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CEREBROLYSIN®

Ong Hom tm), g vA 10mi,

Ton thude: Caretitolysin®

Dang bAG ohd cia thude

Corbrolysin 1 hang papti san xubt bing phironig phan ot 4090 bén anzym gy tran cong nghé sinh

hoo AR drru ehwn hod Gerebrolysin g sAn xubl e protein /86 ion duge tink and Dang dung

dieh oin Caratrolysin dang a8 1AM hode uydn, knng chird proteln, e hodo cae hop chit ob tinh

Khing nuybn

Thnh phln thube

MBI dung o 06 charm

Paplidn (Corabrolysin concentrate) 215.2m9

Sodiun hydroxida 2,1mg

Nurore 6L v tiim wira 40 1mi

Dt dang: Truybn tnh mech hodc Hém

Dirgre e hoe

Hidui (ud voa Carsbrolysify dirge ohirng tminh qua met 80 thir nahIem trén sGc vt va trén 1Am sang

Garebrolysin o6 ban ot 14 petid nBo 66 1o dung digh duong than kinh rét dac higu, tac déng in ndo

v 116 than kinh trung rong theo ahidu €or ché. Cer chd the 3600 da nang cia Cerebrolysin duge gis

hioh Ay A
1 TARG g vA ol hign chuydn hoA con 14 bao hAn kinh. do 86 ngan chgn duge hién twong

alydin acid Inctic rong thidu dxy NBO HoAe thidy mau 180
2 DIdU hinh lal dAn truybn uxuun hAn kinh, 1 do cal IO AUec hanh vi va khé néng hot 18p.
300 Nidu qua dinh durdng than kinh dae dao, bao gdm tng It hod 16 bao thén kinh, ddm bo chire
nAng AN kinh va A0 vé 18 bao nAo khol che |Aun thaeng do thidu mau va nhibm doc gy 16n.

Thir (ghiém 1am sang co kidm soat hay Cerabsrolysin cdi N dugo bl thire va tam trang cda ngun
bénh Alzhelier, bisi vy [8m giam s6 benh nhan cln cham 8¢ Tang hop bénh nhan duge cai thién
AN trang 1am sang & 61.7% trén toan bo banh nhan duge didu tr bing Cerabrolysin (danh gia duoc
dya dn tidu vhllgn COI Clinical Glabal Impression). Mot I nghiom 18m sang khac trén nhimg
ngurl ben bl wa sut 1l b do binh mach ndlo cho thay sy 681 in vé i the & nhom bénh nhan
duge didu 1 bAng Cerebrolysin. Ngul ta cong Nhan thay c6 su oAl Iidn v hinh dnh lam sang tng
quAL & NG DENH NhAn Hay. MO nghidn oo khao trén cae banh nhan bl nide 9 bénh thAn kinh khac
nha 48 xac nhan hiéu qua coa Cerebrolysin qua vieo dong 11 thir nghiém 1am ly khac nhau 8 phan
fieh Nt henh by 40t qui hode chan thwrong 56 B0 dirge dibu trl bAng Carabrolysin ctng dAn dén
ARG nhanh qua trinh hdi phye

NI A1 116U v 1A dung didu ] oda Cerabrolysin A8 duge cong b

Dugre dong hoo:

Qerabrolysin 14 san phAm chua o4c peplid phan [ uong thép va mot sb acid smine, duoo san xult ti

protein tinh KWL & 1o lon bAng cong hahe sinh hoc, dua trén phuang phap dung enzyme cit doan

ohulin hog (0 Kiém soat Dank gia vé droe dong hoo, vé dap Ung cia sin phdm a6 rét phuc tap vi

€0 8\ lirong ddng v peptid ndl sinh khdc. Vi vy, déanh gia duge dong hoe clia Gerebrolysin chi han

eh & nghian cu vé su phian b (distribution). Cerebrolysin dugo danh déu bng cht phong xa '

a8 theo dol sy phan b cia thube nay trdn "BO. Thém vao do, nhirng dénh gld dugc lve hoe cing cho

hem két qua oda nhimng nahidn cir v s Phan b neu edn coa thube nay

Nahion e vé e phan bd.

Sir dung chudt oding Sprague Dawley thao phurong phap Frey va cong sy Dung '“*I danh déu cac

peptid coa Cerebrolysin. Tiém tinh mach dudl chudt (n = 8) trung binh 0.75mg (110.9 microlit) va 3524

MieroC! etia hon hop Cerebrolysin danh dAu va khdng danh du phong xa. Sau 33 phit, teuydn dung

dich NaGl 0.0% va 4% Paraformaldehyde, kidm nghiem cdo thanh phan cie ndo chudt. Binh lugng

cAo ndng do ' -Cerebrolysin trong IO NA0 VA 6ac MO khac trong khodng 170-390 nanogram %

-Corebrolysin/aram mo. Két qua nhur sau:

Nong @9 %1 Corebrolysin tiém cac mé

Mo 10 Corabrolysinig mo
Nao vung lung 1

70
Nio vung bung 1
DAy thAn kinh
Nutvng mat
Not thudo o
Nut thude nach
Notthude o
| NuLthude gan
| Nt thude than

RNRIRAL

NI vy, Ang chirmg e Bép va glan 1ép ol sw phan bd cac thanh phdn cla Cerebrolysin vt qua
durgo hang rdo mau - ndo da duee xac minh.

Hoat tinh dinh dudng than kinh (neurotrophlc effect) cua Cerebrolysin co thé duoe nhan biét trong
huydt lrong sau khi tam thude nay 24 gier.

NG e nghidm in-vivo 1idn 1am sang cang cho thdy két qua trong tu vb due e hoc trén he than
Kinh Lrung tomg ca khi ldm vao no cing nhu tiém vao tinh mach ngoal bién, didu nay cang 14 bing
chumg gian 1ép vd s vurot qua duoe hang rao mau - ndo ca thube nay.

Dge tinh:

Cerebrolysin dung nap 101, ¢6 inh an toan cao. O naudi vét lidu dibu tr thi thude nay khong gay ra bt
Ky triéu chimg nhiém doc ndo. Nhirg 56 lidu vé doc tinh nhw sau

+ DOe linh cbp: Sau Mot lidu duy nhAT 1o tinh mach Cerebrolysin thi LD, nhu sau (Ihof gian kéo
Al cda I nghiém 14 14 ngdy). chudt dure 1a GBmiZkg thé trong, chudt cal la 74milkg thé trong, &
cho = 52, 200kg thé trong (& hal gidng)

+ D%r. tinhy mon (niidu libu sau 6 thang): & chudt: 12,6miZkg thé trong hang ngdy, tém trong vong 26
A chi thAy bidn d8) nhe vb cong thire mau: & cho lidu cao nhat 1a 9miZkg thé trong hang ngay
trong vong 28 ngay (khodng hom 10 1n lidu didu trf cao nhdt & nguol) va 4,5mikg thé trong hang
ngay trong vong 26 Wwan (khoang Ian hon & [An didu trf & nguol) khong (hdy co phan g nao
chirng 10 dong val khong dung nap Cerabrolysin.

+ Doc linh frén chire ndng sinh san: Tiom Gerobrolysin vao dong vat (1s, chudt) dang co thai & lidu
At cao, nhung khong thAy co mot bién dbi nao trong thot ky thai nghen. Khding thiy cb doc tinh
Vo1 bo thal hodo gay qual ihal hodo Anh hudng 101 sy phat trién bao thal, thai nhi, khong thdy anh
hudng 101 1hd hd sau (F1 va F2). Khong gay ra vo sinh hode dnh hudng ol kha nang sinh san
1rdn dong vat thue nghiém.

+ DOL bidn gen, nhay cam va kha ndng gdy ung thir: Cerebrolysin khong gay ra dot bién gen, nhay
Cm va khd ndng gay ung thu trdn thyro nghiem vb doc tinh (ca trong thi nghidm ngodi cor thé va
trong ¢o Ihé - Ivitro v invivo).

Gl dinh didu trf:

+ RA loan trl nhor, rd1 loan 40 18 trung.

+ S sul Il 1wé do thoal hoa, bao gdm benh Alzheimer.

+ 50 w0l 1l ud do bnh mach nao, do nhdl mau nhidu chd.

+ S0 a0 trf 106 phire hop (A thodl hod va tach mau)

+ DOt qui (Ihidu mau cye b va chdy mau)

+ Sau ohAn thireng va phiu hudt, sau chdn dong, dung dap va sau phAu thudt thin kinh

Chéng chi dinh:
+ Tang nhay cam voi cac thanh phin cda thube,
4 TInh trang d6ng kinh hode dong Kinh can 16n, hode ngudi dong kinh véi tn xudt dong kinh tang

n
+ Suy than nang.

Tée dung khong mong mudn:
Noi chung Cerabrolysin dung nap tt. Néu tem qué nhanh c6 thé gay ra cam gidc nong. Trong mot s6
hidm 6o trdmg hop tang man cam o thé run, dau dAu hoac tang than nhigt nhe. Cho dén nay khong
0 (romg hop ndo co rigu ohimg khong mong mudn kéo dai hodc de doa tinh mang nguodi bénh.
Thoona bao cho bae sl hode dugo s bidt ce tdo dung khong mong mudn gdp phal khi sir dyng
thude
Than trong ddoe blgt khi s dung:
Nt bénh auy than nang knong nen dang Cerabrolysin
Phy nir 6 thal va (hof ky eho con bu
Thire nghiém trén dong vat khong thly bAt ky bAng chirng ndo vé 1o dung gy qual thai. Vi khong cb
86 1160 1Am sAng vé ding Corebrolysin tran bonh nhan ¢o thal nén khong dung Cerebrolysin trong thot
glan cho con b trir terdng hop du tinh hidu qua dem lal 16n hon kha nang gay hal
Anh hudng dén kha nang 181 xe va van hanh mdy moc:
Nhamg thir nghiem 1am sang v& Cerebrolysin cho thy thube nay khéng co dnh hueng t61 kha nang
1Al X0 va van hinh may moc.
Twong the thudo:
Ding Corobrolysin cung voi cde thudo chdng thm cam hode thude tre ché MAO 6 thé gay tang tich
10y thude. Trong inremg hop do ndn gidm b ding cia thudc do
LIdu dung va cach dung:
Corabrolysin dugc dong dng vor cae logl 1ml, Gmi, 10mi. Néu lidu dung (i 5mi c6 thé tiem bdp. Lon
hon Bl o6 thé tem tinh mach hodo truyén, Cerobrolysin ca thé pha trong dung dich chudn (nurée mudi
sinl Iy, dung dich Ringer, glucose 5%, doxiran 40) va truydn cham trong vong 181 thidu 20 - 60 phit
Corabrolyain 16m ngay mot 14 va trong vong (81 hidu 10-20 ngay. D6 duc col 1a 1 1idu trinh didu tr
Trong lrrdmng hop nho ¢6 Ihé dung 1 - Gml, tramg hop hang tir 10 - 30ml, dd dai ca thoi glan didu tr
Vi b phu thude vo (udi ctia nguot bonh va mire 46 nang nhe coa bonh. Thudng thi qua trinh didu tr
K60 dai 3 hodo 4 Whn Lidu tinh didu tr ¢ thé nhc lal vai thn va didu d6 phu thuge vao dap img 1am
wing ca ngudd bonh. Gitra cac dat didu t, non nghl thube. Trong trrdng hop nAng khong nén ngung
hude 301 ngol, mA nén dp twe didu rf bAng cach tam thude ngdy 1 1n va 2 ngdy 1 1An, trong ther glan
Atubn. Ti nhing W nghiem 1Bm sang trdn, hudng din Idu dung cho ngudt I duoc gor y nhu sau:
+ Sa 80t trf tug: lidu i 6 - J0mi/24gie
+ Sau con At quy ngdp mau hoge ohdn thirong so nao 10 - 60m/24 gior
Dong yol: + Hop 10 dng tidm Aml

+ Hop b 8ng tiom bl

+ Mop 5 dng tém 10ml
Béo quin: - BAo quan not an toAn, tranh xa tré em

- Glir & not Kho 1ho, nhiet dd khong qud 30° C, tranh anh sang

- Gily thude trong bao bl carton.
Han dung: 5 niim kd 1 ngay sdn xudt

Knong dung thude nungnn diing ghi trén v hop thubde

an xudt:  EVER Neuro Pharma GmbH,

Nna sn Oborburgau 3, 4066 Unterach am Attrsee, Austria

Tal +43 7005 20566 0 - Fax. +43 7665 20556 910

EVER Pharma Jona GmhH,

Otlo-Schotl St 15, 07745 Jona, Germany

EVER Pharma Jena GmbH, o

Brisseler 1. 16, 07747 Jonn, Germany

Tel +40 3641646100 - Frx +49 3641646077

EVER Neuro Pharma GmbH
AG6 Untaraon, AUSTRIA EVER
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