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Ton thude: Caratirolyain
Dang bAo ehd cia thude
Cormlirolysin 18 dang peptid sdn xubt bng phirong phan 68 6090 b1 anzym gy s cdng nghé sinh
hoo AR drru ehwn hod Gerebrolysin g sAn xubl e protein /86 ion duge tink and Dang dung
dieh oin Carabrolysin ding 8 1M hoBe tuydn, keng ehird PO, ot hodo cae hop cht cb tinh
Khing ngyén
Thnh phln thube
MBI hang toh o6 ot
Paplidn (Corabrolysin concentrate)
Sodiun hydroxida
Nurore 6L v tiim
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
Gareltolysin o6 ban ohat 1 petid nio o6 1o dung dinh duong AN kinh rat dac higu, the dbng ién ndo
v 1 than kinh trung 1romg theo nhidu eor chd. Cer cnd the 3600 da nang cla Cerebrolysin duge gisi
hioh Ay A
1 TANG oudng vA o Ihin ehuybn hoa oo 16 bao han Kinh, do d6 ngan chin duge hién twong
alydin acid Inctic rong thidu dxy NBO HoAe thidy mau 180
2. DB ohinh lal dAn truybn synap hAn kinh, i g6 cal thién dUec hanh vi va khé nang hoc 16p.
300 NidU quA dinh durdmg |I|Zr| Kinh doe dao, bao gm 1409 bIBLhod & bao than kinh, ddm bao ohirc
ndng fhan kinh v bAO vé 16 bao nAo khoi cac h‘ﬁy thurona do thidu mau va nhibm doc géy 6n.
Thit tghiém 1m sang oo kiém soat hAy Gerebrolysin oAl thien duo tf thoe va tam trang cda nguot
bénh Alzhelner, bivi vay (am gidm s6 benh nhan cAn cham 86c. Tdng hop bnh nhan duoc cai thien
AN tang 1am sang 1a 61, 7% trdn oan b banh nhan duge didu tr| bhng Carabrolysin (danh gia duge
dya dn tidu rlnlgn €O Clinical Glabal Impression). Mot thir nahidm 1am séng khac trén nhimg
nguri bl b sa sut 16l W do bnh mach nio oho thay sy 6al hidn vé tri nhér & nhom bdnh nhan
duge didu 1 bAng Cerebrolysin. Ngul ta cong Nhan thay c6 su oAl Iidn v hinh dnh lam sang tng
quALY NHom DN han hay. MOt nghidn eu khao trén cac bénh nhan bl nidc 0 benh than kinh khac
AN 48 x40 AN hiéu qud coa Cerebrolysin qua VIO dung 11 thir nghiém 1am |y khae nhau aé 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 A 16w vé 140 dung didu ] oda Cerebrolysin 8 duge cong bd
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
chudin hoa o kidm =odl Danh gia vé dues dong hoo, vé dap tng cia san phdm d6 rat phirc 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
hom kbt qua coa nhomg nahién o v s phan bo neu (dn cia thude nay
Nohian oo vé sy phan b
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
MiorCl et N hop Cerebrolysin danh dAu va khong danh dAu phong xa. Sau 33 phut, tuydn dung
dich NaGl 0.0% va 4% Paraformaldehyde, kidm nghiém cae thanh phan cia nto chudt. Binh lugng
cAo ndng do ' -Cerebrolysin trong IO NA0 VA 6ac MO khac trong khodng 170-390 nanogram %
-Corebrolysin/gram mo. K&t qua nhu sau
Nong @9 %1 Corebrolysin tiém cac mé

Mo brolysin's

218.2m9

2.\mg
vira 40 1mi

19 Corebrolysinig mo |

Naovnalumg [ 761 —
Noovingbung | 1443 "
Dy A kinh ainh ba | 655 b
Nt ving mat o —
Nut thudo od

Nut thude nach
NOtIhugo oo
Nut thudo gan
Nt thudo than

1,707
32,160

N vy, bing chimg e 18 va gian 1ép o sy phan bd cac thanh phn clia Cerebrolysin vurot qua
durgo hang rdo mau - ndo da duee xac minh.

Hoat tinh dinh dudmng thAn kinh (neurotrophic effect) cia Cerebrolysin c6 thé duge nhan bibt trong
huydt lrong sau khi tam thude nay 24 gier.

NI thre nghi@m in-vivo (ién 1am sang cng cho thdy két qua tong ty vb duroc lue hoe trén he than
Kinth tung wong cd khi i6m vao ndo cing nhu iém vao tinh mach ngoal bién, didu nay cang 1 bang
chung gian 1p vd sy virot qua duge hang rdo mau - ndo cia thube nay.

Dge tinh:

CGerebrolysin dung nap 181, ¢ tinh an toan cao. O’ nauol vét libu didu rf thi thube nay khong gay ra bt
Ky triu chimg nhidm doc ndo. Nhormg 86 1du vé doc tinh nhur sau

+ DO linh chp: Sau mot lidu duy nhAL tiany th mach Cerebrolysin thi LDy, nhu sau (thoi gian kéo
dal e thi nghidm 18 14 ngay): chudt dirc 1a GBmIkg thé trong. chudt cal b 74mikg thé trong, &
cho = 52, 2mi/kg thé trong (& hal gidng).

+ DO tinly man (nhidu lidu sau 6 thang): & chudt: 12,6milkg thé trong hang ngdy, Udm trong veng 26
1 ohf thay bién 81 nhe v cong thie mau: & cho lidu cao nhAL Ia 9mizkg thé trong hang ngdy
trang vong 20 ngay (khodng hon 10 1An lidu didu trf cao nhdt & nguel) va 4,5mirkg thé trong hang
ngay trong vong 26 Wn (khoang Ién hon 6 1n didu tr & ngur) khong (héy co phan tng nao
chirng 10 dong val knong dung nap Cerebrolysin

+ D0c Hinh tron chure nang sinh sdn: Tiem Cerebrolysin vao dong vt (1hs, chudt) dang co thal & lidu
(81 cao, nhung khong thy ¢o mot bién ddi nao trong that ky thal nghen. Khdng thdy co dac tinh
Vo o thal hodo gay qual thal hode Anh hudmg (61 s phat tridn bao thal, thai nhi, khong thy anh
hudng g1 101 hé ho sau (F1 v 12), Khong gay ra vo sinh hodc dnh hudng t61 kha nang sinh san
1rén dong vt thure nghiom

+ DOL bién gen, nhay cAm va khd nang gy ung thir: Cerebrolysin khong Ay ra dot bién gen, nhay
oy v kha nang oAy ung thu trén the nghiem v& doc tinh (ca trong thi nghiém ngodi cor thé va
trong cor hé - Invitro va invivo).

Chi dnh didu trj:

+ 1261 Toan trl nhéy, rd1 loan d0 1ap trung.

+ Sa sul Irf 1ué do thoai hoa, bao gdm binh Alzheimer.

+ S0 80l i e do banh mach nao, do nhdi mau nhidu chd.

+ Sa sl trl W phire hop (oA thodl hos va mach 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 ohl dinh:
+ Tang nhay cam voi eac hanh phin cda thude.
+TInh trang dong kinh hode dong kinh con 16m, hode ngudi ddng kinh véri tn xuét 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.
Thdona 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:
Ngudi bonh suy than naing khdng nén dang Cerebrolysin
Phu nir 66 thal va thor ky cho con bu
Thiro nghiém tedn dong vat khong thy bAL Ky bAng chimg ndo va tac dung dy qual thai. Vi khong co
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
An hudng dén kha nang 18l xe va van hanh may moc:
Nhamg thir nghiom 1am sang v& Cerebrolysin cho thy (hube nay khong co anh huéng 161 kha nang
1Al X0 va van hinh may moc.
Toong the thudo:
Ding Corobrolysin cung voi cde thudo chdng thm cam hode thude tre ché MAO 6 thé gay tang tich
10§ thube. Trong theemg hep d6 ndin giam 1idu ding coa thudc dé
Lidu ding va cach dung:
Corobrolysin duoe dong dng vor ce lol 1nil, Sml, 10mi, Néu lidu dung (i 5mi c6 thé tim bdp. Lon
hon Bl o6 thé tem tinh mach hodo truyén, Cerobrolysin ca thé pha trong dung dich chudn (nurée mudi
sinh Iy, dung dich Ringer. glucoso 6%, dexiran 40) va truybn 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 tirdng hop nhe 66 1hé dung 1 - S, truramg hop nang K 10 - 30ml, o dai cda thoi gian didu t
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 cua nguol benh, Gitka cac dot didu tri, ndn nghl thude. Trong trudng hop ndng khdng nén ngung
hude 301 ngol, mA nén dp twe didu rf bAng cach tam thude ngdy 1 1An va 2 ngay 1 1An, trong ther glan
Atuhn o nhing i nghiem 1m sang trdn, huong ddn B dung cho ngudt 1n duoc gol y nhu sau
+ Sa 80t trf tu: Ndu tr 6 - I0mI/24gio
+ Sau con At quy ngdp mau hogc ohdn thuong so ndo 10 - 60ml/24 gior
Dong yol: + HOp 10 brig tidm 1mi
+ Hop 6 bng tiom bl
+ Hop B dng tém 10ml
< Bao quin nol an AN, trianh xa tré em
- Gty & not Ko 180, nhiét 40 khong qua 30° C. tranh anh sang
- Gily thude trong bao bl carton.
5 niim kd t ngay san xudt
Khong dung hube qua han ding ght trén vo hop thude
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Brisaslor St 18, 07747 Jeno. ﬂ‘lrmmy
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