hupsﬁnhaﬂmocngocanhconv

PHAN DANH CHO CAN BO Y TE
Rx: Thudc bén theo don

Nimovasosol

DACTINH DUGC LUCHOC

Nhdm durgc Iy: Nhom chen kénh calci téc dung chi yéu trén mach, dan xudt dihydropyridin,

M3 ATC: C08CA0G

Nimodipin la dan chat dihydropyridin, ¢6 téc dung tic ché chon loc dong ion calci di qua cic kénh calci
chdm phu thugc dién thé & mang té bao co tim, ca tran mach mau va t& bao than kinh. So sanh tic dung
gian mach vdi cac thudc chen calci khac, nimodipin tac dung uu tién trén h& mach ndo, cd I8 vi nimodipin
ua md nhiéu nén dé dang di qua hang rao mau - ndo va phén bd rdng rai trong mé ndo.

Nimodipin lam gidm tac ddng ctia thi€u mau cuc bg va lam gidm nguy ca co mach sau chdy mau dudi
mang nhén. Tac dung tét cta nimodipin 12 do lam gian cac mach ndo nhé co thit, dan dén ci thién tudn
hoan bang hé, du phong co that mach va qua tai calci trong té bao than kinh bj bénh.

Nimodipin dugc ding chi yéu @ diéu tri cho ngudi bénh cé suy giam than kinh do co thit mach nio sau
chdy mdu dudi mang nhén. Khong thay cd nguy ca chay mau mdi do diéu tri véi nimodipin.

DACTINH DUGCHONG HOC

Nimodipin dugc hap thu nhanh sau khi udng, va thuting dat nong do dinh sau mét gior. Nifa doi thai trir
cudi cling xap xi 8 - 9 gid, nhung tdc d thai trir sém nhanh hon nhiéu, tuong duang véi mot nita ddi bing
1- 2 qi; vi vay phai diing thudc chia lam nhiéu 1an (c(r 4 git mét lan).

Khi ding nimodipin moi ngay 3 Idn trong 7 ngay, khong thay cd dau hiéu tich Iy, Trén 95% nimodipin
lién két vdi protein huyét tuang. Trong pham vi 10 nanogam/ml - 10 microgam/ml, siflién két nay khang
phu thudc vao nang da. Nimodipin dugc théi trir phan 1dn dudi dang chuyén hda, va dudi 1% qua nudc
tiéu dudi dang khéng thay d8i. C6 nhidu chét chuyén hda, tit cd déu khang c6 hoat tinh hodc kém tic
dung nhiéu so véi thuc me.

Vi chuyén hoa qua gan 1an dau cao, kha dung sinh hoc ctia nimodipin trung binh 13% sau khi udng. Kha
dung sinh hoc ting Ién ¢d y nghia 6 ngudi bénh xa gan, véi ndng do t6i da xap xi gap d6i so véi ngudi binh
thudng, do dé can phai gidm liéu & nhom nguti bénh nay. @ nam gidi khde manh, udng nang nimodipin
sau bifa diém tam thang thuang, nong do dinh huyét tuang giér'n 68% va kha dung sinh hoc giam 38%
50 vdi udng thudc lic di.

CHI BINH, LIEU DUNG, CACH DUNG, CHONG CHi DINH

Chi dinh

Dy phong thiéu mau cuc bd than kinh sau xudt huyét dudi mang nhén do v phinh mach ngi so.

Liéu diing

Udng 2 dng (60 mg)/11an, cch 4 git/11an, bat déu trong vong 4 ngay khi ¢6 xuat huyét dudi mang nhén
va tiép tuc trong 21 ngay.

Bénh nhdn xo gan: Gidm liéu lugng 10 ml (30mg) méi 4 gio.

Cach diing: Nén pha loang véi nudic trudc khi dung

Diing qua dutng tiéu héa (nhu udng, ong thang da day hay mdi da day).

Diing trudc khi an hodc sau khi an 2 gia.

Vidi bénh nhén dang dat dng thang da day hay dng thong mili da day: vdi mdi liéu sir dung sau khi cho 20
ml dung dich Nimovasa sol vao dng théng, tring méi dng bang 10 ml dung dich nudic muai 0,9% va sau
dé cho qua ong thong da day hay dng thong mdi da day.

Chéng chi dinh

Truting hap qua man véi nimodipin hodc thanh phan khéc cta thudc.

Khong dung thudc trong vong 1 théng k& tir khi bi nhdi mdu co tim, dau thit nguc khéng on dinh,
porphyria cap.

CACTRUGNG HOP THAN TRONG KHI DUNG THUGC

Str dung hét sifc than trong trong nhifng truing hop ¢6 phil ndo va ting ap Iuc ndi so.

Huyeét dp: Nimodipin ¢6 nhiing tac dung huyét ddng cla thudc chen kénh calci, tuy khong rd rét. Trong
nhimg thi nghiém lam sang, & nqudi bénh chay mau dudi mang nhén dung nimodipin, khoang 5%
giam huyét ap va khoang 1% bé d& nghién ctu do tac dung nay (khong thé quy tét ca cho nimodipin).
Bénh gan: Chuyén hoa cta nimodipin gidm & ngudi bénh suy chiic néng gan.

Nimodipin cé thé 1am ting téc dung ctia nhitng thudc chéng ting huyét &p khéc diing déng thai.

Ngusi cao tudi ¢6 thé dé bj tao bén va ha huyét &p hon.

An toan va hiéu lyc cla thudc & tré em chua duge xdc dinh.

Sirdung & phu nif c6 thai

Cdcthudc chen kénh calci cd thé lam tif cung mét co bép sém. Tuy nhién khong thay téc dung nay lam dé
chdm. Trong truding hop me bi ha huyét dp do gidn mach ngoai bién, lam luu lugng mau phéan bé lai, nén
tudi mau tif cung va nhau thai bi giam, do dé cd nquy co thai bi gizm oxy md. Trong thif nghiém trén

dbng vat, cac thudc khang caldi da gay tac dung ddc hai vdi phéi va /hodc tic dung sinh qudi thai chi yéu
a di dang & xuong. Do da trong thai ky thai nghén, chi nén ding nimodipin khi that cén thiét.

St dung & phu nif cho con bu:

Nimodipin va/hodc nhiing chat chuyén héa cia thudc nay xuat hién trong sita chugt cong tréng cai véi
ndng d cao han nhiéu so vdi & huyét tuong chudt me. Chra rd thudic co bai tiét vao sita ngudi hay khang,
tuy nhién nguoi me ciing khdng nén cho con bii khi diing nimodipin.

Anh huéng dén kha nang ldi xe va van hanh may moc

Thudc ¢d thé gy chéng mat, ha huyét ap, do d6, cin thén trong khi li xe hodc vén hanh médy méc.

TUGNG TAC CUA THUGC V61 CAC THUGC KHAC VA CAC LOAI TUONG TAC KHAC

Tac dung ddi vdi tim mach cda nhitng thudc chen kénh calci khac tang Ién khi diing thém nimodipin.
Cimetidin ding cing véi nimodipin ¢6 thé lam ting ndng d3 nimodipin trong huyét tueng, do tc ché
chuyén hoa qua gan lan du cda thudc chen kénh calci nay. Cn do liéu nimodipin (va cac thudc chen kénh
calci n6i chung) khi bat dau diéu tri cho ngudi bénh dang diing cimetidin. Ranitidin va famotidin khang
anh huding dang ké dén chuyén hda cla cdc chdt chen kénh calci.

Nimodipin lam tang tac dung cta: Mudi magnesi, amifostin, phenytoin, tacrolimus, rituximab.

Thudc gay cdm iing CYP3A4

Ndng dd nimodipin va hiéu qua c6 thé gidm dang ké khi ding déng thdsi vdi tiém thudc gay cdm dng
CYP3A4 manh. Do d6 gay cdm (ng CYP3A4 manh (vi du: rifampin, carbamazepin, phenobarbital,
phenytoin) nén thuting khéng dugc diing dng thai véi nimodipin. Thudc gay cdm ting trung binh va yéu
khdc clia CYP3A4 cing c6 thé lam gidm hiéu qud cdia nimodipin. Bénh nhan nay nén dugc theo ddi chit
ché vi thiéu hiéu qud, va tang liéu nimodipin ¢d thé dugc yéu cau. Thudc gy cdm ting CYP3A4 trung binh
va yéu gdém: amprenavir, aprepitant, armodafinil, bosentan, efavirenz, etravirin, modafinil, nafcillin,
pioglitazon, prednison va rufinamid.

Cic chit iic ché CYP3A4

Nong d6 nimodipin c6 thé dugc ting 1én déng ké khi ding ddng thii véi thudc tic ché manh CYP3A4 din
dén nguy co ha huyét dp tang 1&n. Do d6 cdc chét trc ché CYP3A4 manh khéng nén diing chung véi
nimodipin. Céc chat tc ché CYP3A4 manh bao gom:

- Khéng sinh nhdm macrolid (nhu clarithromycin, telithromycin).

- Thudc e ché HIV protease (nhu delavirdin, indinavir, nelfinavir, ritonavir, saquinavir).

- Chdng ndm (nhu ketoconazol, itraconazol, voriconazol).

-Thudc chng trdm cam (nhu nefazodon).

- Nudc ép budi: sau khi udng nudc ép budi va nimodipin, ha thip hiéu qua huyét &p cd thé kéo dai it nhat
4 ngay sau khi an cudi ciing clia nutdic budi.

Nong dd nimodipin cling ¢6 thé dugc téng Ién khi ding cling cla cic chdt tc ché trung binh va yéu
CYP3A4. Néu nimodipin dugc diing ddng thsi cting vdi céc thudc nay, huyét p can duoc theo dai, va gidm
liéu nimodipin cd thé cdn thiét. Cic chét dc ché CYP3A4 trung binh va yéu bao gém: amprenavir,
aprepitant, atazanavir, amiodaron, alprozalam, cyclosporin, cimetidin, erythromycin, fluconazol,
fluoxetin, isoniazid, thugc tranh thai, quinuprestin / dalforpristin va acid valproic.

Thudc ha huyét ap )
Nimodipin ¢6 thé [am ting huyét &p, 1am mét tac dung cta thudc khi st dung cic thudc diéu tri
tang huyét ap

- Thudc lgi tiéu.

- Chen B, chen a-adrenergic.

- Uc ché ACE, PDES.

- a-methyldopa.

TACDUNG KHONG MONG MUGN
ADR xdy ra & 11,2% ngudi bénh chdy mau dudi mang nhén diing nimodipin, trong khi 6,1% ngui bénh
diing thudc vd ciing co.

Tac rugt gid va tac rugt hiém gap & ngudi bénh dung nimodipin, chua xéc dinh dugc méi lién quan vé
nguyén nhan gy nén. Cd thé diéu tri bo ton.

Thuong gap, ADR > 1/100

Toan than: Nhic dau.

Tim mach: Ha huyét ap, nhip tim cham, nhip tim nhanh.
Tiéu hda: Budn nan.

Da: Viém tac tinh mach.

Gan: Tang transaminase, tang phosphatase kiém.

it gap, 1/1000 < ADR < 1/100

Than kinh trung uong: Chéng mat.

Tim mach: Ngoai tam thu, va mé héi.

Mau: Gidm tiéu cau.

Tiéu ha: Tao ban.

Da: Ngffa.
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Tiét niéu - sinh dyc: Tang creatinin huyét thanh va nito mau.

Hiém gap, ADR < 1/1000

Toan than: 6 biing mat.

Tiéu hoa: Tac rudt.

Hudng din cach xir tri ADR

Cén theo di cdn than huyét ap trong khi ding nimodipin, dya trén dugc Iy hoc va nhiing téc dung da biét
clia thudc chen kénh cali.

D3 véi nguisi bénh suy gidm chiic nang gan va ngudi cao tudi, phai theo dai chat ché huyét ap va mach,
ddng thai cho liéu thap hon.

Strdung than trong khi diéu tri cho ngu@i bénh suy tim sung huyét réi loan chitc nang that tréi néng, bénh
catim phi dai (dac biét tdc nghén), khi diéu tri ddng thii véi thudc chen - beta hogc digoxin, d phit hodc
tang ap luc ndi so do u so.

Khang ngitng nimodipin ddt ngjt (cd thé gay dau nguc).

QUALIEU VA CACH XU TRI
Khéng c6 thang bdo vé qu liéu do udng nimodipin. Nhiing triéu chiing qué liéu ¢ thé xy ra lién quan

* @én tac dung lén tim mach nhu gian mach ngoai bién qua miic vai ha huyét dp toan than rd rét.

Ha huyét p c6 j nhia lam sang do qud liéu nimodipin ¢6 thé cén dén liéu phap hé trg tim mach tich cuc.

. (6 thé diing norepinephrin hodic dopamin dé phuc hdi huyét ap. Vi nimodipin lién két nhiéu véi protein,

tham téch 1 khdng ¢d tdc dung.
Bao quén: Trong bao bi kin, tranh m, tranh dnh sang, nhiét d9 dudi 30°C.
Han ding: 24 thang ké tir ngay san xuat.

DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
E THUGC TRANH XA TAM TAY TRE EM.
Cdng ty cd phan Dugc pham CPCT Ha Noi
Cum cng nghiép Ha Binh Phuang, Thung Tin, Ha Noi.

PHAN DANH CHO NGUDI BENH
Rx: Thudc bdn theo don

Nimovasos

“Doc ky hudng dan st dung trudc khi ding”
“Dé xa tdm tay tré em”
“Théng bdo ngay cho bec 57 hodc dugc sTnhiing tdc dung khéng mong mudn gdp phdi khi st dung thudc”
“Thudc nay chi ding theo dan cia thdy thudc”

Thanh phén, ham lugng thudc:

Mai dng 10 ml ¢ chifa:

Hoat chdt: NimOGipin....coo..veseerrseersccsss 30mg

Td duge: Adid citric monohydrat, trinatri citrat dihydrat, ethanol 96°, PEG 400, glycerin, methylparaben,
nudc tinh khiét vira da.

Mb ta san pham: Dung dich udng
Quy cach d6ng géi: 10 ml/dng, 5 dng/vi. Hop 4 vi.

Thudcdiing cho bénh gi?
Dy phong thiéu mau cuc by than kinh sau xudt huyét dudi mang nhén do vd phinh mach ndi so.

Nén diing thudc nay nhu thé nao va liéu lugng?

Cdch dimg: Nén pha loang vdi nudc trude khi ding

- Duing qua duéing tiéu héa (nhu udng, dng thong da day hay mili da day).

- Diing trudc khi an hodc sau khi an 2 gié.

-V6i bénh nhan dang dit 6ng thong da day hay dng théng mii da day: vdi mdi liéu si dung sau khi cho
20 mi dung dich Nimovaso sol vio 6ng thdng, tring mdi éng bang 10 mi dung dich nudc mudi 0,9% va
sau d6 cho qua dng thong da day hay dng thong mdi da day.

Liéu ding

Usng 2 6ng (60 mg)/1 lan, cach 4 gid/1 14n, bt ddu trong vong 4 ngay khi c6 xut huyét dugi mang nhén
va tiép tuc trong 21 ngay.

Bénh nhdn xo gan: Gidm liéu lugng 10 ml (30mg) mdi 4 gid.

Khi nao khdng nén ding thudc nay?

- Di ting vdi bt ky thanh phan nao ctia thudc.

- Néu ¢d con dau tim trong thang trudc.

- Néu ¢é xudt hién nhitng con dau thit nguc, va ¢6 su gia tang ca vé tan sudt va mifc 46 nghiém trong.

Tac dung khéng mong muén

-Toan than: Nhiic ddu, chdng mat, va ma hoi.

- Tim mach: Ha huyét ap, nhip tim chdm, nhip tim nhanh.
-Tiéu hod: Budn ndn.

- Da: Viém tac tinh mach, ngua.

-Tao bén, hiém khi ¢6 tac rugt.

Nén trénh ding thudc hoic thuc phdm gi khi dang sif dung thudc nay?

- Thudc diéu tri ting huyét p: nifedipin, ditiazem, verapamil, alpha — methyldopa, chen kénh beta.
- Cic thudc diéu tri viém loét da day: cimetidin.

- Cac thude chdng ddng kinh: valproat.

- Thudic chéng tram cam: fluoxetin, nefazodon.

- Cac thudc diéu tri HIV: zidovudin, indinavir, nelfinavir, ritonavir, saquinavir.

- Cdckhéng sinh nhu erythromycin.

- C4c thudc khang nam: ketoconazol, itraconazol, fluconazol.

-Trénh ung cng nutéic ép budi.

Cén lam gi khi mét I3n quén khdng diing thudc
- Dilng mét liéu ngay sau khinhé ra.

- Udng liéu tiép theo trong ngay cach da it nhat 4 gid.
- Khding gap d6i liéu dé b cho liéu da quén.

Can bao quén thudc nay nhu thé nao?
Bao quan trong bao bi kin, trénh dm, trénh &nh sang, nhiét dd dudi 30°C.

Nhitng du hiéu va triéu chimg khi diing thudc qua liéu: ‘
Khi ¢6 céc bidu hién nhu' mét mai, hoa mat, chdng mét, tim dap nhanh, 6 mét, cm gidc hoi hop, budn”
nn.

Cén lam gi khi diing thudc qua liéu khuyén cao?
C4n thong bao ngay cho can b y té.

Nhiing diéu cdn than trong khi ding thugc nay?

- Sirdung than trong trén cac bénh nhan cd bénh lién quan dén huyét p.

- (6 chan thuong & dau.

- Bénh nhan suy gan.

Sir dung & phu nir cd thai:

Khéng khuyén co sir dung thudc cho phu nif cd thai. Néu sit dung nén tham khao y kién bac .
Sirdung & phu nit cho con bii:

Tham khéo y kién clia bac si.

Ainh hiréng cita thude Ién khd néng Idi xe va van hanh mdy méc

Thudc cd thé gy chang mét, ha huyét ap, do d6, cdn than trong khi Ii xe hogc van hanh mdy méc.

Khi nao cdn tham van bac si, dugcsi?
“Néu cdn thém thong tin xin hdi y kién bdc sThodc dugc si”

Han diing clia thudc:
24 thang ké tirngay san xudt.

Tén, dia chi, biéu tugng (néu ¢6) clia o' s& sén xuat:

CONG TY ¢G PHAN DUGC PHAM CPC1 HA NOI
Cum cdng nghiép Ha Binh Phuong, Thudng Tin, Ha Noi

cpPCIHN

Ngay xem xét sita ddi cap nhat lai ndi dung hudng dan sit dung thudc: 06/02/2017.
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