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EAME SIZE ARTWORK
CARTON SIZE 135 mm X 133 mm X 53 mm
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SAME SIZE ARTWORK
CARTON SIZE : 130 mm x 50 mm x 12 mm
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Perigard-4
Pernaopril Erouming
Tablets 4 mg

Composiion:

Each uncoatad tablet containg:
Parindopr! Erbuming BP 4 mg
aguivalant to

Parindopr 3338 myg
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Siora balow 30°C.

Protect from moimturs & light.
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SAME SIZE ARTWORK

STRIP SIZE: 47 mm x 125 mm
FOIL WIBCTH: 141 mm

REPEAT LENGTH; 83 mm
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. lablets 4 mg

' Compositicn:
L Each uncoated tablel containa:
. Parndoprl Erbumine BP 4 mg

Perigard-4
Perndopril Erouming
Tablets 4 mg
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Each uncoated tablet conlaina:
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«  pguivalent ta ; aquhalant to

Paringopti 3,338 myg Parincopil 2338 myg
_ Dosage: As dirscted by tha physician. Dosage: As directed by tha physician.
, Siore below 30°C, Store below 30°C,
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Poc k¥ hirdng dan s dung trude khi ding. Néu cin thém thong tin, xin héi ¥ kién béc si
Thuoe nay chi diing theo don cia bac si.

PERIGARD-2/4

Vién nen Perindopril Erbumin 2mg/ 4mp.

Perigurd (Petindoprit erbumin) la mudi terbutamin cua perindopril, dang ester ethyl ctia mot chét Ge ché enzym chuyén
angiotensin (ACE) khong o cau tric sulfhydryl.

THANH PHAN:

Perigard- 2 : Moi vién nén khong bao chita:

Perindopril erbumin Z mg.

Twong duong vér perindopril 1,669 mg.

Perigard- 4: Maoi vién nén khong bao chima;

Perindopril erbumin 4 mg.

Tuong duong vé perindopril 3,338 mg.

Ta dwore lactose, microcrystallin cellulose, magnesi stearal, keo silicon dioxid.

DUGC LUC HOC:

Perigard {perindopril erbumin) 14 tién chét caa perindeprilat, chit c6 tic dung e ché ACE o ngudi va dong vat.
Co ché lam ha huyét ap cua perindoprilat chii yéu la do itc ché hoat tinh cia ACE. ACE Ja mot peplidy] dipeptidase c6
tac dung xiic tic chuyén Angiotensin | dang decapeptid khong hoat tinh thanh angiotensin II ¢6 tic dung co mach.

Trong khi co ché chinh gay ha huyét dp cua pernindopril duoc tin 14 théng qua ke thdng renin - angiotensin -
andosterong, cac chil e ché ACE ciing co mat s6 tdc dung ngay ca dot vai chimg tang huyét ap co renin thip. "y

Sau khi vong Perigard (perindopril erbumind, ACE bi ¢c ché ty 1& va1 licu ding vit nong dé thude trong miu, {
vai tac dung uc ché 161 da dat dugc 1a 80-90% kéo dai trong 10 - 12 gid khi ding liee & mg. Sau 24 gig, tic dung tic ché >
ACE con khoang 60%. Muc do tic ché€ ACE dat duoc giam dén theo thoi gian.

DUGC DPONG HOC: i
Sau khi udéng, Perigard {perindepril erbumin) duge hap thu nhanh va dat néng 46 dinh sau mot gio. Sioh kha sv
dung 1uyét déi theo duong udng cua perindopril khoang 65-70%. Sau khi hap thu, khoang 209% perindopril trong co thé
bi thuy phin thanh chat chuyén hod ¢6 hoat tinh la perindoprilat, thuée nay co sinh kha dung trung binh khodng 25%.
Nong do dmh trong huyét teong cha perindoprilat dat duge trong khoang 3 161 4 gid sau khi dung perindopril. Su 6 mat s
cua thic an trong dudmg tiéu hod khéng anh hudng dén tdc dé va mite do hip thu perindopril nhung lam giam sinh kha —
dung cia perindoprilal khoang 35%. |
Vai cdc liéu 4, 8 va 16 mg Perndopril erbumin, Cmax va AUC cua perildopril va perindoprilat ting c¢6 tinh
chat tuyén tinh vi ty ié val liéu diing trong ca sau khi udng liéu don ciing nhu & trang thai én dinh khi diing ngay mét ldn
trang nhicu ngay,
Perigard {perindopril erbumin} bi chuyén hod manh boi enzym esterase O gan sau khi ding duéng uong, chi co
4 - 129% liéu ding cta thudc 16n tai dang khong chuyén hod trong nudc ticu. Thai gian ban thal trung binh cua "
perindopril cho hau hét qua trinh thai trir 1a khoang 0.8 tdi 1 gio. O ndng do perindopril rit thip trong huyét tuong -
(<3mg/ml} thuoe ¢d thoi gian ban thai giai doan cudi kéo dai giong nhu quan sat thdy véi cac thuoc e ché ACE khéc,
da 1 do su gidi phong cham cila perindopril ra khoi cic vi tri gan két véi ACE & huyét tuong hay mo. -

Bénh ohan thiéu nang gan:
Sinh kha dung cua perindoprilat tang & bénh nhin suy chirc nang gan. Nong dé cua perindoprilat trong huyét
trong o bénh nhan suy chuc ndng gan cuo hon khoang 30% so véi néng do quun sat thdy trén nguoi tinh nguyén khoé
manh hay bénh nhan tang huyét ap ce chirc nang gan binh thudng. l\/ﬁ-\ i
Thern gldI‘l ban thii biéu kién trung binh clia p::nnd-::-prll.ﬂ 14 3-10 gi&s cho hél lquaﬁ’inh thai trix, vai thoi gl.:m
ban thai ¢ giai doan cudi ching kéo dai ta 30 -120 gio, dé [a do su giai phdng chim d‘pérmdﬂpnldt ra khor cdc vi tr1
gan két véi ACE ¢ huyét wong hay mé. Khi ding ligu lap lai perindopril mét 1n mot ngay theo dudng uéng, ;
perindoprilat tich tuy khoang 1,5 161 2 ldn so vai ding liéu don va dat duoc trang thdl on dinh trong huyét tuong sau 3-6 |
ngay. Thanh thai cta perindoprilat va cic chal chuyén hod ciia nd chu yéu la qua thin.
Bénh nhan suy tim
Thanh thai perindoprilat gidm « cdc bénh nhan suy tim sung huyét, din 5 AUC cao hon 40%.
Khoang 60% perindopril trong hé tudn hoan gan véi protein huyét twong, va chi coé 10-20% perindoprilat gan véi protein.
Do d6, cdc tuong tde thude lign quan téi su gin véi protein huyét tuong 13 hiu nhue khong cé.

CHI DINH:

Perigard {Perindopril erbumin) duoc chi dinh € didu i 1dng huyél dp nguyén phdt. Perigard (Perindopril |
erbumin) ¢o thé dimg don doc hay két hop véi cac nhdm thudc chéng tang huy@ 4p khde, dac biét la cde thude i uéu |
thiazid.

LIEU LUONG VA CACH DUNG:
Vi bénh nhan tang huyét ap khong bién chirng: Trén bénh nhin ting huyél ap nguyén phat licu khuyén.cdo ban dau
[ 4 mg, ngiy mot Jan. Lidu co thé tang din 1én cho tdi khi huyét dp duge kiém sodt (do huyét dp ngay lr}{ﬁp khi dbag. )
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licu ke tiép) hay i liéu 101 da 16mg/mgay. Liéu duy (ri théng thuomg 13 4 t6i 8 mg, ngay mot 13n. Perigard (Perindopril
erbumin) cling ¢ the chia lam hai lin mét ngay.

Trén ngudi cao tuoi: Nhur trén bénh nhin (ré tudi hon, liéu khuyén cdo ban diu coa Perigard (Perindopril erbumin) cho
bénh nhan cao tudi (> 65 tudi} 12 4 mg mét ngay, chia lam mot hodc hai liéu. Khi ding liéu cao hon & mg/ngay cin ding
than trong vi phai giam sal y t& chat ché.

Dung cang cac thude loi tiéu: khi huyét dp khong duge kiém sodt (6t voi ding Perigard (Perindopril erbumin} don déc,
¢d thé ding thém mot thude lai tiéu.

Trén bénh nhan suy than: Di¥ lid¢u dong hoc cho thay su thai trlr Perigard (Perindopril erbumin) giam ¢ bénh nhan suy
théan, su tich lu¥ thuée tang ddng ké khi do thanh théi creatinim giam xudng dudi 30 ml/phut. Trén nhitng bénh nhan nay
(d6 thanh thai creatinin<30ml/phdt) tink an Lwan va hiéu qua cia perindopril chua duoc thigt lap. Véi bénh nhin o6 mike
dé suy than nhe hon (d6 thanh thai creatinin rén 30ml/phit), nén ding liéu ban diu 2 mg/ngay, va khong ding qua 8
mg/ngay do kinh nghiém lam sing cén han ché. Trong qua trinh thim tach, Perigard (Perindopril erbumin) duoc thai trir
vl do thanh thal giong nhu & bénh nhan co chitc nang than binh thuémg.

CHONG CHI PINH:

Perigard {Perindopril erbumin) chéng cht dinh che bénh nhan man cam véi thudc nay hay cdc thude Ge ché
ACE khic. Perigard (Perindopril erbumin) ciing chéng chi dinh cho bénh nhdn ¢6 tién s phit mach lién quan té viée
diéu tri bing thude Gc ché ACE trude doé. Khang ding cho phu nit eé thai hoac dang cho con bi. Khong ding cho tré em
vi tinh an toan va hidu qud chua duce xac lp.

Phu nir cé thai hoac dang cho con ba: Khéng ding cho phu nif ¢6 thai hoac dung cho con bu.
Anh huong len kha nang 1ai xe hay van hanh may moe; Can than trong khi dang lii xe hay van hanh may moc vi
thudc c6 thé giy chéng mat, dau ddu.

TAC DUNG KHONG MONG MUON :

+ Cac tac dung khong mong muon thuong gap gom: Ho, chéng mit, dau déu, dau chan, thi€u kiém ché, viém miii,
duu hong, nhiém triing dudng hd hip trén, mét moi.

+ Céac tac dung khaong mong mudn it gap hon: Gidng cdc thude e ch€ ACE khac, perindopril erbumin c6 thé gay ra
ha huyét ap triéu ching. Perindopril erbumin cé lién guan té ha huyét ap trong 0,3% bénh nhin tang huyét 4p khoéng
hién ching trong ¢ac thir nghiém ¢4 kiém chdng gia ducge & M. Cie mén ching lign quan té ha huyét ap the ding ducge
thong bao trong 0.8% s6 bénh nhan khic.

Hau huyét ap trigéu chimg do ding thude (¢ ché ACE dé xay ra hon o bénh nhan mit nuée vi dién gial do hau
gua ¢a viée dung thudce lgi tiéu kéo dai, ch& do an han ché mudi, thim tich, tiéu chiy hay nén mira. Cin bé sung du
nude va dién gidi trude khi dung 1iéu ban dau perindopril erbumin.

Trén bénh nhan ¢d nguy co ha huyét ap qua mac, diéu trj bang perindopril erbumin cin duge gidm sat y t€ chat
ché. Cac bénh nhan can duge giam sdt chat ché trong hai min ddu diéu tri va bt aif khi ndo tang lien perindopril
erbumin v/ hoac thude lgi tiéw.

Néu xay ra ha huyér 4p qud mic, bénh nhin cin duge dal nam ngira ngay lap tiic va diéu (i bing truyén finh
mach dung dich nude mudi sinh 1§ néu ¢in thigl, Cé the uép tue diéu tri bang perindopril erbumin sau khi hdi phue thé
tich mau va huyét ap.

+ Cac tac dung khong mong mudn hiem gap gom: phi mach (sung mat, méi, ludi, hong, cinh tay hoac chan va kho
nudit}, dau canh tay, s01, dinh trong nguc, kho tidu, cang co, nét do tia trén da, viém xoang, nhidm virus.

KHA NANG GAY UNG THU, POT BIEN GEN VA SUY GIAM KHA NANG SINH SAN:

+ Kha ning gay ung thu: khéng ¢6 bang chimg vé tic dung giy ung thu trong céc nghién citu trén chuét cong va chudt
nihat.

+ Kha nang gay dot bién gen: khong phat hién thiy kha nang gay doc trén gen do ]}Elil‘ll wilArhumin, perindoprilat,
vi cac chat chuyén hoa khic trong cac nghién cttu i# vive v in viro khic nhau, i 4

+ Suy giam kha nang sinh san: khong cd anh huong dang ké trén khi niang sinh sidn cda Thuot céng khi ding liéu cao
gip 30 lan (tinh theo mg/kg} hay gip 6 lan (tinh theo mg/m2) so vai liéu perindopril erbumin téi da khuyén cdo trén 1am
sing.

THAN TRONG:
Trong lang huyet ap da didu tri loi ti€u tir trude, cdn phai:
Neung thude loi tiéu it nhat 3 ngay trudc khi bat ddu diang perindopril, roi sau dé ding lai néu cin, Néu khdng thé
ngung. nén bat dau diéu tri v&i liéu 2 mg.
Trong tang huyét &p déng mach than. nén bat dau didu tri véi liéu thap 2 me (xem tang huyét ip do mach mau thin).
NLI] danh gid creatinin huyét twong trude Khi bat dau c'heu tri va trong thang dau dleu tri.

Trong suy tim sung huyét da didu tri v6i loi tidu, néu cé thé nén giam lidu loi tigu vai ngiy trude khi bat ddu diing
perindopril.
Trén nhitng nhom ngum co nguy co, dac bigt 1a ngudn suy tim sung huvét nang (d6 V), ngum cao tudi, nguol bgnh ban
dan co huyét 4p qua thip hodc suy chire nang thén. hodc ngudi bénh dang ding lgi ticu liéu cao, phai bat dau diing liéu
thap 1 mg. dudi sy theo doi cua v té. ACT

D “‘lﬁ\ éh_x. aiin?” L‘l
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Tham phan mau: Cac phan ung gibng phan v€ (phu né moi va ludi kem kho the va tut huyét ap) da dugce ghi nhan trong
khi thim phan mau véi mang c6 tinh tham cao (polyacrylonitril) trén ngudi bénh duge diéu tri thude (e ché enzym
chuyén. Nén tranh sy phdi hgp nay.

+ Benh nhan suy chirc nang than, benh nhan tang huyét ap c6 suy tim sung huyét: co thé giy ra thiéu niéu vi/ hoac
tang uré huyél tién trién vi hi€m khi xdy ra suy than cip va/hoic tkr vong.

+ Bénh nhan tang huyét ap bi hep dong mach than: c¢6 thé xay ra tang uré huyét va creatinin huyét thanh ¢ cdc bénh
nhan tang huyét ap bi hep dong mach than moét bén hodc hai bén ¢6 héi phuc. Cic bénh nhin nay cin kiém soat chic
nang than trong vai tuan du ding thuoc.

+ Tang kali huyét : trong cic thi nthém lam sang c6 kiém soit, c6 1,4% bénh nhan ding Perigard (perindopril
erbumin) va 2,3% bénh nhan dung gia dugce cho thdy co ting nong doé kali trong huyét tuong I6n hon 5,7 mEqy/L. Trong
phén 16n cic truomg hop cdc gid tri déu biét [ap ma khong c6 lién quan 1am sang va hiém khi phdi ngimg thuée. Céc yéu
t6 nguy co lam tang kali huyét bao gém: suy than, tiéu dudng va viéc st dung dong thoi cdc tac nhan nhu thuée loi tiéu
gitf kali, ché pham bo sung kali va/ hodc muéi thay thé cé chia kali. Tat ci cic thude 1am tang kali huyét can phai diing
than trong khi két hop véi Perigard (perindopril erbumin)

+ Ho : co thé do dc ché su phan huy bradykinin néi sinh, téc dung gay ho khan dai dang dugc thong bao khi dung tat ca
cdc thudc ttc ché ACE, va thuong hét sau khi ngimg diéu tri. Ho khan xuét hién trong 12% bénh nhan ding Perigard
(Perindopril erbumin) va 4,5% bénh nhan dung gia duoc.

+ Phau thuat/ Gay mé: ¢ bénh nhén dang trai qua phiu thuat hay trong qué trinh gdy mé véi cdc thuoc lam giam huyét
ap , Perigard (Perindopril erbumin) c6 thé tic ché su tao thanh angiotensin I va do do6 c6 thé xay ra giai phong bu renin
thit phat. Su ha huyét ap theo co ché nay ¢6 thé xir 1y bing cach tang thé tich mau.

+ Dung cho nhi khoa: tinh an toan va hiéu qua clia Perigard (Perindopril erbumin) trén bénh nhan nhi chua duoc thiét
lap.

TUONG TAC THUOC
+ Thude khang viém khong steroid. corticoid, tetracosactid: 1am giam tic dung cua perindopril.

¢ Thude tri déi thao duong (insulin, sulfamid ha dudng huyét): Ciing nhu céc thude e ché enzym chuyén doi
angiotensin khac. perindopril lam tang tic dung ha dudng huyét cua céc thube nay.

+ Vi cac thuoc loi tiéu: véi bénh nhan dang ding thudc lgi tiéu, dac biét ngudi méi bat diu ding, c6 the xay ra ha
huy&t ap qua mic sau khi bat ddu dung Perigard (Perindopril erbumin). C6 thé han ché kha nang gay ha huyét dp bang
cach dimg thudc loi tiéu hodc tang khdu phidn muéi truée khi bat ddu diéu tri bang Perigard (Perindopril erbumin).

+ Cac ché pham bo sung kali va thudc loi tiéu giir kali: Perigard (Perindopril erbumin) ¢6 thé lam tang kali trong
huyét thanh do thuée cé kha nang 1am giam san xult aldosteron. Khi sir dung cic thudc loi tiéu gitr kali (spironolact
amilorid, triamteren va céc thuéc khac), cic ché pham bé sung kali hay cic thude khic c6 kha nang lam tang kali huyét
thanh (indomethacin, heparin, cyclosporin va cic thuée khic) cé thé lam ting nguy co gay tang kali- huyét. Do do khi
chi dinh diing dong thai, cic thuée nay cdn phai sir dung than trong va phai giam sat thuong xuyén nong do kali huyt‘;’
thanh cua bénh nhan. /
+ Vi liti: Da c6 thong bao vé tiang nong do liti huyét thanh va cac triéu chimg cua nhiém doc liti trén nhimg bénh nhgn
dung dong thot it va thude e ché ACE. Do vay cac thuoe nay cin than trong khi ding phéi hop va nén thuong xuy
gidm sat nong do liti trong huyét thanh. Dung thude lai néu ¢6 thé lam ting nguy co nhiém doc liti.
+ Digoxin: nghién ctu vé dugc dong hoc cho thidy nong do digoxin trong huyét tuong khong bi anh huong khi dung
dong thoi véi Perigard (Perindopril erbumin), nhung khong loai trir kha nang digoxin anh hudng lén nong do cua
perindopril/perindoprilat trong huyét tuong.

+ Gentamicin: cic dir liéu nghién citu trén dong vat cho thay co kha nang xay ra tuong tac gitra Perigard (Perindopril
erbumin) va gentamicin. Tuy nhién diéu nay chua dugc nghién ctu trén nguoi. Can thén trong khi dung dong thét ha
thudc nay.

+ Voi thyl'rc an: uéng Perigard (Perindopril erbumin) véi thie an khong 1am gidm déng ké téc do vh midc do hép thu -
Perigard (Perindopril erbumin) so véi uéng lac do..

QUA LIEU:

Nghién ctiu trén déng vat véi liéu Perigard (Perindopril erbumin) téi 2500 mg/kg trén chuot
cong va 1600 mg/kg trén cho deu khong giy chét dong vt thi nghiém. Cic kinh nghiém v u con it nhung Ch{}
thdy ngudi dung nap kha t6t véi diing qua liéu cdc thuée e ché ACE khéac. Cic ddu hiéu thu ap nhéit 1a ha huyét

v cn xur tri bang diéu tri triéu chimg va diéu tri hé trg. Nén dimg diéu tri bang thude tc ché ACET 213

nhén chat ché. Can diéu tri mét can bang nudc, dién giai va ha huyét 4p bang cdc tri liéu thich hop,
BAO QUAN:

Bao quan dudi 30"C, trdnh 4m va dnh sdng.

TRINH BAY:

Hép gom 10 hép nho x 1 vi x 10 vién.

Thong bao véi bac st nhimg tac dung khong mong muon gap phai khi sir dung thuoc
Han diing: 24 thiang ké tir ngay san Xudt.

Tieu chuan: Nha san xuat

Khong diung thuoc qua han sir dung. Dé ngoai tam tay tré em.

......

San xudt boi:
GLENMARK PHARMACEUTICALS LTD.
Plot No. E-37, 39 MIDC Area, Satpur, Nasik-422 007, Maharashtra, INDIA



