 0.07 - 0,14 makg
enalapnil maleat cho thiy khdng co syrkhic bidt lom vé dure ddng hoc oz enalapnlas & iré em so vai
nguin lm. D@ ligu cho thay su gia ting AUC (tinh theo li2u trén trang luong o thé) thea oéi Tuy
nhién, khéng co sy gia ting AUC khi tinh lidu theo dadn tich bé mit co the. O trang thai 4n dinh, thai
gmnhanmixluénquéu'ungllinhdéirm.mlidlliyenal.}prilmliIdlzl.'s ) )

- Ph_rn.ﬂ'dam!ff:ﬂSphum‘liauklli,ﬁnll.vﬂmhbld:em-1—6gidzauthu6ngi:éuduynhil‘.‘[}lmg‘
néng ¢ dink trung binh cia enalapril trone s 1 1, Tpe/L (0,54 - 5,2 up/). Nong di dinh trung binh
ciia enalaprilat B 1,7 pg/L (1,2 - 2.3 pgfL), dut duoe @i cac thoi didm khac nhau trony khodng thén
gian 24 e Surdung dirlidy nong 36 dinh 1rong =i, lueng thude wae inh ma rd ba sita me la khoang
0,16% 1iéu tinh theo cén nfing clia ngem me. Ngum me ding 10 me/ngay trong 11 1hingmn6ng‘d5
dinh cirs enalapril va enataprilat trong sia teeng ime 18 2 peL sau 4 gie va 0,75 pe/Lsau pio. Tong
lugnig enalapn] va enalaprilat tromg sita rong khodny thin man 24 gio rong (mg 13 L4 pgl.va 0,63
gL Dl licu trong 4 gio sau khi udng lidu duy nhdr 5 mg & mitnguis me v 10 mg & ha ngedi me:
Mang do enalzpriat trong sira khdng thé phat higa dwoe (< 0.2 pg/L), néng dd enalapril khiing dugc
xacdinh

QUY CACH DONG GO1
Hop 03705/ 10 vix 10 vignnén Vibam Al-Al

BAOQUAN
Nani khé, duin 30°C. Tranh dnh sang
HANDING
24 thang (k& tir nygfy sén xuat)
TIEU CHUAN CHAT LUQNG
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o ——
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