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10 mg Film-coated Tablets
Lercanidipine Hydrochloride
One fablet contains 10 mg lercanidipine
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|a Balkanpharma Dupnitsa AD
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§Lerc.'.atop 10 mg
10 mg Film-coated Tablets

Lercatop 10 mg

10 mg Film-coated Tablets
Lercanidipine Hydrochloride

One tablel contains 10 mg lercanidipine
hydrachlcride, equivalent to 8 4 mg lercandiping
Manutaciured by

Balkanpharma Dupnitsa AD

3 Samokovsko shosse Sir. 2600, Dupnitsa,
Buligaria.

Lercatop 10 mg
10 mg Film-coated Tablets

Lercanidipine Hydrochloride Lercanidipine Hydrochloride
On! 'Iatlu! L‘nntal‘:s 10 myg lercanidiping Crie tatie! contalns 'tl mg lercanidipine
to 4.4 mg icip 108.4 mg i dipis
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Lercatop 10 mg
10 mg Film-coated Tablets
Lercanidipine Hydrochloride
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Manufactured by:

Balkanpharma Dupnitsa AD

3 Samakovske shosse Str 2600, Dupnitsa
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10 mg Film-coated Tablets
Lercanidipine Hydrochloride
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Rx-Thubc bin theo don

LERCATOP 10 mg S ()
(Vién nén bao phim 10 mg lercanidipin hydroclorid) M Lo
CANH BAO '

Thudc nay chi sir dung theo dom ciia bdc 7.

Néu cdn thém théng tin, xin hoi y kién bdc sf.

Khéng ding qud liéu chi dinh.

Xin théng bdo cho bdc si biét cdc tdc dung ngoai Y xdy ra trong qud trinh sir dung.
Dé thuéc xa tdm tay tré em.

Doc kj hudng ddn sir dung trieée khi sic dung.

Khéng dimg thuéc da qua han st dung.

THANH PHAN
M3i vién nén bao phim c6 chua:
Hoat chat.:. Lercanidipin hydroclorid .........oo.ceereerreeeeennenssossessennee. 10 mg

Té duoc: Lactose monohydrat; cellulose vi tinh thé; magnesi stearat; povidon K 29/32; natri
starch glycolat; opadry II vang 85F32553.

DUQC LUC HQC
Nhém duge ly: Chen kénh Calci chon lgc cao ¢6 tac dung chu yéu trén mach.
Md ATC: CO8CA13

Lercanidipin 1a thudc chen kénh calci ctia nhom dihydropyridin, trc ché dong ion calci vao té
bao co tim va co tron. Co ché tic dung ha huyét ap cuia né 1a do tac dung gidn truc tiép trén co
tron mach méu do d6 1am gidm sirc can ngoai bién. Mic du nira doi trong huyét twong cua
lercanidipin ngén nhung lercanidipin c¢6 tac dung ha 4p kéo dai do c6 hé sb phan bd diu nude
cao va co tac dung gin chon lgc trén co tron mach mau.

Do tic dung gidn mach gdy ra boi lercanidipin khai phat tir tir, nén ha huyét ap cép tinh véi
nhip nhanh phan xa rit hiém khi dugc quan sat thdy & nhitng bénh nhan ting huyét ap sir dung
lercanidipin.

Ciing nhu c4c bt dbi ximg 1, 4- dihydropyridin khac, tic dung ha huyét ap cua lercanidipin
chti yéu la do déng phén S.

Ngoai céc nghién ciru 1am sang duoc tién hanh dé h tro cac chi dinh diéu tri, mot nghién ciu
nhé khong kiém soat, nglu nhién trén nhitng bénh nhan véi tang huyét ap ning (trung binh +
SD huyét 4p tdm truong 13 114.5 + 3.7 mmHg) cho thiy huyét ap dd dugc binh thudmg trong
40% cta 25 bénh nhan ding 20 mg lercanidipin mot [dn mdi ngay va 56% cua 25 bénh nhén
dung lercanidipin 10 mg hai lan m&i ngay. Trong mdt nghién ciru mu d6i, nglu nhién, ¢6 kiém
sodt so vai gia duge & bénh nhéan ting huyét 4p tdm thu don ddc, lercanidipin c6 higu qua trong
viéc giam huyét ap tAm thu tir gia trj ban ddu 172.6 + 5.6 mmHg dén 140.2 = 8.7 mmHg.
DUQC PONG HOC

Lercanidipin 10 mg va 20 mg dugc hép thu hoan toan sau khi udng véi dinh trong huyét tuong
14 3.30 ng/ml + 2.09 va 7.66 ng/ml = 5.90, sau khoang 1.5 — 3 gi® sau khi udng thudc.

Do sur chuyén héa 14n dau cao, nén sinh kha dung cta lercanidipin khi uéng thudc cung véi bita
an khoang 10%, mic du n6 duge giam xubng 1/3 khi ding cho ngudi tinh nguyén khoe manh
udng luc doéi.



Sinh kha dung dudng ubng cta lercanidipin ting gp 4 14n khi ubng thubc truse 2gid trude
bita dn nhi€u chat béo. Theo do, lercanidipin nén udng trudce bira an.

Phén bd cta lercanidipin tir huyét twong t6i cac mo va céc co quan nhanh chéng va rong rai.
Lién két v6i protein huyét tuong cao hon 98%. Vi mitc protein trong huyét twong giam & cac
bénh nhéan suy than ning hogc rdi loan chirc ning gan, nén phén thubc tur do trong nhiing bénh
nhén nay c6 thé tang.

Lercanidipin dugc chuyén héa chu yéu béi CYP3A4; khong c6 thudc me dugce tim thiy trong
nude tiéu hodc phén. Lercanidipin chu yéu duge chuyén thanh céc chat chuyén héa khong hoat
tinh, khoang 50% liéu duoc bai tiét trong nude tiéu.

Thai trir chi yéu béng chuyén hoa sinh hoc, nira ddi thai trir cudi ciing khoang 8- 10 gid, hoat
tinh diéu tri kéo dai téi 24 gid vi kha ning gin véi mang lipid cao. Khong tich liiy dugc quan
sat thdy khi dung lién tuc.

O bénh nhan cao tudi va bénh nhan rbi loan chirc ndng than hodc suy gan nhe téi trung binh,
dugc dong hoc lercanidipin twong tu nhu & nhém ngudi bénh chung. O nhimng bénh nhan rbi
loan chitc nang than ning hodc bénh nhan thdm tach cho thdy duoc ddng hoc ciia thudc cao hon
(khoang 70%). O nhimg bénh nhan suy gan tir trung binh téi ning, sinh kha dung toan than cia
lercanidipin c6 thé ting do thudc nay chuyén hoa chii yéu qua gan.

CHI PINH

Lercanidipin dugc chi dinh cho ting huyét ap tir nhe téi trung binh. //
LIEU LUQNG VA CACH DUNG i
Pudng diing: Pudng ubng

Cach dung: Udng cling mot cée nudc it nhit 15 phit trudce bira an.

Li’éu khuyén cdo 10 mg udng mdt 1an mdi ngay it nhét 15 phﬁyrué'c bira in; liéu c6 thé ting
dén 20 mg thy dap Ung cta ting bénh nhén. 2

Didu chinh liéu nén tir tir boi tac dung ha huyét ap rd rang ciia thude c6 thé mit khoang 2 tudn.
Mot s6 bénh nhan ma khéong kiém soat ddy du khi ding mét thude ha dp duy nhét, c6 thé thdy
lgi ich tir viéc bd sung lercanidipin cung voi mt thudc chen beta, mot thude lgi tidu
(hydroclorothiazid) hoZic mét thude trc ché men chuyén angiotensin.

Mic du cac dir liéu duoc ddng hoc va thir nghiém 1am sang cho thiy rang diéu chinh lidu la
khong cén thiét, nén than trong khi bat ddu diéu tri & ngudi cao tudi.

O'tré em:

Lercanidipin khéng dugc khuyén cdo diing cho tré em va thanh thiéu nién dudi 18 tudi do chua
c6 da dir liéu 1am sang. e

O nguoi suy giam chirc ndng gan hodc thén:

Cén chim soc dic biét khi bit du diéu tri & nhitng bénh nhén rdi loan chirc nang than hoic gan
tir nhe t6i trung binh. Mic dii phac dd lidu théng thudng dugc khuyén cdo 1a c6 thé dung nap &
nhém bénh nhan nay, viéc ting lidu t6i 20 mg lercanidipin hdng ngay nén dwoc tiép can mot
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cach thén trong. Hiéu qua ha 4p c6 thé dugc ting cudng & nhitng bénh nhén suy gan vaméu qua
13 mot diéu chinh lidu can duogc xem xét.
Lercanidipin khong duoc khuyén céo cho nhitng bénh nhén suy gan ning hoic suy thdn néng
(d¢ thanh thai creatinin < 30 ml/ phut)
CHONG CHI PINH
Qua mén véi lercanidipin hogic thudc nhém dihydropyridin hozc bit ky thanh phin nao cua ché
pham.
Téc nghén dudng ra thét trai.
Suy tim sung huyét khéng dugc didu tri.
Dau thét nguc khong 6n dinh.
Trong vdng 1 thang sau nhdi mau co tim.
Suy gan ho#c suy thdn nang.
Diéu trj cling véi:

M6t thude e ché manh CYP3A4

Cyclosporin

Nude ép budi
Phu nit c6 thai va cho con b
Phu nir trong d6 tudi sinh dé ma chwra c6 bién phép tranh thai hiéu qua.
KHUYEN CAO VA THAN TRONG /
Hoi chitng nut xoang bénh Iy
Cé'n chdm séc dic biét khi st dung lercanidipin & bénh nhén ¢6 hdi ching nit xoang bénh ly
(néu mot mdy tao nhip tim khong phai la in situ). Mic di cac nghién ctru kiém soat huyét dong
cho thdy khong c6 suy giam chirc nang tam thét, cling yéu cau thén trong & nhitng bénh nhén
rbi loan chitc nang that trai. N6 da dugc goi y ring mot sb cac dihydropyridin tac dung ngén ¢6
thé lién quan v4i tang nguy co tim mach & nhtmg bénh nhan thidu mau co tim cuc bd. Mic du
lercanidipin la tdc dung kéo dai nhung cling cén thén trong trong nhoém bénh nhan nay.
Pau thét nguc
Mot s& dihydropyridin rit hiém khi din t&i dau thét nguc hodc dau trinh trude tim. Rat hiém
bénh nhén dd c¢6 con dau thit nguc tir trude ¢6 thé ting ting sudt, thoi gian hay mirc d6 nghiém
trong ctia c4c con dau.
Truomg hop cé biét ciia nhdi méu co tim ¢6 thé dugc quan sat.
Str dung trén bénh nhdn réi loan chirc ndng thdn hodc gan:
Than trong khi bt dau diéu‘trg & nhirg bénh nhén rbi loan chire nang than hogc gan tir nhe t6i
trung binh. Médc du phac do liéu thong thuong duge khuyén cdo 1a ¢d thé dung nap & nhom
bénh nhan nay, viéc ting liéu téi 20 mg lercanidipin hang ngay nén dugc tiép can mot céch
than trong. Hiéu qua ha ap c6 thé dugc ting cudng & nhimg bénh nhén suy gan va hiu qua la
mot diéu chinh lidu cin duroc xem xét.
Lercanidipin khéng dugc khuyén cao cho nhitng bénh nhén suy gan ndng hodc suy thian nang
(d6 thanh thai creatinin < 30 ml/ phut)
Thude cam g CYP3A4 C



Nhiing thudc cam tmg CYP3A4 nhu thudc chdng co gidt (vi du phenytoin, carbamfazepin) va
rifampicin ¢6 thé lam giam ndng @0 lercanidipin trong huyét twong va do d6 lam giam hidw qua
lercanidipin so voi du kién.

San phim thudc ndy c6 chiia lactose monohydrat va do d6 khdng nén diing cho nhimg bénk
nhan ¢é thiéu hut men lactase, galactosaemia hodic hdi chirng kém hép thu glucose/galactose.
KHA NANG VAN HANH MAY MOC TAU XE

Lercanidipin khéng ¢6 hodc anh hudng khdng ding k& dén kha ning 14i xe va van hanh may
mée. Tuy nhién, cin thin trong vi chéng mit, suy nhuge, mét mdi va budn ngh hiém khi xay
ra.

SU DUNG CHO PHU NU CO THAL; CHO CON BU

Thoi ky mang thai

Khéng cé dir liéu ddy da sir dung lercanidipin & phu nit ¢6 thai. Céc dit lidu phi l4m sing cho
thdy khéng c6 bing chiing vé thc dung gy quai thai & chudt va thé cling nhir kha niing sinh san
trén chudt khéng bi suy giam. Vi d& c6 hop chit dihydropyridin khic ¢o gy quai thai, khong
nén sir dung lercanidipin cho phu nir mang thai hoic phu nit trong d6 tudi sinh dé ma chua c6
bién phap tranh thai hiéu qua.

Thoi kp cho con bi

V1 tinh thin dAu cia lercanidipin cao, nén lercanidipin ¢6 thé tiét nhiu vao sira me, khdng nén
dung lercanidipin cho phu nit dang cho con bi.

TUONG TAC THUOC

Lercanidipin dugc chuyén hda bdi enzym CYP3A4, do 46 cic chit tic ché hay cam tng
CYP3A4 c6 thé trong tic véi su chuyén hoa va thai trir lercanidipin néu diing ddng thai.

Chat tzc ché CYP344

Nén trinh st dung lercanidipin cling véi cfic chét ¢c ché CYP3A4 (vi du: ketoconazol,
itraconazol, ritonavir, erythromycin, troleandomycin)

Mot nghién cim tucng tac véi cde chit tie ché manh CYP3A4, ketoconazol, 43 cho thdy mot sy
gia tang déng ké ndng db trong huyét tuong ctia lercanidipin (ting 15 ldn dién tich dudi dudng
cong AUC, tiang gip 8 1an ndng db dinh cia ddng phan S- lercanidipin).

Ting ndng d6 trong huyét twong clia ca lercanidipin va ciclosporin duge quan sét thiy khi six
dung dbng thdi. Mt nghién ctru & nhitng ngudi tinh nguyén tré, khoe manh da chi ra ring khi
dung ciclosporin 3 gity sau khi udng lercanidipin, ndng dé lercanidipin trong huyét twong khéng
thay doi, trong khi dién tich dudi dudng cong AUC cia ciclosporin ting khoang 27%. Tuy
nhién, viée sir dung déng thdi lercanidipin véi ciclosporin lam néng do trong huyét tuong cia
lercanidipin ting gip 3 1an, dién tich dudi dudng cong AUC clia ciclosporin ting 21%. Vi vy
khéng nén sir dung ddng thdi ciclosporin va lercanidipin.

Ciing nhu céc dihydropyridin khéc, lercanidipin nhay cam véi sir tre ché chuyén héa béi nude
budi, lam ting sinh kha dyng toan thin va ting tdc dung ha huyét 4p. Khong nén udng thude
lercanidipin cling v&i nude budi.

Khi str dung d8ng thdi lercanidipin uéng lidu 20 mg v&i midazolam dudng udng & nhitng ngudi
tinh nguyén cao tudi, hip thu lercanidipin ting khoang 40% va t¥ 1& hip thu giam (thdi gian dat
ndng do dinh bj tr} hodn tir 1,75 161 3 gid). Nong d6 midazolam khéng bi thay dbi.

Chdt cam tmg CYP3A4
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Diing ddng thdi lercanidipin cling vdi chdt cam img CYP3A4 nhu thude chdng colgiat (vi du
phenytoin, carbamazepin) va rifampicin cin thén trong vi hidu qua ha huyét ap co thébigiam,
can theo dai huyét ap mgt cach thudmg xuyén.

Co chdt CYP344

Sir dung ddng thdi lidu 20 mg lercanidipin trong diéu trj méan tinh véi b- methyldigoxin chi ra
khong c6 biang chimg vé tuong tic dugc dong hoc. O nhirng ngudi tinh nguyén khoe manh didu
tri véi digoxin cling vdi lidu 20 mg lercanidipin lac déi chi ra ndng do dinh cia digoxin ting
1&n 33%, trong khi dién tich dudi dudong cong AUC va d6 thanh thai than khéng thay ddi.
Nhitng bénh nhan sir dung ddng thdi ciing véi digoxin nén duoc theo di chiit che cac déu hidu
ngd dgc digoxin.

M&ét nghién clru tuong téc voi fluoxetin (mét chét tc ché CYP2D6 va CYP3A4), tién hanh trén
nhitng ngudi tinh nguyén d6 tudi 65 + 7 tudi, chi ra khdng c6 thay ddi lidn quan t&i duge dong
hoc cta lercanidipin.

Str dung dbng thoi 20 mg lercanidipin ltic d6i & nhitng ngudi tinh ngayén khoe manh khéng
lam thay @i duoc dong hoe cia warfarin.

Nén thén trong khi ké don lercanidipin ddng thdi voi cac co chit cia CYP3A4 nhur terfenadin,
astemizol, cac thudc chéng loan nhip nhém T nhur amiodaron, quinidin.

Ruou

Nén trénh sir dung ruou vi ¢6 thé 1am ting téc dung gifin mach cua thudc ha huyét 4p.

Cdc neong tac khde

Khi st dung ddng thoi lercanidipin cling véi metoprolol, mot thude chen B thai trir cha yéu qua
gan, sinh kha dung cia metoprolol khong thay ddi trong khi sinh kha dung cia lercanidipin
giam khoang 50%. Tdc dung nay cé thé do viée giam hru luong mau & gan gdy ra béi thude
chen P va do d6 c6 thd x4y ra vdi cde thube khac thude nhém nay. Do vay, lercanidipin c6 thé
dugce str dung cling véi cée thude chen B giao cam nhung phai duge didu chinh lidu.

Khi ding mét 1idu 20 mg lercanidipin duoc 1ip lai ddng thiri véi 40 me simvastatin, dién tich
dudi dudmg cong AUC cua lercanidipin khéng bi thay a8, trong khi AUC cia simvastatin ting
khoéng 56% va chit chuyén héa cé hoat tinh ¢ia né B- hydroxyacid ting khoang 28%. Khéng
chéc chin ring sur thay ddi nay ¢4 ¥ nghia lién quan toi 1am sang. Khdng cé twong tac khi sit
dung lercanidipin vao budi sdng va simvastatin vao budi t5i.

Lercanidipin sir dung an toan ciing véi cac thube lgi tiéu va cdc thude tc ché men chuyén
angiotensin,

TAC DUNG KHONG MONG MUON (ADR)

Céc tie dung khong mong mudn sau day di duoc béo cdo trong cae nghidn clru l4m sang va
trong giai doan hdu mai:

‘ HE co quan Phén 1rng 6 hai cia thude
Hé thdng mién dich RAt hiém gap Qua mén
Tam thin Hiém gap Ngu ga
Hé than kinh It gap Pau diu, chong mit
Hé tim mach it gap Nhip tim nhanh, danh trdng
nguc, phit ngoai bién

N



Hiém gip Pau thét nguc

R4t hiém gap Pau nguc, nhdi mau co tigs
ha huyét &p

Mot sb dihydropyridin hiém gap 12 lién quan t&i dau thit nguc
va dau trinh trude tim , rt hiém gap nhitng bénh nhan 43 c6
con dau thit ngue tir truée b thé ting ting suét, thoi gian hay
mgc d6 nghi€m trong cua cac con dau.

Mach méu ft gap Do bung
H8 tiéu hoa Hiém giip R4i loan tigu héa, tidu chay,
dan bung, nén.
RAt hiém gip Phi dai nudu
Davimbdusida | Hiémgip Phat ban
Cg xuong khép vamo lién Hiém gap Pau co
két
Than va tiét nidu Hiém gap Pa nidu
Toan thin Hiém gap Suy nhrge, mét moi

Lercanidipin dudmg nhu khdng &nh hudng téi dudmg huyét va ndng d6 md méu.

QUA LIEU VA XU TRI

Trong céc bao céo hiu mai, 3 ca qua lidu ¢a duge bdo cdo (150 mg, 280 mg va 800 mg
lercanidipin udng dé tu tir)

Lidu Triéu ching Xir tri Két qua
150 mg + lugng ruou | Ngi li bi Rira da day Héi phuc
khéng biét Than hoat tinh
280 mg + 5.6 mg Séc tim Liéu cao Hbi phuc
moxonidin Thiéu mau co tim ning catecholamin
Suy thin nhe Furosemid
Digitalis
Truyeén dich
800 mg Noén Than hoat tinh Hbi phuc
Ha huyét ap Rira da day
Dopamin

Qué lidu cé thé duge du doan boi ddu higu gy giin mach ngoai bién qua muc vdi ha huyét 4p
va nhip tim nhanh phan xa. Trong trudng hop ha huyét ap ndng, nhip tim cham, bét tinh, hd tro
tim mach ¢6 thé [ hina ich, voi atropin ti€m tinh mach cho nhip tim chim.

Do tac dung ha 4p kéo dai cia lercanidipin, nén cdn theo dai tinh trang tim mach nhimg bénh
nhén qua {idu lercanidipin it nhit ia 24 gid. Khong c6 thong tin vé gi4 trj clia viée loc mau trong
trudmg hop qué liéu lercanidipin.




BAO QUAN

Béo quan noi kho mat, dudi 30°C, tranh 4nh sang va am.
HAN DUNG

36 thang ké tir ngay san xuét.

TIEU CHUAN

Nha san xuit

DANG BAO CHE VA QUY CACH PONG GOI

Hép 02 vi x 14 vién nén bao phim.

San xuit tai Bun- ga- ri béi:
BALKANPHARMA DUPNITSA AD
3 Samokovsko shosse Str., 2600 Dupnitsa, Bulgaria (Bun- ga- ri).

TUQ.CUC TRUUNG
P.TRUONG PHONG

Pham Ghi Vin Hank
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