
Rx 

Coperil Gi 
Perindopril eroumin 4 mg 

Dé xa tam tay tré em. 
Doc ky hudng dan st dung trudc khi dung. 
Thuéc nay chi dung theo don thuéc. 
THANH PHAN CONG THUC THUGC 
Thanh phan hoat chat 
Perindopril rOUMiN .......c.cccceecceeeceeeees 4mg 

Thanh phan ta duge: Tinh bot mi, lactose monohydrat, microcrystalline cellulose M101, crospovidon, povidon K30, magnesi stearat, mau 

indigo carmin lake, mau green lake. 

DANG BAO CHE: Vién nén. 
Mé ta san pham: Vién nén dai, c6 that eo 6 gitfa, mau xanh nhat, canh va thanh vin lanh lan. 

CHI BINH: 
Tang huyét ap: Diéu tri tang huyét ap. 

Suy tim: Diéu tri suy tim cé triéu chting. 
Bénh mach vanh 6n dinh: Giam nguy co bién cé tim 6 nhiing bénh nhan co tién sti nhdi mau co tim va/ hoac tai théng mach vanh. 

CACH DUNG, LIEU DUNG 
CACH DUNG 
Budng udng. 

LIEU DUNG 
Khuyén cdo nén u6ng perindopril erbumin mat lan méi ngay vao budi sang trudc bila an véi du lung chat long (vi du nhu nuéc). 

Ligu dung nén dugc tinh theo ting bénh nhan va miic dap ting huyét ap. 
Tang huyét ap 

Perindopril erbumin cd thé duoc st! dung trong don tri liéu hoac két hop vai cac nhom diéu tri tang huyét ap khac. 

Liéukhdi ddu duc khuyén cdo la 4 mg, udng 1 lan/ ngay vao budi sang. 
Bénh nhan cé hé thong renin-angiotensin-aldosteron dugc kich hoat manh (dac biét, tang huyét 4p mach mau, giam mudi va/ hoac nudc, 

suy tim mat bu hodc tang huyét 4p nang) co thé bi tut huyét ap qué mic sau liéu ban dau. Liéu khdi dau la 2 mg dude khuyén co 6 nhiing 

bénh nhan nay va viéc bat dau diéu tri nén dién ra dudi su gidm sat y té. 

C6 thé tang lidulén 8 mg x 1 lan/ ngay sau mot thang diéutri. 

Ha huyét 4p co triéu chiing cé thé xay ra sau khi bat dau diéu tri bang perindopril erbumin; Diéu nay dé xay ra hon 6 nhiing bénh nhan 

dang duce diéu tri ding thdi véi thudc Idi tiéu. 

Do d6, nén than trong vi nhting bénh nhan nay cé thé bi mat nude va/ hoac mudi 

Néuco thé, nén ngitng thudc loi tiéu tir 2 dén 3 ngay truéc khi bat dau diéu tri vdi perindopril erbumin. 
G nhitng bénh nhan tang huyét ap khong thé ngiing thudc loi tiéu, nén bat dau diéu tri bang perindopril erbumin voi ligu2 mg. Chic nang 

than va kali huyét nén duc theo ddi. Liéu tiép theo cia perindopril erbumin nén dude diéu chinh theo dap ting huyét ap. Néu can thiét, 

thudc Ii tigu cd thé dude tiép tuc. 
G bénh nhan cao tudi, nén bat dau diéu tri véi liéu 2 mg, co thé ting dan lén 4 mg sau mot thang rdi dén 8 mg néu can ty theo chtic nang 

than (xem bang dudi day). 

Suy tim co triégu ching 
Khuyén cao rang perindopril erbumin, thuding dude két hop vdi thudc [oi tigu khong tiét kiém kali va/ hoac digoxin va/ hogc thudc chen beta, 

nén dude sti dung duéi sy giam sat y té chat ché voi ligu khdi dau khuyén cao la 2 mg u6ng vao budi sang. Liéu nay co thé duoc tang lén 

theo ting khoang thdi gian tu 2 mg trong khoang thai gian khong dudi 2 tun dén 4 mg x 1 lan/ ngay néu dung nap duoc. 

Viéc diéu chinh liéu nén dua trén dap Ging lam sang cia ting bénh nhan. 

O nhiing bénh nhan suy tim nang va nhiing bénh nhan khac dude coi la cé Nguy co cao (benh nhan suy giam chic nang than va co khuynh 

hu6ng ri loan dién gidi, bénh nhan dude diéu tri déng thoi v6i thu¥c loi tiéu va/ hoac diéu tri bang thudc gin mach), nén bat dau dieu tri 

dudi su gidm saty té. 
Bénh nhan c6 nguy co cao bi ha huyét 4p c6 triéu chting, vi dunhu bénh nhan mat mudi cé hoac khéng co ha natri mau, bénh nhan giam 

thé tich mau hoc bénh nhan dang diéu tri bang thudc Igi tiéu manh nén diéu chinh cac tinh trang nay, néu cé thé, truéc khi diéu tri bang 

perindopril erbumin. Nén theo d6i chat ché huyét ap, chic nang than va kali huyét thanh, ca trudc va trong khi diéu tri bang perindopril 

erbumin. 

Bénh mach vanh 6n dinh 
Perindopril erbumin nén dude sit dung vdi ligu 4 mg x 1 lan/ ngay trong hai tuan, sau d6 tang lén 8 mg x 1 lan/ ngay, tly thudc vao chic 

nang than va véi diéu kién la liéu 4 mg dude dung nap tat. 

Bénh nhan cao tudi nén ding liéu 2 mg x 1 lan/ ngay trong mot tuan, sau d6 4 mg x 1 lan/ ngay vao tuan tiép theo, trudc khi tang liéu len 

dén 8 mg x 1 lan/ ngay tiy theo chtic nang than (xem bang du6i day). Chi nén tang liéu néu liéu thap hon trudc dé dude dung nap tot. 

Suy than 

Liéud bénh nhan suy than phai dua trén dé thanh thai creatinin: 

Liéu khuyén cdo _ 

30 < CICr < 60 2mgmdingay 

15 < CICr < 30 2 mg cach ngay 

_Bénh nhan dang thém tach mau*, CICr<15 2: mg vao ngay tham tach 

* D6 thanh thai clia perindoprilat tham tach la 70 ml/ phat. BOi vai benh nhan dang tham tach mau, nén diing liéu sau khi tham tach. 

Suy gan 

Kh6ng can diéu chinh ligué bénh nhan suy gan. 

Tré em 

Perindopril erbumin kh6ng duc khuyén cdo sti dung cho tré em va thanh thiéu nién do thiéu dif liéu vé tinh an toan va hiéu qua 
Hoac theo chi dan cia Thay thudc. 
CHONG CHI DINH 
Qua man vdi hoat chat, vdi bat ky chat ic ché ACE nao khdc hoac vi bat ky ta dugc nao clla thudc. 

Tién si pht: mach lién quan dén diéu tri thudc tc ché men chuyén trudc do. 

Phi mach di truyén hoac v6 can. 

Ch6ng chi dinh sit dung déng thdi perindopril erbumin véi cdc san pham chifa aliskiren 6 bénh nhan dai thao dudng hodc suy than 

(GFR < 60 ml/ phat 1,73 m?). 
Quy 2 va quy 3 cla thai ky. 
Sti dung déng thdi vdi liéu phdp sacubitril/ valsartan. Perindopri! erbumin khdng duoc bat dau sém hon 36 gid sau liéu cudi cing clia 
sacubitril/ valsartan. 

CANH BAO VA THAN TRONG KHI DUNG THUOC 
Bénh mach vanh on dinh 
Néu co con dau that nguc khong 6n dinh (dién hinh hoac khong dién hinh) xuat hién trong thang dau tién khi diéu tr] bang perindopril, nén 
danh gia than trong Idi ich/ nguy co truéc Khi tiép tuc diéu tri. 

Ha huyét ap 

Cac thudc Ue ché men chuyén co thé gay ha huyét 4p. Cac triéu ching ha huyét ap it khi quan sat thay trén bénh nhan tang huyét ap 

khéng c6 bin chting va thudng xuat hién trén cdc bénh nhan c6 khdi ludng tuan hoan giam nhu dang diéu tri bang cac thudc Idi tiéu, ché 

d6 An han ché mudi, tham tach mau, tiéu chay, non hoac nhting ngudi bi tang huyét 4p nang phy thudc renin. Ha huyét ap cd trigu chting 

dude ghi nhan trén cac bénh nhan suy tim co trigu chting cé kém theo suy than hoac khong. Cac triéu ching nay xuat hién hau hét trén cdc 

bénh nhan suy tim 6 mic dO nang hon la do st dung liéu cao thuéc loi tiéu quai, ha natri mau hoac suy than chic nang. 0 nhiing bénh nhan 
tang nguy co ha huyét ap trigu ching, can gidm sat chat ché bénh nhan khi bat dau diéutri va lc diéu chinh liéu. Cling can can nhac tuong 
tu 6 bénh nhan thiéu mau co tim hoac bénh mach mau nao, do huyét 4p gidm qua mUc cd thé dan dén nhdi mau co tim hoac tai bién mach 

mau nao. 
Néu xuat hién triéu ching ha huyét 4p, nén dat bénh nhan nim ngifa va néu can, nén truyén tinh mach dung dich natri clorid 9 mg/ ml 

(0,9%). Khong cé chéng chi dinh cho liéu tiép theo néu phan ting ha huyét 4p thong qua, bénh nhan thudng cd thé dling liéu tiép theo ma 
khdng gap Kho khan gi do khdi ludng tuan hoan ting sé kéo huyét ap tang theo. 
6 mot s6 bénh nhan suy tim sung huyét c6 huyét 4p binh thuéng hoc huyét ap thap, ha huyét 4p toan than cé thé xuat hién khi si dung 
perindopril erbumin. Tac dung nay co thé du doan dude va thuting khong phai la nguyén nhan bat bude phai ngling diéu tri. Trong trudng 
hop ha huyét ap cé trigu ching, c6 thé can phai gidm liéu hoac ngting dung perindopril erbumin. 

Hep van d6ng mach chu va van hai l4/ bénh co tim phi dai 

Tuong ty nhu cdc thudc tie ché ACE khac, nén ding than trong perindopril erbumin cho cdc bénh nhan hep van hai la va tac nghén dong 

mau di ra tif tam that trai nhu hep dong mach chu hodc bénh co tim phi dai. 

Suy than 
Trong trudng hgp suy than (thanh thai creatinin < 60 ml/ phdt), nén higuchinh liéu khdi dau clia perindopril theo d6 thanh thai creatinin cla 

bénh nhan, sau dé tly theo dap ting cla bénh nhan. Theo doi thudng xuyén kali va creatinin la mOt phan trong ké hoach cham sdc thudng 

quy cho cac bénh nhan nay. 

Trén bénh nhan suy tim co trigu ching, ha huyét 4p xuat hién sau khi bat dau diéu tri bang cdc thudc Uc ché ACE cé thé dan dén suy giam 

thém chtic nang than. Suy than cap, thudng cd hdi phuc da dude ghi nhan trong truting hgp nay. 

Trén mat s6 bénh nhan hep dong mach than hai bén hoac hep déng mach than mdt bén trén bénh nhan con mot than duoc diéu tri bang 
cac thudc tic ché ACE da ghi nhan tang uré mau va creatinin huyét thanh co hdi phuc sau khi nging thudc diéu tri. Diéu nay dac biét giong 

nhu trén cac bénh nhan suy than. Néu bénh nhn co tang huyét ap déng mach than, nguy co ha huyét ap nang va suy than sé tang lén. 

Trén nhiing bénh nhan nay, nén bat dau diéu tri véi liéu thap dudi su giam sat y té chat ché va tang liéu than trong. Do cac thudc Idi tiéucd 

thé la yéu té gop phan thic day cac nguy co trén, nén can ngitng ding cae thudc Idi tiéu va theo doi chic nang than trong nhiing tuan dau 

diéu tri bang perindopril erbumin. 

MOt sé bénh nhan tang huyét ap truéc day khéng cé biéu hién bénh ly mach mau than co thé xuat hién tang uré mau va creatinin huyét 

thanh, thudng nhe va thodng qua, dac biét khi dling perindopril erbumin déng thai vi cac thudc Idi tiéu. Nguy co co nhiéu kha nang xay ra 

han trén bénh nhan co tién su suy than. Can giam liéu va/ hoac ngiing ding cac thuéc Igi tiéu va/ hodc perindopril erbumin. 

Bénh nhan tham tach mau 
Phan ting phan vé da dugc bao cao trén nhiing bénh nhan tham tach mau vdi mang loc toc dé cao dude diéu tri déng thdi vdi cac thudc tic 

ché ACE. Trén cdc bénh nhan nay, nén xem xét sif dung loai mang thdm tach mau khac hodc si dung cac thuéc chong tang huyét ap 

nhom khac. 

Ghép than 
Chua co kinh nghiém vé viéc sti dung perindopril erbumin 6 nhiing bénh nhan mdi duge ghép than. 

Qua man/ Phi mach 

Phu mach 6 mat, t(/ chi, mdi, nigém mac, IvGi, thanh mén va/ hodc thanh quan da dugc bao céo hiém khi xay ra 6 nhting benh nhan duge 

diéu tri bang thuéc Ute ché men chuyén, bao gom ca perindopril erbumin. Biéu nay co thé xay ra bat cl luc nao trong qua trinh diéu tri 

Trong nhiing truéng hop nhu vay, nén kip thai ngting ding perindopril erbumin va bat dau qué trinh theo déi thich hgp, tip tuc cho dén khi 

cac tri€u ching xuat hién thoai lui hoan toan. Trong khoang thdi gian nay, cdc triéu ching sung mat va moi thudng ty hét ma khong can 

diéu tri, cho du cac thudc khang histamin c6 thé co hiéu qua lam gidm triéu chting. 

Phu mach lién quan dén phu thanh mén co thé gay ti vong. Khi xuat hién cac trigu ching phu  !uGi, thanh mon hoac thanh quan, co the 

dan dén tac nghén dudng thd, nén diéu tri cap ctu kip thai. Co thé str dung adrenalin két hop vdi thong khi dudng hé hap cho bénh nhan 

Bénh nhan nén dude theo dai y té chat ché cho dén khi hét hoan toan cdc trigu chung. ; 

Bénh nhan cé tién sif phu mach khong lién quan dén thude fe ché men chuyén co thé tang nguy co ph mach khi dung thudc ue che men 

chuyén. eit, 

Chéng chi dinh sit dung déng thai thudc te ché men chuyén vdi sacubitril/ valsartan do lam ting nguy cd phd mach. Khong nén bat dau 

diéu tri bang sacubitril/ valsartan trong vong 36 gid ké tis liéu perindopril erbumin cudi cing. Khong nén bat dau diéu tri bang perindopril 

erbumin trong vong 36 gid sau liéu cudi cling cla sacubitril/ valsartan. 

Ste dung déng thdi thuéc tic ché men chuyén vdi racecadotril, thuéc Uc ché mTOR (vi dy: sirolimus, everolimus, temsirolimus) va 

vildagliptin c6 thé dan dén ting nguy co ph mach (vi du sung duting thé hoc ludi, co ho&c khéng co suy hd hap). Can than trong khi bat 

dau diéu tri vdi racecadotril, thuéc tic ché mTOR (vi du: sirolimus, everolimus, temsirolimus) va vildagliptin 6 bénh nhan da dung thudc Uc 

ché men chuyén. 
Phi mach hé tiéu haa hiém khi xay rad nhiing bénh nhan dude diéu tri ding thudc fc ché men chuyén. Nhiing bénh nhan nay co biéu hién 

dau bung (cé hoac khong c6 buén nén hodc nén); trong mat sé trudng hop, khong cO biéu hién phu mach mat trudc do va nong do C-1 

esterase van binh thudng, Chan doan duoc thuc hién bing chup CT, sigu 4m bung hodc trong khi phau thuat va cac trigu chung cai thien 

sau khi ngiing thuéc Ue ché men chuyén. Phu mach hé tiéu hoa nén duo sil dung lam dau higu dé chan doan phan biét bénh nhan 
su dung 

thudc tic ché men chuyén co biéu hién dau bung 

Cac phan ting phan vé trong qué trinh gan tach lipoprotein ty trong thap (LDL) eal 

Phan ting phan vé de doa tinh mang hiém khi gap 6 bénh nhan ding thudc Uc ché men chuyén trong qua trinh 
gan tach lipoprotein ty 

trong thap bang dextran sulphat. Nhiing phan ting nay co thé tranh dude 6 bénh nhan bang cach tam thai ngiing diéu tri bang thudc uc 

ché men chuyén truéc mdi lan gan tach. 

Cac phan tfng phan vé trong qué trinh gidi man cam aa 

Bénh nhan dung thudc tfc ché men chuyén trong qué trinh giai man cam (vi du noc mot s6 loai con trung) da gap 
cac phan ung phan ve. 

Trén cdc bénh nhan nay, cdc phan tng phan vé cé thé tranh dude bang cach tam ngling ding cac thudc tfc ché men chuyén, nhung cac 

phan ting nay c6 thé xuat hién trd lai sau khi v6 y bi tai man cam. 

Suy gan ‘ _ 

Hiém gap cdc trudng hop cdc thudc tte ché men chuyén lién quan dén hoi chiing bat dau bang vang da & mat va 
tién trién thanh hoai tu 

gan lan toa va (d6i khi) ti vong. Co ché cila hdi ching nay chua dude biét r. Benh nhan ding cac thuéc tfc ché men chuyén 
co vang da 

tién trién hoac tang enzym gan nén ngling ding thudc va dude theo dai y té phu hop. 

Giam bach cau trung tinh/ mat bach cau hat/ giam tiéu cau/thiéu mau wall 

Cac truding hop gidm bach cau trung tinh, mat bach cau hat, giam tiéu céu va thiéu mau da duge bao cao 
@nhitng bénh nhan ding thuoe uc 

ché men chuyén. Gidm bach cau trung tinh hiém khi xay ra 6 nhting bénh nhan co chic nang than binh thudng va khong cé cac yeu td 

nguy co khac. Thiéu mau tan huyét doi khi cling xay ra 6 nhiing bénh nhan bi thigu men 
G6-PD bam sinh. Perindopril nen dugc su dung 

than trong cho nhting bénh nhan bi bénh ly mach mau collagen, dang diéu tri bang thudc uc ché mién dich, allopurinol hoac procainamid, 

hoc két hdp cla cdc yéu td nguy co nay, dac biét néu trudc dé bénh nhan da cé che nang 
than bi suy giam. Mét 86 bénh nhan nay da co 

tién trién thanh nhiém khuan nang ma trong mot vai trudng hop khéng dap Ung voi 
ligu phap khang sinh mann. Néu su dung perindopril 

trén cdc bénh nhan nay, theo dai dinh ky 6 lugng té bao bach cau va hudng dan bénh 
nhan bao cao bat ctf dau hiéu nhiém khuan nao 

Ching téc 

Cac thudc tie ché men chuyén gay phi mach trén b&nh nhan da den vdi ty 1é cao han trén cac bénh nhan khac 

Tuong ty cc thudc tc ché men chuyén khac, tac dung ha huyét ap clia perindopril co thé kém hiéu qua 
hon trén bénh n 

la do ty Ié hoat tinh renin huyét tuong thap 6 quan thé bénh nhan da den tang huyét 4p cao hon. 

Ho 

Ho da dude ghi nhan khi st dung cac thudc tic ché men chuyén. Ho thutng dac trung bdi 
ho khan, dai dang va cham ditt sau khi ngting diéu 

tri. Ho do thuéc tic ché men chuyén can dudc chan doan phan biét vi cdc loai ho khac 

Phau thuat/ Gay mé bana 

Trén bénh nhan phai thuc hién phau thuat ldn hoae gay mé bang cdc thuéc cé thé gay ha huyét 4p, perindopril 
erbumin co thé gay ite che 

tng hdp angiotensin I! tht’ phat bu trir do giai phong renin. Nén ngiing dung thudc mét ngay trudc phau thuat. Néu xuat hién ha huyet 
ap 

do co ché nay, c6 thé diéu chinh bang cach tang khdi ludng tuan hoan. 

Tang kali huyét ; 

Tang kali huyét thanh da dude ghi nhan trén mét sO bénh nhan ding cdc thude uc ché men chuyén, bao gom perindopril. Thudc tc che 

men chuyén co thé gay tang kali huyét vi tc ché giai phong aldosteron. Tac dung thudng khong dang ké 6 nhiing 
bénh nhan co chic nang 

than binh thudng. Tuy nhién, 6 nhiing bénh nhan bi suy giam chic nang than, dai thao dudng khéng kiém soat 
dudc, giam aldosteron va/ 

ho&c nhiing ngudi sv? dung dong thdi cc chat bé sung kali (bao gdm cac chat thay thé mudi), thudc Idi tiéu tiét kiém kali, thuéc Ici tiéu, 

trimethoprim hoac co-trimoxazol con dude goi la trimethoprim/ sulfamethoxazol va dac biét la cdc chat déi khang aldosteron hoac thudc 

chen thu thé angiotensin nén duce stf dung than trong cho bénh nhan dang dung thudc tic ché men chuyén va nén theo doi kali 
huyét 

thanh va chife nang than. 

Bénh nhan dai thao dudng 

Bénh nhan dai thao dudng si dung cac thuéc diéu tri dai thao dung duting udng nén theo doi chat dudng huyét trong thang dau khi diéu tri 

véi cac thudc tic ché men chuyén. 
Lithium 

Két hop lithiurn vdi perindopril nai chung khong duoc khuyén cao. 

Thuéc loi tiéu gif kali, chat b6 sung kali hodc chat thay thé mudi co chtfa kali 

Thudng khong khuyén cdo két hop perindopril véi thudc Iai tiéu gitf kali, thuéc b6 sung kali hoac chat thay thé mudi cé chifa kali. 

Phong bé kép hé renin-angiotensin-aldosteron (RAAS) 

Viéc két hop thudc tte ché men chuyén, thuéc déi khang thu thé angiotensin || hoac aliskiren da dudc ching minh la lam tang nguy co ha 

huyét ap, ting kali huyét va suy gidm chic nang than (bao gdm ca nguy cd suy than cap). Do do, khong khuyén cdo phong bé kép RAAS 

bang cach sif dung két hgp thudc tte ché men chuyén, thudc déi khang thy thé angiotensin II hodc aliskiren. 

Tuy nhién, néu su két hop nhu vay duce coi la hoan toan cn thiét, viéc st dung nay chi co thé dude thuc hién dudi sy gidm sat cla bac si 

chuyén khoa va véi su theo ddi chat ché va thudng xuyén vé chic nang than, dién giai va huyét ap. 

Thudc tc ché men chuyén va thudc déi khang thu thé angiotensin II khong nén két hop 6 nhiing bénh nhan bi bénh than do dai thao 

dudng. 

Thai ky 
Thudc tic ché men chuyén khéng nén ding trong thdi ky mang thai. Tri khi liéu phap Uc ché men chuyén dude coi la can thiét, bénh nhan 

du dinh cé thai nén thay déi ligu phap ha huyét 4p sang mét loai thudc cé tinh an toan trong thdi ky mang thai. Néu chan doan cé thai, nén 
nging ngay liéu phap Gc ché men chuyén va bat dau diéu tri thay thé néucén thiét. 

Lién quan dén ta dugc 

Tinh bét mi cé trong thudc nay chi chia ham lugng gluten rat thap va it cd kha nang cO hai néubénh nhan co bénh Celiac. Néu bi di Ung vdi 
Ida mi, bénh nhén khéng nén ding thudc nay. 

Lactose monohydrat: khong nén si! dung 6 bénh nhan co van dé vé dung nap galactose, thiéu hut men lactase hodc bi r6i loan hap thu 

glucose - galactose. 

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU 
Phu nif co thai 

KhOng khuyén cdo st/ dung thu6c Uc ché men chuyén trong ba thang dau cia thai ky. Chéng chi dinh sif dung thudc Uc ché men chuyén 
trong quy 2 va quy 3 ctla thai ky. 

Bang ching dich té hoc vé nguy co gay dj tat sau khi dung thudc tc ché men chuyén trong ba thang dau cla thai ky van c 
dinh. Tuy nhién, khong thé loai tri kha nang co sy tang nhe nguy co nay. Tri khi diéu tri bang thude tic ché men chuyén 

han da den, cé thé 
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nhan cé ké hoach mang thai can chuyén sang liu phap thay thé da cé bang ching v
é tinh an toan de diéu tri tang huyét ap 6 phu nit mang 

thai. Khi da co thai, viée diéu tri bang thudc dc ché men chuyén can duge ngiing ng
ay lap tfc va néu co thé nén bat dau ligu phap diéu tri 

thay thé. a+ rie i‘ 

Viéc ding thudc dc ché men chuyén trong quy thd 2 va thi 3 cla thai ky du
de cho la gay déc tinh trén thai nhi (suy giam chifc nang than, 

thiéu 6i, cham phat trién khung xuong so) va déc tinh 6 tré so sinh
 (suy than, ha huyét ap, tang kali huyét). 

ae 

Truding hop phu nif mang thai ti quy thi 2 trd di co sti dung thudc Uc ché men chu
yén, khuyén cao bénh nhan siéu am thai nhi dé kiem tra 

chife nang than va kiém tra hop so. ; 5 we = ae 

Tré sd sinh co me dude diéu tri bang thudc fe ché men chuyén cn duge theo doi 
chat ché tinh trang ha huyét 4p. 

Phu nif cho con bu “te Ki Pipes ees at cis Re 

Do khong co théng tin vé viéc sty dung perindopril trong gla! doan cho con bi, perindopril khong dude khuyén 
cao sl dung va nén dung ligu 

phdp thay thé co bang chiing vé tinh an toan trén phy nf cho con bu, dac biét 
déi vdi tré mdi sinh hoac tré sinh non. 

ANH HUONG CUA THUOG LEN KHA NANG LAl XE VA VAN HANH MAY moc 

Khong co nghién ctu nao vé Anh hudng dén kha nang lai xe va st dung may moc. : . 

Tuy nhién, khi diéu khién phudng tién hodc van hanh may méc, can luuy rang doi khi 
cd thé bi chong mat hoac mét moi 

TUONG TAC, TUONG KY CUA THUOC 
Thudc Igi tiéu ; ee kK 5 " i atte A SoLee RAT 
Bénh nhan dang st dung cac thudc Idi tiéu, va dac biét la nhiing bénh nhan gidm 

kh6i ludng tuan hoan va/ hoac mat mudi, co the bi ha 

huyét ap qua muc khi pat dau diéu tri bang thudc te ché men chuyén. Kha nang bi tut huyét 
ap co thé giam khi ngting st dung cac thudc Iai 

tiéu, hoc bang cach ting khdi lugng tudn hoan hode tang ludng mudi tiéu thy trude khi bat dau diéu tri bang perindopril 
voi liéu thap va 

tang dan liu. J _ eh, ee 

Thudc loi tiéu tiét ki@m kali, chat b6 sung kali hoe chat thay the mudi co chiakali , i 7 

Mac du ali trong huyét thanh thudng van trong gidi han binh thudng, tang kali huyét 
co the xay ra 6 mot so benh nhan duge diéu tri bang 

perindopril, Thudc loi tiéu git Kali (vi du nhu spironolacton, triamteren, hoge amilorid), chat 
bo sung kali hoac chat thay thé mudi cé chtta 

kali co thé lam tang dang ké néng dé kali huyét thanh. Cung nén than trong 
khi ding déng thdi perindopril vi cc thudc lam tang kali 

huyét thanh khac chang han nhu trimethoprim va cotrimoxazol (trimethoprim/ 
sulfamethoxazol) vi trimethoprim hoat dong nhu mot thudc 

Ioi tiéu git kali nhwamilorid. Do do, khong khuyén cdo viéc ket hop perindopril vai cac thudc trén. Néu sit dung d6ng thoi dude chi dinh, can 

sit dung thn trong va theo doi thudng xuyen 
kali huyét thanh. 

Cyclosporin § i pra! i 

ei re huyét co thé xay ra khi sl dung dong thoi thudc te ché men 
chuyén vdi cyclosporin. Khuyén cao theo doi kali huyét thanh. 

Heparin 

Tang kali huyét c6 thé xay ra khi sit dung déng thoi thudc (ic ché men chuyén vai heparin.
 Khuyén cao theo dai kali huyét thanh. 

Lithium : ‘ 2 

Tang co héi phuc néng dé lithium huyét thanh va doc tinh da duge bao cao khi dung ding thai lithium
 vdi cdc thudc tie ché men chuyén. SU 

dung déng thai voi thudc Ioi tiéu thiazid co thé lam tang nguy co ngé déc lithium va lam tang nguy co ng6 déc
 lithium von da tang vdi cac 

thuéc ic ché men chuyén. Sit dung phdi hop perindopril véi lithium khong duge khuyén cao, nhung néu c
an thiét phai két hdp, nén theo doi 

can than néng dé lithium huyét thanh. 

Thuée chéng viém khéng steroid (NSAID) (bao gdm acid acetylsalicylic > 3 g/ ngay) 

Viéc sii dung thudc chéng viém khong steroid co thé lam gidm tac dung ha huyét ap cita thudc Uc ché men chuyén. Ngoa
i ra, NSAID va 

chat tfc ché men chuyén co tac dung phy lam tang kali huyét thanh va co thé dan dén suy giam chifc nang than. Nhtin
g tac dong nay 

thuting héi phuc. Hiém khi xay ra suy than cap, dac biét 6 nhdng bénh nhan cé chifc nang than bj ton thuo
ng nhu ngudi cao tudi hoc bi 

mat nudc. 

Thudc ha huyét 4p va thuéc gian mach 

Str dung déng thdi cae thuéc nay cé thé lam tang tac dung ha huyét 4p cila perindopril. SU dung dong thoi va
i nitroglycerin va cac nitrat 

khac, hoac cdc thuéc gian mach khac c6 thé gay giam huyét 4p hon nia. 

Phong bé kép hé renin-angiotensin-aldosteron (RAAS) bang thuéc te ché men chuyén, thudc déi khang thy thé angi
otensin Il hoac 

aliskiren 

Dit ligu ti cdc thir nghiém lam sang cho thay su phong bé kép hé renin-angiotensin-aldosteron (RAAS) bang
 cach sii dung ding thdi thuéc 

tie ché men chuyén, thudc ddi khang thy thé angiotensin I! hoac aliskiren co lién quan dén tan suat cao hon cac tac dung phy nhu ha huyét 

4p, tang kali mauva suy giam chic nang than (bao gom ca suy than cap) so vdi viée si dung riéng 1é mét lo
ai thudc tac dong lén RAAS. 

Thudc diéu tri dai thao dudng 

Cac nghién citu dich té hoc da cho thay su két hop gitla thudc ie ché men chuyén va thuéc diéu tri dai thao duting (insulin
, thudc ha du6ng 

huyét uéng) c6 thé lam tang tac dung ha glucose mau v6i nguy co ha duéng huyét. Hién tuong nay duting nhu xay ra dac
 biét nhiéu hon 

trong nhiing tuan dau tién khi st dung két hgp va 6 nhitng bénh nhadn suy than. 

Acid acetylsalicylic, thuéc lam tan huyét khdi, thuéc chen beta, nitrat 

Perindopril co thé dude si dung dong théi vai acid acetylsalicylic (khi dugc dung lam thuéc lam tan huyét khéi), thudc lam
 tan huyét khdi, 

thudc chen beta va/ hoac nitrat. 

Thudc chéng tram cam ba vong/Thuéc chéng loan than/ Thudc mé 

SU dung déng thdi mot sé san pham thuéc gay mé, thudc chdng tram cam ba vong va thud chéng loan than vdi thudc tic ché men
 chuyén 

co thé lam giam thém huyét ap. 

Thuéc kich thich than kinh giao cam 

Thuéc kich thich than kinh giao cam cé thé lam gidm tac dung ha huyét ap cla thudc tfc ché men chuyén. 

Vang 

Cac phan Ung nitritoid (cdc trigu ching bao gdm dé bing mat, buén nén, nén va tut huyét 4p) da duge ghi nhan hiém gap trén céc bénh 

nhan dang diéu tri bing mudi vang qua duting tiém (natri aurothiomalat) va diéu tri dong thdi voi cac thudc te ché men chuyén (bao gdm 

perindopril). 

Thuée khang acid 

C6 thé lam gidm sinh kha dung clia perindopril. 

Cac thudc lam tang nguy co phi mach 

Chéng chi dinh sts dung déng thdi thudc dic ché men chuyén véi sacubitril/ valsartan vi lam tang nguy co phu mach 

Thudc tic ché men chuyén (vi du nhu perindopril) dude biét a gay ph mach. Si dung ding théi thudc We ché men chuyén vdi racecadotril, 

thudc Uc ché mTOR (vi du sirolimus, everolimus, temsirolimus) va vildagliptin co thé dan dén tang nguy co phi mach. 

TAC DUNG KHONG MONG MUON CUA THUGC 
Tan suat cla cdc tac dung khéng mong mu6n dude quy udc nhu sau: Rat thudng gap (> 1/ 10), thusng gap (2 1/ 100 dén < 1/10), khong 

thuding op (© 1/1000 dén < 1/ 100), hiém gap (2 1/ 10000 dén < 1/1000), rat hiém gap (< 1/ 10000), khng r6 (khong the ude tinh tan 

suat tl dv ligu co san). 

Réi loan mau va hé bach huyét 

Rat hiém gap: Gidm hemoglobin va hematocrit, giém tiéu cau, giam bach caw/ giam bach cautrung tinh, mat bach cau hat hoac giam toan 

thé huyét cau. Thiéu mau tan huyét da xay ra 6 bénh nhan thigu men G-6PDH. 

Roi loan chuyén héa va dinh dung 
KhOng ro: Ha dudng huyét. 

Réi loan tam than 
Khong thudng gap: Rdi loan tam trang hoac giac ngu. 

Roi loan hé than kinh 

Thuong gap: Dau dau, chong mat, chodng vang, dicam. Rat hiém gap: Li lan. 

Roi loan mat 
Thudng gap: ROi loan thi luc. 

Réi loan tai va tai trong 
Thuong gap: Utai. 
Réiloantim mach 

Rat hiém gap: Loan nhip tim, con dau that nguc, nhdi mau co tim, co thé xay ra thd phat sau ha huyét ap qua mUc 6 nhting bénh nhan co 

Nguy co cao. 
Réi loan mach mau 

Thuding gap: Ha huyét 4p va cdc tac dong lién quan dén ha huyét 4p. Rat hiém gap: Dot quy, co thé xay ra thi phat sau ha huyét ap qua 

mic 6 nhiing bénh nhan cé nguy co cao. Khng ro: Viém mach, hdi chting Raynaud. 

Réi loan hé hap, léng nguc va trung that 
Thudng gap: Ho, kho thd. Khong thudng gap: Co that phé quan. Rat hiém gap: Viém phdi tang bach cau ai toan, viém mti. 

Réi loan tiéu héa 

Thudng gap: Bun nén, nén, dau bung, réi loan vi gidc, khé tiéu, tiéu chay, tao bon. Khéng thudng gap: Khd miéng. Rat hiém gap: Viem 

tuy. 

R6i loan gan mat 

Rat hiém gap: Viém gan do phan gidi té bao gan hoac v mat. 

Roi loan da va m6 dudi da 

Thudng gap: Phat ban, ngva. Khong thudng gap: Phil mach 6 mat, tu chi, mdi, niém mac, luGi, thanh mOn va/ hoac thanh quan, may day. 

Hiém gap: Lam nang thém bénh vay nén. Rat hiém gap: Ban dé da dang. 

Réi loan co, xuang va mé lién két 

Khéng thudng gap: Chudt rit. 

Roi loan than va tiét niéu 

KhOng thudng gap: Suy than. Rat hiém gap: Suy than cap tinh. 

ROi loan hé thong sinh san va vi 

Khéng thuting gap: Bat luc. 

Roi loan chung 
Thung gap: Suy nhugc. Khong thudng gap: D6 m6 hdi. 
Cac xét nghiém 

Co the gay ting uré huyét va creatinin huyét, tang kali huyét c6 hdi phuc khi ngung thudc, dac biét khi co suy than, suy tim nang va tang 

huyét ap mach mauthan. 

Tang men gan va bilirubin huyét thanh hiém khi dude bao cao, 

Thong bao cho bac si nhting tac dung khong mong mu6n gap phai khi sty dung thudc. 

QUA LIEU VA CACH XU TRI 
Di ligu han ché vé qua liéu 6 ngudi 

Cac triéu ching lién quan dén qua liéu thudc (fc ché men chuyén co thé bao gdm ha huyét ap, sdc tun hoan, réi loan dién giai, suy than, 

tang théng khi, nhip tim nhanh, danh trong nguc, nhip tim cham, chong mat, lo lang va ho. 

Diéu tri qua ligu duge khuyén cdo la truyén tinh mach dung dich natri clorid 9 ma/ ml (0,9%). Néu xay ra tut huyét 4p, bénh nhan nén dude 

dat d tu thé nam ngifa vdi dau ha thap. Néuc6, diéu tri bang truyén angiotensin Il va/ hodc catecholamin tiém tinh mach cling co thé dude 

xem xét. Perindopril co thé bi loai bd khdi hé tuan hoan chung bang thdam tach mau. Diéu tri bing may tao nhip tim dude chi 
dinh cho 

chting nhip tim cham khang tri ligu. Cac dau hiéu sinh ton, cac chat dién giai trong huyét thanh va néng dé creatinin can dude theo 
doi lién 

tuc. 

DAC TINH DUGC LUC HOC 
Nhom duge ly; Thudc (fe ché men chuyén, don chat; Ma ATC: COSA A04 

Co ché tac dung — 

Perindopril ld thuéc tfc ché enzym chuyén angiotensin | thanh angiotensin Il (Angiotensin Converting Enzyme ACE). Enzym chuyén doi, 

hoac kinase, la mot exopeptidase gitip cho viéc chuyén déi angiotensin | thanh chat gay co mach angiotensin II cing nhu gay thoai hoa 

chat gian mach bradykinin thanh heptapeptid khong co hoat tinh. Sy ue ché ACE dan dén gidm angiotensin II trong huyét tuong, diéu nay 

lam tang hoat tinh cia renin trong huyét tuong (do Ue ché tac dong ngude 4m tinh doi voi giai phong renin) va lam giam tiét aldosteron. Vi 

ACE gay bat hoat bradykinin, su tte ché ACE citing dan dén tang hoat tinh cla cac hé thong kallikrein-kinin 
tuan hoan va cuc b6 (va vi vay 

ciing gay hoat héa hé prostaglandin). C6 thé ca ché nay gop phan vao tac dung ha huyét ap cia cac chat tic ché men chuyén va mét phan 

gay ra mt s6 tac dung phu (vi du: ho). 

Perindopril tac déng qua chat chuyén héa cd hoat tinh, perindoprilat. Cac chat chuyén hdéa khac khong 
thé hién tac dung tfc ché ACE in 

vitro. 

Hiéu qua lam sang va an toan 

Tang huyét ap 
Perindopril co tac dung trén tat ca cac mic dé tang huyét 4p: tit nhe dén vila va nang. Su giam huyét dp tam thu 

va tam truong dat dude 6 

ca tuthé nam cting nhutu thé ding. 
Perindopril lam giam sc khang clla mach mau ngoai vi, dan dén giam huyét ap. Hau qua 1a luu lugng mau ngoai vi tang lén, va 

khong co 

tac dung trén tan s6 tim. 

Thuéng thi luu ludng mau qua than tang lén, trong khi toc dé loc cau than (GFR) thudng khéng thay déi 

Hoat tinh chéng tang huyét 4p dat dén t6i da gia 4 dén 6 gid sau mét ligu don va kéo dai trong it nhat 24 gid, tac dung ctia thudc lic thap 

nhat (day) bang khoang 87 - 100% so vai tac dung cila thudc luc cao nhat (dinh). 

Su gidm huyét ap xay ra nhanh chong. 6 cdc bénh nhan dap tng, sy binh thudng hda dat dude trong vong mot thang 
va kéo dai ma khéng 

xay ra quen thudc. 
Viéc ngiing ding thudc khéng gay tac dung héi ting trén huyét dp. 

Perindopril am giam phi dai that trai. 

6 ngubi, perindopril da dude xac nhan co tac dung gian mach. Thuéc lam tang tinh dan hdi cla déng mach |én va lam giam ty |é Idp a0 

gifa: long dng cla dong mach nho. 

Mét s6 ligu phap phy tro véi mét thudc Idi tiéu thiazid gay tac dung hiép dong cong hop. Su két hdp gida mot thudc tic ché men chuyén va 

mét thiazid cling [am gidm nguy co ha kali huyét gay ra bdi ligu phap Ioi tiéu. 

Hai thi’ nghiém ngau nhién Idn co déi ching (ONTARGET (ONgoing Telmisartan Alone and in combination with Ramipril Global Endpoint 

Trial)) va VA NEPHRON-D (The Veterans Affairs Nephropathy in Diabetes) da kiém tra viéc st dung két hdp thudc Uc ché 
men chuyén véi 

thuéc chen thu thé angiotensin II. 
Nghién clu ONTARGET duoc thuc hién 6 nhiing benh nhan co tién st bénh tim mach hoac bénh mach mau nao, hoac bénh 

dai thao dutng 

typ 2 vdi ton thuong co quan dich. Nghién ctu VA NEPHRON-D dude thuc hién trén bénh nhan dai thao dudng 
typ 2 va bénh than do dai 

thao dung. 

So véi don tri ligu, cdc nghién ctu nay khéng chting minh duoc tac dung c6 Igi dang ké ddi vai su tién trign cla ton thuong than va/ hoac 

tim mach va ty |é tt’ vong, ding thai ghi nhén su gia ting nguy co ting kali huyét, suy than cap va/ hoc ha huyét ap. Nhiing két qua nay 

cling c6 thé 4p dung cho cac thudc tic ché men chuyén khac va thuéc déi khang thu thé angiotensin II, do tinh chat dude luc hoc tuong tu 

nhau. 

Do do khong nén két hdp thuéc tic ché men chuyén va thudc déi khang thy thé angiotensin |I 6 bénh nhn bi bénh than do dai thao dudng. 

Nghién cttu ALTITUDE (Nghién clu vai tro Aliskiren trén bién co tim mach va bénh than é bénh nhan dai thao dudng typ 2) dude thyc 
hién 

dé danh gid Ioi (ch cla viéc thém aliskiren vao thu6c Ge ché men chuyén tiéu chuan hoc ligu phap thudc doi khang thu thé angiotensin Il 6 

bénh nhan dai thao dudng typ 2 va suy than man tinh, co hodc khéng r6i loan tim mach. Nghién cUu nay da bi két thc sém do tang nguy 

co xay ra cac tac dung phu. Ti vong tim mach va dot quy 6 nhom aliskiren thudng xuyén hon 6 nhom gia dude va cac tac dung ngoai y va 

mot $6 tac dung phu nghiém trong can quan tam (tang kali huyét, ha huyét ap va réi loan chifc nang than) dugc bao cao thudng xuyen hon 

6 nhom aliskiren so vdi nhom gia duoc 

Suy tim 
Perindopril erbumin lam gidm cOng cla tim do lam giam tién tai va hau tai 

Cac nghién ctu trén bénh nhan suy tim da chung minh: 

- Gidm ap luc dé day mau vao tam that trai va phai, 
- Gidm stfc can cla toan b6 hé mach mau ngoai vi, 

- Tang cung ludng tim va cai thién chi sé tim, 

Trong cdc nghién ctu so sanh, lan dau tién dung 2 mg perindopril erbumin cho bénh nhan bi suy tim nhe dén vita thay huyét ap giam 

khong dang ké so-v6i gia dugc. 
Bénh nhan bénh mach vanh n dinh 
Nghién clu EUROPA la mét this nghiém lam sang c6 déi ching véi gia dude, mii dBi, ngau nhién hoa, da trung tam, quéc té, kéo dai 4 nam 

42218 bénh nhan trén 18 tudi duoc chi dinh mét cach ngau nhién ding perindopril 8 mg (n = 6110) hoac gia dude (n = 6108). 

Quan thé th nghiém c6 bang chting vé bénh dong mach vanh va kh6ng co dau hiéu lam sang cua suy tim. Nhin chung, 90% bénh nhan 

ting bi nhdi mau co tim trudc dé va/ hoac tai thong mach vanh true do. Phan én bénh nhan ding thudc nghién ctfu thém vao liéu phap 

thuding quy bao gém thudc tic ché tiéu cau, thuéc ha lipid mau va thudc chen beta. 

Tiéu chuan vé higu qua chinh la su két hop clia tit vong tim mach, nhdi mau co tim khéng tit vong va/ hoac ngung tim vdi su hoi sie thanh 

cong. Biéu tri vdi perindopril 8 mg x 1 lan/ ngay lam giam dang ké cac két cuc lam sang chil yéu la 1,9% (gidm nguy co tung d6i 1a 20%, 

95% Cl (9,4; 28,6] - p< 0,001). 
Gi nhing bénh nhan co tién sit bénh nhdi méuce tim va/ hoac tai théng mach, su giam tuyét dOi 2,2% tuong Ung vdi giam nguy co tudng 

61 22.4% (95% Cl [12,0; 31,6] - p <0,001) trong cac két cuc lam sang cht yéu so véi gia duac. 

DAC TINH DUGC DONG HOC 
Sau khi udng, su hap thu cla perindopril nhanh chong va dat néng dé dinh trong vong 1 gid. Kha dung sinh hoc la 85 dén 70%. 

Khoang 20% téng ludng perindopril hap thu duoc chuyén thanh perindoprilat, chat chuyén hda co hoat tinh. Ngoai perindoprilat co hoat 

tinh, perindopril tao ra 5 chat chuyén hoa, tat cd déu khong cd hoat tinh. Thdi gian ban thai trong huyét tuong cla perindopril la 1 gid. Nong 

dé dinh trong huyét tuong cia perindoprilat dat dude trong vong 3 dén 4 gid. 

Vi thtic an lam gidm su chuyén héa thanh perindoprilat, va do do dé tang sinh kha dung nén dling perindopril erbumin bang dung ung, 

vdi mot liéu duy nhat hang ngay vao budi sang trudc bifa an. 

Thé tich phan bé khoang 0,2 I/ kg ddi véi perindoprilat khong lién két. Ty 1é lin két vGi protein la it (lién két cla perindoprilat vdi men 

chuyén angiotensin dudi 30%), nhung phu thudc vao néng dé. 
Perindoprilat dude thai tri qua nudc tiéu va thdi gian ban hiy cla phan khéng lién két khoang 3 dén 5 gid. Su phan ly clia perindoprilat lién 

két vi men chuyén angiotensin dan dén thai gian ban thai “hiéu qua” la 25 gid, dan dén trang thai On dinh trong vong 4 ngay. 
Sau khi ding lap lai, khong quan sat thay su tich tu cla perindopril. 

Su dao thai cua perindoprilat bi giam 6 nguti cao tudi va ca 6 bénh nhan suy tim hodc suy than. 

CAn diéu chinh liéu 6 nguti suy than ty thudc vao mUc d6 suy than (d6 thanh thai creatinin) 

6 thanh thai clla perindoprilat qua thm tach la 70 ml/ phit. 

Dong hoc cua perindopril bi thay d6i 6 bénh nhan xo gan: dé thanh thai 6 gan cla chat nay bi giam di mot nifa. Tuy nhién, lugng 

perindoprilat hinh thanh khéng bi giam va do dé khong can diéu chinh liéu. 

QUY CACH BONG GOI: Hap 1 tdix 1 vix 30 vin. 
HAN DUNG: 36 thang ké ti ngay san xuat. 
DIEU KIEN BAO QUAN: Noi khd, nhiét d6 khéng qué 30°C, tranh anh sang. 
TIEU CHUAN: TCCS. 

Co sé san xuat: 

CONG TY CO PHAN DUGC HAU GIANG - Chi nhanh nha may duoc phadm DHG tai Hau Giang 
L6 B2 - B3, Khu cong nghiép Tan Phi Thanh - giai doan 1, x4 Tan Phil Thanh, huyén Chau Thanh A, tinh Hau Giang, Viét Nam 

DT: (0293) 3953454 © Fax: (0293) 3953555 

Moi thac mac vé san pham, 
xin vui long lien hé ) 

@) 0292.3899000 

E-mail: dhgpharma@dhgpharma.com.vn 

www.dhgpharma.com.vn 

https://vnras.com/drug/


