Poc ky hwéng dan str dung trwéc khi duny. Néu can thém théng ftin, xmdi y kién béc sil
Thuéc nay chi ding theo sw ké don cda thay thuéc!

CEREBROLYSIN®

Ong tiém 1ml, 5ml va 10ml.

Tén thudc: Cerebrolysin®

Dang bao ché cua thuéc:

Cerebrolysin |a dang peptid san xuét bang phwong phap cét doan bdi enzym dya trén céng nghé sinh
hoc da dwoc chuan hoa. Cerebrolysin dwoc san xuét tir protein ndo lon duoc tinh ché. Dang dung
dich cia Cerebrolysin dung dé tiém hoac truyén, khong chiva protein, lipit hodc cac hop chét c6 tinh
khang nguyén.

Thanh phan thubc:

M&i mi dung dich co chira:

Peptide (Cerebrolysin concentrate) 215,2mg
Sodium hydroxide 2,1mg
Nwéc cat pha tiém vira @i 1ml

Pwérng dung: Truyén tinh mach hoéc tiém.

Dweorc Iwe hoc: - :

Hiéu quéa cua Cerebrolysin dwoc chirng minh qua mot sé thir nghiém trén stc vat va trén 1am sang.

Cerebrolysin ¢6 ban chét Ia petid ndo cé tac dung dinh dudng than kinh rat dac hiéu, tac déng 1én néo

va hé than kinh trung wong theo nhiéu co ché. Co ché tac dong da nang clia Cerebrolysin duoc giai

thich nhw sau:
1. Tang cuong va cai thién chuyén hoa cla t& bao than kinh, do d6 ngan chan dugc hién trong

nhi&m acid lactic trong thiéu 6xy ndo hoac thieu méu néo.
2. Pidu chinh lai d&n truyén synap than kinh, tir 6 céi thién dwoc hanh vi va kha nang hoc tap.
3. C6 hiéu qua dinh dwéng than kinh doc dao, bao gdm tang biét hoa té bao than kinh, dam bao chirc
nang than kinh va bdo vé té bao nao khoi cac tn thwong do thiéu mau va nhiém doc gay 1én.

Thi nghiém lam sang cé kiém soat thay Cerebrolysin cai thién duwoc tri thirc va tam trang clia nguwoi
bénh Alzheimer, b&di vay lam giam sb bénh.nhan can cham soc. Tong hop bénh nhan duoc cai thién
tinh trang 1am sang la 61,7% trén toan b bénh nhan duoc diéu tri bang Cerebrolysin (danh gia duoc
dwa trén tiéu chuan CGI: Clinical Global Impression). Mét thir nghiém I&m sang khéc trén nhirng
ngwoi bénh bi sa sut tri tué do bénh mach nao ¢ thay su cai thién vé tri nh& & nhom bénh nhan
duoc diéu tri bang Cerebrolysin. Nguoi ta cling nhén thay c6 s cai thién v& hinh anh Iam sang tong
quat & nhém bénh nhan nay. Mét nghién ctru khac trén cac bénh nhan bi méc 9 bénh than kinh khac
nhau da xac nhan hiéu qua ctia Cerebrolysin qua viéc dung 11 ther nghiém tam ly khac nhau dé phan
tich. Nguoi bénh bi dot qui hodc chan thuong sQ ndo duoc didu tri bang Cerebrolysin ciing dan dén
tang nhanh qua trinh héi phuc.

Nhiéu tai liéu vé tac dung diéu tri cia Cerebrolysin d& duoc cong bé.

Dwoc dong hoc:
Cerebrolysin la san pham chira cac peptid phan ti lwong thap va mot sb acid amine, duoc san xuét tir
protein tinh khiét & ndo lon bang céng nghé sinh hoc, dwa trén phuong phap dung enzyme cét doan
chun hoa co kidm soat. Danh gia vé duoc dong hoc, Vé dap (rng clia san pham d6 rat phirc tap vi
c6 sy trrong ddng véi peptid ndi sinh khac. Vi vay, danh gia duoc dong hoc cta Cerebrolysin chi han
ché & nghién ciru vé su phan b (distribution). Cerebrolysin dugc danh d4u bang chét phéng xa &I
dé theo doi sy phan bd cla thudc nay trén ndo. Thém vao d6, nhirng danh gia dwoc Iyc hoc ciing cho
thém két qua clia nhirng nghién clru vé& sy phan bd néu trén cia thubc nay:
Nghién ciru vé& sy phan bd.
St dung chudt cong Sprague Dawley theo phurong phap Frey va cong sw. Dung "2°| danh dau cac
peptid ctia Cerebrolysin. Tiém tinh mach dudi chudt (n = 8) trung binh 0.75mg (110.9 microlit) va 35.24
microGi ctia hén hop Cerebrolysin danh dély va khong danh dau phéng xa. Sau 33 phut, truyén dung
dich NaCl 0.9% va 4% Paraformaldehyde, nghiém cac thanh phlén_ggla ndo chudt. Binh lvong
cac ndng dd 1251 -Cerebrolysin trong mo néo'vﬁéo mb khac trong khoang 170-390 nanogram 2]
-Cerebrolysin/gram mé. Két qua nhw sau: _

Nong d &I -Cereb}olysin tiém cac mo

Mb ng Cerebrolysin/g md
Nao vung lueng 781
N3o vung bung 1,143
Day than kinh sinh ba | 855
NGt vang mat 1,024
TV et ¥ (V) T3 O 1920 758 R
Nut thudc nach 1,282
Nut thudc co 774
Nut thuéc gan 1,707
Nut thudc than 32,159

Nhw vay, bing chirng tryc tiép va gian tiép cia su phan bd cac thanh phan ctia Cerebrolysin vuot qua
dwoc hang rao mau — ndo da duoc xac minh.
Hoat tinh dinh dw&ng than kinh (neurotrophic effect) ctia Cerebrolysin co6 thé duoc nhan biét trong
huyét twong sau khi tiém thudc nay 24 gio. , ,
Nhirng thuc nghiém in-vivo tién lam sang ciing cho thay két qua twong ty vé duoc luc hoc trén he than
kinh trung wong ca khi tiém vao ndo cling nhuw tiém vao tinh mach ngoai bién, didu nay ctng la bang
chirng gian tiép vé s vurot qua dwgc hang rao méu - néo cla thudc nay.
Poc tinh:
Cerebrolysin dung nap tét, cé tinh an toan cao. O ngudi voi lidu didu tri thi thubc nay khong gay ra bat
ky triéu chieng nhidm doc nao. Nhiing s6 ligu vé doc tinh nhu sau:

+ Doc tinh cAp: Sau mot liéu duy nhét tiém tinh mach Cerebrolysin thi LD, nhw sau (thoi gian kéo
dai ctia thi nghiém 1a 14 ngay): chudt duc 14 68mi/kg thé trong, chuét cai la 74mi/kg thé trong, &
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+ Poc tinh cap: Sau maot lieu duy nhat iem tinh mach Gerebrolysin thi LU, T sall {HIVE giati A=
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+ Doc tinh man (nhiéu lidu sau 6 thang): & chudt: 12,5ml/kg thé trong hang ngay, tiém trong vong 26
tuan chi thay bién di nhe v& céng thirc mau: & cho liéu cao nhét 1a 9ml/kg thé trong hang ngay
trong véng 28 ngay (khoang hen 10 Ian ligu dieu tri cao nhét & ngudi) va 4,5ml/kg thé trong hang
ngay trong vong 26 tudn (khoang I6n hon 5 lan didu trj & ngudi) khong thay cé phan (ng nao
chirng td dong vat khdng dung nap Cerebrolysin.

+ Déc tinh trén chirc nang sinh san: Tiém Cerebrolysin vao déng vat (thd, chudt) dang co thai & liéu
rht cao, nhung khong thay co mot bién ddi nao trong thoi ky thai nghén. Khong thdy cé doc tinh
véi bao thai hoac gay quai thai hodic anh hudng téi sy phét trién bao thai, thai nhi, khong thay anh
hudng gi téi thé hé sau (F1 va F2). Knhdng gay ra vd sinh hodc anh hwédng tdi kha nang sinh san
trén dong vat thye nghiém.

+ Dot bién gen, nhay cam va kha nang gy ung thu: Cerebrolysin khéng gay ra 4ot bién gen, nhay
cam va kha nang gay ung thu trén thye nghiém vé doc tinh (ca trong thi nghiém ngoai co thé va
trong co thé - invitro va invivo).

Chi dinh diéu tri:
+ Réi loan tri nh, réi loan do tap trung.
+ Sa sut tri tué do thoai hoa, bao gébm bénh Alzheimer.
+ Sa st tri tué do bénh mach nao, do nhdi mau nhiéu chd.
+ Sa sut tri tué phire hop (ca thodi hoa va mach mau).
+ Dot qui (thidu mau cuc bd va chay mau) :
+ Sau chan thuong va phau thuat, sau chén déng, dung dap va sau phau thuat than kinh.

Chéng chi dinh:
+ Tang nhay cam véi cac thanh phan ctia thube.

g o3¢ dong kinh con 16, Todc nguo' dong kinh véi tan xuét dong kinh téng
1én.

+ Suy than nang.

Tac dung khéng mong muén:

N6i chung Cerebrolysin dung nap tét. Néu tiém qua nhanh c6 thé gay ra cam gi4c nong. Trong mot s6
hiém cac trwdng hop tang man cam co thé run, dau dau hodc téng than nhiét nhe. Cho dén nay khong
c6 tredng hop nao co trigu chirng khong mong mudn kéo dai hoac de doa tinh mang ngudi bénh.

Théng bdo cho bac si hodc duwgc si biét cdc tac dung khéng mong mudn gap phai khi s&r dung
thuéc
Théan trong dac biét khi str dung:
Ngudi bénh suy than nang khong nén dung Cerebrolysin.
i

Phu nir cé thai va thoi ky cho con b _

Thuc nghiém trén dong vat khong thay bat ky bang ching nao vé tacdung gay quai thai. Vi khéng co6
s6 liéu 1am sang vé dung Cerebrolysin trén bénh nhan co thai nén khdng dung Cerebrolysin trong thoi
gian cho con bu trir truedng hop dy tinh hiéu qua dem lai I&n hon kha hang gay hai.

Anh hwéng dén khé nang lai xe va vén hanh may moc:
Nhirng thr nghiém lam sang v& Cerebrolysin cho thdy thuéc nay khong 6 @nh huwdng tdi kha nang
lai xe va van hanh may maoc.

Twong tac thuéc:
Diing Cerebrolysin cuing véi cac thuéc chéng trAm cam hoac thude rc ché MAO c6 thé gay tang tich
lug thubc. Trong tredng hop dé nén giam liéu ding cda thubc do.

Liéu ding va cach diung:

Cerebrolysin dwoc déng 6ng véi cac loai 1ml, Smi, 10ml. Néu lidu dung t&i 5ml co thé tiém bap. Lon
hon 5mil cb thé tiém tinh mach hodc truyén. Cerebrolysin €6 thé pha trong dung dich chuan (nwéc mubi
sinh ly, dung dich Ringer, glucose 5%, dextran 40) va truyén cham trong vong toi thiéu 20 - 60 phat.
Cerebrolysin tiém ngay mot Ian va trong vong téi thiéu 10-20 ngay. D6 duoc coi 1a 1 liéu trinh diéu tri.
Trong treéng hgp nhe co thé dung 1 - 5ml, tredng hop nang tir 10 - 30ml, d6 dai cla thoi gian dieu tri
va lidu phu thudc vao tudi ctia ngwoi bénh va mire do nang nhe ctia bénh. Thwong thi qua trinh didu tri
kéo dai 3 hoac 4 tudn. Liéu trinh diéu tri c6 thé nhac lai vai 1An va didu d6 phu thudc vao dap (ng lam
sang cua nguoi bénh. Gilra cac dot didu tri, nén nghi thuéc. Trong truong hop nang khéng nén ngirng
thubc dot ngdt, ma nén tiép tuc diéu tri bang cach tiém thudc ngay 1 lAn va 2 ngay 1 1an, trong thoi gian
4 tudn. T nhirng thir nghiém 1am sang trén, huéng dén lidéu dung cho nguodi Ion dugc goi y nhu sau:

+ Sa sut tri tué: liéu tir 5 - 30ml/24gicr

+ Sau con dét quy ngap méau hodc chan thwong so nao 10 - 60ml/24 gio
Péng goi: + Hop 10 éng tiém 1ml
+ Hop 5 6ng tiém 5ml
+ Hop 5 éng tiém 10ml
Bao quan: - Bao quan noi an toan, tranh xa tré em.
- Gii¥ & noi kho réo, nhiét do khéng quéa 30° C, tréanh anh sang.
- Giwr thudc trong bao bi carton.
Han dung: 5 nam ké tir ngay san xuét.
Khéng dung thudc qua han dung ghi trén vé hop thuée.

“'Nha san xuit: EVER Neuro Pharma GmbH,

Oberburgau 3, 4866 Unterach am Attersee, Austria
Tel: +43 7665 20555 0 - Fax: +43 7665 20555 910
EVER Pharma Jena GmbH,

Otto-Schott-Str.15, 07745 Jena, Germany

Tel: +49 3641646100 - Fax: +49 3641646077
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