Rx: Thuéc nay chi diing theo don thudc

GIMISION

Nimodipin 60 mg
Déxa tdm tay tréem
Doc kil hung dén st dung truée khi diing
Thanh phan:
Thanh phan hoat chat: Nimodipin............... 60 mg
Thanh phan ta dugc: Glycerin, tinh dau bac ha, polyethylen glycol 400 (PEG 400), gelatin, glycerin,
sorbitol, methylparaben, propylparaben, titan dioxid, vanilin, nudc tinh khiét vira da.
Dang bao ché: Vién nang mém
Ma ta: Vién nang mém, vién khd cam khong dinh tay
Chi dinh:
Du phong va diéu tri thiéu hut than kinh do thiéu mau cuc b sau xudt huyét dudi mang nhén.
Liéu lugng va cach dung:
Liéu lugng
Udng 60 mg/11an, cach 4 git/1 1an, bat dau trong vong 4 ngay khi cd xudt huyét dudi mang nhén va
tiép tuc trong 21 ngay.
Vai bénh nhan da can thiép phau thudt:
Viéc diéu tri bang GIMISION nén durgc ti€p tuc (véi liéu lugng nhu trén dé hoan thanh thai gian 21
ngay).
( nhiing bénh nhan gip phai céc téc dung bét lgi, nén giam liéu hoac ngitng han thudc.
Xudt huyét dudi mang nhén do chdn thuong:
Khdng khuyén cdo st dung do dénh gid lgi ich, nguy co chua dugc xac dinh.
Bénh nhan suy gan
Réi loan chiic nang gan, dac biét Ia xo gan, 6 thé dan dén viéc lam tang sinh kha dung cla
nimodipin do gidm chuyén héa buéc mot qua gan va gidm do thanh thai chuyén hoa. Tac dung va
tac dung khdng mong mudn, vi du nhu ha huyét ap, c6 thé r rét han & nhiing bénh nhan nay. Trong
céc trutng hgp nay, can gidm liéu (tiy thudc vao huyét ap) hodc, néu can, cdn xem xét nging st
dung thudc.
Khi diing dong thdi véi cac thudc ttc ché CYP 3A4 hodc cam ting CYP 3A4, dua ra mot liéu tuong thich
|a can thiét.
Nguoi cao tudi:
Khong c6 yéu cau ddc biét vé liéu dung khi st dung & ngusi cao tudi.
Tréem
Hiéu qua va an toan khi st dung GIMISION cho nguai dudi 18 tudi chua dugc thiét lap.
Cach dung
Nugt cd vién véi nudc dun soi d€ nqudi, hai lan udng lién tiép céch nhau it nhét 4 gio. Trénh uéng véi
nudc ép budi chum.
Chéng chi dinh:
Trutng hgp qua mén véi nimodipin hodc thanh phan khéc ctia thudc.
Bénh nhan trong khi hodc trong vong mot thang sau khi bi nhdi méu co tim hodc mot con dau that
nguckhdng 6n dinh.
Chdng chi dinh st dung dong thai nimodipin véi rifampicin hodc cac thudc chdng dong kinh,
phenobarbital, phenytoin hodc carbamazepin vi hiéu qua ciia GIMISION bi gidm dang k€ khi st dung
dong thoi.
Canh bao va than trong khi dung thudc:
- GIMISION khdng nén dugc stt dung 6 bénh nhan xuét huyét dugi mang nhén do chan
thuong do danh gid lgi ich, nguy co chua dugc thiét [ap va lgi ich thu dugc cho chi dinh nay khong
duoc xéc dinh trén cdc nhom bénh nhan cu thé.
- St dung hét stic than trong trong nhiing trudng hgp phti nao va tang ap luc ngi so.
- Mac du khong chiing minh dugc s lién quan gitta viéc st dung GIMISION vdi viéc gia
tdng dp lyc ndi s, cén gidm sat chat ché trong cac trudng hgp lugng nudc trong ndo tang Ién (phi
nao lan toa).

- (an than trong & nhiing bénh nhén ha huyét p (huyét ap tam thu thap hon 100 mmHg).

- Gidm thanh thai thudc ¢ thé xudt hién & cdc bénh nhan xa gan sit dung GIMISION, cin
gidm st chdt ché huyét ¢ nhiing bénh nhén nay.

- Nimodipin dugc chuyén hoa thong qua hé thdng cytochrom P450 3A4. Cc thudc tic
ché hodc cdm ting hé thdng enzym nay ¢6 thé 1am thay déi chuyén hoa qua gan budc dau va giam
d0 thanh thai cta nimodipin.

- Cac thudc tic ché hé thdng cytochrom P450 3A4, ¢6 thé dan dén lam ting nong do
nimodipin trong huyét tuong la:

Khdng sinh nhém macrolid, vi du nhu erythromycin

(éc chdt tic ché protease khang HIV, nhu ritonavir

(Cac thudc chdng ndm nhém azol, vi du nhu ketoconazol

Céc thudc chong tram cam nefazodon va fluoxetin
. Quinupristin/dalfopristin
. Cimetidin
. Acid valproic
(an theo doi huyét ap khi st dung ddng thai nimodipin véi cac thudc nay, can can nhac giam liéu
nimodipin néu can thiét.

- Ta dugc

San pham cd chia sorbitol, bénh nhan ¢ van dé vé di truyén hiém gap khong dung nap fructose
khong nén stt dung thudc nay.

San pham cd chia methyl paraben va propyl paraben cd thé gay ra phan ting di ting.

St dung thuéc cho phu nit ¢6 thai va cho con bi

Thoi ky mang thai

Cac thudc chen kénh calci ¢ thé lam tit cung mt co bop sém. Tuy nhién khéng thdy tac dung nay
lam dé chdm. Trong trudng hgp me bi ha huyét &p do gian mach ngoai bién, lam luu lugng mau
phén b3 lai, nén tudi mau t& cung va nhau thai bi gidm, do d6 cd nguy co thai bi giam oxy mé. Trong
thirnghiém trén dong vat, céc thudc khéng calci da gay tac dung doc hai véi phdi va /hodc tac dung
sinh quai thai ch yéu Ia di dang & xuong. Do d6 trong thdi ky thai nghén, chi nén dung nimodipin
khi that can thiét.

Thai ky cho con bii

Nimodipin va/hodc nhiing chat chuyén hoa cla thudc nay xuét hién trong sita chut cong tréng cai
vdi ndng do cao hon nhiéu so véi & huyét tuang chugt me. Chua rd thudc cd bai tiét vao siia ngudi
hay khéng, tuy nhién ngudi me cing khong nén cho con b khi dung nimodipin.

Anh huéng dén kha nang lai xe, van hanh may méc

Thudc cd thé gay chong mat, ha huyét ap, do d6, cén than trong khi Idi xe hodc van hanh mdy méc.

Tuang tac, tuong ky caa thuéc

Khdng nén st dung ddng thai GIMISION véi dung dich uéng nimodipin.

(dc thudc dnh huéng dén nimodipin

- Nimodipin dugc chuyén hoa qua hé thong enzym cytochrom P450 3A4, nam ca &
niém mach rugt va ¢ gan. Céc thudc tc ché hoac cdm (ing hé thdng enzym nay, c6 thé lam thay doi
chuyén héa butc dau va do thanh thai cia nimodipin.

- (an chd y muic do cling nhu thai gian tuong tac khi st dung déng thai nimodipin vdi
céc thudc sau:

. Khdng st dung dong thai nimodipin theo dutng ung véi rifampicin hodc mot thudc
chdng dong kinh cdm (ing hé thdng cytochrom P450 3A4 nhu phenobarbital, phenytoin hodc
carbamazepin. Tac dung cia GIMISION ¢6 thé giam di néu st dung ddng thdi véi céc thudc nay.

St dung dong thai 30 mg nimodipin/lan x 3 1dn/ngay véi 10 mg thudc chdng tram
cdm nortriptylin/Ian x 3 1an/ngay & ngusi cao tudi c6 thé dan dén viéc ting nhe ndng dd nimodipin
trong huyét tuong, va khong anh huéng dén nong do nortriptylin trong huyét tuong. Liéu st dung
@ bénh nhan xudt huyét duéi mang nhén gdp 4 liéu st dung hang ngay st dung trong thi nghiém
nay, do d6, y nghia Idm sang cla tuong tac nay trong diéu tri xudt huyét dui mang nhén do phinh
mach la khdng chdc chan.

Khi st dung dong thai véi céc thudc tc ché hé thong enzym cytochrom P450 3A4, can
theo doi huyét ap, liéu nimodipin tuong thich can dugc cdn nhac néu can:

Khdng sinh nhém macrolid, vi du nhu erythromycin

Thudc tic ché protease khang HIV, nhu ritonavir

Thudc chdng ndm nhém azol, vi du ketoconazol

Nefazodon

Méc dui chua cé nghién cttu chinh thiic nao vé tuong tac gitta nimodipin véi cc thudc nay dugc thuc
hién, kha nang xdy ra tuong tac thudc va tang ndng do nimodipin trong huyét tuong khdng thé bi
loai trur.

. Azithromycin, mdc di ¢6 cdu trdc lién quan dén khang sinh nhom macrolid, khong
cho thdy khd nang (c ché CYP3A4

St dung dong thai ngay 2 Ian 30 mg nimodipin va ngay 20 mq thudc chéng tram cam
fluoxetin & nqudi cao tui 6 thé dan dén viéc tang ndng dd nimodipin trong huyét tuong Ién
khoang 50%, gidm dang ké néng do fluoxetin, trong khi chét chuyén hda ciia né la norfluoxetin hoat
dong khong bi dnh hudng.

. Duing déng thai nimodipin véi thudc chdng co gidt acid valproic hodc thudc ddi khéang
H2 nhu cimetidin c6 thé dan dén sy ting 1én ndng do nimodipin trong huyét tuong.

Dua trén kinh nghiém véi thudc chen kénh calci la nifefipin, st dung dong thai véi

quinupristin/dalfopristin cd thé lam tang néng d nimodipin trong huyét tuong. Téc dung ddi véi
tim mach clia nhiing thudc chen kénh calci khéc tang én khi duing thém nimodipin.
Cimetidin dung cing véi nimodipin ¢6 thé 1am ting néng dd nimodipin trong huyét tuang, do (ic
ché chuyén héa qua gan Idn dau cla thudc chen kénh calci nay. Can do liéu nimodipin (va cac thudc
chen kénh calci néi chung) khi bt dau diéu tri cho nguoi bénh dang dung cimetidin. Ranitidin va
famotidin khong anh hugng dang ké dén chuyén héa cda cac chdt chen kénh calci.

Su cdm (ing enzym gan cytochrom P450 do rifampicin, phenobarbital, phenytoin,
carbamazepin va acid valproic c6 thé 1am gidm tac dung cda nimodipin.
Anh huéng cila nimodipin véi cdc thudc khdc:
Cacnghién ctu trén dong vét chi ra rang, khi st dung nimodipin va zidovudin, dién tich dudi duong
cong AUC ctia zidovudin tang Ién, thé tich phan bd va toc do thanh théi bj gidm di. Tuong quan lam
sang ctia tuong tac nay khong rd, nhung do tac dung khdng mong mudn cta zidovudin lién quan
dén liéu, nén can theo ddi can than tuong téc tac nay & cac bénh nhan dung dong thai nimodipin va
zidovudin.
(dc logi tuong tdc khdc
- (acthudc ha huyét p: nimodipin c6 thé lam téng tac dung ha huyét ap ctia cac thudc
chdng tang huyét dp dung cing nhu:
. Thudc loi tiéu

Thudc chen thu thé beta

Thudc tic ché men chuyén ACE

Thudc tic ché thu thé A1

. Thudc chen kénh calci

. Thudc chen thu thé alpha-adrenergic
Thudc tic ché PDES

. Alpha-methyldopa

Tuy nhién, néu sy két hgp nay la khong thé tranh khéi, cén theo ddi bénh nhan can than.

- St dung két hop nudc ép budi chum véi nimodipin khdng dugc khuyén cdo do ¢ thé
1am tang nong dd nimodipin trong huyét tuang do cd sy tic ché phdn ting oxi héa cta dihydropyri-
din. Nhu mot hé qud, tac dung ha huyét ap co thé tang Ién. Hiéu ting nay cd thé kéo dai it nhét 4
ngay sau khi st dung nudc ép budi chum.

Tutgng tdc hién khdng tén tai

- Mét nghién c(tu téc dung ctia 90 mg nimodipin (chia liéu) véi nquai cao tudi dang st
dung haloperidol khdng cho thdy bang chiing xay ra tuong tac. Khong ro nghién ctu nay ¢6 thich
hop st dung trong trudng hop xudt huyét dudi mang nhén hay khong do ham lugng cao hon ctia
nimodipin st dung.

Dung déng thdi qua dutng uéng nimodipin véi diazepam, digoxin, glibenclamid, indometacin,
ranitidin va wafarin khdng cho thdy bét ky kha ndng nao xdy ra tuong tac

Tac dung khéng mong muén ciia thudc

ADR xdy ra 6 11,2% ngudi bénh chdy mau dudi mang nhén dung nimodipin, trong khi 6,1% nquoi
bénh dung thudc v ciing ¢6.

Tac rugt gia va tac rugt hiém gap & nguoi bénh dung nimodipin, chua xac dinh dugc mdi lién quan
vé& nguyén nhan gay nén. (6 thé diéu tri bao ton.

Thudng gap, ADR > 1/100

Toan thén: Nhic dau.

Tim mach: Ha huyét ap, nhip tim chdm, nhip tim nhanh.

Tiéu hoa: Budn non.

Da: Viém tac tinh mach.

Gan: Tang transaminase, ting phosphatase kiém.

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

Than kinh trung vong: Chéng mat.

Tim mach: Ngoai tam thu, va mé hoi.

Mau: Gidm tiéu cau.

Tiéu héa: Tdo bon.

Da: Ngtfa.

Tiét niéu - sinh duc: Tang creatinin huyét thanh va nito mau.

Hiém gap, ADR < 1/1000

Toan than: D6 bimg mat.

Tiéu héa: Tac rudt.

Huéng dan cach xi tri ADR

(an theo ddi can than huyét p trong khi diing nimodipin, dua trén dugc Iy hoc va nhiing téc dung
da biét clia thudc chen kénh calci.

Dai véi ngudi bénh suy gidm chiic ndng gan va nguai cao tudi, phai theo ddi chat ché huyét ap va

mach, dong thai cho liéu thap hon.
St dung than trong khi diéu tri cho ngudi bénh suy tim sung huyét ri loan chiic nang that tréi
nang, bénh co tim phi dai (dac biét tic nghén), khi diéu trj dong thai véi thudc chen - beta hodc
digoxin, c6 phu hodc tang &p luc ndi so do u sg.
Khéng ngiing nimodipin dét ngot (6 thé gay dau nquc).

Théng bdo ngay cho bdc sy hodic du'ge sy khi gdp phdi cdc tic dung phu ctia thuéc.
Qua liéu va cach x tri
Cac triéu chitng nhiém doc
(ctriéu chiing qua liéu cdp tinh ¢ thé xay ra nhu ha huyét p rd rét, nhip tim nhanh, nhip tim
chdm va (sau khi udng) réi loan da day — rugt va budn non.
Diéu tri nhiém ddc
Trong trutng hop qua liéu cp tinh, can ngiing st dung GIMISION ngay lap tic.
Can diéu tri triéu ching khan cdp. Rita da day va st dung than hoat can dugc can nhéc nhu la
mot liéu phét cap ctu khan cap.
Néu cd su giam rd rét huyét ap, can st dung dopamin hodc noradrenalin qua dutng tinh mach.
Vi khdng c6 thudc gidi doc dac hiéu, viéc diéu tri cac tac dung khong mong mudn nén hudng
dén cac triéu chiing dac trung nhat.
Dactinh dugcluchoc:
Ma ATC: C08CA06
Nhém duocly: Thuc chen kénh canxi chon loc véi tdc dung chi yéu trén mach mdu, dén
xudt dihydropyridine.
Nimodipin 1 dan chdt dihydropyridin, c6 tac dung tic ché chon loc dong ion calci di qua céc
kénh calci chgm phu thugc dién thé & mang t€ bao co tim, co tron mach mau va té bao than
kinh. So sanh tac dung gian mach vdi cac thudc chen calci khac, nimodipin tac dung uu tién
trén hé mach ndo, 6 I vi nimodipin qua m@ nhiéu nén dé dang di qua hang rao mau - ndo va
phén b rong réi trong md ndo.
Nimodipin 1am gidm téc dng cta thiéu mau cuc b va lam gidm nquy co co mach sau chdy
mau dudi mang nhén. Tac dung t6t cia nimodipin la do 1am gian cdc mach ndo nho co that,
dan dén cdi thién tuan hoan bang hé, du phong co that mach va qué tai calci trong té bao than
kinh bi bénh.
Nimodipin dugc dung chi yéu d€ diéu tri cho ngudi bénh c6 suy gidm than kinh do co that
mach ndo sau chdy mau dudi mang nhén. Khong thdy ¢6 nguy co chdy mau méi do diéu tri véi
nimodipin.
Pactinh duoc dong hoc:
Nimodipin dugc hap thu nhanh sau khi udng, va thugng dat nong do dinh sau mot gic. Nita doi
thai trir cudi cling xap xi 8 - 9 gi6, nhung toc o thai trir sém nhanh han nhiéu, tuong duong vi
mot nita doi bang 1- 2 gid; vi vy phai dung thudc chia lam nhiéu 1dn (cd 4 gio mt lan).
Khi dung nimodipin méi ngay 3 lan trong 7 ngay, khong thdy c6 dau hiéu tich liy. Trén 95%
nimodipin lién két vi protein huyét tuong. Trong pham vi 10 nanogam/ml - 10 microgam/ml,
su lién két nay khong phu thudc vao ndng do. Nimodipin dugc thai trir phan I6n dudi dang
chuyén héa, va dudi 1% qua nudc tiéu dudi dang khéng thay ddi. C6 nhiéu chét chuyén héa, tét
ca déu khdng cé hoat tinh hodc kém téc dung nhiéu so véi thudc me.
Vi chuyén hda qua gan Ian ddu cao, kha dung sinh hoc cdia nimodipin trung binh 13% sau khi
udng. Kh dung sinh hoc tang Ién ¢4 y nghia & ngudi bénh xa gan, véi nong d6 t6i da xap xi gap
ddi 50 vdi nqudi binh thudng, do @6 can phai giam liéu & nhom nqudi bénh nay. G nam gici
khde manh, udng nang nimodipin sau bita di€ém tam thong thudng, néng do dinh huyét tuong
gidm 68% va kha dung sinh hoc giam 38% so véi udng thudc ltic doi.
Quy cach dong goi:
Hop 2 vix 15 vién nang mém
Béo quan: Noi kho rdo, thodng mat, tranh &nh sang, nhiét do dudi 30°C.
Han diing: 24 théng ké tir ngay san xuat.
Tiéu chudn chat lugng: Tiéu chudn co's&

Nha san xudat

Cong ty ¢ phaFBEdEPham CPC1 Ha Ngi
Cum cong nghiép Ha Binh Phuong, xa Van Binh, huyén Thutng Tin, thanh phd Ha Noi.

T1-18-031222-T03275-C00301

Kich thudc (rong x dai): 190 x 227(mm)/




