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Nimodipine : 10 mg
Ethanol '.2oo/owlv
Water for lnjections: q.s

Dosage:
As directed by the physician
Store in a co6l dry pldce, below 30oC

Protect from light

Keep out of reach of children
Refer pack insert for administration

Manufactured by:
SWSS PARENTERALS PVT. LTD
809, Kerala lndustrial Estate, GIDC'
Near Bavla, Dist. Ahmedabad -
382220, lndia.
Mfg. Lic. No.: G/1078

Each 50 ml contains:
Rx - Prescription Drug

NIMODIN
NIMODIPINE IV

INFUSION BP

50 ML

(1.V. lnfusion onlyl

Rx - Prescription Drug

NIMODIN
NIMODIPINE IV

INFUSION BP

50 ML

(1.V. lnfusion only)

Rx - Thu6c b6n theo don
NluoDll.l

SOK:
Thdnh phan: m6i chai 50 ml choa:
Nimodipin 10 mg
Ethanol:207o kUtt
Nudc pha tEm: vara dll
o6no o6i: H6D 1 chai 50 ml
ctrGin, c,iiir ot ng, ch6ng chi tlinh vd cac
thOng tin khac: dqc to hLrdng d5n sri dung
kBm theo
s6 16 sx, I{sx, HD xem "Batch No." "Mfg.
Date', "Exp. Date" tr6n bao bi
Bdo qudn noi kh6 m6t, duoi 30"C, kenh
dnh sang
Dd xa tAm tay tri em
Doc kl htfrng d\n sb dung tnfic khi ddng
SAn xuAt bdi:
SWISS PARENTERALS PVI. LTD
809, Kerala lndustrial Estate, GIDC, Near
Bavla, Dist. Ahmedabad - 382220, An D0.
ONNK:

Batch No.:

Mfg. Date: dd/mm/yy

Exp. Date: dd/mm/yY
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Rr Thudc bdn theo iton

NIMODIN

IUANH prrAN

tr,tdi cnai 5o ml chrta:

Hoat chAt: Nimodipin 10 mg

Tii duoc: Etthanol, propylen glycol, natri hidroxid, nuoc pha ti0m

E
{.

TA *

Drlgc Lr/c HQC

Nimodipin li mOJ thutic che.n kOnh calci nh6m dihydropyridin, tdc dQng uu ti€n trOn h€ mach mdu nfo

Nimodipin lim tang tuoi miu n5o, dic biet ln o cic khu v.uc hroi mdu kem blng c6ch giin no tlQng

m4ch vi tdc dpng niy cao hon 0 mach nflo nho hon li mach n6o lon

Nimodipin c6 th€ ngdn ngrta hay gldm tli 75yo sU co mpch gdy ra in vitro do nhi€u chit tec tlOng trOn

mach miiu (nhu serotonin, c6c prostaglandin, vit histamin) hay do m6u vd nhtng sriur phAm thoai h6a

ctra miiu

DIJqC DQNG HQC

HAP THU

Dich ti€m rruyen nimodipin hi$n diQn 100%o c6c m0 do tinh mAch mdu ngo4i bi€n mang thu6c dtin

tim, ph6i vd thudc tir tim, ptrOi Aiin tAt ctr chc co quan

Sau khi u6ng, thu6c hAp thu ftanh ch6ng. NOng dO dinh. trong huyiSt tuong quan s6t dugc trong

khoang tu :O a6n 60 phrit sau khi u6ng. M[c dt nimodipin hAp thu cao qua.ttucmg tiOu h6a, nhmg sinh

kha dune tuyet d6i chi tu 5 - ls%do chiu sg chuyiln h6a qua gan l6n dau rdt manh

PHAN BO

Tne tictr phan b6 sau khi ti€m tinh mach li ttr 0.9 - 2.3 litlkgthr| trqng. D0 thanh thai toan pfran GrC

th6ne) fab.t- 1.6lit/gid/kg. Nimodipio gio fltgl -gg%ovdi proteinhuy6ttuong

CHUYEN HOA

HQ th6ng cytochrome P4503A4 tt6ng mQt vai tro quan trgng trong viQc thai trt cua nimodipin.

Nimodipin duqc thai trt duoi dang ch6t chuydn h6a, phdn lon bAng cdch khu hydro uia vong

dihydropyndin vd oxi h6a O-demethylation.

Hdroxyl h6a nh6m 2 - vir6 - methyl, phan rmg li6n hqp glucoronic... ln nhtug Uuil clry1en h:u OYT

trqng khac. Ba chit chuy6n h6a chinh trong huy6t tuong kh6ng co hay hoat tinh tri liOu kh6ng ilang kE

THAI TRU

fa. a** cua thu6c trgn men gan bang c6ch cim ring hofc rtc ch6 hiQn nay vdn chua tlugc bi6t' O

nguoi, cac dr6t chuy6n h6a dugc bai ti6t qua thfn khofurg 50% vd 307o trong mflt

Ifti dung dutmg u6ng, ndng dO dinh huyilt tuong vi diEn tich dudi duong cong ting tugog ung ktri

;;;il"d*g ie, irai, 
"uo 

it di ttuqc thu nehiQnl(e0 ms). Duqc dgng h9c 
-,hti ry ln tuv6n tinh' Thoi

gian Uan thi.,i cua nimodipin trong khoang l,l - 1.7 gib. Thoi glan ban thai pha cu6i le 5 - 10 gib
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CHi DINH
Nimodipin dung ilti diAu fi thiliu hut than kinh do thi6u m6u cpc b0 sau xudt huylit dudi mang nh€.n

LIEU LUqNG VA CACH DUNG

lm,u ruurrN cAo:
Xu6t huyfit duoi mang nh$n do phinh mach ndo: ti6m truyAn tinh mach qua 1 catheter vdo frnh m4ch

trung tam. LiAu tliu ti6n I mglgb fiong vong 2 grd (5 ml nimodipin truyAn tinh m4ch), n6u drmg n4p

t6t c6 tnA tang w2 mglgiit (10 ml nimodipin truytin tinh mach) mi6n ld huyiit ep kh6ng giam nhiAu

N€n khoi dAu voi liAu 0.5 mg hay it hon ntiu cen thi6t/ giO (2.5 ml nimodipin n ye, $nh mach) ddi

nguoi b€nh duoi 70 kg hay o nguoi cd huyiit 6p kh6ng 6n dinh.

Thdi gian diiu tri:

Xu6t huytit dudi mang nh$n do phinh mach ndo: diCu fi phai blt dAu cang sdm cang tdt mQt khi da

xuit hie.n thi6u hut then kinh do co thit d$ng mach sau khi xu6t huytit duoi mang nhQn. Ti€m truyen

phai tiiip tgc trong tt nhAt 5 ngdy vd kh6ng quri 14 ngiy

Trong fiuorlg hgp can thiep phSu thudt trong khi tilAu ffi, nOn tiiSp tUc dring nimodipin (theo liAu nhu

trOn) trong it nhdt 5 ngdy

Truoc tl6 tle trmg dung nimodipin d4ng vi€n u6ng hay kh6ng thi dOu c6 th€ dtng nimodipin truy€n tinh

m4ch. Trong truong hgp nimodipin d4ng vi6n vi dqng truy€n tinh mach tluqc dtng li0n tuc thi t6ng

thoi gian diAu tri kh$ng dugc vugt quil 2l ngiy. Dang ti0m.truy€n kh6ng tluqc dung qurl 14 ngdy.

Khdng dugc dtng ttOng thdi nimodipin dqng vi€n vd dang truy6n tinh mach.

XuAt truytit duoi mdngnhQn do ch6n thuong: khOng khuytin ciio vi lqi ich dat duqc so vcvi nguy co hi€.n

v5n chua duqc thi6t Bp

EUONG DUNG:

Dich truyAn nimodipin tluqc sir dUng b[ng ci{ch ti0m truy0n ti'nh m4ch nho giqt qua I catheter trung

tdrn bAng m6t bom ti6m. N€n cho thudc qua 1 kh6a voi 3 chidu ctng lric voi hoic dung dich NaCl

O.gyo, glucose 5olo, dung dich lactate funger, dung dich lactate Ringer voi magnesi, dextran 40, Poly

[O-2-hydroxyethyl] tinh bQt 6yo, albvmin nguoi 5o/o,mi.u hay manitol ll%trong ty lQ khoang 1:4 cua

nimodipin : dich truy€n chung, vd truydn roi tO" tlO 40 ml/gro. N€n su dung 1 kh6a voi 3 chiAu dC gin

k6t 6ngnimodipin voi tluUng dich truyOn su d\mg tlOng thoi vd catheter trung tdm.

Kh6ng dugc cho dich truy€n nimodipin vdo 1 bao hay chai dich truydn vd kh6ng tlugc trOn lin vsi ciic

ttruOc tnac. TruyAn nimodipin trong khi gdy m€, ph5u thuat vd chUp X quang mach miiu

CH6NG CIIi DINH

Truonghgp quii rnSn voi nimodipin hoic uat kjl thanh phen ndo cua thu6c.

Kh6ng ngn dting nimodipin cho nhtng bgnh nhdn tlang bi hay trong vong I thring bi nhdi m6u co tim

hay dau thit nggc kh6ng On tllnh
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cANn nAo vL rrr,irN TRQNG

Truy6n dnh mach nimodipin khdng n€n duqc su dung d b$nh nhdn xu6t huylit duoi mdng nh0n do ch6n

thuong vi lgi ich dat duqc so voi nguy co hien vAn chua dugc thitit lAp.
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Thdn trqng khi truy&r Unlr m4ch nimodipin khi bQnh nhdn bi phi nao hay teng nlng rip luc nQi so Mac

it iia, ,. u*g 
"imodipin 

truydn n-nh m4ch chua tluo.c chimg minh ld c6 litn quan vdi ss gta tling ip

,-.;;, ;*:r;-tr,"vO, .a" ,c, theo d6i chlt ch6 trong nhimg truong ho, ndy hav khi lusng nuoc

trong m6 neo gia teng (Pht nao)

Dung thfln trong o nhtrng bQnh nh6n ha huyiit {p'

E0thanhtlriitlru6cgidmc6th6xdyraob€nhnlrdnxogan.dangdiAutnbnngnimodipintruyentinh
-Lr,, a" ao u,"v6, Jao gi,i^ rat 

"hat 
che huyitt ep d nhiing bQnh nhin ndv

BCnh nhan iluqc biiit ta bi benh *ar,", ilang dung cac thu6c doc tr6n th6n thi cin duqc rrtu" td"hu'/(L
chg chuc ning th0n khi truy€n tinh m4ch nimodipin . . . r. , , (. /
Nimodipin tluo. c chuydn h6a qua hQ th6ng qtochrome P450 3A4' Nhimg thu6c tluoc biiit uc ch6 hi

th6ng qtochrome p450 3A4 J#,*r;u* d6 nimodipin trong huyiir tuong nhu: khdng sinh nhom

macrolid (vd: erytkomyci^), ;J;hd;t *5 gtv - p'ot"^t (vd: ritonavir)' khrimg nim nh6m azol

(vd: ketoconazole), cac thuoc cio"g t'in] cdm nefazodon vd fluoxetin' quinupristin / dalfopristin'

cimetidin vd acid valProic

Khi kiit hqp voi cric toai thui5c ndy vor nhau, ci.n theo d6i chit chE huyiit ap vi n6u cin thiiit, ncn xem \

;,Tsffi:::il"":ffior, do tr6 c6 thd c6 h*i cho nhtrng nguoi br chims nsrri.n rusu holc chuc nsng !
chuy6n h6a ruqu bi suy gidrn, tft'i y O pt'o lltf 

'"ang 
tf'ar t'oac-ctto 

"on 
tti' rIO em vi o nhtng nh6m c6 I

nsuv co cao nhu benh nhan bi benh gan hoflc benh dong tiou. r--.rsng 
"th*ol 

trong san phdrn niry co ;
,ii'Ji", ,r'.v ddi t6c dpng cua ciic loai rhu5c kh6c 

)
PHUNIJMANGTHAIVACHOCONBT 9
Phg nit mang thei: - -- ^ .L-: .,i^ ^h.," , 

-

HiQnvanchuac6nghi€ncuu<Iiydtvitlugcki6msoiitt6tophuntmangtlrai,vinchuac6sf,ncilc
nghidn irru ddc tinh tr6n r,e ,i,i J.-i+ia*g-a"*g u€m. Nghien cuu tloc tinh tren h€ sinh sirn o ddng

vrit sau khi u6ng cho thiy khdng c6 tric.dung gdy qurii thar' 'i" lt' tat 
"*ni'n 

cuu trcn dOng vlt q' tl: E
;iliil#:',il},.'a.";?ri" "a'.*,"a,ieiru 

rqi ich vd nguv co c6 th6 xiv ra khi dung thu6c ndv

d phu nt mang thui auu tf'"o ''tl" 
A$ nghi€m trong cira b9nh theo ttrimh gid ldm sang

phg nt cho con bri: Nimodip;; ; chit chuvcnlr6a cta n6 di duoc chimg minh ld c6 hien dion

trong sta m9. Cnc bd me cho I; U'i Aoqt khuyen kh6ng nan cho con bu khi <ttmg thubc ndy

I|NH I{IJONG CUI TTTU6C OT,N K{A NANG LAI XE VAVAN HANH MAY M6C

N6i chung, khd nlng liii xe vi thao uic mriy m6c bi *y ?-tT 
do c6 th6 bi ch6ng mlt Trong trutmg hsp

il;;;'f;ya, Ninodin, irnh hudng ndv n6i chung li kh6ng quan trqng

TtIoNG TAC THU6C . r , , ---.i. ..- ru;- rf4nh

.Nimodipinc6thclemtingtaadungh4.rrw6la3cuathuiich4huy6tap-NOntr6nhdungtl6ng
thoi voi cric ttru6" uc ;rke,h cot""i tha.., alpha - methyldopa ho4c thudc chgrr beta. Trong

truotg hop dtng tl6ng rhoi kh6nglrd tr.anh 
iYsc' 

cdn rhdn chintr lidu nimodrpin cung vo viOc

giam 
-huy 

ia ngung Aeu m cac thu6c ha huyct ap

trungtamthuoc.com



NOng d0 trong mfu cria nimodipin c6 thil tluqc tf,ng lOn khi dung tl6ng thoi voi cimetidin hay
thu6c ch6ng co grflt naffi valproat

N6ng ilQ trong huy6t tuong cria nimodipin c6 th6 giam dang te O nnmg bQnh nhdn tluqc didu
rr bflng thu6c chOng co giflt nhu phenytoin, phenobarbital vd carbamazepin

Kh6ng khuy6n c6o dung chung nudc 6p buoi vi nimodipin vi nuoc ep buoi uc ch6 chuy6n h6a

oxy cua dihydropyndin, do d6 dAn diin ndng tlQ trong huyi5t tuong cria nimodipin tiing cao

Tranh ti6m tl6ng thoi zidovudin vi nimodipin vi c6c nghiCn cuu tr6n dQng vit t15 cho thdy AUC
cira zidovudin tlng cao ctng vdi viQc grem thA tich phdn b0 vn d0 thanh thai

TAC DUNG KHONG MONG MUON

Nhfmg tic dgng kh6ng mong mu6n duoi ildy chu yiiu dugc bio ciio trong ciic thu nghi€m lflm sang.

TAn su6t nhu sau:

nit ttruong xuy6n (>1110); Thuong xuy0n (>1/100 tllin < l/10); Kh0ng thuorig xuy6n (>1/1,000 tliin

sl/100); Hi6m (>1/10,000 dih S1/1,000); n6t Uiim (s1/10,000)

- Kh6ng thuong xuy6n: giam ti€u ciu

- Kh$ng thutmg xuy€n: phan tmg quri m6n cdp tinh bao g6m crlc phan rmg di ung tu nhe tl6n

trung binh

- Cric tri$u chimg tr€n ldm sang li6n quan diin da (kh6ng thutng xuyOn: phit ban)

- C6c triQu chimg m6ch milu n6o kh6ng tlac hi6.u bao gdm nhuc tldu (khdng thuhng xuy€n)

- Loan nhip tim khdng dac hi€u: nhip tim nhanh (kh6ng thuong xuy€n), nhip tim chirn (hi6m)

- Cdc tri€u chrmg tim mach khdng dic hiQu nhu ha huyiit rip vd grfrn mach (t16 mO h6i, tt6 btmg

rnat vd cam giric 6m;: mOng thuong xuyOn

- CLc 1.iQu chimg ti€u h6a vd dau bung khdng dac hiQu bao gdm: bu6n n6n (ktrdng thuong

xuyOn)

- Tic ruOt (hiiim)

- phan ung gan bao g,5m gia t[ng thoring qua men gan (hiiim) (bao gdm ci tf,ng transaminase,

phosphatase ki€m vi Y-GT)

- phan img ti€m vi ti€rn truyCr, &i6m) bao g6m vi6m tinh mach (huytit ttr6i) ai vi fii tiem truyen

ThOnS bdo cho bdc si cdc tdc dqng hhAng rmng madn gfrp phoi kht ding thuiic

\
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QUALIiU
TriQu churng qu.i liAu cip rinh la tut manh huy6t rip, tim nhanh hay tim ch6m, vi (sau khi dtng theo
<luong u6ng) vi€m lo6t da diy ulL trang vd butin n6n.

Khi quri liAu cip, phai ngrmg tmyen Nimodin ngay lip tuc. N€rr rip dlmg cac biCn phdp c6p cuu theo
ciic trigu chwrg. N6u thudc tlugc dung theo ttuong udng, n6n xem xdt tltin viQc rua d4 ddy cung voi
dung than hont. N6u huytit 6p gtam manh, c6 rhai dung dopamin hay adrenalin theo ttuong tinh mach.
Do kh6ng biiit ttuoc chdt giai tt6c, sau tl6 n6n didu tr! cric tnQu chrmg n6i bat nhit

SAO QUAN: Bdo qudn noi kh6 mAt, duoi 30'C, tntnh 6nh sring

o6xc c6t: H6p 1 chai 5o ml

HAN DUNG: 24 thdng k€ tu ngiiy sdn xudLt.

Khilng ding thudc khi ttd hA hgn srb dqng.

Dqc hj hn ng ddn sb dqng fin c hhi ding.
Niu cdn thAm thAng fin, xin hrii ! kiin bdc si,.

Gift thudc trdnh xa tim tay ti em

Nhii siin xuit:

SWISS PARENTERALS PVT. LTD
809, Kerala Industrial Estate, GIDC, Near Bavla, Dist. Ahmedabad - 382220, An Dd

D
)

T*q,H$;s8 .

gfrp*ffi"ltu J(qn/'
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