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SOK: WN-XXXX-XX. Hoat chit: méi vien chira Citicolin Natri 104,50mg tueng duong
Citicolin 100mg va Nimodipin 30mg  Quy cach déng goi: Hp 3 vi x 10 vidn nén bao Bateh No.: X000XK
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ne 00 mg Citicoline 100 mg
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Each film-~coated tablet contains:

Citicoline 100 mg
Nimedipine 30 mg
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ne 100 mg Citicoline 100 mg
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Reagin Plus

Each film-coated tablet contains:

Citicoline 100 mg
M imodipine 30 mg

Aepublica Argentina
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Reagin Plus

Each film-coated tablet contains:
Citicoline 100 mg
Nimodipine 30 mg

Republica Argentina

Reagin Plus

Each film-coated tablet contains:
Citicoline 100 mg
Nimodipine 30 mg

Republica Argentina
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Each film-coated tablet contains:
Citicoline 100 mg
N imodipine 30 mg
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Each film-coated tablet contains: Each film-coated tablet contains:

Citicoline 100 mg
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Each film-coated tablet contains:

Citicoline 100 mg
Nimeodipine 30 mg
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Reagin Plus

Each film-coated tablet contains:
Citicoline 100mg
Nimodipine 30 mg

Republica Argentina
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Each film-coated tablet contains:  Each film—coated tablet contains:

Citicoline 100 mg
Nimodipine 30 mg

Republica Argentina
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Nimadipine 30 mg
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@
Baliarda

@

Reagin Plus

Citicafine 100 mg
Nimodipine 30 mg
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Reagin Plus

Each film-coated tablet contains:
Citicoline 100 mg
Nimadipine 30 mg

Republica Argentina
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Each film-coated tablet contains:
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Bgc kj hwong din sie dung trude khi ditng. Néu can thém thong tin xin héi y kién bdc sj. Pé
thubc ngodi tam tay tré em. Thudc nay chi dang theo don cia bdc sj.

REAGIN PLUS

Vién nén bao phim

Thanh phén:
Mai vién cé chira:
Hoat chat:

+ Citicolin natri 104,5mg tuong duong Citicolin 100 mg

+ Nimodipin 30mg
T4 duoc: lactose, tween 20, povidon, polyethylen glycol, talc, magié stearat, croscarmelos natri,
hydroxypropyl methylcelulose, titan dioxid, propylen glycol, sunset lake vang, quinolin lake
vang.

Chi dinh:

Diéu tri nhitng réi loan vé nhén thirc mirc dd tir nhe t&i trung binh (chirng quén, rdi loan vé
kha ning chd y va tap trung tu tudng) thir phat sau cic qua trinh thiéu mau & hé than kinh
trung wong.

Liéu lrgng va cach ding:

Liéu khoi ddu: mdi 1dn mot vién nén, mdi ngay 3 l4n, udng it nhét 1 gid trude hodc sau 2 gid
sau bira an. Liéu nay c6 thé thay ddi tuy theo y kién cta thay thudc. Diéu tri khong ngén hon
3-6 tudn 14 cén thiét dé danh gia chinh xé4c két qua.

Chéng chi dinh:

- Qua man cam véi cac thanh phin ctia ché phim.

- Mang thai va thm ky cho con bu.

- Choang ngudn goc tim.

- Nhdi méu co tim méi gap hodc con dau thit nguc cip tinh khong n dinh.
- Khéng dung cing cac ché phim chira meclofenoxat.

Canh bao va than trong dac biét khi dung:

Duing than trong Nimodipin trong nhirng trudng hop sau day:

- Bénh nhén ¢6 phi ndo hodc tdng ap luc ndi so nghiém trong.

- Bénh nhan ¢6 ha huyét 4p, du trir tim thip, hep dong mach cha nghiém trong, loan nhip tim
hodc suy tim.

- Bénh nhan suy gan va/hodic suy than ning: can phai giam liéu & cac dbi tugng nay.

Twong tic thudc va cac dang twong tac khac:

Citicolin:

- Citicolin ¢ thé lam ting tac dung cuiia L-dopa.

Nimodipin:

- Céc thudc 1am ha huyét ap (chen beta, chen alpha-1, chen kénh calci..
ha huyet ap.

- Thudc chen beta: ting cuong tic dung dm tinh trén sy co bop co tim.
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- Thubc e ché men cytochrom P450 (erythromycin, cimetidin, itraconazol, acid valproic...):
lam tang ndng d6 Nimodipin trong huyet tuong.

- Thudc cam g men cytochrom P450 (rifampicin, phenobarbital, phenytoin,
carbamazepin...): lam giam nong dd Nimodipin trong huyet tuong.

Mang thai va cho con bu:

Mang thai:

- Citicolin: nhig nghién ctru trén dong vét cho thay anh hudng gay quai thai. Chua c6 két qua
nghién ctru ddy du & thai phu, vi thé khéng khuyén céo ding thudc nay o thai phu.

- Nimodipin: nhitng nghién ctru trén dong vét cho thdy anh huong gay quai thai. Chura c6 két qua
nghién ciru ddy du & thai phu, vi thé khong khuyén cao dung thude nay & thai phu.

Cho con bu: ) )
- Nimodipin / Citicolin: chua xac dinh thuoc nay c6 bai tiét vao sita me hay khong, vi thé khong
khuyén céo dung trong thoi gian dang cho con bu.

Anh hwdéng t6i kha ning lai xe va vin hanh may mée: B
Vi ¢6 thé xay ra tac dung khong mong muon nhu chéng mat, nhirc dau; can than trong khi lai xe
va van hanh may moc.

Tac dung khéng mong mudn:

Citicolin:

Choang (<0,1%), ha huyét ap, cam giac tirc nguc, kho thé.

- Qua man cam: phat ban.

- Théan kinh: mét ngu hiém gap nhirc ddu, chong mit, kich thich, con co giat.
- Tiéu héa: buon nén, hiém gip chan an.

- Gan: tr;lso bat thudng trong xét nghiém chirc ning gan.

- Mat: hiém gép nhin d6i thoang qua.

- Cac tac dung phu khac: cam giac néng ran, dau yéu.

Nimodipin:

- Ong tiéu héa: budn nén, dau bung, hiém gap tic rudt.

- Hé théan kinh: chong mat, nhirc dau. ]

- Hé tim mach: ha huyét ap, bdc hoa, toat md héi, do mat, phi, nhip tim chdm va hiém gip
nhip tim nhanh.

- Huyét hoc: ¢6 khi gip giam tiéu cu. Tang thoang qua transaminase, phosphatase kiém va y-
glutamiltransferase.

Théong bdo cho bdc s§ bat ky tdc dung khéng mong mudn nao gip phdi khi sir dung thuéc.

Qua liéu:
Cac triéu chung qué lidu cép tinh c6 thé gip la: giam manh huyét 4p, nhip tim nhanh hogc nhip
tim cham, roi loan tleu hda, buon non.

Sau khl danh gla cén than ve lam sang, thcu glan tu khl uong thuoc lur

DUGC PHAM :

\ DQY TANG%S
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Twong ky:
Khéng hoa lan véi meclofenoxat.

Pic tinh dwoe e hoe:

Citicolin:

Phan foai duge tri liéu: nootropic

Ma ATC: NO6BX06.

Trén cic md hinh déng vét trong dé tinh trang thidu mau nfo cuc bd duge tao ra b:;'mg thuc
nghiém, két qué cho thdy Citicolin:

- Ket hop v&i mang no-ron va 1am tang tbe d6 sinh téng hop cc phospholipid cAu tric cia mang
té bao. Bing céch nay, Citicolin cai thign cac qua trinh sinh hoa dién ra tai mang té bao nhu vén
hanh ciia cac bom trao ddi ion, gin vao va didu bién thy thé, 1a cac qua trinh thiét yéu cho chirc
ning din truyén thin kinh chinh x4c.

- Cai thién chirc niing nfio va chuyén héa & niio bing cach thiic dAy tai hdp thu glucose, irc ché
tich lily acid lactic tai nfio, cai thién chirc nang ho hip ty thé, ting sinh tong hop acetylcholin va
san xu4t dopamin.

- Lam cham qua trinh tén thuong té bao do thiu méu cuc bd bang cach ngin chin thoai héa
mang va irc ché oxy héa acid béo tai ving néo bi thiéu méu cuc bd; nhr dé duy tri duge chire
nang tr vé tu nhién ca hé than kinh trude tdn thueng oxy héa.

- Uc ché qua trinh chét theo chuong trinh.

T4t ca céc tac dung nay lam cho Citicolin tr& thanh mot thude thich hop dé diéu tri thiéu mau nfo
va ¢6 tac dung du phong d& bao vé than kinh. Nghién ctru cho thy Citicolin cé tic dung cai thién
tri nhé va hanh vi, nhét 13 & bénh nhan bj suy giam nhan thirc do bénh mach nio.

Nimodipin: )

Phan loai duge tri Héu: dot vén calci.

Ma ATC: CO8CAD6.

Nimodipin 1 thudc ddi van calci. Qua trinh co cha cac té bao co tron phy thudc vao ion calci.
Cac ion calci di vao té bio co tron trong giai doan khir cuc nhu nhiing dong ion chdm xuyén
mang. Nimodipin (rc ché chuyén ion calci vao cdc té bao nay, nhd d6 {rc ché co co tron mach
mau. Trong cac thir nghiém tién hanh trén dong vat, Nimodipin ¢6 tdc dung manh hon trén céc
ddng mach ndo so véi ddng mach & céc phan khic cia co thé, c6 thé 14 do tinh wa md cao ciia
thube gitip thube dé dang vuot qua duge hang rao méau-nio.

Qua tai calei d3 duoc ghi nhéan trong céc tinh trang thidu mau cuc bd va rdi loan tho@i héa than
kinh. Kha nang duy tri can bang ndi méi calci ciia Nimodipin 6 tic dung tich cuc déi vai chirc
nang nhan thirc.

Hiéu qué cta Nimodipin da dugc danh gia trong céc thir nghiém ngfu nhién ¢ dbi chimg dé di?;u
tri mit tri nhé, dic biét 1a bénh Alzheimer va mit tri nhé da nhdi mau. Nghién ciru cho thay
Nimodipin cai thién chirc ndng nhan thitc & bénh nhan bi thoai héa than kinh va mét tri nhé da
nhdi méu ciing nhu mat tri nhé hén hop.

Citicolin pha: kop Vi Nrmodxpm

Nlmodlpm phdi hop glup lam glam thé tich nhm méu véi tai teéi mau ho‘
tn thurong khi ditng phdi hop hai thanh phin t6t hon so vét kht ding rién
ra, str dung phéi hop hai thanh phén 1am giam chét té bao theo chirong trini
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Cac két qua cta thir nghiém nay cho ‘Ehéy sir dung phé} hgp Citicolin va Nimodipin ¢6 tac dung
bao vé than kinh nh& gdp phan han ché qua trinh chét té bao thin kinh bing c4ch tac dung 1én cac
buée khac nhau cua ton thuong ndo do thléu mau va béng co ché bd sung 1a lam giam qua trinh
chét theo chuorng tnnh hodc lam vo hif;u tdn thuong thiéu mau-tal tudi mau, hodic ca hai. Cac két
qua nay din dén thudc c6 tac dung diéu tri nhirng rdi loan v& nhan thitc mirc d tir nhe téi trung
binh thir phat sau cac qué trinh thiéu mau & hé thin kinh trung vong.

Cac dac tinh dwge dong hoc:

Citicolin:

- Hdp thu: Citicolin dugc hép thu hoan toan theo dudng ubng, do kha dung sinh hoc gan bing
100% so v&i dudng tiém truyén. Pat nong do dinh trong 5gi¢ 30 phut sau khi uong

- Phdn bé: Citicolin va nhung chét chuyén héa ciia né phan b khap cac co quan khac. Nhitng
nghién ctru dugc thue hién véi Citicolin duge danh déu phéng xa di cho thay téc d6 hap thu cao
vao nhu md ndo, 62,8% hoat tinh phc’mg xa dugc gin vao phospholipid.

- Chuyén héa: Citicolin duoc chuyén héa & thanh rudt non va gan. Cholin va cytidin 1a cc san
phédm phu cia Citicolin ngoai sinh dugc tao ra trongPhan (rng thiy phén & thanh rut non.

- Pao thdi: Su bai tiét qua nudce tiéu va phan rét thap, lam cho ndng do Citicolin trong mau cao
va kéo dai. Mot ti 18 16n duge dao thai qua duong ho hap dudi dang CO; . Thoi gian ban thai
hoan toan la 23,1 gio.

Nimodipin:

- Hdp thu: Nimodipin dugc hap thu nhanh sau khi uong, dat nong d¢ dinh sau khoang 1 gio.

- Phdn bé::Nimodipin dugc phan phdi trong tt ca cac mo, va nhanh chéng vao hé than kinh

Trén 95% Nimodipin trong mau dugc gin vao protein huyét tuong.

- Chuyén héa: Nlmodlpm trai qua qua trinh chuyén héa manh khi vurgt qua gan lan dau, vi thé do
kha dung sinh hoc rat thap (khoang 13%).

- Pao thai: qua nude tiéu va phan

0 nhung bénh nhan bi xo gan, ndong d§ dinh cao hon gip hai Ian, va do kha dung sinh hoc ting
dang k&, can phai glam lidu. Khdng quan sat thiy su tich lily thubc sau thoi gian dung Nimodipin
moi 8 gio, trong 7 ngay. Thém phén khong logr‘ﬁo dchrc ,Nlmodlpm vi thude ndy gin két nhiéu
voi protein huyét tuong (95%). [ == \
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Han dung:
24 thang ké tir ngay san Xuét
Bao quan: ’ %
Bao quan dudi 30°C, trong bao bi goc
PHO CU T
Dong goi: 04 RUONG
Hop 3 vi x 10 vién. gugen Vi Chand,

Tiéu chuén chét lrgng:
Nha san xuat

San xuit tai Argentina béi: Baliarda S.A.
Saavedra 1260/62 (C1247AAA), Ciudad Autonoma de Buenos Aires, Argentina




