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Felodipine 5mg

FLODICAR 5mg MR

Ngéy / Thidng / Nam
Ngay / Thing / Nam

10 blisters x 10 film-coated extended-release tablets

SPK / VISA: XX - XXXX - XX

S50 SX /Lot
Ngay SX / Mig..
HO / Exp

7/// 4

COMPOSITION - Each film-cooted exdended-release toblet contains Felodipine 5mg

INDICATIONS, CONTRAINDICATIONS, DOSAGE, ADMINISTRATION
Read the leaflet inside.

STORAGE - In a dry, cool place [below 30°C). Protect from light.
SPECIFICATION - In-house

KEEP OUT OF REACH OF CHILDREN
READ THE LEAFLET CAREFULLY BEFORE USING

PYMEPHARCO JOINT STOCK COMPANY
166-170 Nguyen Hue Str., Tuy Hoa City, Phu Yen Prov., Vietnam

Felodipin 5mg

FLODICAR 5mgMR

10 vi x 10 vién bao phim phéng thich kéo dai

7/// 4

THANH PHAN - MBi vién bao phim phéng thich kéo dai chia Felodipin Smg

CHI BINH, CHONG CHI BINH, LIEU DUNG, CACH DUNG

Xem 1 hutmg dén sir dyng.

BAO QUAN - Nai kha, mét [dusi 30°C). Trénh énh séng

TIEU CHUAN - TCCS.

BE XA TAM TAY TRE EM

BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG 1
CONG TY CO PHAN PYMEPHARCO
166-170 Nguyén Hué, Tuy Hoa, Pha Yén, Viét Nam

HUYNH TAN NAM
TONG GIAM B&C
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FLODICAR 5mg MR |

Felodipine 5mg

Nop#y / Thidng / Nam
Ngdy / Thing / Nam

3 blisters x 10 film-coated extended-release tablets

SBK / VISA: XX - XXXX - XX

S8 16 8X / Lot
Ngéy SX / Mig
HD / Exp.

v/ /4

COMPOSITION STORAGE

Each film-cooted extended-releass toblet contains In a dry, cool ploce (below 30°C)
Felodipine Smg Protect from light

INDICATIONS, CONTRAINDICATIONS, SPECIFICATION - In-house.
DOSAGE, ADMINISTRATION Keep out of reach of children

Reod the leaflet inside Read the lealiet carefully bafore using

Felodipin 5mg

FLODICAR 5mgMR

3 vi x 10 vién bao phim phéng thich kéo dai
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THANH PHAN BAO GUAN - Mot kha, mét (dust 30°C)

MBi vin boo phim phéng thich kéo déi chia Trinh énh séng.

Felodipin Smg TIEU CHUAN - TCCS.

CHI BINH, CHONG CHI BINH, LIEUDUNG,  pé xa tdm tay tré em

CACH DUNG - Xem ¥ huémg déin s dyng Doc ki hudng din s dyng trude khi ding

HUYNH TAN NAM
TONG GIAM DOC
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HUONG DAN SU DUNG THUOC

Rx
Thuéc ban theo dom. Néu cdn thém théng tin, xin héi y kién bdc sT.
Doc ky huomg dan sir dung truc khi ding. Dé xa tam tay cuia tré em.
FLODICAR 5mg MR
(Felodipin 5 mg)

THANH PHAN:

Moi vién bao phim phéong thich kéo dai chira:

Felodipin 5mg

Td duwgc: Lactose monohydrat, microcrystalline cellulose, hydroxypropy! methylcellulose, povidon, magnesi stearat,
colloidal silicon dioxid, glycerin, polyethylen glycol, hypromellose, titan dioxid, oxit sit do.

DUQC LUCHOQC

Felodipin la mét chit chen kénh calci cham c6 tinh chon loc thude din xuét 1,4-dihydropyridin. O ndng do thép, thubc trc
ché calci di vao té bao cotron. Do vay, felodipin tac dong trén qué trinh dién sinh ly va co hoc (irc ché cip kich thich - co co)
nén lam giam truong lyc dong mach, din dén tac dung gian mach lam ha huyét 4p. Gian thanh cac tiéu dong mach lam ting
dudmg kinh dong mach va duy tri dugce, c6 khi lam tang luu lugng méu tai ving (déng mach vanh, thén, ndo), lam lgi tiéu
nhe, bai tiét natri va khong gitr nude va mudi khi diéu tri 1au dai.

Do ¢6 tinh chon loc cao trén co tron cuia tiéu dong mach, felodipin & liéu diéu tri khong c6 tac dung tryc tiép lén tinh co bop
co tim hodc tinh dén truyén. Do khong c6 tac dung lén co tron tinh mach hay trén sy kiém soat vin mach giao cam,
felodipin khong géy tut huyét ap tu thé dimg.

Felodipin c6 tac dung chéng dau thit ngyc nho cai thién sy can bang trong cung va cu oxygen ciia co tim. Luu lugng dong
mach vanh cling nhu lugng cung cip oxygen cho co tim ting 1én nhé' mach vanh gidn ra. Felodipin giam huyét 4p toan than
nén lam giam hau ganh that trai, do d6 1am giam nhu cu oxygen ctia co tim. /
Felodipin lam tang kha nang géng strc va lam giam s con dau thét ngyuc & ngudi bénh dau thit nguc 6n dinh. Thube c6 thd” ™
dung don ddc hogic phoi hop véi mot chat chen beta. Ciing nhu céc thude chen calci khac, felodipin khong anh huong dén. /¢ g Ty
chuyén hoé glucid va lipid va khong lam thay déi ty 1¢ thanh phén giira cac lipid huyét tuong. Felodipin ¢6 thé dung che: |

ngudi bi dai thio dudng hodc bénh gut. * F\ h F
DUQC BONG HQC
Felodipin hép thu 98 - 100% qua dudng tiéu hoa sau khi udng nhung thude chuyén héa bugc dau & gan chu yéu nhor \
CYP3A4 vacé sinhkha dung khoang 10 - 25%. Téc d6 hap thu felodipin ting lén khi uéng thudc vao bira in va ndng do tdi
da trong mau ctia thudc tang 1én t6i 60% khi felodipin dwoc uéng cung véi bira an ¢6 lugng carbohydrat va cac chit béo
cao; di co nhimg theo ddi cho thiy dirgc dong hoc ciia thuée khong thay dbi khi felodipin duge uéng cung bita dn nhe.

Thoi gian dat ndng d¢ dinh trong huyét thanh khi diing dudng uéng 1a 2 - 5 gi, nira doi thai trir cia felodipin 1a 11 - 16 gid

/‘u;\\‘_
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(tuy theo biét dugc), tuy vdy tit ca cac dang vién chira felodipin déu dugc chi dinh ding mot 1n duy nhét trong ngay. -
Khong c6 bét cirmot tich liiy thude nao dang ké khi ding thude 1au dai.
Thube dugce chuyén héamanh qua gan va bai xuét chii yéu (khoang 70%) du6i dang cac chét chuyén héa khong hoat dong s

qua nudc tiéu, phan con lai chura chuyén héa duge dao thai qua phén . Khoang 99% felodipin trong méu dugc lién két voi
protein, chii yéu 1a albumin. Felodipin ciing dugc bai tiét vao sirame.

CHIPINH

Diéu trj tang huyét ap. :
Diéu trj dy phong con dau thit nguc 6n dinh. -
CHONG CHI PINH -
Qua man voi dihydropyridin va cc thanh phén cia thude.

Nhéi méu co tim cdp trong vong 1 thang.

Dau thit nguc khong ond mh

Suy tim mét bi hotic chura kiém soat duoc.

Khoéng ding cho phu nif ¢6 thai, nghi ngd cé thai hodc cho con bi.

Khoéng ding felodipin cho tré em vi hiéu qua va kha nang dung nap thuéc & tré em chwa dugc x4c dinh.

LIEUDUNG VA CACH SUDUNG

Thube nén uéng vao budi sang, nén dugce ubng ciing bira an nhe, nudt véi nhidu nuéce va khéng dugc chianho, nghién hay

nhai.

Diéu tri tang huyét ap

Liéu duge diéu chinh theo tirng bénh nhan.

Diéu tri nén dugc khoi diu bing 5 mg lidu duy nhét trong ngay. Néu cén c6 thé ting liéu hay ding thém mot thude didu tri

tang huyét ap khac. Liéu duy tri thong thuong 12 5 - 10 mg/ ngay.

Du phong con dau thét nguc 6ndinh

N



Nén diéu chinh liéu theo timg bénh nhén. Viéc diéu trj nén bét dau bing 5 mg x 1 lan/ngay. Néu cén ting 1én 10 mgx 1
!anmgay

Déi vai bénh nhan suy gan nang hoic bénh nhan 16n tudi: Liéu ban diu thudmg dung la 2,5 mg/ngay, su diéu chinh
liéu nén dugc tién hanh mot cach thén trong va kiém soat chit ch& huyét ap bénh nhén. Lidu téi da la Smg/ngay.
Ngudibénh suy than: Khong can diéu chinh liéu & bénh nhan suy thén.

THAN TRONG

Hiéu qua va an toan cua felodipin trong diéu trj cic truong hop tang huyét ap cp ciru chua duge nghién ciru.
Felodipin ¢6 thé gdy ha huyét &p dang ké kém véi nhip tim nhanh, c¢6 thé din dén thiéu méau cuc bd co tim & mot sé
bénh nhén nhay cam. Do d6 cén than trong khi dung felodipin cho ngudi cao tudi. Liéu ding khong nén vuot qua
5 mg/ngay.

Felodipin dugc chuyén héa chi yéu qua gan. Do d6 ¢6 thé xay ra nhimg phan tmg do néng do thuéc cao hon mirc diéu
trj dnhirng bénh nhan suy giam chirc nang gan rd rét. D6i voi ngudi suy gannang, liéu ti dala S mg/ngay.

Nén tranh dung déng thoi felodipin v6i cée thube cam {mg hodic trc ché manh céc enzym CYP3 A4 vi 6 thé din dén
giam hogc ting trong (mg ndng d felodipin trong huyét twong mot cach dang ké.

Felodipin nén dugc sir dung mét céch thin trong & nhiimg bénh nhén ¢6 nhip tim nhanh hoic c6 réi loan chire nang
thattrai nang.

Cén phai ngung felodipin néu sau khi bt du diéu trj thiy xudt hién con dau thét nguc hodc bénh dau thit ngyc ning
Ién hodc cé sbc tim.

Khong ubng thube véi nude ép budi.

Thube c6 chira lactose, do d6 khéng nén dung cho nhirng bénh nhén khéng dung nap galactose bam sinh, bi hdi chimg
kém hip thu glucose va galactose, hogc bi thiéu enzym lactase.

Khong can than trong dzic biét véi bénh nhén suy than.

Tang san nuwdéu hoac phi dal nudu nhe da duoc bao cdo & nhimg bcnh nhan bj viém nha chu nang. Tinh trang nay c6 thé
dugc phbngtranh hoic hdi phuc bang cich vé sinh rdng miéng can than.

TUONG TAC THUOC

Felodipin dugc chuyen héa boi CYP3A4 do d6 thude tc ché CYP3A4 (ketoconazol, itraconazol, erythromycin,
cimetidin, va mot sd flavonoids hién dién trong nudc budi) lam tang nong dé felodipm trong huyet nmng

Nong d¢ felodipin trong huyét tuong giam dang ké & bénh nhan sir dung dong thoi céc thube chéng dong kinh
(phenytoin, carbamazepin, phenobarbital, primidon, oxacarbazepm)

Két hop felodipin véi dantrolen tiém tinh mach c6 thé s& rit nguy hiém vi verapamil (mdt thuéc chen calci khac) khi
kéthop véi dantrolen tiém tinh mach dua dén hién tugng rungtém thét va tir vong & dong vét thi nghle;m

Baclofen lam tang cuong tac dung hai huyét ap cia felodipin. Can thiét phai theo dai huyét &p va diéu chinh liéu cho
phti hgp.

Rifampicin lam giam ndng do cua felodipin.

Cac thuéc chen beta: Dung két hop felodipin véi cac thube chen beta giao cam c6 thé gély ha huyét 4p qua mirc, lam
trdm trong thém tinh trang suy tim & ngm‘.n bénh suy tim tiém tang hogc khong dugc kiém sodt.

Céc corticoid lam giam tac dung chéng tang huyet ap cua felodipin vi céc corticoid gilf nuée va mudi.

Céc thude an thin: Tang cuong tac dung ha huyét ap ciing nhu nguy ccha huyét ap thé dimg.

Céc thude chéng trim cam ho i 1m1pramm Tang cudng tac dung ha huyét ap ciing nhu nguy coha huyét ap thé dimg,
Cyclosporin, dasatinib, din chat prostacyclin, chét rc ché protease, quinuprinstin lam tang tac dung cua felodtpm
Felodipin lam ting tac dung cac thudc: amifostin, co chét cia CYP2C8, mudi magnesi, cac thude irc ché thin kinh co
(thube chbng khir cye), natri nitroprusiat, phenytoin, rituximab, tacrolimus.

Felodipin lam giam tac dung cua clopidogrel.

Rugu lam tang hip thu felodipin do d6 1am tang tac dung.

Tranh ding ciing v6i sam, yohimb do lam néng thém tinh trang tang huyét 4p, tranh diing kém téi do lam téng tac
dung hahuyét ap.

PHUNU COTHAIVA CHO CONBU

Phu nif ¢6 thai: Khéng sir dung felodipin trong suét thori ky mang thai.

Trong mt nghién ciru vé kha nang sinh san & chugt, dd c6 hién tuong sinh khé do kéo dai thoi gian chuyén da, lam
tang ti I¢ thai chét va tir vong ngay sau khi sinh d6i vGinhém liu trung binh va lidu cao. Nghién ctru sinh san trén tho
cho thdy c6 s tang sinh phu thuge vao lidu ctia tuyén v & tho me, dj tat ngén phy thude lidu & bao thai khi cho sir dung
felodipin ¢ giai doan sém cua thaiky.

Phunir cho con bu: Felodipin da dugc phat hién c6 trong sita me. Do khong ¢6 du dir liéu vé tac dong cua thuc trén tré
so'sinh, do do khdéng nén diing felodipin trong thei ky cho con ba.

TACPONG CUATHUOC KHI LAI XE VA VAN HANH MAY MOC

Felodipin ¢6 anh hudng nho hogc vira dén kha nang lai xe va vin hanh may méc. Tri¢u ching dau dAu, chéng mit
budn nén hoc mét moi ¢6 thé xay ra do tac dung khéng mong muén ciia thude. Cin diic biét cha v nhét la trong giai
doan bit diu diéu tri véi felodipin.
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TACDUNG KHONG MONG MUON
Felodipin c6 thé  gdy do bimg mt, dau déu, danh tréng ngyc, chéng mit va mét moi. Hau hét cac phan tmg nay phu
thue liéu va xuat hién lic bat ddu diéu tri hodc sau khi tang liéu. Khi xay ra, nhing phan img nay thuong thoang qua
va glam din theo thoi gian.
Gibng nhu nhl‘.hlg dihydropyridin khéc, chimg phu mit ca chin phu thuge vao liéu da xay ra & nhimg bénh nhén ding
felodipin. Diéu nay la do gian tién mao mach va khéng lién quan dén bét cir sw ir dich no.
Sy téng san nuéu hodc phi dai nwéu nhe da duge ghi nhén & nhiing benh nhén bj viém nha chu hay viém lgi. Hién
tugng ndy c6 thé tranh dugc hay hdi phuc bang céch v¢ sinh ring mi¢ng can than.
Nhimg phan (g ngoai y dudi day dugc ghi nhan tir cac thir nghiém 14m sang va tir nghién ctru sau khi da dwa thuéc ra
thi truong.
Quy udc vé tin suit nhu sau:
Thuong gip: > 1/100
itgap:>1/1000 va<1/100
Hiém gap: > 1/10 000 va<1/1000
Rathiém giip: <1/10000
Hé than kinh trung wong:
Thuong gap: dau déu.
it gap: chong mat, di cam.
Hé tim mach:
Thuong gip: do mat, phungoai bién.
it gp: nhip tim nhanh, danh tréng nguc, ha huyét ap.
Hiém gap: ngit.
Hé tiéu hoa:
it gap: budn nén, dau bung.
Hiém glip: 6i.
Rt hiém ggp: phi lgi, viém loi.
Gan-mdt:
Rét hiém giip: ting men gan,
Dava cdac mé dudida:
it g3p: phat ban, ngira.
Hiém gap: mé day.
Rét hiém gap: phan (mg nhay cam anh sang, viém mach hity bach cau.
H¢ co-xwong va cde mé lién két:
Hiém gap: dau khép, dau co.
Hé than- tiétniéu
Hiém gap: dai dét.
Hé sinh duc:
Hiém gip: bét lyc/rdi loan chirc nang sinh dyc.
Toan than:
itgap: mét moi.
Réthiém gap: phan img qua man cam nhu phit mach, sét.
Thong bao cho thiy thuéc tac dung khong mong mudn gap phai khi sir dung thubc.
QUA LIEU VA CACH XU TRI
Triéu chitng: Gay gian mach ngom vi qua mirc kém theo tut huyét 4p va d6i khi cham nhip tim.
Xie tri: Khi xudt hién tut huyét ap trdm trong, cin diéu trj triéu chimg. Ngudi bénh cin dugc dat ndm ngira, chén ké
cao. Néu nhip tim cham cin tiém atropin tinh mach 0,5 - I mg. Néu khong hiéu qua, phai lam ting thé tich huyét trong
bang mét dung dich truyén nhu glucose, nude mudi sinh Iy hodic dextran. Nhing thudc gidng than kinh giao cam 6
tac dung manh hon trén thy thé alpha-1 (isoprenalin, dopamin hodc noradrenalin) c6 thé dugc sir dung néu nhu tit ca
cc bi¢n phap ké trén khong mang lai higu qua.
HANDUNG 36 thang ké tirngay san xuét
BAOQUAN  Noikhd, mat(duéi 30°C). Tranh anh sang.
TIEUCHUAN TCCS.
TRINHBAY  Hop3 vi,vi 10vién.
Hop 10 vi, vi 10 vién.

TUQ.CUC TRUGNG
P.TR PHONG




