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To hwong dan sir dung thude

Rx Thuéc nay chi ding theo don thude

WAJUNI

Vién nén bao phim
Thube nay chi ding theo don thudc.
Dé xa tam tay tré em.
DPoc ki hwéng din sir dung trude khi dung,

THANH PHAN

- Thanh phin dwgc chit:
WAJUNI 5: Cilnidipin 5 mg
WAJUNI 10: Cilnidipin 10 mg

- Thanh phan ti dwge: Natri hydroxyd, meglumin, tween 80, povidon K30, cellulose
vi tinh thé, manitol, natri croscarmellose, magnesi stearat, silic dioxyd keo khan,
HPMC 615, HPMC 606, PEG 6000, titan dioxyd, talc.

DANG BAO CHE, MO TA SAN PHAM

Vién nén bao phim

WAJUNI 5: Vién nén hinh tron, bao phim mau tring, hai mit 161, mot mat ¢6 khic vach
ngang, canh va thanh vién lanh lan.

Vach chia khéng nhim muc dich chia lidu.

WAJUNI 10: Vién nén hinh caplet, bao phim mau lrzing, hai mit 16i, mot mit ¢6 khic vach
ngang, canh va thanh vién lanh ldn.

Vién c6 thé bé theo vach ngang dé chia thanh 2 liéu bang nhau.

CHI PINH
WAJUNI duoc ding trong diéu tri tang huyét 4p.

LIEU DUNG, CACH DUNG
Liéu diing
Nguwoi lon:
Liéu théng thuong: 5 — 10 mg x 1 lan/ngdy, udng sau bita sang. Li¢u nén diéu chinh theo
d tudi va tridu ching bénh. C6 thé ting 1én 20 mg x 1 lin/ngay néu chura du hidu qua diéu
tri. D41 véi tang huyét ap ning, ding lidu 10 — 20 mg x 1 lan/ngdy, sau bita sang.
Doi tuwong dic biét
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To hwong din siv dung thude

Bénh nhdn c¢é tién sir tdc dung phu nghiém trong voi thuéc chen kénh calei: DA loai trir
trong cac thir nghi€ém lam sang,.

Ré6i loan chie néng gan néng: L.am ting nong dd cilnidipin trong mau.

Tré em: Khong cé nghién ctru dugce thyc hién.

Nguoi cao tuéi: St dung than trong, khot diu voi licu th*flp (5 mg). Téac dung phu thuong
gédp 1a ha huyét dp qua mic.

Cach duang

Dung duong udng.

CHONG CHI PINH
Bénh nhan qué man voi hoat chét hodc bat ky thanh phan nao cta thude.

Phu nit mang thai hodic phu nir ¢6 kha nang dang mang thai.

CANH BAO VA THAN TRONG KHI DUNG THUOC |

P 6 bdo cdo vé cac truong hop triéu chimg tram trong hon khi dot ngdt ngung thude chen
kénh calci, vi vy nén giam liéu dan dan trude khi ngung thude. Néu phai ngung cilnidipin
khi dang ding liéu 5 mg, nén chuyén sang loai thuéc khic. Bénh nhan khong nén ngung
thude khi chua ¢ chi dan cta bac si.

San pham c6 chita dudi 1 mmol natri (23 mg) nén coi nhu khong chira natri.

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir ¢6 thai

Khéng ding thude cho phu nit ¢6 thai hodc phu nit ¢6 kha ning mang thai. Cac nghién ctru
trén chudt cho thay ddc tinh trén thai nhi va kéo dai thoi gian mang thai, sinh no.

Phu nir cho con bu

Xem xét gitra loi ich coa viée diéu tri va viée cho con bu dé cin nhic tiép tuc hodc ngung
cho con bi. Cac nghién ctru trén chudt cho thay thude di qua stra me.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chéng mat ¢6 thé xay ra do tac dung ha huyét ap, do d6 nén than trong khi lam viéc trén
cao, lai xe hoac van hanh may moéc.

TUONG TAC, TUONG KY CUA THUOC

Twong tac

Cilnidipin duge chuyén héa chu yéu boi enzym CYP3A4.
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T huwong dan sir dung thudce

|
| Thube

Triéu ching

Co ché .

Thube ha huyét ap

Ha huyét ép qua mire

C6 thé do tac dung bd sung
hodc hiép dong

Digoxin

Céc thude chen kénh calei (nhu
nifedipin) da duge bao cdo la lam
tang nong dé digoxin trong mau.
Néu xuét hién triéu chirng ngd
doc digoxin (budn nén/nén, nhirc
déu, thi luc bat thuong, loan
nhip....), ¢in chinh liéu digoxin

hodc nging thube tiy theo cac |

tricu chimg.

Co ché chua 1o, c¢6 thé do
giam d¢ thanh thai digoxin &
than va ngoai than.

Cimeltidin

bia duge bao cdo 1a lam ting tac
dung cua ciac thuoc chen kénh
calci khac (nhu nifedipin).

Cimetidin  lam giam luu
lugng méu dén gan va trc ché
enzym chuyén hoéa' cua thube
chen kénh calci & gan, dong
thoi lam giam acid da day

Ngudi ta tin ring nd 1am tang
hap thu ctia thudc chen kénh
calci. '

Rifampicin

ba dugce bao cao la lam giam tac
dung cua cac thuoc chen kénh
calei khace (nhu nifedipine).

Rifampicin cam g enzym
CYP450 ¢ gan, 'lam tang
chuyén héa va ting d¢ thanh
thai cua thude chen kénh
calci.

(Itraconazol,
miconazol)

Thuoce khdng nam azol

Téng ndéng do cilnidipin trong
mau.

Do thuoe khang nam azol tc
ch¢ enzym chuyén hoa
cilnidipin enzym CYP3A4.

Nudce €p buoi chum

Tuong ky

Did c¢6 chirmg minh vé viéc lam
ting nong do cilnidipin trong
mau.

Co ché chua rd, c6 thé do
nude €p budt chum e ché
CYP3A4.

Do khong ¢6 nghién ciru ve tinh twong ky cua thuoe, khong trén lan thuoe nay vai cac thuoe

khac.
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TAC DUNG KHONG MONG MUON CUA THUOC

Céc phan tmg bit 1gi sau diy c6 thé xay ra. Bénh nhan cin duge theo doi can thin va néu
xuit hién bat ky ddu hiéu bat thuong nao thi nén thuc hién cac bién phdp thich hgp nhu
ngimg dung thude.

Cic tac dung phu c6 y nghia lim sang

- R&i loan chire ndng gan, vang da (Khéng ro tn suit): R3i loan chire nang gan c6 thé
xay ra kém theo ting AST, ALT, y-GPT

: Giam tiéu céu (< 0,1%).

Cic tac dung phu khac

0,1% dén duéi 5%

Duai 0,1%

~ . A
Khong ro tan suat

Gan!

Tang AST, ALT, LDH, ...

Tang ALP

Thén

Téang creatinin hodc nito uré,
protein niéu duong tinh

C6 can lang nudc tieu

Hé than
kinh

Dau dau, dau dau am 1, chong
mat, chong mét khi dirng 1én,
cing co vai

Bubn ngt, mat ngu, run
ngon tay, hay quén

¢ tudn
hoan

Miat do bung, danh trong
ngue, cam gidc nong, bit
thuong dién tim do (ST chénh
xubng, séng T ddo nguoe), ha
huyét ap.

Dau ngue, ting ti I1¢ tim —
ngwe, nhip tim nhanh,
block nhi lhét, cam giac
lanh

Ngoai tam thu, nhip

Hé tiu
hoa

Buon non/non, dau bung

Tao boén, day hoi, khd
miéng, phi dai lgi, ¢ nong,
tiéu chay

Qua man
(2)

Mau

N61 ban

Man do, nglra

Nhay cam vdi anh

Thay doi s6 lugng bach cau,
bach cau trung tinh va huyét
sic to

Thay d6i so lugng hong
cau, hematocrit, bach cau
ai toan va té bao lympho

Khac

Pho (mdt, chi dudi...), kho
chiu toan than, tiéu dat, tang
cholesterol mau. tang hodc

Yéu co, co cung co bip
chan, kho mat, sung huyét
mat, roi loan vi gidc,

glucose nicu duong tinh,
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giam CK (CPK), acid uric, | ting hodc giam duong
kali va phospho mau. huyét Iie doi, protein toan
lphﬁn, calei mau va CRP,

1 ho.

Luu y 1) Bénh nhén can duge theo di can than vé cac triéu chimg nay, néu thdy bt ky luu
¥ bét thuong nao thi phai ngung diing WAJUNI.
Luu ¥ 2) Néu ¢6 bit ky tridu chimg nao nhu vy, phai ngimg ding thuée WAJUNI.

Thong bio cho béc sinhirng tic dung khong mong muén gap phai khi sir dung thube

QUA LIEU VA CACH XU TRI

Qué liéu WAJUNI ¢6 thé lam giam huyét ap qua mue. Néu giam huyét ap ro rét, can tién
hanh cdc bién phap thich hgp nhu ning cao chi duéi, dicu tri truyén dich va dung céc thude
tang huyét ap. Loai bo thude bing thim phin mau khong hiéu qua do ty 1¢ giin két cao cuia
thude vai protein.

PAC TINH DUQC LUC HQOC

Nhém duge Iy: Thude chen kénh calci.

Ma ATC: CO8CA 4.

Co ché tic dung

Cilnidipin gén két véi vi tri gén dihydropyridin cua kénh calci phu thuge dién thé type L
va re ché dong Ca®* di vao mang té bao ciia co tron mach mau qua kénh nay (in vitro trén
tho).

Do d6 lam co tron mach mau gidn ra, gy gidn mach va c6 tac dung ha huyét ap.
Cilnidipin trc ché dong Ca?" di vao kénh calci phu thude dién thé type N & mang té bao
than kinh giao cam. Sy uc ché dong Ca?* di vao qua kénh calci phu thude dién thé type N
di duoc quan st thily trong mét pham vi ndng do thude tuong tu nhu ndng do tre ché kénh
Ca2" phu thube dién thé type L (in vitro trén chudt cong). Do do, sy phong thich
norepinephrine tir dau tan ciing diy than kinh giao cam bi trc ché. Cilpinidine duge cho la
trc ché sy ting nhip tim phan xa ¢6 thé qua trung gian sy hoat héa giao cdm sau giam huyét
ap va uc ché tang huyét ap lién quan tdi stress qua co ché nay.

Téc dung ha huyét 4p

Trong nhiéu mé hinh khac nhau vé ting huyét ap trén dong vat (chudt ting huyét ap tu
phét, chudt/ché tang huyét 4p do bénh mach mau than, chudt ting huyét 4p do mudi DOCA
va chudt tang huyét ap tu phat dé& dot quy), cilnidipin khi dung duong uéng don lidu cho
thdy tac dung ha huyét 4p chim va kéo dai phu thude vio liéu tir Img/kg hodc cao hon.
Mit khéc, tac dung ha huyét ap & chudt ¢6 huyét &p binh thuong rit yéu. Khong thiy kéo
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dai thoi gian tac dung khi ting lidu. Cilnidipin cho thiy tac dung hiép dong cong khi két
hop v6i thude chen B hodc thude e ché men chuyén angiotensin & cho bi tang huyét ap do
bénh mach mau than.

Cilnidipin cho tac dung ha huyét ap 6n dinh sau khi ding licu lap lai & chudt ting huyét ap
tu phat d& dot quy va cho tang huyét dp do bénh mach mau than ma khéng bicu hién sy
gidm tac dung do dung thude lap lai hodc hién twong ting huyét ap trér lai sau khi ngiing
thude. Trong mot nghién ciru ding liéu duy nhit & chudt ting huyél, ap tu phat tinh tao va
khong bi kiém ché, cilnidipin khéng lam ting nhip tim trong khi ha huyét 4p. Ngoai ra,
khong cé su gia ting ndng dé noradrenalin mau trong khi ha huyét ap. cting khong lam
giam nong do noradrenalin nhu thuée giao cam (guanethidin sulfat). Khéng ghi nhan ha
huyét ap thé ding nhw duge quan sat thiy & thude phong bé hach (pentolinium) ¢ tho.

() bénh nhan ting huyét ap v6 ciin, ding liéu don mdi ngay duong udng gitp duy tri tac
dung ha huyét trong 24 gio va van con rd rang dén sang hém sau. Khi phan tich pho ning
luong trong dién tdm d6 24 gidy (cac khoang R-R), khong thdy su gia ting hoat tinh giao
cam hodc nhip tim ¢ dang ddp ung phan xa d6i voi sy giam huyét ap.

Téc dung e ché trén dap ng tang huyét ap gy ra do stress

O chudt cong tang huyét ap tu phat tinh tdo va khong bi kiém ché, cilnidipin &re ché sy ting
huyét ap va ndng do noradrenalin trong huyét twong do stress lanh, dong thoi ciing tre ché
s gia ting huyét ap gy ra do stress phan luc khong khi (stress tinh than) & chudt cong.

O nam giGi tinh nguyén trudng thanh khoe manh véi mae do tang huyét ap tir 20% tror 1én
trong thir nghiém stress lanh, cilnidipin e ché sy ting huyét ap gdy ra do stress lanh.

Téc dung tre ché ting huyét ap do kich thich giao cam

Cilnidipin (rc ché tang huyét ap do kich thich than kinh giao cam & chudt ting huyét ap tu
phat duoc choc tiy sdng.

O chuét céng ting huyét ap tu phit véi dong mach mac treo rudt duge ¢d lip va truyén
dich, cilnidipin ciing trc ché sy phong thich norepinephrine giy ra do kich thich giao cam
bang dién.

Tic dung trén tudn hoan nio

Cilnidipin khong lam giam luu lwgng mau ndo ¢ chudt bi ting huyét ap tu phat ngay ca &
liéu lam ha huyét ap 30-40% va duy tri luu lugng méau ndo ngay ca khi huyét ap bi ha thép.
O bénh nhan ting huyét ap kém bénh mach mau néo, lru lwong mau nio duge duy tri ngay
ca khi ha huyét ap.

Tac dung trén chirc ning tim

( ché, cilnidipin lam giam nhip tim va co bop co tim khi ding liéu cao hon lidu gay ting
luu Iugng mau dong mach.
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O ché duge gy mé mé ngue, cilnidipin 1am gidm mite tidu thu oxy cua co tim & lidu giy
ha huyét ap. Tai thoi diém nay, thude khéng gay tang nhip tim hodc G ché co bop co tim,
O bénh nhén ting huyét ap vé can, cilnidipin khong anh hudng dén nhip tim trong qua trinh
ha huyét ap, va & bénh nhén c¢6 ty 1€ tim-nguc (CTR) bét thuong, cilnidipin lam cai thi¢n
ty 1¢ tim — nguec.

Tac dung trén than

O chudt cong tang huyét ap tr phit duge gay mé, cilnidipin lam ting thé tich nude ticu, luu
lrong mau qua thin va tde do loc cau than ¢ lidu gay ha huyét 4p. Cilnidipin ciing lam ting
thé tich nuée tiéu, luu luwgng mau qua than va toc d6 loc cau than khi chire nang than suy
giam do endothelin.

O bénh nhan ting huyét 4p v6 can, cilnidipin khong anh huéng dén chirc nang than trong
qué trinh ha huyét 4p.

Tac dung trén roi loan tim mach lién quan téi ting huyét 4p

O chudt cdng tang huyét ap t phat dé dot quy, mot lidu don cilnidipin hang ngay da ngin
chiin sy xuat hién dot quy va cai thién ty 1€ séng sot. Ngoai ra cilnidipin con lam giam phi
dai tim (trong lwong tim ting), diy thanh thit trdi, xo héa co tim va céc ton thuong & than.
Hon nita, cilnidipin con lam giam su day lop gitra cac thanh dong mach vanh va lam giam
ham lugng calei trong dong mach chu.,

PAC TINH DUQC PONG HQC

Hap thu

Sau khi dung lidu duy nhat 5 mg, 10 mg va 20 mg trén 6 nam gidi khoe manh, Cumay lan Lot
la 4,7; 5,4 va 15,7 ng/ml, AUCy —24 twong tng la 23.7; 27.5 va 60,1 ng.gio/ml, taing phuy
thugc vao liéu.

Dung liéu lap lai 10 mg/ngay ¢ 6 nam gidi khoe manh, duge dong hoc thu duge nhu sau:
trang thai on dinh dat duoc sau ngay dung thuoc thir 4 va khong quan sat thay su tich Iy

Coans Toax | Tiz (%) Tia () AUCq-
(ng/ml) (gio) (gi0r) (gio) (ng.gio/ml)
Ngay thirnhdt | 9,5+1,6 | 28+1,0 | 1,0202 | 52+20 | 51,4+12,7
Ngay thtr 4 1305450 | 374056 - . 101.8+29.0
Ngay thir 7 16579 | 30+13 | 11206 | &1+27 | 955+345

(Trung binh + d6 léch chuén)
Phén bo

Trong in vitro, thude lién két 99,3% véi protein huyét tuong.
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Chuyén hoéa

Dua theo céac chat chuyén héa duoc tim théy trong huyét tuong va nude tiéu cia nam gidi
khée manh cho thiy con dudng chuyén héa chinh 14 khir methyl nhém methoxyethyl, sau
do 1a thay phan nhom este cinnamyl va oxy héa vong dihydropyridin. CYP3A4 chu yéu
tham gia vao phan Umg khtr methyl cua nhém methoxyethyl trong qua trinh chuyén héa,
CYP2C219 ciing tham gia mdt phan trong phan ting nay (in vitro). Hoat tinh chen kénh
calei cua dang khu methyl bf‘ing 1/100 hoat tinh cua dang khéng doi (trén tho).

Thai trir

Khi ding 10 mg x 2 lan/ngay & nam gidi khoe manh trong 7 ngay, khong tim thay hop chat
dang khong déi trong nude tiéu nhung 5,2% liéu dung duge dio thai qua nude tiéu durdi
dang cac chét chuyén hoa. Luru y cilnidipin duge khuyén cdo ding mét ldn mdi ngay sau
bita sang.

Duwgc dpng hoc ¢ doi twong dic biét

Bénh nhdn réi loan chire nén g than .

Sau khi dung lidu duy nhét 10 mg, khong c6 sy khac biét ¢6 y nghia vé nong do thude trong
huyét tuong theo thoi gian gifta ngudi ¢6 chitc ning thin binh thudng va ngudi ¢6 chire
ning thin suy giam (néng do creatinin huyét thanh 1,5 dén 3,1 mg/dl).

Sau khi ding lidu 10 mg x 1 lan/ngay trong 7 ngay & bénh nhan suy théan, khong nhan thay
anh hudng cua lidu 13p lai dén nong do thude trong huyét twong.

QUY CACH PONG GOI
Hop 03 vix 10 vién.
Hop 05 vix 10 vién.

Hop 10 vix 10 vién.

BAO QUAN
Noi khé, khong qua 30°C, tranh anh sang.

HAN DUNG
30 thang (k& tir ngay san xuat).

TIEU CHUAN CHAT LUQONG

Tiéu chuan nha san xuat.

>
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MEDCEN
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Co s& san xuat:
CONG TY CO PHAN MEDCEN
L6 F10, Duomg s6 6, KCN Hoa Binh, Nhj Thanh, Thu Thira, Long An, Viét Nam.
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