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To hwong din sit dung thude

Rx Thudc nay chi ding theo don thuée

PRECEN 10
PRECEN 5
PRECEN 2.5

Vién nang cirng
Thubc nay chi ding theo don thude
DPé xa tam tay tré em.

Doc k§ hwéng din sit dung trwde khi ding.

THANH PHAN

PRECEN 2,5

B Thanh phs"in dwoe chét: 2.5 mg ramipril

- Thanh phan ta dwoe: Natri hydrocarbonat; calci hydrophosphat dihydrat; tinh bt
tien gelatin hoa; magnesi stearat; silic dioxid keo khan; vo nang so 3 (titanium dioxide,
erythrosine (FD&C Red No.3), sunset yellow (FD&C Yellow No.6), Brillant Blue FCF
(FD&C Blue No.1), iron oxide yellow, nuéc tinh khiét, gelatin).

PRECEN 5

- Thanh phan dwge chat: S mg ramipril

- Thanh phin ta dwee: Natri hydrocarbonat; calei hydrophosphat dihydrat; tinh bot
tién gelatin hod; magnesi stearat; silic dioxid keo khan; vo nang s6 3 (titanium dioxide,
erythrosine (FD&C Red No.3), sunset yellow (I'D&C Yellow No.6), Brillant Blue FCF
(I'D&C Blue No.1), iron oxide yellow, nude tinh khict, gelatin).

PRECEN 10

- Thanh phan duwoe chit: 10 mg ramipril

- Thanh phin ta dwge: Natri hydrocarbonat; calci hydrophosphat dihydrat; tinh hot
tién gelatin hod; magnesi stearat; silic dioxid keo khan; vo nang s6 3 (titanium dioxide,
erythrosine (I'D&C Red No.3), sunset yellow (FD&C Yellow No.6), Brillant Blue FCF
(FD&C Blue No. 1), iron oxide yellow, nude tinh khiét, gelatin).

DANG BAO CHE, MO TA SAN PHAM

Vién nang cung
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To hwdng dan st dyng thude

PRECEN 2,5: Vién nang cing, ¢& nang s0 3, thdn nang méau tring, nap nang mau xanh
dwong, bén trong c6 chira cdm thuéc mau tring nga. Vién béng, dep, lanh ln, v6 nang
khéng mép méo.

PRECEN 5: Vién nang clng, c¢& nang s6 3, than nang mau tring, nép nang mau xanh
duong, bén trong ¢6 chira cém thude mau trang nga. Vién béng, dep, lanh lin, vo nang
khong mop méo.

PRECEN 10: Vién nang ctng, c¢& nang s6 3, thin nang mau trang, nap nang mau xanh
duong, bén trong co chira codm thube mau tring nga. Vién bong, dep, lanh l3n, vo nang
khéng mép méo. ’

CHI PINH
- Diéu tri ting huyét ap.
- Phong ngira bénh tim mach: Giam ty 1¢ mac va tir vong do bénh tim mach & bénh nhan:
e Bénh tim mach c6 biéu hién huyét khéi xo vita (tién st bénh mach vanh hoic dot
quy hodc bénh mach mau ngoai bi€n).
e Dai thio dudng co it nhat 1 yéu t6 nguy co tim mach.
- Diéu tri bénh than:
e Bién ching cau thin sém do dai thdo duong, duge xéac dinh boi microalbumin nigu.
e Bénh than d4i thio dudng cd bidu hién ciu than duge xac dinh boi macroprotein
niéu ¢ bénh nhan co it nhit 1 nguy co tim mach.
e Bénh than ¢ bidu hién cau than khong do dai thiao duong, duge xac dinh boi
macroprotein ni¢u > 3 g/ngay.
- Diéu tri suy tim c6 triéu ching.
- Phong ngira thit phat sau nhdi mau co tim cap: Giam ty 18 tr vong giai doan cap cua
nhdi méu co tim cap & bénh nhan ¢6 dau higu lam sang suy tim trong vong > 48 gid
sau nhdi mau co tim cip.

LIEU DUNG, CACH DUNG

Liéu diing

Nguoi lon

Bénh nhan dang diéu tri bang thudc loi tiéu

Ha huyét ap c6 thé xay ra khi bt dau diéu trj véi PRECEN va kha néng xay ra cao hon &
bénh nhan ding dong thoi thude loi tleu Thén trong trén nhitng bénh nhéan nay do nguy co
giam thé tich tudn hoan hodc mit mudi. Néu c6 thé, nén tam ngung thudce loi tiéu 2 — 3
ngay trude khi bat dau diéu tri véi PRECEN. Déi voi bénh nhén ting huyét ap khong thé
ngung thude loi tiéu, nén khéi tri voi PRECEN & lidu 1,25 mg. Theo dbi chitc niing thin
va kali huyét cuia bénh nhén. Lidu tiép theo nén dugc diéu chinh dya vao huyét ap myc tiéu.

L]
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To hwéng dan siv dung thude

Tiing huyét dp

I.idu ding nén dugc ci thé hoa dya theo ho so bénh 4n va kiém soat huyét ap, c6 thé ding
don tri hosic phdi hop véi cae nhom thube didu tri ting huyét ap khic. :

Lidu khéi dau: 2,5 mg/ngay. Bénh nhin ¢6 hoat tinh h¢ renin-angiotensin-aldosterone
(RAA) manh c6 thé bi ha huyét dp qua mac & lidu diu, khuyén céo khoi tri véi licu 1,25
mg cho nhitng bénh nhan nay va can cd su gidm st y té.

Chinh lidu va liéu duy tri: Co thé tang liéu gap doi sau khoang 2 — 4 tuan dé dan dat duoc
huyét ap muc tiéu. Liéu t6i da cia PRECEN 1a 10 mg x 1 lan/ngay.

Phong ngira bién ¢ tim mach

Liéu khoi dau: 2,5 mg x 1 lan/ngay.

Chinh lidu va liéu duy tri: Tang liéu dan dan phu thudc vao kha nang dung nap ctia bénh
nhéan. Tang lidu gip d6i sau 1 —2 tuan diéu tri va sau 2 — 3 tuan nita ting dén lidu muc tidu
la 10 mg x 1 lan/ngay.

Xem thém vé lidu lwong danh cho bénh nhéan diéu tri dong thoi bang thude loi ticu & trén.
Diéu tri bénh thin

Bénh nhan ddi thdo dirong cé microalbumin niéu

Liéu khéi dau: 1,25 mg x 1 1an/ngay.
Chinh liéu va lidu duy tri: Tang lidu dya theo kha ning dung nap cua bénh nhén. Nén ting
lidu gap déi 1én 2,5 mg sau 2 tudn didu tri va ting dén 5 mg sau 2 tuan tiép theo.

Bénh nhan ddi thdo duwoneg cé it nhat 1 véu t6 nguy co tim mach

Liéu khoi dau: 2,5 mg x 1 lan/ngay.

Chinh liéu va lidu duy tri: Tang lidu dyua theo kha ning dung nap cua bénh nhan. Nén ting
lidu gAp d6i 1én 5 mg sau 1 — 2 tudn diéu tri va dén 10 mg sau 2 — 3 tuan tiép theo. Lidu
muc tiéu 10 mg/ngay.

Bénh nhan bénh thdan khone bi ddi thdo dwong, macroprotein niéu > 3 g/ngay

Liu khoi dau: 1,25 mg x 1 lan/ngay.

Chinh liéu va lidu duy tri: Tang lidu dya theo khd ning dung nap cua b¢nh nhan. Nén ting
lidu ghp d6i 18n 2,5 mg sau 2 tuan diéu tri va tang dén 5 mg sau 2 tuan tiép theo.

Suy tim co triéu churng :

Liéu khai dau & bénh nhan 6n dinh khi diéu tri voi thude loi tiéu [ 1,25 mg/ngay.

Chinh liéu va liéu duy tri: Ting lidu gdp d6i sau mi 1 — 2 tudn cho dén khi dat liéu toi da
hang ngay 1a 10 mg, nén chia lam 2 lan/ngay.

Dy phong thir phdt sau nhoi mdu co' tim cap va suy tim
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To hwéng din st dung thude

Lidu khoi ddu: 48 gio sau nhdi mau co tim & bénh nhan 6n dinh v& mat 1am sang va huyét

dong, dung licu 2,5 mg x 2 lan/ngay x 3 ngay. Néu khong dung nap, nén dung licu 1,25 mg

x 2 lin/ngay x 2 ngay trudce khi ting 18n 2,5 mg va 5 mg x 2 lan/ngay. Néu khong thé tang

1én 2,5 mg x 2 lén/ngay nén ngung dicu tri. :

Xem thém vé lidu luong trén bénh nhén diéu tri bang thude lgi ticu & trén.

Tang lidu va lidu duy tri: Tang liéu gap doi sau moi | — 3 ngay dén khi dat lidu muyc tiéu 5

mg x 2 lan/ngay. Lidu duy tri nén duoc udng 2 lan/ngay néu co thé. Néu khong thé ting

lidu 1én 2,5 mg x 2 lan/ngdy nén ngung diéu tri.

Chua du kinh nghiém trong diéu trj & bénh nhan suy tim nang (NYHA IV) ngay sau nhoi

mAu co tim. Nén bit dau véi lidu 1,25 mg X | lf’infngﬁy va dac biét than trong khi ting liéu.

Déi twong déc biét :

Bénh nhén suy thgn: Chinh licu dya trén d6 thanh thai creatinine (CrCl)

- CrClz 60 ml/phit: Khéng can chinh lidu khai dau (2,5 mg/ngay), lidu t6i da hang ngiy
la 10 mg.

~ CrCltir 30 — 60 ml/phit: Khong cdn chinh lidu khai du (2,5 mg/ngay), liéu t6i da hang
ngay la S mg.

- CrCl tir 10 — 30 ml/phit: Lidu khai dau 1,25 mg/ngay. Liéu t6i da hang ngay 1a 5 mg.

_ Bénh nhén ting huyét 4p c6 thim tach mau: PRECEN bj thim tach nhe, liéu khoi dau
1,25 mg/ngay, lidu t6i da hang ngay 1a 5 mg. Nén dung thude sau vai gitr thyc hién tham
tach mau.

Bénh nhan suy gan: Viée didu tri véi PRECEN cin duoc giam st y t chit ché va licu toi

da hing ngay 14 2,5 mg.

Ngwoi cao tudi: Khoi tri bang lidu thap va ting licu tir tir do nguy co xdy ra tac dung khong

mong mudn cao hon, dic biét & bénh nhan riit cao tudi va strc khoe yéu. Nén xem x¢€t giam

lidu ban dau 1,25 mg/ngdy. |

Tré em: Tinh an toan va hiéu qua cua PRECEN trén tré¢ em chwra dugc thiét lap.

Cach dung

- Dung duong ubng.

- Nén ubng vao cting mot thoi diém trong ngay.

- Cb thé ubng trude, trong hodc sau bira dn vi thire dn khong anh huong dén sinh kha
dung cta thude.

- PRECEN phai duge ding nguyén vien, khong dugc nhai hodc nghién nat.

CHONG CHI PINH
- Qua man voi hoat chat, cac thude tre ché men chuyén khac hay bat ky ta dugc nao trong
san pham.
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To huwéng din siv dung thude

- Tién str phtt mach (di truyén hodc vé cén hogc do st dung thude trc ché men chuyén -
ACEi, thube dbi khang thu thé Angiotensin II - AIIRA).

- St dung ddng thari véi sacubitril/valsartan,

- Litu phap diéu tri ngoai co thé dan dén su tiép xic ctia mau v6i bé mit tich dién am.

- Hep dong mach than hai bén hodc mét bén ¢ nguoi 6 mot than.

- Phu ni¥ c6 thai trong 3 thang giita va 3 thang cudi thai ky.

- Bénh nhan bi ha huyét 4p hodc huyét dong khong on dinh.

- Sur dung dong thoi cac san pham chira aliskiren & bénh nhéan di thdo dudng hodc suy
than (GFR < 60 ml/phtt/1,73 m?).

CANH BAO VA THAN TRONG KHI DUNG THUOC

Phu nit ¢é thai: Khong nén str dung ACEi va AIIRA trong thoi ky mang thai. Trir khi viée

didu tri 1a can thiét, bénh nhan ¢ ké hoach mang thai nén chuyén sang diéu tri bang thude

ha ap khac an toan trong thai ky. Khi phat hi¢n co thai, nén ngung diéu tri ACEi/AIIRA
ngay lap tirc va diéu tri thay thé néu thich hop.

Bénh nhan cé nguy co ha huyét dp cao

- Bénh nhan co hoat tinh hé RAA manh: C6 nguy co ha huyét ap cép va suy giam chuce
nang than do trc ché men chuyén, dic biét khi ACEi hozc thude loi tiéu dung dong thoi
duge str dung lan dau hodc ting lidu lan dau. Hoat tinh hé RAA nén dugc du dodn va
gidm sat y té, bao gdm theo doi huyét huyét ap trong:
 Bénh nhén ting huyét 4p ning.

e Bénh nhén suy tim sung huyét mat bu.

e Bénh nhan tic nghén dudng vao hoidc duong ra cta that trai lién quan dén huyét
dong (vi du hep van dong mach chu hodc van hai 13).

e Bénh nhan hep dong mach than mot bén, c¢6 than thir 2 con chire ning.

e Bénh nhan bi hoidc 6 thé bi mat mudi/nude (ké ki bénh nhan dung thude loi tiéu).

e Bénh nhin xo gan vi/hoic ¢d trudng. '

o Bénh nhin dang trai qua dai phiu hodc gy mé bang thude ¢o tac dung ha ap.

Nhin chung, nén giai quyét tinh trang mét nudc, giam thé tich mau hojc mat mubi trude

khi diéu tri (cAn cAn nhic cin than & bénh nhin suy tim do nguy co qua tai thé dich).

- Ut ché kép hé RAA: C6 bing chirng cho thiy viée st dung dong thai ACEI, thude tre
ché thu thé angiotensin 1T (ARB) hoc aliskiren lam tang nguy co ha huyét ap, tang kali
mau va giam chirc nang than (bao gdm ca suy than cap). Do dé viée trc ché kép hé RAA
thong qua st dung phoi hop cac thude nay khong dwoc khuyén cdo. Néu vide dicu trj 12
thuc su can thiét, can c6 su gidm sat chit ché cta bac si chuyén khoa va phai theo doi
thwong xuyén chire ning than, chat dién giai va huyét ap. Khong sir dung dong thoi
ACEi va ARB cho bénh nhan mic bénh thin dai thao dudng.
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To hwong dén sir dung thube

- Suy tim thodng qua hodc dai déing sau nhéi méu co tim cap.
- Bénh nhan ¢6 nguy co thiéu mau co tim hodc thiéu méu ndo trong triwomg hop ha huyét
dp cdp tinh: Giai doan diéu tri ban dau cin ¢6 sy giam sat y € diic biét.
- Nguoi cao tuéi: Xem phin “LIEU DUNG VA CACH DUNG”,
Phau thudt: Tam ngung ACEi nhu ramipril mot ngdy trude khi phau thuat néu co thé.
Theo doi chirc ndang thin: Nén danh gia chire nang than trude va trong qua trinh diéu tri
cling nhw khi chinh lidu, dic biét trong nhiing tuan dau diu tri. Cén theo doi dic biét can
than & bénh nhan suy than ning. Nguy co suy giam chue nang than, nhat 14 & bénh nhin
suy tim sung huyét hodc sau ghép than.
Phit mach: D3 duoc bao cdo & bénh nhin diéu tri bang ACEi bao gdm ramipril. Nguy co
phtt mach (vi du phu lu@i hodc duong tho ¢o hodc khong co6 suy ho hflp) c6 thé ting 1én &
bénh nhin dung dong thoi ce thude co kha nang gy phit mach nhu thude Ge ché mTOR
(vi du temsirolimus, everolimus, sirolimus), vildagliptin hodc thude e ché neprilysin
(NEP) (vi du racecadotril). Chdng chi dinh phdi hgp ramipril véi sacubitril/valsartan do
ting nguy co phu mach. Trong truong hop phit mach, phai ngung ramipril. Nén tién hanh
cAp ctru kip thoi. Bénh nhan nén dugc theo doi trong it nhit 12 — 24 gid va xuit vién sau
khi triéu chimg bién mat. Phu mach dudng rudt da duge bdo cédo ¢ nhitng bénh nhéan didu
tri bing ACEi bao gom ramipril. Nhitng bénh nhan nay c¢6 biéu hién dau byung c6 hoic
khéng c¢6 budn nén hodc non.
Phan ieng dang phdn vé trong qua trinh giai mdn cdm: Kha nang, mic do cla ,séc phan
vé va phan g phan vé ddi véi noc dde con tring va céc chat gy di ing khac ting 1én do
ttc ché men chuyén. Nén cin nhic tam ngung ramipril trude khi gidi man cam.
Tang kali mdu: Puoe quan sat thdy & mot s6 bénh nhan ding ACEi bao gém ramipril.
Bénh nhin ¢6 nguy co tiang kali mau bao gbm: suy thin, ngudi > 70 tudi, dai thio dudng
khéng kiém sodt, sir dung dong thoi mudi chaa kali, thude loi tiéu tiét kiém kali hodc chat
lam tang kali huyét, mét nude, suy tim cép, nhiém toan chuyén hoa. Néu phai st dung
dong thoi cac thude néu trén, nén theo doi thudng xuyén ndng o kali huyét.
Ha natri mdu: Hoi chiing tiét hormon ADH khéng thich hop (SIADH), sau d6 la ha natri
mau da dugc quan sat thdy ¢ mot s6 bénh nhan dung ramipril. Nén theo ddi thudmg xuyén
ndng do natri mau & ngudi cao tudi va bénh nhén ¢ nguy co ha natri huyét.
Huyét hoc: Giam bach ciu trung tinh, mét bach cau hat, giam ticu cau, thiéu mau, suy tay
xuong (hiém gip) dd dugc bdo cdo. Nén theo ddi s6 lugng bach cau dé phat hién kha ning
giam bach cau. Nén theo doi thudng xuyén hon trong giai doan dau diéu tri va & nhiing
bénh nhéan suy gidgm chire ning than, bénh nhan mac bénh collagen dong thai (lupus ban do
hé thong, xo cling bi) va bénh nhin dang didu tri bing thude khac ¢6 thé gay ra nhiing thay
doi trén huyét hoc.
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To hwong déin sit dung thube

Chiing téc: Bénh nhéin da den c6 ti 1€ phu mach cao hon voi ACEIL Cling nhu cac ACEi
khac, ramipril kém hi¢u qua hon trong vi¢c ha huyét 4p & bénh nhan da den so véi bénh
nhan khéc, c6 thé do ti & ting huyét 4p véi mire renin thip cao hon & bénh nhan da den.
Ho: Di dugce béo céo véi ACEi, diic trung boi ho khan, dai dang va hét sau khi ngling diéu
tri. Ho do ACEi nén duge xem 14 mot phéin cia chan doan phan biét ho.

Td dwoe: Vién nang ciing PRECEN chtra it hon | mmol natri (23 mg) nén co thé xem nhu
“khong chira natri.”

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nit mang thai

Ramipril khong dwgce khuyén cdo trong ba thang dau thai ky va bi chong chi dinh
trong ba thang gifra va ba thang cudi thai ky.

Béng chirng dich t& hoc vé nguy co sinh quai thai sau khi tiép xtic ACEi trong ba thang dau
thai ky chua dugce két luan. Tuy nhién khéng loai trir nguy co nay. Trir khi viée diéu tri 12
thue sy can thiét, bénh nhéin ¢6 ké hoach mang thai nén chuyén sang th ude ha ap khac duoc
chirng minh 1a an toan trong thai ky. Khi dugc chan doan cé thai, nén ngung ACEi ngay
lap toc va tién hanh diéu tri thay thé néu thich hop.

Phoi nhim ACE/ATIRA trong ba thang giira va ba thang cudi thai ky da duoc biét 1a gay
nhiém déc thai nhi & ngudi (suy giam chirc ning than, thiu 6i, chdm bt héa hop so) va
nhidm déc & tré so sinh (suy than, ha huyét ap, ting kali mau). Néu tiép xtc véi ACEi tir
ba thang gifta thai ky nén siéu am kiém tra chirc ning than va hop so. Tré so sinh c6 me
dung ACEi nén dugc theo ddi chit ché vé ha huyét ap, thiéu niéu va tang kali mau.

Phu nir cho con bu

Khong c6 du dit lidu v& viée sir dung ramipril trong thai ky cho con b do d6 khong khuyén
cdo st dung thude trong thoi ky nay, dac biét khi dang nudi tre so sinh hodc tré sinh non.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Mot sb téc dung phu (triéu chimg cua ha huyét 4p nhu chéng mit) cé thé lam giam kha
ning tip trung va phan xa cua bénh nhén, gay rui ro trong cac tinh hudng doi hoi kha ning
ndy (nhw 14 ve va vin hanh may méc). Diéu ndy c6 thé xay ra khi bit dau didu tri hodc
khi thay ddi tir thudc khac. Sau lidu dAu tién hodc sau khi tang lidu, khong nén lai xe hodic
van hanh may méc trong vai gio.

TUONG TAC, TUONG KY CUA THUOC

Dit liéu thtr nghiém 1am sang chi ra ring trc ché kép hé RAA bang cach sir dung dong
thi ACEi, ARB hoic aliskiren c¢o lién quan dén ting ti 1é tc dung phu nhu ha huyét 4p,
tang kali mau va giam chirc nang thén (bao gdm ca suy than cap) so voi don tri. I
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Tor hwéng din sit dung thube

Phoi hop chong chi dinh
Chéng chi dinh str dung ddng thoi ACEi va sacubitril/valsartan do 1am ting nguy co phi
mach. Khong duge st dung ramipril cho dén 36 gio sau khi ding lidu sacubitril/valsartan

cudi cung va ngugec lai.

Liéu phédp di€u tri ngoai co thé dan dén sy tiép xtc cua mau voi bé mit tich dién am nhw

tham tach hodic loc méu véi mang loc high-flux (vi du mang polyacrylonitril) va qué trinh

loai LDL béng dextran sulphat 1am ting nguy co phin Gmg phan vé nghiém trong. Néu can

thiét diéu tri, nén can nhac sir dung mang loc khac hodc nhom thudc ha huyét ap khac.

Phéi hop can thin trong

Mudi chira kali, heparin, thuée loi tiéu tiét kiém kali, thuée lam tang kali huyét (AIIRA,
trimethoprim va phéi hop véi sulfamethoxazole, tacrolimus, ciclosporin): Co thé gy
ting kali huyét, do d6 cin theo doi chit ché nong do kali mau.

Thuée ha huyét ép (nhur thude loi tiéw) va nhitng thude khde ¢6 thé gdy giam huyét dp
(nitrat, thuoc chéng tram cam ba vong, thuée gay meé, ngo doc riou ccf;p tinh, baclofen,
alfuzosin, doxazosin, prazosin, tamsulosin, terazosin): Tang nguy co ha huyél ap.
Thude véan mach gifi'ng giao cam va cdc chat khdc (vi du isoproterenol, dobutamine,
dopamine, epinephrine): Giam tic dung ha ap cta ramipril, nén theo doi huyét ap.
Allopurinol, thude ire ché mién dich, corticosteroid, procainamide, thuoc kim té bao va
cdc chat khdc cé thé lam thay doi s6 hrong té bao mdu: Ting khi ning xay ra phan tmg
huyét hoc.

Lithi: ACEi 1am giam bai tiét va ting doc tinh clia lithi. Theo ddi ndng do lithi.

Thube diéu tri ddi théo diong, bao gom cd insulin: Phan tmg ha dudng huyét c6 thé
xdy ra. Khuyén cao theo doi néng d6 duong huyét.

Thuéc khdng viém khong steroid (NSAID) va aspirin: Giam tac dung ha huyét 4p cua
ramipril. Sir dung dong thoi NSAID va ACEi lam ting nguy co suy gidm chiic ning
than va tang kali mau.

Thuée ire ché mTOR hodc thuée ikc ché DPP-IV: Tang nguy co phit mach & nhitng bénh
nhan ding ddng thi ACEi véi cac thude nhu thude e ché mTOR (vi dy: temsirolimus,
everolimus, sirolimus) hodc vildagliptin. Can thén trong khi bat dau didu tri.

Thuéc irc ché NEP: Ting nguy co phii mach khi sir dung dong thoi ACEi véi thude v
ché NEP nhu racecadotril.

Sacubitril/valsartan: Chéng chi dinh str dung ddng thoi ACEi véi sacubitril/valsartan
do tang nguy co phu mach.
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TAC DUNG KHONG MONG MUON CUA THUOC
Cac phan tng ¢6 hai duge phan nhém theo tan suat: rit thuong gap (ADR, > 1/10),
thudng gip (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gap (1/10000 <
ADR < 1/1000) va rat hiém gép (ADR < 1/10000) va khéng rd tan suat.
Thwong gap:
- Chuyén hoa va dinh duong: tang kali huyét.
- HE than kinh: dau dau, choang vang.
- Mach: ha huyét 4p, ha huyét ap tu thé, ngat.
- Heé hé hdp: ho khan, viém phé quan, viém xoang, kho tho. !
- Hé tiéu héa: viém da day — rudt, rdi loan tidu héa, khé chiu & bung, kho tiéu, tiéu
chay, budn ndn, non.
B Da va mé dudi da: phat ban, dic biét 1a ban dat san.
- Co xwong va mé lién két: chudt rit, dau co.
- Réi loan chung: dau nguc, mét moi.
It gap
- M va hé bach huyét: ting bach cau ai toan.
- Chuyén héa va dinh dwdng: chan an, giam cam gidc thém in.
- Tam than: tm trang chan nan, lo ling, cang thing, bon chon, rdi loan gidc ngu bao
obm budn nguL.
- Hé than kinh: chong mit, di cam, mét vi gidce, roi loan vi gidc.
- Mait: r6i loan thi gidc bao gom nhin md.
- Tim: thiéu mau cuc bo co tim (dau thit nguc, nhdi mau co tim), nhip tim nhanh,
loan nhip, danh trong nguc, phtl ngoai bién.
- Mach: con dé birng mit.
- Heé hé hdp: co thit phé quan bao gom lam tram trong hen suyén, nghet miii.
- He tiéu héa: vidm tuy (c6 thé giy tir vong), ting men tuy, phit mach rudt, dau bung
trén bao gdm c4 dau da day, tao bon, khé miéng.
- Gan mdt: tang men gan va‘hodc tang bilirubin lién hop.
- Da va mé dwdi da: phtt mach, dac biét tdc nghén duong tho do phu mach ¢6 thé
gdy tr vong, ngura, tang tiét mo hoi.
- Co xwong va mé lién két: dau khép.
- Thén va tiét niéu: suy thin bao gom suy than cap, tiéu nhiéu, lam tram trong thém
tinh trang protein niéu san co, ting ure mau, ting creatinine mau

- Hé sinh san: 1iét duong thoang qua, giam ham muén tinh duc.
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- Réi loan chung: sbt.

Hiém gap

- Méut va hé bach huyét: giam bach cau (giam bach ciu hat/mét bach cau trung tinh),
giam hong cau, giam huyét sic t, giam tidu cau.

= He than kinh: run, roi loan thing b:fmg.

- Meit: viém két mac.

- Tai: nghe kém, u tai.

. Mach: hep dong mach, giam tudi mau, viém mach.

- Hé tiéu hoa: viém ludi.

- Gan mdt: vang da @ mat, ton thuong té bao gan.

- Da va mé dudi da: viém da troc vay, may day, ly tich mong.

- Réi loan chung: suy nhuoc.

Riit hiém gdp

- Da va mé diedi da: nhay cam anh sang.

Khong ré tan suit

- Mdu va hé bach huyét: suy tuy xuong, giam toan thé huyét cau, thiéu mau tan huyét.
- Hg mién dich: soc phan v¢&, phan (g phan vé, ting khang thé khang nhan.

. Hé ni tiét: hoi chimg tiét ADH khong thich hgp (SIADH).

- Chuyén héa va dinh dwong: giam natri huyét.

- He than kinkh: thiéu mau nio cuc bd (dot quy thiéu méu cuc bd va con thiéu mau cuc
b6 thoang qua), suy giam kha ning tim than vin dong, cam gidc bong rat, roi loan khiru
giac.

- Tam than: 16i loan giam chu y.

- Mach: hoi chimmg Raynaud.

- Hé tiéu héa: viem miéng aphtous.

- Gan mdt: suy gan cap, viém gan &t mat hoic tidu té bao (hiém khi tir vong).

- Da va mé dudi da: hoai tir biéu bi nhidm ddc, hdi chimg Stevens-Johnson, hf‘rng ban
da dang, bong nude pemphigus, {rdm trong bénh vay nén, viém da vay nén, rung tée, ndi
ban hodc ngoai ban dang pemphigoid hodc lichenoid.

- He sinh sdn: nit hoa tuyén vi.

Tré em: D6 an toan cua ramipril duge theo doi trén 325 tré em va thanh thiéu nién tir 2-16
tudi trong 2 thir nghiém lam sang. Mic du tinh chét va mirc d6 nghiém trong ciia céc tac
dung phu tuong tu nhu & ngudi 16n, nhung tin sudt xay ra cac tac dung phu sau day cao
hon ¢ tré em:
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- Nhip tim nhanh, nghet miii va viém miii: Thuong gap o tre. It gdp & nguoi lon.
- Viém két mac: Thuong gip o tré. Hicm gip & nguoi 16n
- Run va may day: ft gap & tré. Hiém gip & nguoi lon.

b so an toan tong thé ctia ramipril & tré em khong khac biét dang ké so véi ngudi 16m.

QUA LIEU VA CACH XU TRI

Triéu chirng:

Triéu ching lién quan dén qua licu ACEi ¢6 thé bao gdm gidn mach ngoai bién qua mirc
(ha huyét ap rd rét, s6¢), nhip tim cham, rdi loan dién gidi va suy than.

Cach xir tri:

Bénh nhan cén duge theo ddi chit ché, diéu tri triéu chiing va diéu tri ho tro. Cach xur tri
qué liéu bao gdm bién phdp giai ddc co ban (rtra da day, su dung chéat hip phu) va bién
phap dé khéi phuc 6n dinh huyét dong nhu st dung chét chi van al-adrenergic hodc
angiotensin II (angiotensinamide). Khé ¢6 thé loai bo ramiprilat, chét chuyén hoa co6 hoat
tinh ctia ramipril ra khoi tuan hoan chung bang tham tach mau.

PAC TINH DUQC LUC HQC

Nhém dwge ly: Thube re ché men chuyén (ACE).

Ma ATC: C09AAOQS.

Co ché tac dung

Ramiprilat, chiat chuyén héa cé hoat tinh cia tién chat ramipril, wc ché enzym
dipeptidylcarboxypeptidase I (men chuyén angiotensin - ACE). Trong huyét teong va mo,
enzym nay xuc tac qua trinh chuyén dbi angiotensin I thanh chit ¢6 hoat tinh co mach,
angiotensin I, cling nhu phan huy bradykinin, mot chét c6 tac dyng gidin mach. Giam hinh
thanh angiotensin II va trc ché phan huy bradykinin dan dén gian mach. Vi angiotensin 11
cting kich thich giai phéong aldosteron, nén ramiprilat gdy giam bai tiét aldosteron. Péap
{ng trung binh d6i v6i don tri bang ACEi & bénh nhén da den tang huyét ap (thuong la
bénh nhan ting huyét 4p ¢6 mirc renin thap) thap hon so véi bénh nhin khéng phai da den.
Tac dung duoe Iye hoc

Hoat tinh ch on gtang h uyét dp

Ramipril lam giam déng ké sirc can dong mach ngoai bién. Nhin chung, khong c6 thay doi
1ém trong Tuu luong huyét twong qua than va tée do loc cau than. St dung ramipril cho
bénh nhan ting huyét ap lam giam huyét 4p khi nim va khi dtmg nhung khéng gdy ting
nhip tim bu trir. O hau hét bénh nhan, tac dung ha huyét ap & lidu duy nhit khai phat trong
vong 1 -2 gidr sau khi ubng, dat toi da sau 3 - 6 gidr va thudng kéo dai trong 24 giv. Hiéu qua
ha huyét ap t6i da khi tiép tuc didu tri v6i ramipril 1o rang sau 3 — 4 tuan. Ngudi ta da
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ching minh ring tdc dung ha huyét 4p duge duy tri khi dicu tri lau dai trong 2 nam.
Ngung ramipril dot ngdt khdng lam tang huyét ap nhanh va qua muc.

Suy tim

Ngoai liéu phap théng thudmg véi thude loi tiéu va glycosid tim, ramipril d3 duge chimg
minh 14 ¢6 hiéu qua & nhitg bénh nhan suy tim NYHA Il — IV. Thudc c6 lgi cho huyét
dong hoc cua tim (giam ap lue do day thét trai va thit phai, giam strc can mach mau ngoai
bién toan phan, ting cung lwong tim va cai thién chi s6 tim). Ramipril ciing lam giam hoat
héa hé than kinh noi tiét.

PAC TINH DUQC PONG HQC

Hip thu

Sau khi uéng, ramipril duge hip thu nhanh qua dudng tiéu hoa. Nong d6 dinh trong huyét
tuwong dat dugc trong vong 1 gio. Thitc dn anh huong khong dang ké dén su hip thu cua
thube, do hép thu t6i thidu la 56%. Sinh kha dung cua chat chuyén héa cé hoat tinh
ramiprilat sau khi uéng 2,5 mg va 5 mg ramipril 12 45%. Nong do dinh trong huyét twong
ctia ramiprilat dat duge sau 2 — 4 gid. Nong do ramiprilat trong huyét twong & trang théi
6n dinh dat duoe vao khodng ngay thir 4 khi ding véi lidu thong thudng x | 1an/ngay.
Phén b

Ramipril gin vé6i protein huyét tuong khoang 73% va ramiprilat 1a khoang 56%.

Chuyén héa va thii trir :
Ramipril dugc chuyén héa gan nhu hodn toan thanh ramiprilat, este diketopiperazine, acid
diketopiperazine, va dang lién hgp glucuronic cua ramipril va ramiprilat.

Céc chét chuyén héa duge thai trir chi yéu qua than. Nong do ramiprilat trong huyét twong
giam theo nhiéu pha. Vi lién két bao hoa, manh va phan ly cham véi ACE nén ramiprilat
c6 pha thai trir cudi cung kéo dai & ndng do rit thap trong huyét twong. Thoi gian bén thai
c6 hidu qua cua ramiprilat tich Ity khi ding lap lai liéu 5 — 10 mg x 1 lin/ngay la 13 — 17
gidr va kéo dai hon khi dung liéu 1,25 — 2,5 mg x 1 lan/ngay. Sy khéc biét nay lién quan
dén kha nang bio hoa ctia enzym lién két v&i ramiprilat.

Duwge dong hoc ¢ doi twong dic biét

Bénh nhan suy than

Su bai tiét ramiprilat qua thin gidm & bénh nhén suy gidm chiic ning thin va d thanh thai
ramiprilat & than ty 1é thuin v&i do thanh thai creatinin, dan dén nong d¢ ramiprilat trong
huyét twong ting cao va giam chim hon so véi ngudi ¢ chite ning thén binh thudng.

Bénh nhin suy gan
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O bénh nhan suy giam chic ning gan, qué trinh chuyén héa ramipril thanh ramiprilat bi
cham lai do giam hoat déng cta men gan, lam ting nong d6 ramipril trong huyét tuong.
Tuy nhién, néng do dinh ctia ramiprilat & nhitng bénh nhan nay khéng khac biét so véi
nhitng nguoi ¢6 chire ning gan binh thuong.

Thoit ky cho con bu

Lugng ramipril va chét chuyén hoa cua n6 xudt hién trong stra me 6 mirc khong phat hién
duoc sau khi ding lidu duy nhat. Tuy nhién tac dung cuia lidu lap lai chua duge biét dén.
Tré em

Hb so duge dong hoc ciia ramipril dugce nghién ctru trén 30 bénh nhi ting huyét ap, tir 2 -
16 tudi, cAn ndng > 10 kg. Sau cac lidu tir 0,05 - 0.2 mg/kg, ramipril dugc chuyén héa nhanh
chong thanh ramiprilat. Nf)ng d¢ dinh cua ramiprilat trong huyét tuong dat dugce trong vong
2 -3 gio. Do thanh thai ramiprilat tuong quan cao véi trong hrong co thé (p <0,01) va lidu
lwong (p < 0,001). Do thanh thai va thé tich phan bd ting theo do tudi déi voi mdi nhom
lieu. Do phoi nhidm & liéu 0,05 mg/kg trén tré em trong duong véi ngudi 16n dung lidu 5
mg. Liéu 0.2 mg/kg & tré em ¢6 mirc phoi nhiém cao hon lidu khuyén céo téi da 10

mg/ngay ¢ nguoi lon.

QUY CACH PONG GOI
Hop 03 vi x 10 vién nang cirng. Vi bam Al/AL
Hop 05 vi x 10 vién nang cing. Vi bam AI/AL
Hop 10 vi x 10 vién nang ctirng. Vi bam AI/AL
BAO QUAN
Noi khé, khong qua 30°C, tranh anh sang.

HAN DUNG

30 thang (k& tir ngay sin xu:fit).

TIEU CHUAN CHAT LUQONG

Tiéu chuan nha san xuat.

=Y

MEDCEN
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Co s& san XuAt:
CONG TY CO PHAN MEDCEN
Lo F10, Buong s6 6, KCN Hoa Binh, Nhi Thanh, Thu Thira, Long An, Viét Nam.
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