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Rx Thudc bin theo don. Vién nén Ramizes 5. Hop 3 vi x 10 vién nén. M&i vién nén
chira Ramipril 5mg. SOK: XX-XXXX-XX. Chl dinh, cach ding, chéng chi dinh, thén
trong, téc dung phy va cAc thing tin khéc: xin doc trong i hirdmg diin sir dung. sb 16
SX, NSX, HD: xem “Batch No.*, "Mfg. Date*, *Exp. Date” trén bao bi. Béo quén duwdi
30°C, tréinh Anh séng. D4 xa tm tay tré em. Doc kT hurdmg diin atr dyng trrére khi
diing. San xuét tai Ukraina béri: Farmak JSC, 74 Frunze str., Kyiv, 04080, Ukraine,
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Thudc nay chi dimg theo dom ciia béc st
 Doc kj hudng dan sir dung trudc khi dung.
Néu can thém théng tin xin hoi y kién cua bdc si.

RAMIZES

Vién nén Ramipril

THANH PHAN

Ramizes 2.5: Mdi vién nén chira:

Hoat chat: Ramipril 2,5 mg.

Ta duoc: natri hydrogen carbonat, lactose monohydrat, croscarmellose sodium, tinh bot
pregelatinized, magnesium stearat, iron oxid yellow.

Ramizes 5: Mdi vién nén chira:

Hoat chdt: Ramipril 5 mg.

Ta duwoc: natri hydrogen carbonat, lactose monohydrat, croscarmellose sodium, tinh bot
pregelatinized, magnesium stearat, iron oxid yellow, iron oxid red.

Ramizes 10: M&i vién nén chira:

Hoat chdt: Ramipril 10 mg.

Ta dugc: natri hydrogen carbonat, lactose monohydrat, croscarmellose sodium, tinh bot
pregelatinized, magnesium stearat.

CAC PAC TINH DUQC LUC HQC '

Ramipril 12 mot thude e ché enzym chuyén angiotensin (ACE: angiotensin convertmg
enzyme), ¢6 tac dung diéu tri tang huyét ap va suy tim. Gibng nhu cac thube e ché ACE
khéc (trir captopril va lisinopril), ramipril la mdt tién dugce (pro- drug), sau khi thay phan &
gan tao thanh chét chuyén héa ramiprilat ¢6 hoat tinh.

Ramipril ¢6 tac dung chon loc trén hé RAA ( rennin — angiotensin): ramipril lam tang
hoat tinh renin huyét twong va giam ndng do angiotensin II va aldosterone huyét tuong. Vi
vay co ché tac dung ha huyét ap cta ramipril 1a do thude wrc ché ACE lam giam toc do
chuyén angiotensin I thanh angiotensin II, 1a mdt chét co mach manh. Do do6 thubc lam giam
sirc can dong mach ngoai vi gy ra ha huyet 4p. Giam ndng dd angiotensin II gay giam tiét
aldosteron, dan dén tang thai natri va thai dich, ddng thoi ting nhe kali huyét thanh. Bén
canh do, ramipril cling nhu cac thude irc ché enzym chuyen anglotensm con ¢6 thé tac dong
1én hé théng kallikrein-kinin (lam giam phan huy din dén tang ndng d6 bradykinin) va lam
tang tong hop prostaglandin ciing la cac yéu t6 lam giam huyét ap.

Tac dung dleu tri suy tim cta ramipril nho giam hau ganh do lam giam strc can mach
ngoai vi, gidm tién ganh do lam giam 4p luc mao mach phdi va sirc can mach phdi, cai thién
cung lugng tim va dung nap gang sirc.

Hién nay trén thi truomg c6 téi 12 loai thude e ché ACE. Thudng cac thude nay khac
nhau vé& dugc dong hoc va hiéu qua diéu tri. Cac thude déu c6 tac dung chen enzym chuyén
angiotensin I sang angiotensin II nhw nhau va ¢ cac chi dinh diéu tri, tic dung phu va
chdng chi dinh twong tu nhau. Tuy nhién, viéc quan trong 1a phai lua chon loai thude va liéu
luong cho phi hop véi ngudi bénh nhim dam bao chét lwgng cude sdng cho ngudi bénh.

Ramipril 14 mdt thudc e ché ACE téc dung kéo dai. In vitro, ramiprilat ¢6 tac dung
manh hon captopril va enalapril. Ramipril dé dugc kiém nghiém t5t trong nghién ctiru HOPE
(Heart Outcome Preventative Evaluation) vé: Suy tim 14m sang sém sau nhdi mau co tim,
bao vé than va du phong tim mach. 0205
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CAC PAC TiNH DUQC PONG HQC

Sau khi udng c6 it nhét 50 - 60% lidu dung dugc hip thu, thirc dn khong anh hudng téi
mirc dd nhung c6 thé lam cham téc d6 hap thu. Ramipril duoc chuyén hoéa & gan thanh
ramiprilat 1a chdt chuyén héa c6 hoat tinh, cic chit chuyén héa khac déu khong c6 hoat
tinh. Nong d6 dinh trong huyét tuong ciia ramiprilat dat dugc sau khi udng khoang 2 - 4
gidr. Sau khi udng 1 lidu, thudc bit diu tac dung trong vong 1 dén 2 gio, dat hidu qua tdi
da4 - 6,5 gid va tac dung kéo dai khoang 24 git. Tuy nhién, dé thudc phat huy diy di hiéu
qua diéu tri cin dung thudc vai tudn. Ramiprilat gén protein huyét tuong khoang 56%.
Ramipril duoc thai trir qua than dudi dang ramiprilat, dang céc chét chuyen héa khéc, va ca
dang khong d6i. Khoang 40% liéu ding duoc tim thiy trong phan, do thudc thai trir qua mét
va ca do phan khdng duoc hap thu. Nira doi tich lay ramlprllat sau khi ding nhiéu liéu
ramipril voi lidu 5 - 10 mg c6 hiéu qua 1 13 dén 17 gid, nhung s& kéo dai hon nhleu khi
dung lidu 1,25 - 5 mg hang ngay; sy khac biét nay cd lién quan dén nira doi cudi ciing

dai két hop v6i qua trinh gén bio hoa véi ACE. Do thanh thai cia ramiprilat giam trén bénh
nhan bj suy than.

CHI PINH
Tang huyét 4p, nhit 14 & ngudi ting huyét ap c6 suy tim, sau nhdi mau hoic ¢6 nguy
co cao bénh déng mach vanh, dai thao duong, bénh thdn man tinh hodc tai bién mach
néo.
Suy tim sung huyét sau nhdi mau co tim dé giam nguy co tir vong trén cac bénh
nhéan co huyét dong 6n dinh va c6 biéu hién 1am sang cua suy tim trong vong mdt vai ngay
sau con nhdi méau co tim cap ] B Al
Pidu tri triéu ching, thuong cing véi glycosid trg tim, oi tiéu, chen beta. bt
Suy tim sung huyét do suy thét tri.
Du phong tai bién tim mach (dé giam ty 18 tir vong, nhdi mau co tim va ddt quy) trén
cac bénh nhan tir 55 tudi try 18n ¢6 nguy co tim mach cao nhu ngudi ¢6 bénh sir bénh dong
mach vanh, dot quy, bénh mach médu ngoai bién, dai thdo dudng, ting cholesterol huyét
thanh va/hodc giam ndng dd lipoprotein ty trong cao (HDL- cholesterol).
Bénh thén do déi thao duong.

LIEU LUQONG VA CACH DUNG
Liéu dung cho ngudi lém:

Tang huyét dp: Liéu ban dau 1,25 mg ngay mét 1an. Cr sau khoang tir 2 tudn trs 1én
néu huyét 4p giam khong dat yéu céu thi c6 thé tang dan lidu. Lidu thudong ding 2,5 - 5 mg,
ngdy mot lan. Lidu tdi da 10 mg, ngdy mot lan. Néu huyét 4p khong dap tmg khi diéu tri
ramipril don ddc, c6 thé phai ph01 hop véi 1 thube loi tleu
Do céc thuoc trc ché ACE c6 thé géy tut huyét 4p khi bt dau diéu tri, heu déu tién nén dung
vao budi tdi trude khi di ngd. Néu bénh nhén dang sur dung thude loi tleu, néu cé thé, nén
ngung loi tiéu 2 - 3 ngay trude Khi bit dau dleu tri bang ramipril va co thé dung lai sau do
néu can thiét. Trong suy tim, néu ngimg 1oi tleu, ¢6 nguy co phu phdi cap, phai theo ddi sat.

Suy tim sung huyét: Bleu tri bd tro liéu ban dau 1,25 mg ngay mdt lan, sau d6 ting
dan lidu. Cir sau moi 1 - 2 tuan néu chua thay tac dung va n€u bénh nhén c6 thé dung nap
dugce thi tang dan liéu dén t6i da 10 mg mdi ngay (lidu 2,5 mg hoic cao hon ¢6 thé udng 1 -
2 lan mdi _ngay).

Trong diéu tri suy tim, cdc thuoc trc ché ACE c thé gay tut huyét ap ndng trén cdc bénh

~

nhén dang sir dung thude loi tidu quai, nhung néu nglmg thude loi ti€u lai c6 nguy co_gé
phu ph01 do phan tng doi. Do d6, khi bat dau diéu tri ramlprll can gidm sét chat che bén:lr

nhan, néu bénh nhan dang diung thuoc loi tiéu liéu cao, can giam liéu trude khl bt 19?‘1@1% 1\
ramipril. /

ACH NHIEM | LI'U _ .
 DUJC PHAM ;‘*,.



https://nhathuocngocanh.com/

Suy tim sung huyé{ sau nhoi mau co tim: (b4t ddu str dung trong bénh vién 3 - 10
ngay sau nhoi mau): Bit dau 2,5 mg/lan, ngdy hai 1an, 2 ngay sau tang dén t6i 5 mg/lan, ngay
hai lan, neu dung nap duoc. Lidu duy tri 2,5 - 5 mg/lan, ngay hai 1an.

Luu y: Néu bénh nhan khéng dung nap duogc voi lidu ban diu 2,5 mg, dung lidu 1,25

mg/lan ngay hai lan trong hai ngay, rdi ting l1én thanh 2,5 mg/ln, ngay hai lan, sau d6 5
mg/l4n, ngay hai lan.

Dy phong tai bién tim mach trén bénh nhan nguy co cao: Liéu ban ¢ déu 2 ,> Mg ngay
mot 1an, 1 tudn sau ting lidu thanh 5 mg ngay mét I4n, tiép tuc ting sau m3i 3 tudn dén lidu
10 mg ngay mot l4n.

Liéu lwong trén bénh nhdn suy giam chitc ndng gan than:

Bénh nhén suy gan hodc suy than c¢6 d6 thanh thai creatinin dugi 30 ml/phit, lidu ban dau
caa ramipril khéng duge qua 1,25 mg mdi ngay. Can than trong khi dung liéu cao hon
trén bénh nhan suy gan. Trén bénh nhan suy thén, liéu duy tri khéng duge qua 5 mg mdi
ngdy; trén bénh nhan suy than ning (d6 thanh thai creatinin dudi 10 ml/phut) liéu duy tri
khong duoc qué 2,5 mg mdi ngay.

CHONG CHI PINH

- Phu nir mang thai.

- Tién st phu mach do sir dung thudc ACE.

- MAn cam véi ramipril, véi cac thude tre ché ACE khéc va véi bat ky thanh phén nao cta
thudc.

CANH BAO DAC BIET VA THAN TRONG PAC BIET KHI SU DUNG /ﬁ [‘/
Tac dung trén tim mach:

- Cling nhu céac thube tre ché ACE khac, ramipril hiém khi gdy tut huyét ap trén cac bénh
nhén ting huyét ap chua c6 blen chtmg Tuy nhién tri¢u chimg tut huyét ap van c6 thé xay ra,
déc biét trén cac bénh nhéan mat mudi va/hodc mét nude ning do sir dung thube 10'1 tiéu kéo
dai, do ché do an giam mudi, do thim phan mau, ia chay hodc non. Can bd mubdi vi/hoic
nude trude khi bat dau diéu tri bing ramipril.

- Tut huyét 4p manh c6 thé xay ra trén bénh nhén suy tim sung huyet (c6 hodc khong di kém
v6i suy than), gy ra thiéu niéu va/hodc tang nito mau, tham chi suy thén cap va/hodc tir vong
(hlem gap). Trén bénh nhén suy tim sung huyet cin glam sat chit ché bénh nhan it nhét 2

tuan khi bat dau diéu tri bang ramipril hozic thudc loi tiéu va khi hiéu chinh liéu mét trong hai
thude.

Tac dung trén huyer hoce:

- Giam bach céu trung tinh, mét bach cdu hat, thiéu mau, giam bach cu, giam tidu cdu, giam
toan thé huyet ciu c6 thé xdy ra trén céc bénh nhan dung thube nhém (¢ ché ACE, dic biét
trén bénh nhan suy than (nhét la trén nhimg bénh nhin ddng thoi mac kém cac bénh tao keo
nhu lupus ban do6 hé thong hay xo ctng bi). Can luu y giam sat chat ch& bach cdu trén cac
bénh nhan nay, dic biét néu c6 suy than.

Tac dung trén gan:

- Céc thude trc ché ACE c6 thé gdy ra (hiém gip) vang da do tic mat, tién trién thanh dot
bung phat hoai tir gan - ¢6 nguy co de doa tinh mang. Céc bénh nhén dang dung thude wrc ché
ACE (ké ca ramipril), néu c6 biéu hién vang da hoic ting enzym gan rd cin ngimg thudc va
tién hanh cac bién phép xtr tri pht hop.

Phan 1tng mdn cam P -
- Cac phan tmg min cam nhu phan tng kiéu phan vé va phu mach la nhu’nggcphan ung n ;\
c6 nguy co de doa tinh mang. Phu mach & dau va 0 lién quan dén pha ;‘( i0ttanll méx

hay thanh quan c¢ thé gdy tic nghén dudng thd. Néu thiy xuat hién kh(p* ylﬁg&%ﬁl “E{ﬂn;
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hodc pht mat, ludi, thanh mén, ¢An ngimg ngay ramipril va tién hanh céc tri liéu thich hop (vi
du nhu dung epinephrin). Phi mach & rudt, thudng c6 bidu hién dau bung (c6 hodc khong
kém ndén/budn nén), chdn doan bang chup CT hay siéu am 5 bung. Céc triéu ching nay
thuong hét sau khi ngimg cac thudc @c ché enzym chuyén. Cin luu ¥ chén doan phan biét
phtt mach & rudt trén cac bénh nhan cé biéu hién dau ving bung khi dang didu tri bing cac
thuéc trc ché enzym chuyén.

Anh huweong trén than:

- Céc thude (re ché hé thdng renin-angiotensin-aldosteron (RAA) c6 thé gay suy giam chirc
nang thdn va tham chi (hiém gip) gdy suy than va/hodc tir vong trén cic bénh nhan nhay cam
(vi du bénh nhan chitc nang than phu thuc nhiéu vao hoat tinh hé RAA nhu bénh nhan suy
tim sung huyét ning).

- Suy giam chic ning than, biéu hién bang tang tam thdi uré huyét (BUN) va creatinin huyet
thanh ¢ thé gap khi su dung cac thude trc ché ACE, dic biét trén cac bénh nhan ting huyét
ap c6 hep dong mach thdn mot hodc ca hai bén, bénh nhan da cd suy than trude do, bénh
nhan dang sir dung ddng thdi véi thube loi tiéu. Chirc ning than thuong hdi phuc sau khi
ngimg thude. Cin giam sat chirc ning than cta bénh nhin mot cach chit ché trong mot vai
tudn dau diéu tri va dinh ky sau do.

Anh hudng dén kali mdu:

- C6 thé gip tang kali mau, dic blf;t trén bénh nhan suy than hoac dal thao dudng, bénh nhan
dang st dung cac thuoc lam tang ndng d¢ kali huyét thanh (loi tidu giam thai kali, bd sung
kali, thudc ¢6 chira mudi kali...).

- Ho: :
-C6 thé gap ho dai dang, thuong hét sau khi ngimg thudc. J}/LL/
Phdu thugt/sir dung thuoc gdy mé:

- Tut huyét 4p c6 thé xdy ra trén bénh nhén ding thudc e ché ACE phai phau thuat hodc
trong qua trinh gy mé biang cac thudc c6 nguy co gy tut huyét ap. C6 thé xur tri tinh trang
tut huyét ap trén cac bénh nhén nay bing bu dich.

TUONG TAC THUOC

- Thubc loi tiéu: Twong tac theo ca co ché duoc déng hoc va duoc luc hoc, gay tut huyét
ap.

- Céc thube chéng viém khong steroid: Twong tac duge luc hoc, giy giam chirc nang than
va tang ndng do kali trong huyét thanh.

- Céc thudc 1am ting ndng d6 kali trong huyét thanh: Twong tic duoc luc hoc, gy ra tic
dung cong hop 1am ting kali huyét.

- Céc thudc ha duong huyét (vi du insulin hay cac din chét sulfonylurea): c6 thé dan dén
giam ndng d6 dudng huyét qua mirc (phan tng ha dudng huyét).

- Lithi: Tuong tac duge ddng hoc, lam tang néng do va dc tinh trén 1am sang cua lithi.

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

Thoi ky mang thai

- Duing céc thube (rc ché enzym chuyén angiotensin trong ba thang giita va ba thang cubi cia

thai ky c6 thé gdy anh hudng, tham chi gy chét thai nhi va tré so sinh. Cac thudc trc ché

enzym chuyen cling c6 thé lam tang nguy co di tat bam sinh nghiém trong khi str dung trong

3 thang dau thai ky. Vi vdy, cAn nglmg ramipril cang sém cang tét sau khi phét hién c,o.thaL
Za\90205\

Thoi ky cho con bu S0 30( N\

- Khong phat hién dugce ramipril va céc chit chuyen hoa cua nd trong sira me sauﬁbﬁgw \-,f

me ding don liéu 10 mg ramipril. Tuy nhién chwa c6 nghién ciru vé ndng do ﬂlﬁﬁ«'ﬁ}l{pgg;ﬁ'}ﬁﬁ, et |1
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sau khi dung da liéu. Do tiém 4n nguy co tai bién nghiém trong cho tré ba me, phu nir sir
dung ramipril khong nén cho con bu.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Than trong vi thudc c6 thé gdy hoa mét, chong mit, nhirc dau.

TAC DUNG KHONG MONG MUON

Thudng gép, ADR > 1/100

- Thén kinh: Suy nhuoc, mét moi, hoa mit, chéng mat, nhirc dau.

- H6 hip: Ho khan, ho dai déng.

- Tiéu hoa: Rbi loan vi giac, budn ndn, ndn, ia chay, dau bung.

it gap, 1/1000 < ADR < 1/100

- Thén kinh: Sét, trdm cam, ngat.

- Tim mach: Tut huyét ap, tut huyét ap thé dimg, dau thit nguc, loan nhip tim.

- Da: Ban da, ngura.

- Khac: Suy thén, dau khop.

Hiém gap, ADR < 1/1000

- Gan mat: U mt, vang da, suy gan.

- Phu mach: Péu chi, mat, méi, ludi, thanh mén v/hoic thanh quan.

- Mau: Giam bach c?lu trung tinh, mét bach céu hat. :
- Dién giai: Tang kali huyét. hlé//
Huéng dén céch xir trf ADR

- Khi gap phu mach & ludi, thanh méon hay thanh quan can ngimg ngay thude va cho bénh
nhén nhap vién, ding epinephrin tiém dudi da (hodc tiém tinh mach - hiém khi can thiét),
dung diphenhydramin hydroclorid va hydrocortison dwong tinh mach.

- Khi gap phi mach ¢ mét hay & niém mac miéng, moi, thuong chi cin ngimg thudc, it khi
cin phai c6 cac bién phap diéu tri hd tro khac, ¢6 thé dung céac thubc khang histamin dé lam
giam triéu chimg.

- Xu tri mgt so ADR khdac, xem thém phan thén trong.

Ghi _chi: XIN THONG BAO CHO BAC SI CAC TAC DUNG KHONG MONG MUON
GAP PHAI TRONG QUA TRINH SU DUNG THUOC

SU DUNG QUA LIEU
Xir tri qua lidu chi yéu 1a truyén dich 1am tang thé tich tudn hoan khi bénh nhan c6 tut
huyét ap va thiét 14p quy trinh bt nude va cin bang dién giai.

TIEU CHUAN CHAT LUQONG
Ph.Eur 7.0

HAN DUNG ,
24 thang ke tir ngdy san xuat. i . 3
KHONG DUNG THUOC QUA THOI HAN GHI TREN NHAN

BAO QUAN
Bao quan dusi 30°C tranh énh séng.

TRINH BAY
Hop 3 vi x 10 vién nén.
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NHA SAN XUAT
Farmak JSC., 74 Frunze str., Kyiv, 04080, Ukraine.
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