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Indication, Contraindication, Chi d|ab, ching cbi djub, kbuykn céo,
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Rx
TORPACE-5

(Vién nang gelatin cing chita 5 mg Ramipril B.P.)

THANH PHAN

MJi vién nang chia:

Hoat chat: Ramipril B.P....5 mg /Z
Ta dugc: Partially Pregelatinized Starch, Magnesi Stearat [ s

DUQC LY HOC LAM SANG

Pic diém :

Ramipril 12 tinh bot mau tring, it tan trong nudc va tan hoan toan trong Methanol. N6 1a (2S,
3a8, 6aS)- 1-[(S}-2-[[(S) 1-(ethoxycarbonyl)-3-phenylpropyl]lamino]propanoyl] j;

octahydrocyclopenta[b]pyrrole- 2-carboxyhc acid. Cong thic phan tf 1a Cy3H3N,Os va lrong
lugng phén tr 12 416.5. Cong thitc cdu tao 1a :

BOQC H  H
") #,
N I,’

N

Me

Pac tinh dudgc lvc hoc : >
Ramiprilat 12 chdt chuyén héa c6 hoat tinh clia Ramipril. Ramipril va Ramiprilat ciing c ch&

men chuyén & ngudi va dong vit. Men chuyén 12 mot peptidyl dipeptidase phan hily angiotensin

I thanh mdt chdt gdy co mach la angiotensin II. Angiotensin II cling kich thich ti€t aldosterone

bdi v3 thugng than. Uc ch€ men chuyén 1am gidm ndng do angiotensin II trong huyé&t twong din

dén gidm hoat tinh co mach va gidm ti€t aldosterone. Viéc gidm i€t aldosterone c6 thé din dén )
lam gia ting K" trong mdu chiit it. Viéc gidm Angiotensin II d4n d€n cd ché phidn hdi ngudc 1én -
su ti€t renin 1am gia ting renin huy€t twong. Hiéu qui clia Ramipril trén huyé&t 4p thé hién c6 su

tfc ch€ men chuyén trong md va trong méu tudn hoan do d6 1am gidm thanh lap Angiotensin II

tai md va trong huyé&t tuong.

DPéc tinh dugc dong hoc :

Hap thu :

Sau 1 liéu udng Ramipril, ndng dé dinh huyét tuong cia Ramipril dat dugc trong vong 1 gid.

Nong d thudc duge hap thu dat t6i thi€u 50-60% va khong bi dnh hudng dang ké bdi su hién

dién cda thifc an trong 1dong Ong tiéu héa, mic dit tc d6 hap thu bi gidm di. Sy phan 1y cida

nhom ester (chi y€u 3 gan) chuyén Ramipril thanh chuyén héa cé hoat tinh 1 diacid, Ramiprilat

dat dugc ndng d6 dinh huyét tuong tir 2-4 gid sau diing thudc.

Phan b :

Ramipril gidn k&t v4i protein huy€t twong khodng 73% va Ramiprilat 13 56% trong phong thi
nghiém nhung ti 1& nay phy thudc vao néng do thudc dao dong trong khodng 0.01-10 pg/ml.



Chuyén héa :

Ramipril gdn nha duge chuyén héa hoan toan trong gan thanh Ramiprilat ¢ hoat tinh e cE]é'
men chuyén manh gdp 6 1in so véi Ramipril, va thanh ester diketopiperazine, 12 sdn pham
diketopiperazine acid va glucoronides ctia Ramipril vd Ramiprilat. Tat ¢ ching déu la chat bat
hoat.

Thai trif :

San mot lidu udng Ramipril, khodng 60% thuSc gdc va chit chuyén héa bj loai trit qua nudc tiéu
va khodng 40% duge tim thiy trong phin. ThuSc tim thiy trong phin dai dién cho sy tiét ra &
mat cla c4 cha't chuyén héa va dang nguyén khong hap thu cila thudc. Tuy nhién tf 1€ liéu thude

bi thai trif qua dudng mat vAn chua duge xdc dinh. Dudi 2% li¢u udng dudc phat hién trong nuger,
ti€u duéi dang khong ddi. /-'Z (/([,

Néng d6 huyét twong ca Ramipril suy giam theo ki€u 3 pha (gidm nhanh ldc khéi ddu, pHa thai
biéu kién, va pha thii trir k&t thiic). Pha suy gidm nhanh dai dién cho su phin phéi thudc vao
cdc khoang 16n ngoai vi va hiéu qua cda viéc gin vio men chuyén & mé va trong huyét tdng,
¢ thai gian ban hiy tit 2-4 gid. Vi thudc ¢d di lye manh gin k&t v8i men chuyén va phan ly
khéi men, Ramipril cho thdy ¢6 2 pha thi trir. Pha théi trir biéu ki€n tuong ng v6i sy thanh thai
Ramipril ty do va ¢6 thdi gian bdn hdy tir 9-18 gid. Pha thai trir két thdc ¢6 thdi gian ban hiy dai
(>50 gi¥) va ¢6 1€ dai dién cho hoat dong gin kévphin ly ciia phic hop Ramiprilat/men chuyén.
Piéu nay khong d6éng gép vao sy tich liy thudc.

CHI PINH BPIEU TRI

Ramipril dugc chi dinh dé diéu tri ting huyét 4p. Thudc cé thé dudge sit dung don ddc hoic phdi
hgp v6i 1di tiéu Thiazide. Ramipril dudc chi dinh & nhitng bénh nhian &n dinh ¢6 cdc dau hiéu chi
di€m lam sang clia suy tim sung huy&t trong vong vai ngay sau nhdi man co tim ban cip.

CHONG CHI PINH.
Ramipril bj chdng chi dinh & nhitng bénh nhin nhay cdm vdi sin phim nay va & nhitng bénh
nhan ¢6 tién sif phdt mach ¢6 lién quan dén nhitng tri lidu trude d6 véi thube e ché men chuyén.

CANHBAO

Cdc phdn ting dang phdn vé : Vi ic ch€ men chuyén tic ddng 1&n chuyén héa clia eicosanoids
va polypeptides gdm bradykinin ndi sinh, b&nh nhin diing dc ch€ men chuyén (gdm Ramipril)
c6 thé 1a d6i ntgng cho nhiéu phin ing ba't 1gi x4y ra.

Phit mach : Nhitng bénh nhén c6 tién sit phiit mach khéng lién quan dén viéc sit dung dc ché
men chuyén ¢6 thé gia ting nguy c¢d phi mach khi sit dung ACE. Phdt mach & mit, chi, méi, ludi,
thanh thiét va thanh quan da dudgc bdo cdo d nhitng bénh nhin diéu tri véi ACE. Phd mach di
kém vdéi phti thanh quén c¢6 thé giy tlt vong. N&u phii thanh quin gay thd rit (Stridor) hodc phil
mach ¢ mit, udi, thanh thiét, x4y ra, Ramipril nén dugc ngung va thay bing liéu phép thich hop
ngay lap tie. Khi dnh hudng dén 1udi, thanh thiét, thanh quin cé thé giy tic nghén dudng thd;
liéu phép thich hgp (vi du : Epinephrine tiém dudi da ti 1 1:1,000 tir 0.3 —0.5ml) nén dudc sit
dung ngay.

Ha huyét dp : Ramipril ¢6 thé gy tut huyét 4p c6 triéu chiing, sau liéu khdi ddu hoiic céc lidu
sau d¢ khi ting liéu. Cling gibng nhu cdc ACE khdc Ramipril hiém khi di kém vdi tat huyét 4p &
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bénh nhan ting huy&t 4p khdng cd bién chitng. Tut huyé&t dp ¢ triéu chitng dudng nhu x4y ra &
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nhitng bénh nhin c¢6 gidm thé tich tudn hoan hodc ma't mudi, 1a hiu qua cla viéc si dung Idi
ti€u kéo dai, ch€ d6 in han ché mudi, thim phan, tiéu chdy hoic non 6i. Gidm thé tich tudn
hoan hoidc mat mudi nén dugc diéu chinh trwde khi khdi dau diéu tri v6i Ramipril.

Suy gan : Hi€m; ACE hiém khi di kém vdi cdc bién chitng khdi diu bing vang da & mat va tién
trién thanh hoai ti¥ gan thé t8i cap va (thinh thodng) 12 tlf vong. Co ch€ ciia hdi chitng nay khdng
dudc bi€t rd. Bénh nhan udng ACE bj vang da hoic ting men gan ddng k& cin phéi ngung thudc
va ¢6 ché& d6 theo ddi y khoa thich hgp.

Ti xudt va bénh xuét tré so sinh/thai nhi :

Uc ché men chuyén giy bénh tit va t vong cho tré so sinh va thai nhi khi st dung cho phu ni
c6 thai. P ¢6 nhiéu trudng hop dudc bdo cdo trong y vin thé gidi. Khi phdt hién c6 thai, e ché

men chuyén nén dudc ngung cang sém cang tot. / gé
i ~

THAN TRONG.

Suy chidc ning thin :

Nhu 1a két qua cia sy c ché hé Renin-Angiotensin-Aldosterone, s thay d8i chiic ndng than co
thé biét trudc & nhitng bénh nhin nhay cdm. G bénh nhin suy tim sung huy&t va chifc ning thin
phu thudc vao hé Renin-Angiotensin-Aldosterone, diéu tri vdi ¢ ch€ men chuyén bao gdm
Ramipril ¢6 thé 1am thi€u niéu va/hoic ting azot miu tién trién va (hi€m) suy thin cip va/hoic
tf vong.

O bénh nhan ting huyét dp c6 hep dong mach than 1 hodc 2 bén, s gia ting cdc sdn phim nito
trong mdu va Creatinin huy€t thanh c6 thé x4y ra. Kinh nghiém tif cdc ¢ ché men chuyén khic
g0i ¥ cdc rdi loan nay c6 thé hdi khi ngung thudc hodc ding 1¢i tiéu. G nhitng bénh nhan nay
cén theo ddi chifc ning thin trong sudt vai tudn diéu tri ddu tién. Mot s6 bénh nhin ting huyé&t
dp khong c6 bénh mach m4u thin truéc d6 ma c6 gia ting cdc sidn phim nitd trong mau ciing
nhu creatinin trong huyét thanh, thudng thi chi nhe va thodng qua dic biét khi diing chung
Ramipril vdi 1gi tiéu. Va diéu nay thudng x4y ra nhiéu hon  nhitng bénh nhin ¢6 suy thin trudc
d6. Gidm li€u Ramipril va/hoic ngung st dung 1¢i tiéu 12 cdn thiét.

Tang Kali mau :

Trong cac thit nghiém lam sang, ting Kali mdu (Kali mau > 5.7 mEq/1) xdy ra xdp xi 1% nhiing
bé&nh nhin sif dung Ramipril. Khong c¢6 bénh nhan nao phai ngitng thudc tir cdc nghién cifu nay
do tdng Kali m4u.

Suy chifc néing gan :

Vi Ramipril dugc chuyén héa chi y&u & gan thanh cdc phén ti ¢6 hoat tinh & bénh nhén suy gan,
ndng d6 Ramipril trong huyé&t twong c¢6 thé ting cao. Khdng c6 nghién cifu chinh thitc nao vé
dugc dong hoc dugce thuc hién & bénh nhin ting huyét 4p ¢6 suy chifc ning gan.

Phiu thuat/ gdv mé : G bénh nhan phdu thudt/hoic trong qué trinh gdy mé véi cdc thubec mé
gy tut huy€t 4p, Ramipril ngin chin sy hinh thanh Angiotensin IT ¢6 thé 1am ting phéng thich
Renin thif phéat b trlt. Tyt huyét 4p xdy ra nhu 12 hdu qud cda cd ch€ nay c6 thé duge diéu chinh
bing truyén dich.

C6 thai : & bénh nhan nit trong dd tudi c6 thai nén dugc thong bao vé cic hiu quéd & tam c4
nguyét thit 2, 3 khi sit dung ACE va ho ciing can phdi dugc thong bdo Ia nhitng hiu qui nay
khong xuat hién do sy ti€p xiic tryc ti€p vSi e ché men chuyén trong tif cung dudc gidi han
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trong tam ¢4 nguyét thit 1. Nhitng bénh nhin nay nén dudc yeu ciu tudng trinh vé thai k¥ cho
bdc si cing sdm cang tot.

Tut huyét 4p cé triéu chifng : Cdc bénh nhin nén dugc than trong 1 ving diu c6 thé xdy ra
dic biét trong cdc ngay diéu tri ddu tién, va nén tudng trinh lai néu ¢6. Cdc bénh nhan nén duge
chi ddn né€u ngat xdy ra Ramipril nén duge ngung cho t6i khi nao di khdm bdc si lai.

Giam bach ciiu : bénh nhin nén dudc bdo cdo ngay néu cé bat ¢ hinh thie nhi€m triing nao (vi
du : viém hong, s6t) vi ¢6 thé 12 ddu hiéu clia gidm bach cau.

Tinh sinh ung thy, dét bién va suy giam kha niing sinh san : Khong ¢6 biing ching sinh ung
thi dudc tim thiy khi s dyng Ramipril 3 chudt 16n dén 24 thang & liéu dén 500mg/kg/ngay hoic
cho chudt nhit ding d€n 18 thdng & lidu d&€n 1000mg/kg/ngay. Khong c6 tinh sinh dot bi€n dugce
phdt hién trén phép thif Ames & vi triing, phép thit vi hat nhin & chudt nhit, va 6ng hgp DNA
khéng theo chudng trinh & t& bao ngudi, hodc thit nghiém gy dét bién gen trén € bao bubng

tritng chudt hang Trung Hoa. Mot nghién ciu & chudt 16n & Liéu cao 500mg/kg/ngay dé khong /-
sinh ra cdc tic dung phu trén tinh sinh sin. AL o

= .o - " - =~ o . /
Me cho con bii : Sf dung da liéu ¢6 thé [am gidm ndng d6 sita ma c6 the khong tién dodn dlige™™

khi stt dung don liéu; & phu nif ding Ramipril kh6ng nén cho con bu.

0] ngudi gia : Khong c6 sy khdc biét néi chung vé tinh hiéu qua va an toan dudc quan sit gilta
nhitng b&nh nhidn nay va bé&nh nhén tré, va tif nhitng kinh nghiém trén lAm sang khdc ciing
khong nhan thdy c¢6 sy khdc biét vé ddp ng gilta ngudi 16n tudi vA bénh nhin tré tudi, nhung
mot s& bénh nhén 1dn tudi nhay cdm nhiéu hon khdng thé loai trir dudc.

Su dung & tré em : Tinh hi€u qua va an toan & tré em chwa dudc thiét 14p.

TUOGNG TAC VOI CAC THUOC KHAC, CAC DANG TUGNG TAC KHAC:

Vi 1di ti€u : Cdc bénh nhan sif dung I¢i tiéu diic biét vita méi sit dung loi tiéu, thinh thoing ¢6
thé gip ha huyét 4p qua mudc sau khi khdi ddu diéu trj vdi Ramipril. Xdc sudl tut huyét 4p véi
Ramipril ¢6 thé han ché t5i thiéu biing cdch ngung Ioi ti€u hoic ting diing mudi trude khi khdi
diu diéu tri véi Ramipril. N€u vin khong thé gidi quyét thi gidm liéu khdi ddu.

Véi bo sung K* va lei ti€u tiét kiém K* :

Ramipril c6 thé lam gidm mit K* do 1gi tiéu Thiazide. ThuSe 1¢i tiéu K* (Spironolactone,
amiloride, triamterence va cédc thudc khic) hodc bd sung K ¢ thé gia ting nguy cd ting K*
trong mau. Vi th€ st dung cdc thudc nay vdi nhau, ching nén dudc si dyng cdn than va nén
theo ddi thudng xuyén ndng d6 K* trong huyét thanh.

Vi Lithium :

Téng ndng dd Lithium trong huyé&t thanh va triéu chitng ngd ddc Lithium di duge bdo cdo &
nhitng bénh nhin ding ¢c ch€ men chuyén cling v6i lithium. Nhitng thudc ndy nén duge phdi
hdp thin trong va theo doi thudng xuyén ndng d6 lithium trong huyé&t thanh duge khuyén cdo.
Néu lgi tiéu ciing dudc sit dung chung thi nguy ¢¢ ngd doc lithium c6 thé gia ting.

Khic :

Khong thdy c6 tuong tdc gita Ramipril hofic chit chuyén héa cla né véi thitc dn, digoxin,
antacid, furocemide, cimetidine, indomethacine va simvastatin. Sy phéi hgp gitta Ramipril va
propranolol khi thdy khéng ¢6 tac dung phu trén cic thong s huy€t dong (huyét dp va nhip tim).
St dung ddng thdi Ramipril va Warfarin khong gay hiéu qua bat 1di cho warfarin.

NHUNG TAC DUNG KHONG MONG MUON.
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Thudng gip : Budn ndn, chéng mit, nhifc diu, ho khan.

Thén kinh trung uong : Tut huy&t 4p di kém véi chéng mat va c6 thé ngdt. G bénh nhan c6 suy
tim sung huy&t c6 hay khong c6 suy than, tut huy&t 4p qua mifc c6 thé di kém vdi thiéu niéu va
ting azot mau. ]

Thén : Diéu tri c6 thé 1am suy chifc ning than. Ting uré va creatinin mau. O nhitng bénh nhén
suy thdn c6 nguy cd bi ting K" méu.

Gan : Theo ddi cAn than khi ¢6 suy gan 12 cdn thi€t vi Ramipril dugc chuyén héa thanh chat c6
hoat tinh & gan.

Hé tiéu héa : Budn ndn, tiéu chdy, dau da day thudng chi thodng qua. RSi loan vi gidc c6 thé

Xay ra :
Di wng : Phi mach thin kinh da dugc biét, ngita, ndi ban, st ¢6 th€ xay ra. / /@/

(OThéng bdo cho bdc st nhiing tdac dung khéng mong muén gdp phdi khi sit dung(l

SU DUNG CHO PHU NUY CO THAI PHU NU CHO CON BU VA TRE NHO:
Me cho con bii :

St dung da liéu c6 thé 1am gidm ndng dd sita ma c6 thé khong tién dodn duge khi sit dung don
li€u; & phu nit ding Ramipril khéng nén cho con bi.
S« dung & tré em :

Tinh hiéu qua va an toan & tré em chua dudc thiét 1ap.

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC.
Khéng

LIEU LUONG VA CACH DUNG
Liéu luong:

Ting huyét dp : Liéu khdi ddu khuyén cdo cho bénh nhian khong diung lgi ti€u 1a 2.5mg 1
lan/ngdy. Li€u lugng nén dugc diéu chinh tiy theo ddp @ng cia huyét ﬁp Liéu duy tm. thong

thudng tif 2.5mg — 20mg/ngay duge dung 1 1in 1 ngay hoic 2 lin/ngay. 3 mot s béﬂ nhén S
dudc diéu tri 1 1an/ngay, hiéu qua chdng ting huyét ap c6 thé giam vao khoing cué.ﬁ,’l u G

nhitng bénh nhin nay, nén xem xét ting liéu hoic chia 1am 2 1in/ngay. N&u huyét 4p C dugc

kiém sodt bing Ramipril ddn doc thi c6 thé két hgp thém véi 1di tiéu . 4 :
Cach dung: S
Pudng udng 4
SUDUNG QUA LIEU

Cdc xét nghiém vé ndéng do Ramipril va cha't chuyén héa clia né khdng duge sit dung rong rai
va cdc xét nghiém nay, trong bat ky tinh hudng nao ciing khong déng vai trd quan trong trong
viéc diéu tri qu4 liéu thudc.

Angiotensin II ¢6 thé dugc xem nhu 1a mot chat gidi doc doi khang dic hiéu khi c6 qud lidu
Ramipril nhung Angiotensin II thi khong ¢ ngoai khu vuc phong nghién citu. Bdi vi hiéu qua tut
huy€t 4p clda Ramipril dat dugc do gidn mach va giam thé tich hitu hiéu do dé that hop 1y khi
diéu tri qué liéu Ramipril bing truyén dung dich mudi sinh 1y.
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TRINH BAY:

Hop 10 vi, vi 10 vién .

Thu6c nay dugce dp dung theo tiéu chudn nha sdn xuit, c6 han diing 24 thing, nén bao quan dudi
30°C, tranh dnh sang. Khéng duoc ding thudc qua han, thoi han dugc ghi trén vi thudc hay trén hop

thudc.
‘Doc ky huomg dan truéde khi diing. Néu cdn thém théng tin xin hdi y kién bdc sy, s
Thuéc nay chi diung theo su ké don cua thdy thuéc’ Z é@
Nha san xuét /
(5] torent —_

Torrent Pharmaceuticals Ltd.
Village: Bhud & Makhnu Majra,
Tehsil: Baddi-17205, Dist: Solan (H.P.)
Ngay xem lai t& huéng dan sir dung: 11.05.2015
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