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2. Intermediate label :

N o NE
[Mhanh phén] M&i o (SomL) chia P 5
Nimodiping —m—o—o—o—— . 10mg

[Dang bao ché] Dung dich tiém truyén
[Chi dinh, Liéu lugng va Cach ding,

Chéng chi dinh, Than trong, Tac dyng phuy]
Xin doc 16 hudng dén sU dyung.

[Bao quan]
Bédo quan trong bao bi kin, tranh anh sang
va& am., nhiét dé dusi 30°C

Cac théng tin khac xem trong td hudng ddn
su dyung kém theo.

Visa No.(SBK)
- Lot No.(S& 18 SX) :
San xudt tai Han Quéc boi Mifg. Date(NSX)

1) ?—‘i‘fe"\‘ir"Phann,Korea Exp. Date(HD)
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Rx: Thude nay chi dung theo don thube

MIANIFAX Inj.
Nimodipin 10 mg/50ml
Dé xa tim tay tré em
Poc kj hwong dan siv dung triede khi dimng

Thanh phan

Mdi lo 50 ml ¢6 chua:

Thénh phdn hoat chdt: Nimodipin...... 10 mg

Thénh phén td dwoc: Ethanol, polyethylen glycol 400, natri citrat, acid citric, nudc cit pha

tiém.

Dang bao ché: Dung dich tiém truyén

Mo ta: Dung dich trong sudt dung trong lo

pH: 6,0-7.5

Chi dinh

Pidu tri ton thuong thin kinh do thiéu mau cuc bd sau xuét huyét dudi mang nhén.

Liéu dung va cich dang o

Li{?‘u ding: 4 / [/ﬁ//

Liél:l ding: g e

Xuat huyet diwedi nhén do phinh mach:

- Liéu khuyén céo: Trong hai gid diu, didu tri 1 mg mmodlpm tic 1a 5 ml dung dich,
(khoang 15 mg / kg thé trong/gid). Néu lidu nay dung nap t6t va huyét ap khong giam dang
ké, sau 2 gid tang liéu dén 2 mg nimodipin, tire 12 10 ml dung dich/git (khoang 30 meg /
kg thé trong/gi®). Bénh nhén can ning dudi 70 kg hodc huyét ap khong dn dinh nén bit
dau véi liéu 0,5 mg mmodlpm/ gi®y (2,5 ml dung dich), hodc it hon néu can.

- Thoi gian diéu tri: Diéu tri nén dugc bit ddu cang sém cang tdt sau khi xay ra vén dé than
kinh do dong mach co thit khi xuét huyét dudi nhén, diéu tri kéo dai tir 5 dén 14 ngay.

- Trong trudong hop cé sy can thi¢p cia phau thudt khi diéu tri, diéu tri nimodipin nén dugc
tiép tuc (liéu nhu trén) cho it nhédt 5 ngay. Dang dung dich va dang vién chia nimodipin -
khéng nén dung ddng thoi. Trong trudng hop sir dung dang vién va dang dung dich theo
trinh tu thi tong thoi gian didu tri khong vuot qua 21 ngay. Thube tiém MIANIFAX INJ.

khong nén dung kéo dai hon 14 ngay.
Xudt huyét die6i nhén sau chan thirong: Khong khuyén céo do chua rd ti 1€ rai ro.
Tré em: An toan va hiéu qua doi véi tré dudi 18 tudi chua duoc thiét lap.
Cach dimng:

- Dich truyén MIANIFAX INJ. dugc st dung bang cach tiém truyén tinh mach nho giot qua
mdt catheter trung tim bang mot bom tiém. Nén cho thube qua mot khoa voi ba chiéu cung
lic voi dung dich glucose 5%, natri chlorid 0,9%, dung dich lactate Ringer, dung dich
lactate Ringer vGi magnesi, dung dich Dextran 40 hay HAES [poly(O-2-hydroxyethyl] tinh
bot 6% vé6i ty 1é khoang 1:4 cia MIANIFAX INJ.. dich truyén pha chung). Mannitol,
albumin ngudi hay mau cling thich hop dé truyén chung.

- Khong dugc cho dich truyén MIANIFAX INJ. vao mét bao hay chai dich truyén va khong
duge tron 13n véi cac thube khac. Nén tiép tuc truyén MIANIFAX INJ. trong kh| gay mé,
phau thudt va chup X quang mach mdu “Z0 0]

Itr.
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Cidach diang:
Thuéc dung dudng truyén tinh mach.
Chéng chi dinh

Bénh nhan min cam voi bat ky thanh phdn nao ctia thude.
Nlmod1pm khong nén dung cho bénh nhén bi nhdi mau co tim hoac trong vong mot thang
tr& lai xudt hién con nh6i méu co tim hodc dau thit nguc khong 6n dinh

Cénh bso va thin trong khi dung thuoc

MIANIFAX INJ. khong nén dugc st dung & bénh nhén xuét huyét dudi nhén sau chan
thuong do loi ich va ty 1€ rai ro chua duge xéc dinh.

Dung dich MIANIFAX INJ. nén dugc st dung thén khi phu néo hogc ting ap luc ndi so.
Mic di diéu tri véi MIANIFAX INJ. khong dugc ching minh la cé lién quan dén tang ap
luc nodi so, can gidm sat chat ch& nhiing bénh nhén nay.

Dung dich MIANIFAX INJ. phai dugc sir dung than trong & nhitng bénh nhan huyét ap
thip (huyét ap tim thu thap hon 100 mm Hg).

MIANIFAX INJ. }\hong duoc dung cho bénh nhén suy gan tram trong (nhu xo gan). O
nhirng bénh nhan 16n tudi ¢6 nhiéu bénh, bénh nhan suy than nang (toc do loc ciu than <
20 ml/phtt) va & nhitng ngudi suy tim mach, nhu cau diéu tri voi MIANIFAX INJ. nén

dugc than trong cén nhéc va nén kham kiém tra déu dan. / /g

San phdm nay c6 chira natri nén xem xét khi dung cho cac bénh nhan an kiéng natri.

Bénh nhin c¢é bénh thin hodc dung thudc gdy ddc cho thadn nén theo ddi chdt ch& chic
nang thin trong qua trinh diéu trj tinh mach vai dung dich MIANIFAX INJ.

Nimodipin dugc chuyén hoa qua hé théng cytochrom P450 3A4, nén cac thube tic ché cua
hé thong cytochrom P450 3A4 lam ting ndng do nimodipin trong huyet tuong nhu: khang
sinh nhém macrolid (nhu erythromycin), thude tc ché protease chonﬂ HIV (nhu ritonavir),
céc azol chong nim (nhu ketoconazol), céc thudc chéng trdm cam nefazodon va fluoxetin,
quinupristin, dalfoprlstln cimetidin va a01d valproic .Khi dung ddng thoi voi cac thude
nay, ap luc mau can duoc theo dai va néu can thiét giam liéu nimodipin.

Thube ¢ chira khoang 25% ethanol nén thdn trong & nhiing ngudi nghién ruou hodc
chuyén hoa rugu bj suy yéu, phu nit c6 thai hodc cho con b, tré em va nhom nguy co cao
nhu bénh nhin ¢6 bénh gan hodc bénh dong kinh

Sir dung thudce cho phu nir ¢6 thai va cho con b

Phu nit ¢6 thai

Khong, ¢6 nghién ctu vé doc tinh trén sinh san sau khi dung dich truyén MIANIFAX INJ. nén
khi cén phai st dung dich truyén MIANIFAX INJ. trong thai ky, phai can nhéc than trong
gilia ich loi va nguy co ¢ thé xay ra tly theo mirc do trdm trong ca tinh trang 1dm sang

Phu nit cho con bui

Nimodipin va chit chuyen héa cia né di duge chimg minh 1a ¢d trong stta me voi nong do
twong duong véi ndng do trong huyét tuong ctia me. Cac ba me cho con bl duge khuyén
khdng nén cho con b khi ding thude nay.

Anh huéng cia thude 1én kha niing lai xe, van hanh miy méc

Do ¢6 tac dung khdong mong mudn 1én hé thin kinh gy dau déu, chéng mét nén than trong khi lai
xe va vin hanh may moc.

Twong tac, twong Ky cia thude

Khi sir dung hai lan mdi ngay 30 mg nimodipin va mdi ngay 20 mg cia fluoxetin chéng
tram cam cho bénh nhén gia s& din dén khoang ndéng do nimodipin cao hon 50%; giam

[
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dang ké ndng do fluoxetin, trong khi chat chuyén hoa c6 hoat tinh cua no norfluoxetin
khong bi anh huong.

- Nimodipin dugc chuyén héa qua hé thonocytochrome P450 3A4, nim ca & niém mac rudt
va trong gan. Khi ding ddng thoi véi cac thuoc e ché sau diy cia hé théng cytochrom
P450 3A4, huyét 4p nén dugc theo doi va néu cin thiét, thay dbi liéu nimodipin can duge
xem xét: khang sinh nhom macrolid (nhu erythromycin), thudc wc ché protease ChOI‘lg HIV
(nhu ritonavir), cac azol chonﬂ ndm (nhu ketoconazol), cac thuéc chéng tram cam
nefazodon.

- O bénh nhan dang diing thuéc diéu tri cao huyét ap, nimodipin ¢6 thé lam tang tac dung ha
ap cua thude nay.

- Chirc nang than cé thé suy yéu néu ding dong thoi céc thubc gay doc trén than (nhu
aminoglycosid, cephalosporin, furosemid) va & nhiing bénh nhan chic ndng than da bi suy
giam. Chirc ning than can duoc theo doi va néu chirc ning than suy giam nén xem x¢ét
ngung diéu tri.

- -Tiém tinh mach ddng thdi vai thude e ché béta co thé dan dén giam huyét ap va suy tn/{{/
mét b,

- Dung dich thudc c6 chira ethanol nén bénh nhan cin duoc theo doi bat ky sy tuong tac voi
cac thude con khdng tuong thich

- Dung ddng thoi cimetidin hodc natri valproat c6 thé ting ndng do mmodlpm huyét tuong.

- Nudce ép budi khong khuyén khich két hop véi nimodipin vi dan dén ndng do nimodipin
huyét tuong tang 1én do sy tic ché chuyén héa oxy ctia dihydropyridin

Twong ky:

- Do hoat chét ciia dich truyén MIANIFAX INJ. bi hép thu boi polyvinyl-chlorid (PVC), chi
c6 thé str dung ng dich truyén polyethylen (PE).

- Hoat chét cua dich truyén MIANIFAX INJ. hoi nhay cam v6i dnh sdng do d6 nén tranh sur
dung thube dudi sang mit trdi truc tiép. Néu khong tranh dugc sy tiép x0c nay, nén s
dung dng bom thiy tinh, va day truyén dich mau den, ndu, vang hay dé hodc bao vé€ bom
truyén va 6ng bang bao glay béng md. Tuy nhién, khéng can bién phap bao vé dac biét nao
trong vong 10 gid néu truyén MIANIFAX INJ. dudi énh sang gian tiép hay anh sdng nhin
tao.

Tac dung khong mong mudn ciia thude

- Bénh nhan mén cam voi bat ky thanh phdn nao cta thudc.

- Nimodipin khong nén dung cho bénh nhén bi nhdi mau co tim hodc trong vong mot thang
tr& lai xudt hién con nhdi mau co tim hodc dau thit nguc khong on dinh.

Téac dung khéng mong mudn (néu cd):

- Téc dung trén dudng ti€u hoa: Budn noén, viém loét da day ta trang, ddi khi bi liét rudt (rbi
loan van dong rudt do liét rudt).

- Tac dyng trén hé thin kinh: Chéng mit, nhirc dau,

- Tac dung trén hé tim mach: Ha huyét ap, gian mach, birng mat, dd md hoi, cam giac 4m
hay nong, tang nhip tim hay hiém hon giam nhip tim (nhlp tim chdm).

- Téac dung trén mau va cic thanh phan ctia mdu: Giam tidu cau xay ra khong phd bién.

- Anh huong 1én céc thong sé: Tang transaminase, phosphatase kiém, va y-glutamyl-
transferase (y-GT), suy than ciing véi gia ting urea huyét thanh va/hodc creatinin va ngoai
tam thu. 7

- Hé théng mién dich: Dj ting, phat ban. fo
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- Phan ting tai chd: Hiém gap viém tic tinh mach.

Thong bio ngay cho bdc sy hodc dugc sy nhing phén ieng c6 hai gdp phai

khi sit dung thubce

Qua liéu va cach xi tri
Qud liéu: Triéu chung qua lidu cép tinh: ha huyét ap, nhip tim nhanh hodc chdm, va (sau khi
diing theo dudng uong) viém loét da day ta trang va budn non.
Xur tri: Khi qua lidu cdp, ngung ding MIANIFAX INJ. va ép dung cac bién phap cip clru theo
céc triéu chimg. Néu huyét ap giam manh, cé thé ding dopamin hay adrenalin theo duong
tinh mach.

Diic tinh dugc lye hoe [[/
Nhém duge ly: Dan xuét dihydropyridin. / e
Mia ATC: CO8CA06 e
Nimodipin la dan chét dlhydropyrldm cO tac dung tc ché chon loc dong ion calci di qua cac
kénh calci chdm phu thude dién thé & mang té bao co tim, co tron mach méu va té bao than
kinh. So sanh tdc dung gidn mach véi cic thudc chen calci khéc, nimodipin tac dung uu tién
trén hé mach ndo, c6 1& vi nimodipin va mo nhiéu nén dé dang di qua hang rao méu — no va
phén bd rong réi trong md nio.
Nimodipin lam giam tac dong cua thiéu mau cuc bo & ndo va lam giam nguy co co mach nio
sau chay mau dudi mang nhén. Tdc dung tét ctia nimodipin 12 do lam gian cac mach ndo nho
co that, ddn dén cai thién tudn hoan bang hé, du phong co that mach va qua tai calci trong té
bao than kinh bi bénh.
Nimodipin dugc dung chu yéu dé diéu tri cho nguo: bénh ¢6 suy giam than kinh do co thit
mach ndo sau chay mau dudi mang nhén. khong thdy c6 nguy co chay méu méi do diéu tri
nimodipin.
Dic tinh duoc dong hoc
Dung dich MIANIFAX INJ. truyén tinh mach 1a 100% c6 hiéu lyc véi cde md nhu mau tinh
mach ngoai vi lam thudc dén phdi va tim va tir do dén tAt ca cac bo phan co thé.
Thé tich phan bd la 0,9-2,3 1 / kg trong lugng co thé. Khi dung nimodipin mdi ngay 3 larL
trong 7 ngay, khong thiy co d4u hiéu tich lly. Trén 95% nimodipin lién két voi protein huyet
tuong. Trong pham vi 10 nanogam/ml — 10 microgam/ml, sy lié€n két nay khong phu thuoc
vao ndng dd. Thé tich phan bd 0,94 — 2,3 lit/kg> Nimodipin phén bé giéi han vao dich nao ;
tiy 0,77 nanogam/ml so v&i 6,9 nanogam/ml trong huyét tuong, thudc qua nhau thai vai mQt
lugng nho qua dong vét, thudc phan bd trong sita 16n hon trong huyét tuong me. N1mod|p1n
duoc phan 16n thai trir dudi dang chuyen hoa, va dudi 1% qua nude tiéu dudi dang khong
thay déi. C6 nhiéu chit chuyén hoa, tat ca déu khong c6 hoat tinh hodc kém tac dung nhiéu so
v6i thube me. Thude khong bi mét di khi tham phén phic mac va thAm phan mau.
Quy cach dong goi:
Hop 01 lo.
Bdo quéan: Bao quan trong bao bi kin, tranh dnh sang va am, nhiét do dudi 30°C.
Han ding: 36 thang ké tir ngay san XUt
Tiéu chuin chit lugng: BP
Nha san xuét
DAE HAN NEW PHARM. CO., LTD
66, Jeyakgongdan 1-gil, Hyangnam - eup, Hwaseong-si, Gyeong gi-do, Han Quoc

TUQ.CUC TRUONG
P.TRUONG PHONG .

Sham SThi Viin Nank,




