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HUONG DAN SU DUNG THUOC

Vién nén bao phim

ESSEIL-5
Vién nén bao phim

ESSEIL-10

Thude bén theo don
Dé xa tAm tay tré em
Poc ki hwomg din sir dung trude khi ding
Thong bio ngay cho béc s¥ hoéc dwge sy nhirng tac dung khong mong mudn khi sir dung thudce
Té thong tin san phdm nay bao gom hudng dén sic dung cho thubc cé nhiéu ham lwgng khdc nhau.

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. Thanh phén

M&i vién nén bao phim ESSEIL-5 chira:

Cilnidipin ... TR . dmg

T4 dugc: Cellu!ose vi tmh the MI 12, glycerol, polysorbat 80, croscarmellose natri, povidon
(kollidon 30), silicon dioxyd, magnesi stearat, HPMC E6, talc, titan dioxyd, polyethylen glycol
4000, ddu thau dau, mau green mint.

Mbi vién nén bao phim ESSEIL-10 chira:

Cillmdipin ... 10 mg

Ta duoc: Cellulose vi tinh thé M112, glycerol, polysorbat 80, croscarmellose natri, povidon
(kollidon 30), silicon dioxyd, magnesi stearat, HPMC E6, talc, titan dioxyd, po!yerhy!en glycol
4000, dau thau dau, mau oxyd sdt vang.

2. M@ ti sin phim

ESSEIL-5: Vién nén tron, bao phim mau xanh, mgt mat cé dap logo #7, mit kia c6 dap gach
ngang.

ESSEIL-10: Vién nén tron, bao phim mau vang, mét mit c6 dip logo #*, mat kia cé ddp gach
ngang.

b 3. Quy ciach déng goi
ESSEIL-5: Hop 10 vi (Nhém - Nhom) x 10 vién.
ESSEIL-10: Hop 10 vi (Nhoém - Nhém) x 10 vién.

4. Thubc ding cho bénh gi?
San pham ESSEIL-5/ ESSEIL-10 chira thanh phan chinh c6 téc dung dugc ly la cilnidipin, la
thudc chéng ting huyet ap thudc nhom chen kénh calcei, diing dé didu tri tang huyét 4p.

5. Nén diung thudc nay nhw thé nao va liéu lwgng? )

Ludn ding thucf)c chinh x4c nhu huéng din ciia bac s§ hodc duge sy. Néu ban chua rd, hay hoi
lai cho chac chan.

Liéu dung:

Liéu thong thudong 13 mdi lan uong 5 mg hodc 10 mg, mdt 14n mot ngay sau bita in sang. Béc sy
s& theo doi dép tmg cta ban dbi v6i thudc va tuy theo tinh trang ciia bénh ly ctia ban ma diéu
chinh liéu cho hop ly.

Cach dung:
Udng 1 1an mdi ngay sau bita &n sdng. J
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6. Khi niao khong nén dung thude nay?

Khong nén diing thuéc nay néu ban:

- MAn cam véi cilnidipin hodc bt  ky thanh phan nao cuia ché phim.

- Dang mang thai hodc ban nghl rang ban dang mang thai.

Néu ban khong chiic chin vé cac van dé ké trén, tham van y kién bac s§.

7. Téc dung khong mong muén

Nhu c4c thude khace, cilnidipin c6 thé gdy tic dung khong mong mudn, nhung khong phai ai
cling gap phai.

Ngung ding thudc va lién hé trung tém y té gan nhdt néu ban gap cdc phan img sau:

Ban da, man dé, phit (mi mét, mit, mdi, miéng va ludi), khé thd hodc khé nubt. Day la céc triéu
chimg ctia phan img qua mén.

Cdc tdc dung khong mong muén khdc:

Thwong gap

Gan: Tang AST (GOT), ALT (GPT), LDH...

Thén: Tang creatinin hodc nito uré, protein ni¢u duong tinh.

Tam than kinh: Nhirc du, nhirc dau am i, chéng mit, chéng mét khi ding lén, clng co vai.

Tim mach: Do bimg mit, danh tréng nguc, cam giac néng, dién tim do bat thuong, huyét ap
giam.

Tiéu hoéa: Budn ndn, ndn, dau bung.

Quéa mén: Néi ban.

Huyét hoc: Tang hodc giam bach ciu (WBC), bach ciu trung tinh va haemoglobin.

Phan (g phu khéc: Phi (mit, chi dudi ...), khé chiu toan thén, tiéu dét, ting cholesterol huyét
thanh, ting hoic giam CK (CPK), acid uric, kali va phospho huyét thanh.

Hiém gap

Gan: Tang ALP

Thén: C6 can lang trong nudc tiéu.

Tam than kinh: Budn ngti, mét ngu, run ngoén tay, hay quén.

Tim mach: Pau ngyc, ty 18 tim - ngyc ting, nhip tim nhanh, bloc nhi thit, cam gi4c lanh.

Tiéu héa: Téo bon, chudng bung, khat, phi dai lgi, ¢ néng, tiéu chay.

Qué man: Do, ngira.

Huyét hoc: Tang hodc giam hong cau (RBC), hematocrit, bach cdu ura eosin va té bao lympho.
Phan ing phu khac: Cam gléc yeu, co cimg co sinh dbi cing chan, khé quanh mit, sung huyet
mét va cam gidc kich lrng, rdi loan vi gidc, dlrémg niéu dwong tinh, ting hoic giam dudng huyét
lic doi, protein toan phan, calci va CRP huyét thanh, ho.

Chuea rd tan sudt

Tam than kinh: T&.

Tim m'c_lch: Ngoai tdm thu.

Quéa mén: Nhay cam véi énh séng.

Thudc cé thé gdy ra cdc tdc dung khong mong muén khdc. Thong bdo cho bdc sy nhitng tdc dung
khong mong mudn gép phai khi sir dung thuoc.

8. Nén trinh dung nhimg thudc hoic thwe phdm gi khi dang sir dung thudc nay?

Thoéng bao cho bac s§ hodc dugc sy cia ban vé tht ca céc loai thudc ma ban dang str dung, bao
gém ca cac thude ké don hodc khong ké don, cac vitamin hogc thude tir dugc liéu.

Cilnidipin ¢6 thé anh huéng dén téc dung cua céc thude khac, va nguoc lai ciing ¢ thé bi anh
hudng bai céc thube khic cling nhu 14 thire an. Vi vdy, thong bdo cho bac sy néu:

- Ban dang sir dung c4c thube tim mach hodic thudc chéng ting huyét 4p khac.

- Ban dang sir dung thudc cimetidin.

- Ban dang sir dung céc thubc khang nédm, vi du nhu miconazol, itra¢onazol.

- Ban dang str dung thudc rifampicin. \/
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Ban nén tham vén y kién bac s§ vé nhimg loai thirc &n nén trénh sir dung trong thoi gian diéu tri
voi cilnidipin.
Ban c6 thé uong thudc nay sau bira an sang, ngay udng mot lan.

9. Cin lam gi khi mt lan quen khong dung thudc?

Trong truorng hop ban quén uong thude, uong thuoc ngay khi nh¢ ra. Tuy nhién, néu thoi gian
gan vai lidu ké tiép thi bo liéu da quén ubng va tiép tuc voi liéu ké tiép. Khong duoc udng lidu
gép d6i dé bu lai liéu da bi quén.

10. Cin bio quan thuoc nay nhw thé nao?

Gitr thude trong bao bi gdc ciia nha san xuét, dy kin.

Dé thudc noi kho réo, tranh énh sang, nhiét do khong qua 30°C, va ngoai tdm v&i ctia tré em.
Khéng sir dung thuéc qud han cho phép.

11. Nhlrng déu hiéu va tri¢u chlrng khi ding thudc qui liéu
Dung thude chinh xdc nhu huéng dan cua béc s§.
Khi dung thubc qua lidu, ban c6 thé bj tut huyét p ning.

12. Cén phai l1am gi khi dung thudc qué lidu khuyén cd0?

Ngung ding thude va lién lac ngay v6i bac s hodc trung tdm y té gan nhét.

Mang theo vién thudc cling véi bao bi dé bac sy biét ban da uéng thudc gi va c6 bién phap xir ly
k;p thoi.

Nam xudng ngay dé giam tac dung khéng mong mudn. Khong dugc tu 14i xe dén bénh vién.

13. Nhirng diéu cin thin trong khi ding thudc nay

Truée khi dimg thude nay, thong bdo cho bdc sy néu ban c¢é nhitng véan dé sau:

- Ban bi rdi loan chirc ning gan nang.

- Ban ¢6 tién st phan tmg phy nghiém trong véi thudc ddi khéng calci.

San pham c6 chira dau thau dau

Di ¢6 béo cdo tac dung khong mong mubn v6i diu thiu diu, bao gdm budn ndn, dau bung nén
mira va ti€u chay.

Thubc chira ddu thdu diu khong nén dugc sir dung trong trudmg hop tic nghén hodc hep rudt,
mét truong luc (méat nhu dong binh thudng trong co rudt), viém rudt thira (mot bd phan nho lién
két v6i rudt), viém dai trang (phin dudi cia rudt), dau bung khong giai thich dugc va mit nuéce
nghiém trong. Khong nén dung trong thdi ky mang thai va cho con bu.

Diing thubc cho tré em }
Chua c6 kinh nghiém 14m sang st dung thudc nay cho tré em.

Phu nit mang thai hodc cho con bu

Néu ban c6 thai hodic nghi ring minh dang mang thai, khéng sir dung thudc nay. Lién hé véi bac
sy dé béc s§ lya chon phuong phap diéu tri phit hop cho ban.

Anh hwong ciia thude dén khd ning van hanh mdy moc, tau xe

Khi ban dung thudc nay, ban c6 kha nang bi tut huyét ap. Do do, ban khéng nén thyc hién cac
cong viéc can tép trung cao d6 nhu lai xe hogc van hanh may méc, cho dén khi x4c dinh chic
chin minh ¢6 bi anh hudéng hay khong.

14. Khi nao cin tham vén bdc sy, dwgce sy?

Cén lién lac ngay véi bac sy hodc trung tim y té gin nhét khi dung thudc qua liéu chi dinh.

Thong thudng, bao gid ciing phai hoi y kién béc s§ hodic duoc s§ trude luc ding bét ky thube nao
khi mang thai hodc cho con bu.

Théng bao ngay cho béac s§ hodc duge sy nhitng tic dung khong mong mubn gap phai khi sir
dung thuoc

Néu cén thém thong tin xin hoi y kién béc sy hodc dugc s3. ‘q/

15. Han dung cua thudc: 36 thang ké tir ngay san xuét.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CANBQ Y TE

1. PAC TINH DUQC LUC HQC

Tén chung qudc té: Cilnidipin.

Nhém duge ly: Thube chéng tang huyét ap, chat d6i khang kénh calci. M3 ATC: CO8CA14.

1. Téac dung chong ting huyét ap

(1) Trong nhleu mo hinh khac nhau vé tang huyét 4p trén dong vt (chudt cong tang huyet ap tu
phat, chu6t cbng va ché tang huyét ap do bénh mach mau thén, chuft cong ting huyét 4p do
mudi DOCA va chudt cong tang huyet p tu phat d& dot quy), mdt lidu don cilnidipin dung
duong uong cho thiy tac dung ha huyét ap tir tir va kéo dai phu thuge lidu & liéu 1 mg/kg hoic
cao hon. Nguoc lai, n6 cho thay tac dung ha huyét ap yéu & chudt cong c6 huyét 4 ap binh thuong.

Thoi gian tac dung khong kéo dai khi ding mét liéu cao qua mirc. O chéd ting huyét ap do bénh
mach méu thén, cilnidipin cho thay tac dung cong thém khi dugce ding dong thoi véi mot thude
chen B hodc thuoc trc ché men chuyén anglotensm

)0 chudt cong tang huyét ap tr phat dé dot quy va ¢ cho tang huyet ap do bénh mach méu
than, céc liéu cﬂmdipm 13p lai dung dudng udng c6 tac dung lam ha huyet ap on dinh ma khong
cho thay sy giam dan. Ngtrng dung cilnidipin khong gay hoi g vé huyet ap.

(3) O chudt cong ting huyet ap tu phat tinh tdo va khong bi kjem ché, cilnidipin khéng lam tang
nhip tim trong khi ha huyét ap. Cilnidipin khong lam tang nong d9 noradrenaline huyet tuong
trong khi ha huyét ap, ciing khong lam giam dang ké ndng do nay nhu da géy ra do thude phong
bé adrenergic guanethidine sulfat). Cilnidipin khong gdy ha huyét ap tu thé dimg, mac du thude
phong bé hach (pentolinium) da gdy ra trong nghiém phép ban nghiéng (tllt test) sir dung tho.

4) 0 nhitng bénh nhan tang huyét ap v6 cin, mét liéu don cilnidipin mdi ngay ding dudng udng
cho thiy tac dung ha huyét ap dugc duy tri trong 24 gidr va van con rd rét vao sang sém hom sau.

Phan tich phd nang lugng ctia cac khoang R-R trong dién tim d6 24 gio da phét hién 12 cilnidipin
khong lam tang hoat tinh giao cam hodc nhip tim & dang dap ing phan xa doi véi sy giam huyet
ap.

2. Téc dung e ché trén dap ung tang huyet ap giy ra do stress

(1) O chudt cong tang huyét ap ty phat tinh tdo va khong bi kiém ché, cilnidipin trc ché sy ting
huyet ap va nong do norepinephrine trong huyét twong gay ra do stress lanh. Cilnidipin con uc
ché sy tang huyét ap gdy ra do stress phan luc khong khi (stress tinh than) & chudt cong.

(2) O nhiing ngudi nam tinh nguyén truéng thanh khoe manh c6 huyét ap ting 20% hodc cao
hon trong thir nghlf;m stress lanh, cilnidipin di wrc ché sy ting huyét 4p gdy ra do stress lanh.

3. Téc dyng we ché trén dap ung ting huyét dp giy ra do kich thich giao cam

(1) O chudt cong tang huyét ap tu phat duge choc tuy sdng, cilnidipin wrc ché sy ting huyét ap
gdy ra do kich thich giao cam bing dién.

(2) O chudt cong tang huyét 4p tu phét véi dong mach mac treo rudt duge cd 1ap va truyen dich,

cilnidipin cling trc che su phong thich norepinephrine géy ra do kich thich giao cam bang dién.

4. Téc dung trén tuan hoan nio

(1) O chudt cong tang huyet ap tu phat, cilnidipin khong lam giam luu lugng méau nio ngay ca
khl dung liéu lam giam huyét ap 30-40% & chudt cong Co ché tu diéu hoa luu lugng mau ndo
van duoc duy tri thoa déang trong khi huyét 4p giam xubng.

2 O bénh nhan ting huyét ap bi lam phuc tap thém do bénh mach mau ndo, Ivu lugng mau ndo
van duge duy tri trong khi huyét 4p duoc giam xudng.

5. Tac dung trén chirc nang tim

(1) O ché, cilnidipin lam giam nhip tim va co co tim & céac lidu cao hon lidu giy ting luu lugng
mau dong mach.

(2) O ch6 dugc gdy mé mé ngue, cilnidipin 1am giam su tiéu thu oxy cuia co tim & liéu gy ha
huyét 4p. Tai thoi diém nay, cilnidipin khong gy nhip tim nhanh, ciing khong anh hudng dén sy
co bop cua tim.

3) O nhitng bénh nhén ting huyét ap v cin, cilnidipin khong anh huong dén nhip tim trong khi
huyét ap giam, va & nhitng bénh nhén c6 ty 1¢ tim-nguc (CTR) bt ﬁ]u'(mg, cilnidipin lam cai
thién ty 1¢ tim-nguc.
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6. Tdc dyng trén chirc nang thin

(1) O chudt cbng ting huyet ap tu phat dugc gy me, cnlmdlpln lam tang thé tich nudc tiéu, luu
lugng méu qua than va toc d9 loc cua cau than & liéu gy ha huyet ap. Cilnidipin cling lam ting
thé tich nude tiéu, luu lugng mau qua than va toc do loc cua cau than khi chie nang than bi giam
do endothelin.

(2) O nhitng bénh nhan ting huyét ap v6 can, cilnidipin khong anh huéng dén chirc ning than
trong khi huyét ap duoc giam xudng.

7. T4c dung trén rdi loan tim mach lién quan véi ting huyét dp

1) O chudt cong tang huyét ap tu phat dé dot quy, mét liéu don cilnidipin hang ngéy da ngan
chiin su xuét hién dot quy va cai thién ty 1¢ song s6t. Ngoai ra, cilnidipin con lam giam sy phi dai
tim (trong lugng tim ting), day thanh thét trai, xo hoa co tim va céc tdn thuong ¢ than. Hon nira,
cilnidipin con lam giam sy day 16p gitra ciia thanh dong mach vanh va lam giam ham lugng calci
trong dong mach chu.

(2) O nhitng bénh nhan tang huyét 4p vo cin, cilnidipin lam giam chi sé xo vira dong mach va
lipid per0x1de trong huyét thanh.

8. Co ché tic dung

(1) Céc dir liéu trén thuc nghiém da cho thiy c11n1d1pm gén két véi cac vi tri gén dihydropyridine
ctia kénh calci phy thudc dién thé type L va trc ché dong Ca2+ di vao qua mang té bao cua co
tron mach mau qua kénh nay (in vitro trén tho).

Do d6 co tron mach mau gian ra, gdy gian mach. Qua co ché nay, cilnidipin dugc xem 1a ¢6 tic
dung 1am ha huyét ap.

(2) Cilnidipin trc ché dong Ca2+ di vao qua kénh calci phy thudc di¢n thé type N & mang té bao
than kinh giao cam. Sy trc che dong Ca2+ di vao qua kénh calci phy thude dién thé type N da
dugc quan sat thiy trong mot pham vi néng do thudc tuong tw nhu ndng do tc ché kénh Ca2+
phu thudc dién thé type L (in vitro trén chudt cfmg)

Do do, sy phong thich norepinephrine tir ddu tin cung day thin kinh glao cam bi trc ché.

Cllmdlpm duoc cho la tc ché sy ting nhlp tim phan xa c6 thé qua trung glan su hoat hda giao
cam sau giam huyét ap va tic ché tang huyét ap lién quan véi stress qua co ché nay

2. PAC TINH DUQC PONG HQC

Hap thu:

Khi ding mét liéu don cilnidipin 5 mg, 10 mg hodc 20 mg dudng udng cho 6 ngudi nam tinh
nguyén khoe manh, ndng do cao nhét trong huyet tuong (Cmax) dugce ghi nhan tuong g la 4,7
ng/mL; 5,4 ng/mL va 15,7 ng/mL, va dién tich dudi dudng cong (AUCO0-24) tuong mg la 23,7
ng.gid/mL; 27,5 ng.gio/mL va 60,1 ng.gio/mL.

Nhu véy ca hai thong s6 déu ting theo cach phuy thude liéu ding.

Khi dung 1dp lai mot liéu don cilnidipin 10 mg, 1 lan/ngay cho 6 nguoi nam tinh nguyén khoe
manh cho thiy ndng do trong huyét tuong dat duge ¢ trang thai 6n dinh tir ngay thi 4 khi ding
thudc va khong c6 biéu hién tich liiy thude.

Dugc dong hoc cua thubc nay ciing da duoc danh gia & nhimg bénh nhan bi suy chirc nang than
(creatinin huyet thanh: 1,5 - 3,1 mg/dL) sau khi dung mot liéu don 10 _mg dudng ubng & bénh
nhan tang huyét ap, va khong thdy su khéc biét c6 y nghia thong ké vé dit liéu duge dong hoc
ctia thude nay so v6i dit liéu & bénh nhan ¢6 chirc néng than binh thudng. Viéc ding lap lai thudc
ndy dudng udng véi liéu 10 mg, 1 lan/ngdy trong 7 ngay & bénh nhén bi suy giam chic ning
than khong gdy ra cac su khac biét vé dir liéu duge dong hoc so véi dit liéu & bénh nhan c6 chire
nang than binh thuong.

Phan bé

Cilnidipin gé"m két 99,3% véi protein huyét thanh ngudi.

Chuyén héa va thai trie

Dua vao céc chit chuyén héa da dugc nhan dang trong huyét tuong va nudc tiéu cua nhimg
ngudi nam tinh nguyén khoe manh, ngudi ta cho rang duong chuyén hoa chinh cua cilnidipin la
su khir methyl ciia nhém methoxyethyl, tiép theo bdi su thiy phan ester cinnamyl va oxy héa
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vong dihydropyridin. CYP3A4 duoc cho 1a lién quan chii yéu va CYP2C19 lién quan mdt phan
vao sy khir methyl cia nhom methoxyethyl (in vitro).

Téc dung chen kénh calci cua chat chuyén hoéa c6 nhém methoxyethyl bi khir methyl chi bing
1/100 tac dung ctua hqp chit géc.

Khi dung lap lai mot liéu don cilnidipin 10 mg, 1 lanf'ngay dudng udng trong 7 ngay cho nhimg
ngudi nam tinh nguyén khée manh, khong c6 hop chit cilnidipin dang khong d6i dugc thai trir
nhung 5,2% liéu dung duoc dao thai trong nudce tiéu dudi dang cac chét chuyén hoa.

3. CHi PINH o )
Cilnidipin dugc chi dinh dé diéu tri ting huyét ap.

4. LIEU DUNG

Ngudi 16n: Théng thuong dung liéu 5 - 10 mg cilnidipin dudng udng, 1 lan/ ngay sau bira an
sang. Liéu dung c6 the dugc diéu chinh theo tudi va triéu chimg cta bénh nhan. C6 thé tang liéu
1én 20 mg/lan/ngay neu dap ung d6i voi thude la khong du. Ngudi tang huyét p niang: ding lidu
10 - 20 mg duong udng, 1 lan/ngay sau bira &n sang.

Trong trudong hop quén udng thude, uong thuoc ngay khi nh¢ ra. Tuy nhién, néu thoi gian ga.n
vé6i lidu ké tlep thi bo liéu da quén udng va tiép tuc voi lidu ké tiép. Khong duge udng lidu gép
doi dé bu lai lidu da bi quén.

5. CACH DUNG: Thubc ding dudng uéng

6. CHONG CHI PINH ' ‘
- Bénh nhin qua mén véi cilnidipin hodic bét ky thanh phin nao cua thude.
- Phu nir ¢6 thai hodc phu nit ¢6 kha ning dang mang thai.

7. CAC TRUONG HQP THAN TRQONG KHI DUNG THUOC

- Bénh nhan bi r01 loan chirc ning gan ning (Nong do trong huyet tuong c6 thé ting 1én).

- Bénh nhéan cé tlen str phan Umg phu nghiém trong véi thude d6i khang calci.

- Bénh nhan cao tudi.

San phim c6 chira ddu thiu diu

Pi ¢6 béo cdo tac dung khong mong mubn véi dau thau dau, bao gdbm budn nén, dau bung ndn
miura va ti€u chay.

Thude chira dau thiu dau khong nén dugc sir dung trong truong hop tic nghén hodc hep rudt,
mét trwong luc (mét nhu dong binh thudng trong co rudt), viém rudt thira (mét by phan nho lién
két voi rudt), viém dai trang (phan duéi cua rudt), dau bung khong giai thich duge va mat nuée
nghiém trong. Khong nén dung trong thoi ky mang thai va cho con bu.

Thén trong quan trong

Vi da c6 bao cao 1a ngimg dot ngdt thude déi khang calci lam ning thém mot s6 triéu chimg, do
d6 néu can ngimg cilnidipin, phai giam liéu dan dudi su theo déi chit ché.

Néu ngimg cnlmd1p1n tir lidu 5 mg/ngay, nén tién hanh céc bién phap thich hgp nhu thay thé bing
cac thude chdng tang huyét ap khac.

Phai chi d4n bénh nhén khong ngimg thudc nay ma khong c¢6 su huéng dan clia béc sy.

Sir dung ¢ ngudi cao tudi

Cilnidipin can dugc ding can thin dudi sy theo ddi chat ché tinh trang cua bénh nhan va tién
hanh céc bién phap nhu khéi dau véi mot lidu thip hon (vidu 5 mg).

Nén tranh tac dung ha huyét ap qua mic & ngudi cao tudi.

ba quan sat thay cac phan tng phu (k& ca cac bit thuong vé két qua xét nghiém) & ngudi cao
tudi tir 65 tudi trér 1én & 152 trong s6 2.863 bénh nhén trong cac nghién ciru sir dung cilnidipin.

Sir dung ¢ tré em

Chua xé4c dinh dugc do an toan cua cilnidipin & bénh nhén tré em (chua c6 kinh nghiém lam
sang).

Pé xa tAm tay tré em.

Z
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SU DUNG CHO PHU NU €O THAI VA CHO CON BU:

Thoi ky mang thai

Khéng dugc ding cilnidipin cho phu nir ¢6 thai hodc phu nir c6 kha ning dang mang thai. Pa c6
bdo cdo 1a cilnidipin kéo dai thoi ky thai nghén va thoi gian sinh dé & dong vét thi nghiém.

Thoi ky cho con bi

Tranh dung thudc nay cho phu nit dang cho con bu. Néu viée diéu trj 1a can thiét, khuyen bénh
nhén khéng cho con bu. Pa c6 bdo céo thude tiét vao sira trong cac thir nghiém & dong vat
(chudt).

ANH HUONG CUA THUOC PEN KHA NANG VAN HANH MAY MOC, TAU XE:

Céc triéu chig nhu chéng mit ¢6 thé xay ra do tac dung ha huyét ap cta thudc nay.

Can phai c¢6 canh bao v& viéc tham gia vao céc hoat dong nguy hiém cin sy tinh tdo nhu lam
viéc trén cao, van hanh may moc hodc lai xe cé ddng co.

7. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC

Cilnidipin cht yéu duofc chuyén héa bédi enzym chuyén héa thudc CYP3A4 va mot phan boi
CYP2C19;

Tén thudc Dau hi¢u, tri¢u ching va diéu | Co ché va yéu té nguy co
tri
Cac thu(?c chong | Huyét ap c6 thé ha qua mic. Bao gom kha ning c6 tic dung cong
ting huyét p khéc thém hay hiép dong.

Pi c6 bdo cdo 1a mot s6 thude ddi | Co ché chua hoan toan sing to,
khéng calci (vi du nifedipin) lam | nhung dugc cho 1a trong pham vi
ting ndng do digoxin trong huyét | giam thanh thai than va ngoai than.
twong. Néu quan sit thdy bét ky
déu hiéu triéu chirng dgc tinh nao
¢6 thé quy cho digoxin (vi du
budn nén, ndn, nhirc dau, thi lic
bét thuong, loan nhip), phai tién
hanh cac bién phap thich hgp nhu
didu chinh liéu digoxin hoic
| ngimg cilnidipin, tuy theo tinh
trang bénh nhan.

Di c6 bao cdo 1a céc tac dung cua | Ngudi ta cho ring cimetidin lam
mot s thude doi khang calci khéc | gidm luu lugng méu qua gan véi
(vi du nifedipin) tang 1én. héu qua ngan chin su chuyén hoa
c4c thudc dbi khang calci do enzym
& microsome gan, dong thoi
cimetidin lam giam lugng acid da
day, vi vdy lam tang sy hap thu céac
thudc d6i khang calci.

D4 c6 béo cdo la tac dung cua cac | Ngudi ta thuong cho ring enzym
thubc d8i khang calci khac | chuyén héa thudc & gan (cytochrom
(nifedipin) bi giam. P450) duge cam g boi rifampicin,
thiic ddy su chuyén héa cac thudc
dbi khang calci, vi vay lam ting
thanh thai céc thubc nay.

Nhém azol chéng | Nong dé cilnidipin trong mau ¢6 | Nhém azol chdng ndm dugc cho la
ndm: itraconazol, | thé ting trc ché CYP3A4, mdt enzym chuyén
miconazol,... héa thude dbi vai cilnidipin.

Pa c¢6 ching minh ndng do | Chi tiét vé co ché co ban van can
cilnidipin trong méu ting lén. dugc sflng td, nhung mot so thanh

Digoxin

Cimetidin

Rifampicin

Nude budi
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CYP3A4,
thudc ddi véi cilnidipin.

phén trong nudc budi co thé‘ﬁ'c ché
la enzym chuyén hda

8. TAC DUNG KHONG MONG MUON
Cic phan tmg khong mong mudn c6 y nghia lam sang
Réi loan chire niing gan va vang da (khong rd tin sut)
Réi loan chire nang gan va vang da di kém v6i ting AST (GOT), ALT (GPT) va y-GTP c6 thé
xdy ra. Vi vdy, can phai theo doi sat, néu quan st thdy bat ky bat thudong nao thi can tién hanh
céac bi¢n phaP thich hop nhu ngirng dung cilnidipin.
Giam tiéu cau (ty 1&: <0,1%)
Vi glam tiéu cdu c6 thé xay ra, can phai theo ddi sat, néu quan sat thiy bat ky bét thuong nao thi
can tién hanh cac bién phap thich hop nhu ngimg dung cilnidipin.
Cic phén ing khong mong mudn khic
Néu xay ra bt ky phan trng phu nao sau ddy thi can tién hanh cac bién phép thich hop tuy theo

triéu c_;hu’ng_
N it _ll. ) K'h(m
“ 0 tin
B sy o e R TR T suit
Tang AST (GOT), ALT
(1 s
G (GPT), LDH... ARug ALY
Than Tﬁflg crt?atquhn oge 1'11t0' C6 can ling trong nude tiéu
uré, protein ni¢u duong tinh
Nhic dau, nhirc dau &m i, Budn ngi, mét ngu, run ngdn ta Te
Tém thin kinh | chéng mét, chéng mat khi | | el gt eon
dtme 1én. ot . ay quén
ing lén, cimg covai
Do bimg mit, danh trong Ngoai
ngyc, cam giac néng, dién | Pau nguc, ty 1 tim-nguc tang, nhip | tim thu
Tim mach tam do6 bat thuong (ST ha, | tim nhanh, bloc nhi that, cam gidc
song T dao nguoc), huyét 4p | lanh
giam.
Tiéu hoa Budn ndn, ndn, dau bung Ta_o l?on, c':huorfg bm}g, ke, phi
dai loi, ¢ néng, ti€u chay
w Nhay
Qua man® Nbi ban Do, ngira cam véi
anh sdng
Tang hodc giam bach cau | Tang hodc giam hong cau (RBC),
Huyét hoc (WBC), bach ciu trung tinh | hematocrit, bach cdu wa eosin va té
va haemoglobin. bao lympho
Ph (mt, chi du,.,), kho | Cam 8dc ¥ co cing co sinh dBi
cang chin, khdé quanh mat, sung
chiu toan thén, tiéu dt, ting 2, & S Lok 2
fe & huyét mat va cam giac kich trng, roi
Phan tmg phu | cholesterol huyét thanh, logn ¥§ gide, Gubng wibu duong
shie tﬁr}g ho? © glam (?K (CPK), tin.h, té'ng hodc giam dudng huyét
acid uric, kali va phospho lic dbi s todue el lci va
huyé  thanh uc doi, protein toan phan, calci va
' CRP huyét thanh, ho. ' '
(D; Bénh nhén can dugc theo dodi can than vé céac triéu chimg nay, néu thay bat ky bat thudng
nao thi phai ngimg dung cilnidipin.
@: Néu thay bét ky triéu chimg nao nhu vy, phai ngimg dung cilnidipin.

Thubc c6 thé gay ra cde tac dung khong mong muon khdc, khuyén bé
dung khéng mong mudn gdp phai khi ding thuéc.

Hy thong bdo cdc tac
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9. QUA LIEU VA CACH XU TRi

Qua liéu cilnidipin c6 thé 1am giam huyet ap qué muec.

Xir tri: Néu giam huyét 4p rd rét, can tién hanh céc bién phap thich hop nhu nang cao chi duéi,
diéu tri truyén dich va dung cac thudc ting huyét 4p. Loai bd thudc bing thim phén mau khong
hiéu qua do ty 18 géin két cao cua thudc véi protein.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khong dung qu4 liéu chi dinh.

11. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
San xuat tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Pudng D17, Khu Cong nghiép My Phuéc 1, Phudng Théi Hoa, Thi x4 Bén Cét, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
o 12. NGAY XEM XET SUA DPOI, CAP NHAT LAT]
THUOC -
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