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Tén co s& d& nghi x4c nhan: Cong ty C8 phan Dugc phdm CPC1 Ha Noi
Dia chi: Cum cong nghiép Ha Binh Phuong, huyén Thudong Tin, Ha No6i
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Rx: Thuoce ban theo don Tai liéu thang tin thuéc

Tai li¢u nay gom cé 04 trang

S giay xdc nhan ndi dung thong tin thudc cia B§ Y té:.../XNTT/..., ngay...thang...nim...
Théng tin chi tiét xem tai trang 2, trang 3 va trang 4.

Ngay in tai liéu: .........../......

Nha sin xuit: .
Cong ty 6 phan Dugc pham CPC1 Ha Ngi (CPC1-HN)
cpciun  Cum cong nghiép Ha Binh Phuong, Thuong Tin, Ha Nbi ]



Tai liéu théng tin thudc

movaso Sol.

CHI PINH, LIEU DUNG, CACH DUNG, CHONG CHi PINH

Chi dinh

Diéu tri suy giam chirc ning ndo ¢ bénh nhan cao tudi véi cac biéu hién nhu suy giam tri nhé, giam tap trung, tim tinh
that thuong.

Liéu ding

Ubng 2 ong (60mg)/1 14n, céch 4 gio/1 1an, bat dau trong vong 4 ngay khi cé xut huyét mang nhén va tiép tuc trong
21 ngay.

Bénh nhan xo gan: Giam liéu lwong 10 ml (30 mg) mdi 4 gio.

Cach dung:

- Dung qua dudng tiéu hoa (nhur udng, dng thong da day hay miii da day).

- Dung trudce khi an hoic sau khi @n 2 gio.

- V&1 bénh nhan dang dét 6ng thong da day hay © ong thong miii da day: véi mdi lleu sur dung sau khi cho 20 ml dung
dich Nlmovaso sol vao dng thong, trang mdi ong bang 10 ml dung dich nuéc mudi 0,9% va sau 6 cho qua ong thong
da day hay 6ng thong miii da day.

Chong chi dinh

Trudng hop qua man véi nimodipin hodc thanh phéan khac cia thudc.

Khong dung thude trong vong 1 théng ké tir khi bi nhdi méu co tim, dau thit nguc khong 6n dinh, porphyria cép. -
CAC TRUONG HQP THAN TRONG KHI DUNG THUOC .

%4

Sur dung hét strc than trong trong nhitng truong hop c6 phu ndo va tang ap luc ndi so.

Huyét ap: Nimodipin ¢4 nhimg tic dung huyét dong cia thudc chen kénh calci, tuy khong rd rét. Trong nhimng thir
nghiém 1am sang, & nguoi bénh chay méau dudi mang nhén dung nimodipin, khoang 5% giam huyét ap va khoang 1%
b6 do nghién ciru do tdc dung nay (khong thé quy tét ca cho nimodipin).

Bénh gan: Chuyen hoéa cua nimodipin giam & ngurm bénh suy chirc nang gan. 3
Nimodipin co thé lam tang tac dung cua nhu'ng thudc chdng ting huyét ap khac dung dong thoi. -t
Ngudi cao tudi c6 thé dé bi tio bon va ha huyét ap hon.

An toan va hiéu lyc cia thudc & tré em chua duoge xdc dinh.
Sir dyng & phy nir c6 thai

Céc thudc chen kénh calci c6 thé 1am tir cung mét co bép sém. Tuy nhién khong thiy tac dung nay lam deé

cham. Trong trudng hop me bi ha huyét 4p do gian mach ngoai bién, 1am luu lwong méau phan b lai, nén tudi

mau tir cung va nhau thai bi giam, do d6 c6 nguy co thai bi giam oxy mé. Trong thir nghiém trén déng vat, cdc thudc—=
khang calci da gay tac dung ddc hai vdi phoi va /hoac tac dung sinh quai thai chu yéu 1a di dang & xuong. Do do trongoﬁoi

thoi ky thai nghén, chi nén dung nimodipin khi that can thiét. CONG '
Sir dung & phu nir cho con bu CO PH
Nimodipin va/hodc nhitng chit chuyén héa cua thuéc nay xuat hién trong sira chudt cong tring cai véi nong ge P!

d cao hon nhiéu so véi & huyét twong chudt me. Chua rd thude c6 bai tiét vao sita nguoi hay khong, tuy nhién ngudfl HA
me cling khong nén cho con bu khi dung nimodipin. M
Anh huong dén kha ning l4i xe va van hanh may mo6c &
Thubc c6 thé gdy chéng mat, ha huyét ap, do d6, can than trong khi l4i xe hoac van hanh may méc.
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MOoVaso:s..

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC
Téc dung déi véi tim mach ciia nhimg thude chen kénh calci khic ting 1én khi ding thém nimodipin.
Cimetidin dung cung véi nimodipin c6 thé lam tang néng dd nimodipin trong huyét turong, do 1rc ché chuyén héa qua
gan 151‘1 dau ciia thube chen kénh calci nay. Can do lidu nimodipin (va cac thudc chen kénh calci noi chung) khi bt

li¢u théng tin thudc

Nimodipin 1am ting tac dung cua: Mubi magnesi, amifostin, phenytoin, tacrolimus, rituximab.

Thuéc gay cim g CYP3A4

Nong 45 nimodipin va higu qua c6 thé giam dang ké khi diing déng thai véi tiém thude gay cam timg CYP3A4 manh.
Do d6 gay cam img CYP3A4 manh (vi du: rifampin, carbamazepin, phenobarbital, phenytoin) nén thuong khong
dugc dung dong thoi véi nimodipin. Thudc gdy cam tng trung binh va yéu khéc cia CYP3A4 cling c6 thé lam giam
hi€u qua cia nimodipin. Bénh nhén nay nén duoc theo dai cht ché vi thiéu higu qua, va tang lidu nimodipin c6 thé
duoc yéu cau. Thude gay cam img CYP3A4 trung binh va yéu gom: amprenavir, aprepitant, armodafinil, bosentan,
efavirenz, etravirin, modafinil, nafcillin, pioglitazon, prednison va rufinamid.

Cic chit irc ché CYP344
co ha huyét 4p tang 1én. Do d6 céc chit rc ché CYP3A4 manh khéng nén ding chung véi nimodipin. Céc chat trc
ché CYP3A4 manh bao gom:

- Khang sinh nhém macrolid (nhur clarithromycin, telithromycin).

- Thubc ttc ché HIV protease (nhu delavirdin, indinavir, nelfinavir, ritonavir, saquinavir). g;

- Chépg nz‘im (nh‘u ketoconazol, itraconazol, voriconazol). A7

- Thudc chong tram cam (nhu nefazodon).
- Nude ép budi: sau khi ung nuée €p budi va nimodipin, ha thap hiéu qua huyét ap c6 thé kéo dai it nhit 4 ngay sau
khi in cuébi cung cua nudc budi.

Nong d6 nimodipin ciing ¢6 thé dwoc ting 1én khi ding cling cuia cac chit tc ché trung binh va yéu CYP3A4. Néu
nimodipin dugc ding ddng thoi cung véi cac thude nay, huyét 4p cin dugc theo ddi, va giam lidu nimodipin ¢ thé
can thiét. Céc chit e ché CYP3A4 trung binh va yéu bao gbm: amprenavir, aprepitant, atazanavir, amiodaron,
alprozalam, cyclosporin, cimetidin, erythromycin, fluconazol, fluoxetin, isoniazid, thudc tranh thai, quinuprestin /
dalforpristin va acid valproic.

Thudc ha huyét ap

Nimodipin c6 thé 1am tang huyét ap, lam mit tac dung cua thuc khi sir dung cic thudc diéu tri tang huyét ap

- Thuéc loi tiéu.

- Chen B, chen a-adrenergic.

- Uc ché ACE, PDES.

- oa-methyldopa.

TAC DUNG KHONG MONG MUON

ADR xay ra ¢ 11,2% ngudi bénh chay mau dudi mang nhén dung nimodipin, trong khi 6,1% nguoi bénh dung thude
Vo ciling co.

Tic rudt gid va tic rudt hiém gdp 0 nguoi bénh dung nimodipin, chua xdc dinh dugc méi lién quan vé nguyén nhan
gay nén. C6 thé diéu tri bao tdn.
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Tai liéu thong tin thudc
mMovasoO:s..

Thuong gap, ADR > 1/100

Toan than: Nhirc dau.

Tim mach: Ha huyét 4p, nhip tim cham, nhip tim nhanh.
Tiéu hoa: Buon nén.

Da: Viém tic tinh mach.

Gan: Tang transaminase, ting phosphatase kiém.

It &ap, 1/1000 < ADR < 1/100

Than kinh trung wong: Chong mit.

Tim mach: Ngoai tim thu, vd md héi.

Mau: Giam tiéu cau.

Tiéu héa: Téo bon.

Da: Ngira.

Tiét niéu - sinh dyc: Tang creatinin huyét thanh va nito mau.
Hiém gap, ADR < 1/1000

Toan than: D6 birng mit.

Tiéu héa: Tic rudt.

Huong ddn cdch xir tri ADR

Can theo doi cin than huyét dp trong khi dung nimodipin, dya trén dugc ly hoc va nhimng tic dung da biét cia thudc
chen kénh calci.

Déi véi ngudri bénh suy giam chirc ning gan va ngudi cao tudi, phai theo dai chit ché huyét ap va mach, ddng thdi cho
liéu thap hon.

Str dung than trong khi diéu tri cho nguoi bénh suy tim sung huyét rdi loan chirc niing thét trai ning, bénh co tim phi
dai (dic biét tic nghén), khi diéu tri dong thoi véi thude chen - beta hodc digoxin, c6 phu hoic ting a%m()@ dou
SQ.

Khong nglmg mmodlpm dot ngot (co thé gy dau nguc). 7W<‘ A
QUA LIEU VA CACH XU TRi \\
Khéng c6 théng bao vé qua liéu do udng nimodipin. Nhiing triéu chimg qua liéu c6 thé xay ra lién quan dén tac dung.
1én tim mach nhwr gian mach ngoai bién qua mirc vdi ha huyet ap toan than rd rét.

Ha huyét ap c6 y nghia 1am sang do qua lidu nlmodlpm c6 thé can dén liéu phap hé trg tim mach tich cuc. Cé thé dui
norepinephrin hogc dopamin dé phuc hdi huyét 4 ap. Vi nimodipin lién két nhiéu véi protein, thim tach 13 khdng c6 tac
dung.

Bio quan: Trong bao bi kin, tranh 4m, tranh anh séng, nhiét d6 dudi 30°C.
Han dung: 24 thang ké tir ngdy san xuat.

PQC KY HUO'NG DAN SU DUNG TRUGC KHI DUNG
PE THUOC TRANH XA TAM TAY TRE EM.
Nha san xuit
Cong ty c6 phan dugc pham CPC1 Ha Noi
Cum cong nghiép Ha Binh Phuorng, Thudng Tin, Ha Nbi.
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