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 PERIHAPY 8 (AL PVC)
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| Box: 105 x 46 x 22 mm
i Blister: 100 x 41 mm
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Perindopril tert-butylamin 8 mg

HE
BV Oral route 2
(BVIPHARMA 538 /
Box of 3 blisters x 10 tablets Y
7
R | COMPOSITION: Perindopril tert-butylamin 8 mg (equivalent Perindopril arginin 10 mg) Py
[ and exciplents sq. for 1 tablet. WHO-GMP ;
INDICATIONS, ADMINISTRATION, CONTRAINDICATIONS AND FURTHER
INFORMATION: Refer to package insert -
STORAGE: Temperature not exceeding 30°C, protect from humidity. BY PHARMA JOINT STOCK COMPANY .
XUEPGOY O SEACKOP ENILOREN. Hamiet 2, Tan Thanh Tay Village, Cu Chi District, el

— g READ PACKAGE INSERT CAREFULLY BEFORE USE HCMC f

Rx. Thuéc ban theo dom

Perindopril tert-butylamin 8 mg
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Hop 3 vl x 10 vién nén
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mg)va cictd duge vizadi 1 vien nén.
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TO HUONG DAN SU DUNG

PERIHAPY 8

o I _ 3
THAN HANLM pril tert-butylamin 8 mg (twong dwong vii Perindopril arginin 10 mg) va céc ta duge gobm
] st monohydrat, Povidon, Magnesi stearat, Nati starch glycolat, Allured, nuéc tinh khiét vira di 1

DU'(JC L “Perindopril 1a mot thude trc ché men chuyen déi angiotensin, tac dung théng qua hoat tinh cia chat
chuyen hoa Perindoprilat. Perindopril ngén can angiotensin I chuyén thanh angiotensin I1. 1 chat co mach manh va thic day
té bao co tron mach mau va co tim tang trudng. Thudc ciing lam giam aldosteron huyét thanh nén da lam giam giir natri
trong co thé, lam giam phan hity bradykinin, 1 chat gian mach manh va c6 thé lam thay ddi chuyén héa cht prostanoid va
tre ché hé than kinh giao cam. O ngudi tang huyet &p, Perindopril 1am giam huyét ap bang cach lam giam sic can ngoai vi
toan than, kém theo tang nhe hodc khong tan sé tim dap, luu lugng tam thu hodc luu lugng tim. Thubc thudng giy gian
dong mach va co thé ca tinh mach. Ha huyét ap thé dirng va nhip tim nhanh it khi xay ra, nhung thudng hay xay ra & ngudi
giam natri mau hoac giam thé tich méu. Huyét ap tro lai binh thuong trong vong 1 thang va van on dinh khong vugt qua tac
dung diéu tri khi diéu tri lau dai. Ngimg diéu tri khong géy hién tuong doi ngugce. Tac dung duge duy tri subt 24 gi&r khi %
udng lidu 1 1an. Gian mach va phuc héi tinh dan hdi ciia ddng mach 16n da dugc khang dinh kém theo giam phi dai that tréi. w
Dung thém thude lgi tiéu sé tang toi da tac dung ha ap. O ngudi suy tim sung huyét, Perindopril lam  giam phi dai tht trai v/
tinh trang thira collagen duéi néi tim mac, phuc hoi dic tinh iso enzym ciia myosin va giam su xuat hién loan nhip tai tw
mau. Perindopril giam tai cho tim (ca tién va hau tai). Perindopril lam giam ap luc do day thét phai va trdi, giam sirc kha
ngoai bién toan than, giam nhe tan so tim, tang cung lugng tim. Voi ligu dugc khuyén c4o, huyét ap khong thay doi rd b
dung liéu déu tién ciing nhu lau dal Didu tri thudc dai han khong lam thay déi chirc nang than hoac kali mau. Thubc khong",
lam thay ddi dung nap glucose, ndng do acid uric hodc cholesterol trong mau.

DUOC PONG HOC: Sau khi udng, Perindopril duge hap thu nhanh (dat ndng do dinh trong 1 gi¢) va chuyén hoa manh,

chu yéu ¢ gan thanh Perindoprilat ¢6 hoat tinh va 1 s6 chat chuyén hoa khac khong c6 hoat tinh bao gom cac glucuronid

(sinh kha dung: 65 - 70%). Nira doi thai trir cua Perindopril trong huyét trong la 1 gio. Khoang 20% dugc bién doi sinh hoc

thanh Perindoprilat. Nong do dinh Perindoprilat trong huyét tuong dat duoc sau 3 - 4 giy. Thuc dn lam giam sy bién dbi

sinh hoc thanh Perindoprilat va do d6 gidm sinh kha dung. Thé tich phdn bd cua Perindoprilat ty do khoang 0.2 livkg.

Thude it gin véi protein, dudi 30%, nhung 1& thuoc ndng d§. Perindoprilat duge thai trir trong nuée tiéu va thoi gian ban

thai phan thudc tu do vao khoang 3 dén 5 gio. Su phén ly Perindoprilat gin v&i enzym chuycn dbi angiotensin tao ra thoi =
gian ban thai hiéu dung la 25 gio. Khong thay hién tugng tich liiy Perindopril sau khi ding liéu lap lai, va thoi gian ban thai
Perindoprilat trong khi dung liéu 1ap lai phu hop véi thoi gian ban hoat cia n, din dén trang thai ndng d¢ én dinh trong 4
ngdy. 0 nguoi cao tudi, ngudi suy tim sung huyét va ngudi bénh suy than, Perindopril thai trir chdam hon. Viéc chinh liéu
cén dua vao d¢ thanh thai Creatinin. D6 thanh thai thim phan cua Perindopril 1a 70 ml/phiit.

CHi PINH DPIEU TRI: f-ﬂ
- Tang huyét ap. ) M
- Suy tim sung huyét k.

-

LIEU LUQNG VA CACH DUNG: Thubc nén dugc ubng truée bira an va udng mot lan duy nhét trong ngay, vao budi
sang.

Ltéu lwgng trong tang huyef dap:

Liéu dé nghj la 4 mg, uong mot lan vao budi sang, néu cin sau mot thang d1eu trj ¢6 thé tang 1én 8 mg udng mot lan.

Péi voi ngudi cao tudi, nén bat dAu didu tri v6i liéu 2 mg ubng bubi sang, néu can sau mot thang diéu tri c6 thé tang 1én 4

mg.
Trudng hop co6 suy thén, can diéu chinh liu tiry theo mirc d6 suy thén, dya vao mirc d§ thanh thai Creatinin nhu sau:,

Thanh thai Creatinin Li¢u dung
Tir 30 dén 60 ml/phut 2 mg/ngdy
Tur 15 dén 30 ml/phut 2 mg moi hai ngay
< |5 ml/phut 2 mg vao ngay tham phan.

Liéu lwgng trong suy tim sung huy .
Bat dau diéu tri voi liéu 2 mg, udng bubi sang. Liéu hiru hiéu thuong dang diéu tri duy tri la tir 2 mg dén 4 mg, mdi ngay

udng mot lan. DG véi nguoi bénh ¢6 nguy co, nén bat diu diéu trj voi liéu 1 mg, ubng mét 1an vao budi sang.
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CHONG CHI PINH:

- Qua mén cam véi Perindopril hay véi bét ky thanh phan nao cua thudc.

- Tién su bi phit mach (pht Quincke) ¢6 lién quan dén viéc sir dung thuéc rc ché men chuyén.
- Tré em, phu nir c6 thai hoac cho con bu.

AN TRQNG KHI SU DUNG:

CANH BAO VA

than: Truong hop suy tim, mét mubi nuéce, dic biét & ngudi bi mat nhidéu mubi va nude

d ng thuéc’ loi tiéu), hodc hep dong mach thin din dén su kich thich hé théng renin —
khi trc ché h¢ théng nay bang mt thude irc ché men chuyén c6 thé gdy tut huyét 4p nhit Ia

liéu daulvi ﬁ ?%B@g iﬁ; tri, va/hodic suy thén chire nang, doi khi Ia cap tinh, tuy rang hiém gip va dlen ra trong mot

thoi giankd Ag /khi bt dau diéu tri, cin tudn tha mot sé khuyén nghi dudi day, trong mot sb trudong hop dic

Perindopril, o1 SaTded ing lai néu can. Néu khong the ngung, nén bit déu didu trj voi lidu 2 mg.

- Trong tang huyét ap dong mach than, nén bat diu diéu tri voi lidu thdp 2 mg. Nén danh gia Creatinin huyét trong trude khi

bat dau diéu tri va trong thang dau diéu tri.

- Trong suy tim sung huyét da diéu tri v6i lgi tiéu, néu co6 thé nén giam lidu loi tiéu vai ngay truéc khi bit diu dung
Perindopril.

- Trén nhirng nhom nguoi ¢6 nguy co, dac biét 1a nguoi suy tim sung huyét ning (d6 1V), ngudi cao tudi, nguoi bénh ban

dAu c6 huyét ap qua thap hoac - suy chirc nang than, hodc ngudi bénh dang dung lgi tiéu lidu cao, phai bat diu ding liéu thap

I mg, dudi su theo ddi cia y té.

Thim phin mdu

Céc phan ung g:ong phan vé (phu né méi va ludi kém khé the va tut huyét ap) da dugc ghi nhén trong khi thim phan mau 03
v6i mang ¢6 tinh tham cao (polyacrylonitril) trén nguoi bénh dugc diéu tri thude (re ché men chuyén. Nén tranh sy phdi hop L
nay. oy
Trong truwong hgp suy thin G
Cén chinh liéu Perindopril theo mtrc d9 suy than. Trén nhitng ngudi bénh nay, thai d§ thong thuong la phai dinh ky kiém tra M4

kali huyet va Creatinin. ?:4/9

Tang h nyet dp do mach mdu thin ’”4

Tang huyet ap do mach mau than phai diédu tr] bfmg céch tai tao mach mau. Tuy nhlen Permdopnl ¢6 thé hiru ich cho ngudi __;
ocH

bénh tang huyét ap do mach mau than cho phiu thuat chinh hinh hodc khi khéng mé dugc. Khi 4y phai bat ddu diéu trj mot 9 CHL
cach than trong va theo ddi chic nang thén.

Tré em

Vi khéng c6 nghién ctru trén tré em, nén trong tinh trang hiéu biét hién nay, Perindopril chéng chi dinh dung cho tré em.

Trén ngudi cao tudi

Nén bt dau diéu trj vi liéu 2 mg ngay, dang 1 1an, va phéi dénh gia chire nang than truée khi bt ddu diéu tri.

Can thiép phiu thugt

Trong trudmg hop gay mé dai phAu, hoic din mé bing thudc c6 thé gay ha ap, Perindopril c6 thé gy tut huyét 4p, phai chira

bing cach tang thé tich mau.

Suy tim sung huyét
Trén ngudi bénh suy tim sung huyét tir nhe dén vira, khong thdy thay déi co y nghla vé huyét ap khi dung lidu khoi dau 2

mg. Tuy vay, trén ngudi bénh suy tim sung huyét nang va ngudi bénh ¢6 nguy co, nén bat d4u diing bing liéu thip.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

- Cdc tdc nhan lam giam tdc dung: Thubc ’khang viém khong steroid, Corticoid, Tetracosactid.

- Cdc tdc nhén lam ting tdc dung: Mot s6 ngudi bénh da dung lgi tiéu tir trudce, nhat 1a khi méi diéu tri gin day, tic dung

ha ép 6 thé s& trd nén qua mirc khi bt diu dung Penndopnl

Phéi hop véi thube an thén kinh va thube chong tram cam Imlpramm s& lam tang nguy co ha huyét ap thé dimg.

Thude tri dai thao duong ( Insulin, Sulfamid ha dudng huyet) Ciing nhu céc thudc e ché men chuyén d6i angiotensin khac,

Perindopril lam tang tac dung ha duong huyét cua céc thube nay.

- Cic tdc nhén lim tang djc tinh: Phoi hop Perindopril voi cac mudi kali va voi thudc loi tiéu giir kali c6 nguy co tang kali
- huyét va suy thin. Khong nén phm hgp nhirng zhuoc gay tang kali - huyét voi thube irc ché men chuyén, trir trudng hop ha

kali - hu)u Mic du vy, néu phdi hop nay to ra cén thiét thi nén dung mot cach than trong va phai thuong xuyén danh gia

kali - huyét.

- Lithinm: Tang Lithium huyel c6 khi dén ngudng gdy doc (do giam bai tiét Lithium & than). Truong hop bat budc phai

ding thudc e ché men chuyén. can theo ddi sat Lithium huyét va diéu chinh liéu ding.

- Digoxin: Khong thiy c6 tuong tac dugc déng hoc khi dung chung Perindopril v6i Digoxin. Khéng cén thay déi liéu

Digoxin trong truémg hgp dung chung trén ngudi bénh suy tim sung huyét.

TRUONG HQP CO THAI VA CHO CON BU:
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Khong dung thude cho phy nir trong thdi ky mang thai hoac cho con bi.

TAC DUNG POI VOT KHA NANG LAI XE VA VAN HANH MAY MOC: _
Than trong khi ding thude cho nguti 1ai xe hodc van hanh may moc vi thuoe cé the gdy it nhiéu choang vang.

AQ;H(N BRI Thuomg xdy ra nhat khi bi qué liéu la tut huyét ap. o
éﬁy/va lap n"gaf? m dudng truyén tinh mach dé truyén dung dich mudi ding truong. Perindopril ¢6 thé thdm
o/ pRENG Ty \ 7

khi va/hoic gidc ngi, suy nhugc; khi bét déu diéu trj chua kiém soat ddy dii dugc huyét
ap.
- Tiéu hoa: R logn a khong ddc higu lim va da c6 théng bao vé rbi loan vi gidc, chéng mit va chudt ri.
- Ngoai da: M6t so it trudmg hop nbi méan cuc b trén da da dugc thong bio. .
- Hé hép: Déi khi thay cé triéu chimg ho, n6i chung khong gay khé chiu 1&m; chi I4 ho khan, kiéu kich img.
Cac tac dung phu it gap: )
- Mot 50 dau hiéu khong c6 tinh ddc hiéu: Bat luc, kho miéng.
- Mau: Co the thay hemoglobin giam nhe khi bt dau diéu tri. ) ) )
- Sinh hoa: Tang kali - huyet, thudng la thoang qua. Cé thé thay ting uré - huyét va Creatinin - huyet, va hoi phuc dugc khi
ngimg dicu tri.
- Tac dung phy hieém gép: Phit mach (phu Quincke) ¢ mat, dau chi, méi, ludi, thanh mén va/hodc thanh quan.
Thong bdo cho bdc sT nhitng tdc dung khéng mong mudn gdp phai khi sir dung thudc.
BAO QUAN: Noi nhiét do khong qua 30°C, tranh am.
HAN DUNG: 24 thang ké tir ngay san xut.

THUOC NAY CHI DUNG THEO PON CUA THAY THUOC
DE XA TAM TAY TRE EM

POC KY HUONG DAN SU DUNG TRUOC KHI DUNG.

NEU CAN THEM THONG TIN XIN HOI ¥ KIEN CUA BAC ST

NHA SAN XUAT:
CONG TY CO PHAN BV PHARMA
Pia chi: Ap 2, Xa Tan Thanh Tay, Huyén Ca Chi, TP. HCM.




