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Rx - Prescription Drug

NIMODIN

NIMODIPINE IV
INFUSION BP
50 ML

(LV. Infusion only)
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Lan JauDZO/VZ/OZ/m%
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Rx - Thudc ban theo don

NIMODIN
SHK:
Thanh phan: méi chai 50 ml chira:
Nimodipin 10 mg
Ethanol: 20% ki/tt
Nuwéc pha tiém: vira da
BDoéng goi: Hop 1 chai 50 ml
Chi dinh, cach diing, chéng chi dinh va cac
théng tin khac: doc t& hwéng dan sir dung
kém theo
S6 16 SX, NSX, HD xem “Batch No.”, “Mfg.
Date”, “Exp. Date” trén bao bi
Bao quan noi khé mat, dwéi 30°C, tranh
anh sang
Dé xa tam tay tré em
Boc ky huéng dan stk dung trude khi ding
San xuét bdi:
SWISS PARENTERALS PVT. LTD
809, Kerala Industrial Estate, GIDC, Near
Bavla, Dist. Ahmedabad — 382220, An Dé.
DNNK:

Rx - Prescription Drug

NIMODIN

NIMODIPINE IV
INFUSION BP
50 ML

(LV. Infusion only)

Batch No.:
Mfg. Date: dd/mm/yy
Exp. Date: dd/mm/yy

Each 50 ml contains: - 2
Nimodipine :10 mg A'D
Ethanol : 20% wiv I

Water for Injections: q.s

Dosage:

As directed by the physician

Store in a cool dry place, below 30°C
Protect from light

Keep out of reach of children
Refer pack insert for administration

Manufactured by:

SWISS PARENTERALS PVT. LTD
809, Kerala Industrial Estate, GIDC,
Near Bavla, Dist. Ahmedabad —
382220, India.

Mfg. Lic. No.: G/1078

s

Mfg. Lic. No.: G/1078

Batch No.:
Mfg. Date: dd/mmlyy

Exp. Date: dd/mm/yy

NIMODIN

NIMODIPINE IV

Rx

20% wiv

Water for Injections: g.s

10 mg

Each 50 ml contains:
Nimodipine:

Dosage:

Ethanol

Manufactured by:
SWISS PARENTERALS
PVT.LTD

INFUSION BP
50 ML

As directed by the physician
Store in a cool dry place,

below 30°C

Protect from light

809, Kerala Industrial

Dist. Ahmedabad — 382220,

Estate, GIDC, Near Bavia,
India

(LV. Infusion only)

Refer pack insert for

Keep out of reach of
administration

children
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R.- Thuéc bin theo don
NIMODIN
THANH PHAN
MBoi chai 50 ml chira:
Hoat chat: Nimodipin 10 mg
T4 dugc: Etthanol, propylen glycol, natri hidroxid, nudc pha tiém /[

DUQC LUC HQC

Nimodipin 1a mét thudc chen kénh calci nhém dihydropyridin, tac dong wu tién trén hé mach mau néo
Nimodipin lam ting tudi mau ndo, dic biét la ¢ cac khu vuc twéi maun kém bang cach gian no dong
mach va tic dung nay cao hon ¢ mach ndo nho hon 1a mach ndo lén

Nimodipin ¢6 thé ngan ngira hay giam t6i 75% sw co mach gdy ra in vitro do nhiéu chat tac dong trén
mach mau (nhu serotonin, cac prostaglandin, va histamin) hay do méau va nhimg san pham thodi hoéa
cia mau

DUQC PONG HOC

HAP THU

Dich tiém truyér} nimodipin hién di¢n 100% & cic mo do tinh mach mau ngoai bién mang thudc dén
tim, phoi va thudc tir tim, phoi dén tat ca cac co quan

Sau khi uéng, ’thuéc hép thu nhanh chéng. Néng d¢ dinh trong huyét twong quan sat duogc trong
khoang tir 30 dén, 60 phut sau khi uong. Méc du ni{rlodipin hap thu‘cao qua duong tiéu hoa, nhung sinh
kha dung tuyét d6i chi tir 5 — 15% do chiu sw chuyén hoéa qua gan lan dau rat manh

PHAN BO

Thé tich phan bé sau khi tiém tinh mach la tir 0.9 — 2.3 lit/kg thé trong. D) thanh thai toan phan (hé
théng) 1a 0.8 — 1.6 lit/gio/kg. Nimodipin ghn két 97 — 99% vi protein huyét tuong

CHUYEN HOA

Hé théng cytochrome P4503A4 dong mét vai tro quan trong trong viéc thai trir cia nimodipin.
Nimodipin dwoc thai trir dudi dang chét chuyén hoa, phan 16n bang cach khir hydro cua vong
dihydropyridin va oxi hoa O-demethylation.

Hdroxyl héa nhém 2 — va 6 — methyl, phan ung lién hop glucoronic. .. 1a nhitng budc chuyén héa quan
trong khc. Ba chét chuyén héa chinh trong huyét twong khong c6 hay hoat tinh tri liéu khong dang ké
THAI TRU

Téc dung cua thudc trén men gan bang cach cam tmg hogc {rc ché hién nay van chua dugc biét. O
ngudi, cac chét chuyén hoa dugc bai tiét qua than khoang 50% va 30% trong mat

Khi dung duong ubng, nong do dinh huyét twong va dién tich dudi dudng cong tang tuong ung khi
tang liéu ding dén liéu cao nhét duoc thir nghiém (90 mg). Duoc dong hoc thai trir 1a tuyén tinh. Thoi
gian ban thai cua nimodipin trong khoang 1.1 — 1,7 git. Thoi gian béan thai pha cudi la 5 — 10 gio
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CHI PINH

Nimodipin ding dé diéu tri thiéu hut thin kinh do thiéu mau cuc bd sau xuit huyét duéi mang nhén

LIEU LUQNG VA CACH DUNG

LIEU KHUYEN CAO:

Xuat huyét dl}'di r\nz‘mg nhén do phinh mach ndo: tiém truyén tinh mach qua 1 catheter vao tinh mach
trung tﬁm. Liéu dau tién 1 mg/gid trong vong 2 gidr (5 ml nimodipin truyén tinh mach), néu dung nap
tdt c6 thé tang téi 2 mg/giv (10 ml nimodipin truyén tinh mach) mién 1a huyét 4p khéng giam nhiéu

Nén khéi dau véi liéu 0.5 mg hay it hon néu cin thiét/ gio (2.5 ml nimodipin truyén tinh mach) déi vmﬂ%

ngudi bénh dudi 70 kg hay ¢ ngudi c6 huyét ap khéng n dinh.

Thoi gian diéu tri:

Xuat huyét dwdi mang nhén do phinh mach ndo: diéu tri phai bat ddu cang som cang tot mét khi da
xuét hién thiéu hut than kinh do co thit dong mach sau khi xudt huyét dudi mang nhén. Tiém truyén
phai tiép tuc trong it nhat 5 ngay va khong quéa 14 ngay

Trong trudng hop can thiép phiu thudt trong khi diéu tri, nén tiép tuc dang nimodipin (theo liéu nhu
trén) trong it nhat 5 ngay.

Trudc d6 da timg ding nimodipin dang vién uéng hay khong thi déu c6 thé ding nimodipin truyén tinh
mach. Trong treong hgp nimodipin dang vién va dang truyén tinh mach dugc dung lién tuc thi tong
thoi gian diéu tri khong dwge vuot qua 21 ngay. Dang tiém truyén khong dugc ding qua 14 ngay.
Khong dwoc ding dong thdi nimodipin dang vién va dang truyén tinh mach.

Xuét huyét dudi mang nhén do chén thwong: khong khuyén cdo vi lgi ich dat duoc so v6i nguy co hién
van chwa duoc thiét lap

DUONG DUNG:

Dich truyen nimodipin dugc su dung bang céch tiém truyén tinh mach nho giot qua 1 catheter trung
tdm bang mot bom tiém. Nén cho thuéc qua 1 khoa voi 3 chiéu cung luc voi hodc dung dich NaCl
0.9%, glucose 5%, dung dich lactate Ringer, dung dich lactate Ringer v6i magnesi, dextran 40, Poly
[O-2-hydroxyethyl] tinh bdt 6%, albumin ngu’m 5%, mau hay manitol 10% trong ty 1¢ khoang 1:4 cua
mmodlpm dich truyén chung, va tmyen véi toc dd 40 ml/gio. Nén su dung 1 khoa voi 3 chiéu dé gan
két dng nimodipin vai dudng dich truyén sir dung dong thoi va catheter trung tam.

Khong dwoc cho dich truyén nimodipin vao 1 bao hay chai dich truyén va khong duoc tron 14n véi cac
thudc khac. Truyén nimodipin trong khi gdy mé, phau thudt va chup X quang mach méau

CHONG CHI PINH

Truong hop qua man véi nimodipin hodc bét ky thanh phan nao cua thudc.

Khong nén ding nimodipin cho nhimg bénh nhén dang bi hay trong vong 1 thang bi nhdi méau co tim
hay dau thit nguc khéng 6n dinh

CANH BAO VA THAN TRONG
Truyén tinh mach nimodipin khong nén duoc st dung & bénh nhan xudt huyét dudi mang nhén do chan
thwong vi lgi ich dat dugc so véi nguy co hién van chua dugc thiét 1ap.
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Th{m trong k}li truyén tinh mach nimodipin khi bénh nhéan bi phu ndo hay tang nang ap luc ndi so. Méc
du didu tri bang nimodipin truyén tinh mach chwra duge chimg minh 1a c6 lién quan vdi su gia ting ap
lyrc ndi so, nhung khuyén céo nén theo d5i chat ché trong nhimg truong hop ndy hay khi luegng nuoc
trong mo ndo gia ting (phu néo)

Dung thén trong ¢ nhimg bénh nhan ha huyét ap.

P§ thanh thai thube giam co thé xay ra ¢ bénh nhan xo gan dang dieu tri béng nimodipin truyén tinh
mach, do d6 khuyén cdo giam sét cht ché huyét ap @ nhitng bénh nhén nay

che chitc nang than khi truyén tinh mach nimodipin

Nimodipin dugc chuyén hoa qua h¢ théng cytochrome P450 3A4. Nhimg thubc duoc biét irc ché hé
théng cytochrome P450 3A4 s& lam tang néng do nimodipin trong huyét twong nhu: khang sinh nhém
macrolid (vd: erythromycin), cac chét e ché HIV — protease (vd: ritonavir), khang nam nhom azol
(vd: ketoconazole), cac thubc chéng tram cam nefazodon va fluoxetin, quinupristin / dalfopristin,
cimetidin va acid valproic

Bénh nhan duoc biét 1a bi bénh thin hay dang ding cic thube doe trén than thi cin dwoc gidm sdt chat//z/"é[--

I3

Khi két hop vdi cac loai thudc nay vdi nhau, can theo doi chit ché huyét ap va néu can thiét, nén xem
xét giam liéu nimodipin

Thuéc nay co chira ethanol, do do ¢6 thé co hai cho nhimg ngudi bi ching nghién ruou hodc chue nang
chuyén hoa ruou bi suy giam, chu v & phy nit mang thai hoac cho con b, tré em va ¢ nhimg nhom ¢
nguy co cao nhu bénh nhan bi bénh gan hoac bénh dong kinh. Lugng ethanol trong san pham nay c6
thé lam thay déi tac dung cua céc loai thubc khac

PHU NU MANG THAI VA CHO CON BU

Phu nit mang thai:

Hién vin chua c nghién ciru ddy du va duoc kiém soat t6t & phu nit mang thai, vin chua co sdn cac
nghién ctru doe tinh trén hé sinh san khi dung duong tiém. Nghién ciru doc tinh trén hé sinh san ¢ dong
vat sau khi udng cho thdy khong co tic dung gy quéi thai, mac du cac nghién ciru trén dong vét da cho
thay doc tinh sinh san. Cin cn nhic can than giira loi ich va nguy co ¢c6 thé xay ra khi dung thudc nay
¢ phu nir mang thai dua theo mirc d6 nghiém trong cua bénh theo danh gia lam sang

Phu nir cho con bu: Nimodipin va cdc chat chuyén hoa cua n6 da dwoc chimg minh la c6 hién dién
trong sita me. Cac bame cho con bu dugc khuyén khong nén cho con bu khi dung thudc nay

ANH HUONG CUA THUOC DEN KHA NANG LAI XE VA VAN HANH MAY MOC
No6i chung, kha ndng lai xe va thao tac may moc bi suy giam do ¢6 thé bi chong mat. Trong truong hop
dung dich truyén Nimodin, anh huéng nay noi chung 1a khong quan trong

TUONG TAC THUOC
. Nimodipin c6 thé lam tang tac dung ha huyét ap cua thudc ha huyét ap. Nén tranh dung dong
thoi voi cac thubc tre ché kénh calci khac, alpha — methyldopa hodc thudc chen beta. Trong

A

truomg hop dung dong thoi khong the tranh dwoc, can than chinh liéu nimodipin cing Vi viéc
giam hay 1a ngung didu tri cc thudc ha huyét ap
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- Nc“)r}g dc_“)'trong mau cia nimodipin ¢ thé dwoc tang 1én khi ding dong thoi v6i cimetidin hay
thudc chong co gidt natri valproat

« Néng d6 trong h\}yét turong cua nimodipin c6 thé giam déang ké & nhitng bénh nhan dugc diéu
tri bang thudc chong co giat nhu phenytoin, phenobarbital va carbamazepin

- Khéng khuyén céo ding chung x~1uc'rc’ ép budi va nimodipin vi nwdc ép budi e ché chuyén hoa
oxy cia dihydropyridin, do 46 dan dén nong do trong huyét trong ciia nimodipin ting cao

- Tréanh tiém ddng thoi zidovudin va nimodipin vi cdc nghién ciru trén dong vét di cho thdy AUC

cua zidovudin ting cao cing véi viéc giam thé tich phan bd va do thanh thai /&

TAC DUNG KHONG MONG MUON.
Nhfmg ’téc dung khéng mong mudn dudi day chu yéu duoc béo cdo trong cac thir nghiém 14m sang.
Tan suat nhu sau:
Rét thuong xuyén (>1/10); Thuong xuyén (>1/100 dén < 1/10); Khong thudong xuyén (>1/1,000 dén
<1/100); Hiém (>1/10,000 dén <1/1,000); R4t hiém (<1/10,000)
> Réi loan méu va hé bach huyét:
- Khong thuong xuyén: giam tiéu cau
> Réi loan hé mién dich
- Khéng thuong xuyén: phan img qua mén cp tinh bao gdm céc phan tmg di tng tr nhe dén
trung binh
- Cac triéu chirng trén 1am sang lién quan dén da (khong thuong xuyén: phat ban)
> Réi loan hé than kinh trung wong
- Céc triéu chimg mach mau nao khong déc hiéu bao gdm nhirc dau (khong thuong xuyén)
> Réi logn tim
- Loan nhip tim khéng dc hiéu: nhip tim nhanh (khong thuong xuyén), nhip tim cham (hiém)
> Réi loan mach
- Céc triéu chimng tim mach khéng dic hiéu nhu ha huyét 4p va gidn mach (46 mo héi, do bimg
mat va cam giac am): khong thudng xuyén
» Réi loan tiéu héa
- Céc triéu chimg tiéu hoéa va dau bung khong dac hiéu bao gbm: budn noén (khong thuong
xuyén)
- Téc rudt (hiém)
> Réiloan gan mat
- Phan tng gan bao gdm gia ting thoang qua men gan (hiém) (bao gdm ca ting transaminase,
phosphatase kiém va y-GT)
¥ Roi logn chung va tinh trang tai vi tri tiém
- Phan tmg tiém va tiém truyén (hiém) bao gdm viém tinh mach (huyét khdi) tai vi tri tiém truyén
Théng bio cho bic sy cdc tdc dung khong mong mudn gdp phai khi diing thuéc

»'d
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QUA LIEU
Triéu chu'ng qua liéu cdp tinh 1 tut manh huyct ap, tim nhanh hay tim chdm, va (sau khi ding theo
dwémg ubng) viém loét da day ta trang va budn nén.

Khi qua liéu cap, pha1 ngung truyén Nimodin ngay lap tirc. Nén ép dung cic bién phap cdp ciru theo
cac triéu chimg. Néu thuéc dugc dung theo duong udng, nén xem xét dén viéc ria da day cung vai
dung than hoat Néu huyet ap giam manh, c6 thé ding dopamin hay adrenalm theo duong tinh mach.
Do khéng biét dugc chit giai doc, sau d6 nén didu tri cac triéu chimg néi bat nhit. ( :
/f %

BAO QUAN: Béo quan noi khd mat, dwdi 30°C, tranh 4nh séng / -/
PONG GOI: Hop 1 chai 50 ml

HAN DUNG: 24 thang ké tir ngay san xuat.

Khéng diing thubc khi di hét han sir dung.

Doc ki hwong din sir dung tride khi ding.
Néu cin thém théng tin, xin héi § kién bic s7.
Giit thudc tranh xa tam tay tré em.

Nha san xuat:
SWISS PARENTERALS PVT. LTD
809, Kerala Industrial Estate, GIDC, Near Bavla, Dist. Ahmedabad — 382220, An Do

C TRUONG
P TRUDNG PHONG

Pham Ghi Yin Ha nh
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