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Cerefort

Piracetam 200mg/ml

Rx:Prescription:only Rx Prescription only Rx Prescription only Rx Prescription only

Gerefort Cerefort Cerefort Cerefort

Rx Thuéc ban theo don Si ré Cerefort
M&i ml si ré chira Piracetam 200mg. Hop 1 DO:.._ﬂOmEO:_
o si rd 120ml. SDK: XX-XXXX-XX. Chi .
dinh, céch ding, chéng cohi dinh, than W.mn: mi _uo:ﬂm_:w.oc
trong, téc dung phy va cac thang tin khéc . _ iracetam -... mg
X . Indication, contra-indication,

" % adverse effects and other
khi ding. Chi ding si rd trong vong 14 information: sce the package insert
ngay sau khi mé nap lo,

thubc dudi 30°C, bdo quan si rd sau khi administration, precautions,

mér ndp dudri 30°C. D& xa thm tay cda tré
em. Doc kit hwémg dén sir dung truréee

xin doc trong t& hurdng dan sir dung. S6 18
Storage: Store below 30°C, store syrup
Sén xut tai Ai Cap bdi Unipharma

SX, NSX, HD: xem "Batch No' "Mig
Date”, “Exp. Date" trén bao bi. Bdo quan
- o i \ after opening the bottle below 30°C
120 ml g Company, El Obour City - 1% industrial X .ﬂg a- ’ Keep out of the reach of children
e O L RS : Carefully read the accompanying
A T—_———
B Mfg. Lic. No.: 4/2001

instruction before use
Reg. No.:

Quality Specification: In house The syrup should be used within
Manufactured by Batch No.: Manufactured by: 14 days afier opening the bottle
Unipharma Company Mfg Date: dd/mmiyy Unipharma Company

El Obour City - 1% industrial area Exp. Date: ddimmiyy El Obour City - 1% industrial area Bar Code
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Composition:

Each ml contains:

Piracetam 200mg
Indication, contra-indication,
administration, precautions,
adverse effects and other
information: see the package insert
Storage: Store below 30°C, store syrup
after opening the bottle below 30°C
Keep out of the reach of children
Carefully read the accompanying
instruction before use

Rx Prescription only

Cerefort

Piracetam 200mg/ml
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Cerefort
(Si ro Piracetam 200mg/ml)

Thuée nay chi ding theo don cua bdc sy. Poc ky hieomg dan sir dung truce khi dung. Dé xa
tam tay tré em. Théong béo ngay cho bdc sy hodc duoc sy nhitng tdac dung khéng mong muon
gdp phai khi sir dung thuoc.

HUONG DAN SU DUNG THUOC CHO NGUOI BENH
1. Tén thudc: Cerefort

2. Thanh phan:

M3bi ml si r chira:

Hoat chat: Piracetam 200 m g

Ta duwoc: Natri acetat, methyl parapen, propyl parapen, glycerin, huong dira, acid acetic, natri

saccharin, nudc cét. .

3. M6 ta sian pham:
Dung dich trong khong mau, mui thom dac trung.

4. Quy cach dong goi:
Hop 1 lo 120 ml si r6.

5. Thudc ding cho bénh gi?

- Didu tri triéu chimg chéng mit.

- O nguoi cao tudi: Suy giam tri nhé, chong mit, kém tip trung, hodc thiéu tinh tao, thay doi
khi séic, rdi loan hanh vi, kém chuy dén ban than, sa st tri tué do nhdi mau ndo nhiéu &

- Dot quy thiéu mau cuc bd cap (chi dinh nay 1a két qua cua mot thir nghiém 1am sang ngau
nhién, mu doi, co d01 chimng vai placebo, da trung tam trén 927 nguoi bénh dot quy thiéu méau
cuc bd cép cho thiy c6 nhing tién bd ve€ hanh vi sau 12 tuan diéu tri, nhit 13 6 nguoi bénh luc
dau ¢6 tridu chimg than kinh suy yéu ndng ma dugc dung thude tron vong 7 gio déu tién sau
tai blen mach mau no). Can chu ¥ tudi tac va muc do nang nht; \ cuia tai bién la cac
yeu td quan trong nhat dé tién lugng kha ning sdng sot sau tai bién 1y thiéu mau cyc bd
cap

- Diéu tri nghién ruou

- E):eu trj bénh thiéu méu hong cau liém (piracetam co tic dung uce ché va lam phuc héi hong
cdu liém in vitro va c6 tac dung tdt trén nguoi bi thleu méu hong cdu liém).

- Diing b6 trg trong diéu tri gidt rung co c6 ngudn goc vo nio

6. Nén dung thudc nay nhw thé nio va li¢u lugng?

Liéu dung:

Liéu thuong dung 1a 30 - 160 mg/kg/ngay (twong duong véi 0.15 - 0.8 ml) tuy theo chi dinh,
chia déu udng ngay 2 lan hoc 3 - 4 lan.

Diéu tri dai ngay cdc hdi ching tam than thuc thé ¢ nguoi cao tudi: 1,2 - 2.4 g/ngdy , tly
theo timg trudng hop. Liéu 6 thé cao tdi 4,8 g/ngay trong nhimg tudn diu
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Diéu tri nghién rweou: 12 g/ngay trong thoi gian cai ruou dau tién. Diéu tri duy tri: 2.4 g/ngay
Suy giam nhdn thirc sau chan thuong ndo (c6 kém chong mit hodc khong): liéu ban dau 1a 9-
12 g/ngay. Liéu duy tri 1a 2.4 g/ngdy, udng it nhét trong 3 tudn

Thiéu mdu hong cau liem: 160 mg/kg/ngay, chia déu lam 4 lan

Diéu tri gidt rung co: lidu 7,2 g/ngay, chia 1am 2 - 3 lin. Tiy theo dép tmg, cir 3 - 4 ngdy mot
lan, ting thém 4,8 g mdi ngay cho t6i lidu téi da 1a 20 g/ngay. Sau khi da dat liéu téi wu cia
piracetam, nén tim cdch giam lidu ctia céc thude dung kem.

Liéu dung cho bénh nhén suy thén:

Liéu dung hang ngay duoc chi dinh theo chire nang than:

D¢ thanh thai creatinin (ml/pht) Liéu lugng
>80 Dung liéu binh thuong, chia thanh 2 — 4
lan/ngay
50-79 Dung 2/3 liéu binh thudng, chia thanh 2-3
lan/ngay
30-49 Dung 1/3 liéu binh thudng. chia thanh 2
lﬁm’ngijy
20-29 Dung 1/6 liéu binh thuong, | !5nfngéy

Khong dung thude néu mitc loc cau than < 20 ml/phit.

Bénh nhan suy gan: Khong cin didu chinh lidu & bénh nhan suy gan. G bénh nhan bi suy gan
va suy thén, diéu chinh lidu gidng véi bénh nhén suy than.

Cich dung:

Piracetam c6 thé ung ciing hodc khong udng cling véi thirc an. Nén udng thém 1 cde nude
sau khi udng si ré dé giam vi ding cua thudc.

7. Khi ndo khong nén ding thudc nay?

- Nguoi bénh suy than ning (Cl; <20 ml/phut)
- Ngudi mic bénh muia giat Huntington.

- Ngudi bénh suy gan.

- Xuét huyét néo.

8. Téc dung khong mong mudn (ADR):

Thuong gdp (ADR > 1/100)

Toan than: Mét moi. _

Tiéu héa: Budn non, nén, ia chay, dau bung, truéng bung/

Thén kinh: Bon chdn, dé& bj kich dong, dau dau, méé\éil/ngu ga.

It gap (1/1000 < ADR < 1/100)

Toan than: Chong mit, ting cén, suy nhuge.

Than kinh: Run, kich thich tinh duc, cing thing, tang van dong, trim cam.
Huyét hoc: Réi loan dong mau hodc xuit huyét ning.

Da: Viém da, ngtra, may day.

Cé thé giam nhe céc tic dung khong mong mudn cua thude bang cach giam licu,
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9. Nén trinh dimg nhimg thudc hodc thue pham gi khi dang sir dung thudc?

Van ¢6 thé tiép tuc phuong phap diéu tri kinh dién nghién ruou (cic vitamin va thude an
than) trong truomg hop ngudi bénh bi thiéu vitamin hodc kich dong manh.

ba ¢6 mdt trudng hop c6 tuong tac gilta piracetam va tinh chét tuyén giap khi dung dong
thoi: L 14n, bi kich thich va réi loan giac ngu.

O mot nguoi bénh thoi gian prothrombin di duge 6n dinh bang warfarin lai tang 1én khi dung
piracetam.

10. Can lam gi khi mgt lin quén khong ding thudc?

Bénh nhan nén udng liéu thude da quén ngay khi nhé ra. Néu gin t6i thoi gian udng lidu tiép
theo, hdly bo qua liéu quén ding, va udng liéu tiép theo nhu binh thuong. Khéng udng cing
ltc 2 liéu.

11. Cin bio quan thudc nhw thé nao?
Bio quan thude dudi 30°C. Bao quan si rd sau khi ma nip dudi 30°C.

12. Nhirng d4u hiéu va tri¢u chirng khi dung thudc qua liéu:
Piracetam khong doc ngay cé khi ding lidu rit cao. Khong c6 du hiéu va triéu chimg cu thé
khi ding thudc qua liéu.

13. Cin phai lam gi khi ding thudc qua liéu khuyén cdo?
Nén thong bao cho béc si néu ban 1& udng 1 liéu qua cao.

14. Nhirng diéu cin thin trong khi dung thude:

Vi piracetam dugc thai qua thin, nén nira doi cta thude ting 1én lién quan tryuc tiép véi mic
do suy than va do thanh thai creatinin. Can rat than trong khi dung thude cho ngudi bénh bi
suy than. Cén theo ddi chirc ning thin & nhimg ngudi bénh nay va nguai bénh cao tudi.
Tranh ngimg thudc dot ngdt & bénh nhan rung giat co do nguy co gay co giat

Do anh hudng ctia piracetam 1én su két tap tidu cau (xem phan dugc luc hoc), nén thin trong
khi ding thudc & bénh nhan loét da day, tién str dot quy do xudt huyét, diing cling cac thude
gdy chay médu do ting nguy co giy chay mau (cac thude chong irin li¢u thap). Thén
trong & bénh nhén trai qua céc phau thuat 1én do kha nang roi loat\dgpg mau tiem tang.
Cinh bdo lién quan dén td duge:

Glycerin: C6 thé gay nhirc ddu, budn ndn va tiéu chay.

15. Khi nao cin tham vin bac sy, dwge si?

Bénh nhan nén thong béo cho bic s§ nhitng tic dung khong mong muén gip phai khi ding
thube.

Néu cin thém thong tin xin hoi ¥ kién bac s§ hodc dugc si.

16. Han ding cia thube: ’
36 thang ké tir ngay san xut. Sau khi m& ndp lo si ro, chi ding thudc trong vong 14 ngiy.

Khong ding thudc qué han sir dung ghi trén nhan.
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17. Tén, dia chi, biéu twong (néu c¢é) ciia co' so' sin xuit:
Unipharma Company
El Obour City - 1* industrial area - Cairo - Ai Cip.

18. Ngay xem xét sira dbi, cip nhit lai ndi dung hwéng din sir dung thude:
23/01/2018

HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE

1. Céic dic tinh dwgc luc hoc:

Piracetam (d4n xuat vong ctia acid gamma amino-butyric, GABA) duge coi la mot chét c6 tac
dyung hung tri (cai thién chuyén héa ctia té bao than kinh) mic di ngudi ta con chua biét nhiéu
vé céc tic dung dic hiéu ciing nhu co ché tac dung cua no.

Tham chi ngay ca dinh nghia vé hung tri nootropic ciing con mo hd. Noi chung tac dung chinh
cia cdc thube duge goi 1a hung tri (nhu: piracetam, oxiracetam, aniracetam, etiracetam,
pramiracetam, tenilsetam, suloctidil, tamitinol) 14 cai thién kha ning hoc tdp va tri nhd. Nhiéu
chét trong s nay dugc coi la ¢6 tic dung manh hon piracetam vé mat hoc tap va tri nhé. Ngudi
ta cho rang & ngudi binh thudng va & ngudi bi suy giam chire ning, piracetam tac dung truc tiép
dén ndo dé lam tang hoat dong cta ving doan ndo (ving ndo tham gia vao co ché nhén thire.
hoc tap, tri nhd, su tinh tao va y thic).

Piracetam tac dong lén mot sd chdt din truyén thin kinh nhu acetylcholin. noradrenalin,
dopamin... Piéu nay c6 thé giai thich tac dung tich cuc cua thude 1én su hoc tip va cai thién
kha ning thuc hién cac test vé tri nhd. Thude ¢6 thé lam thay ddi su din truyén thin kinh va
g6p phén cai thién moi truong chuyén héa dé céce té bao thin kinh hoat dong tot. Trén thuc
nghiém, piracetam c6 tac dung bao vé chdng lai nhirng rdi loan chuyén hoa do thiéu mau cuc
bd nhd lam ting dé khang ciia ndo dbi véi tinh trang thiéu oxy. Piracetam lam ting su huy
dong va str dung glucose ma khdng 1€ thude vao su cung cép oxy, tao thuan lgi cho con dudmg
pentose va duy tri tong hop ning luong ¢ ndo. Piracetam ting cuong ty 1¢ phuc hoi sau ton
thuong do thiéu oxy bing cach ting su quay vong cu phétphat vo co va giam tich tu
glucose va acid lactic. Trong diéu kién binh thudng CWN thiéu oxy, nguoi ta thay
piracetam lam tdng luwong ATP trong ndo do ting chuyén ADP thanh ATP; didu nay c6 thé la
mét co ché dé giai thich mot sé tic dung co ich cta thudc. Tac dong 1én sy din truyén tiét
acetylcholin (1am ting giai phéng acetylcholin) cling ¢6 thé gép phan vio co ché tic dung cua
thude. Thube con ¢b tic dung lam ting giai phong dopamin va diéu nay c6 thé ¢6 tac dung tot
1én sy hinh thanh tri nhé. Thude khong c6 tac dung giy ngu, an thin, hdi ste, giam dau, an
than kinh hodc binh thin kinh ciing nhu khéng c6 tic dung ctia GABA.

Piracetam lam giam kha niing két tu tiéu ciu va trong truong hop hong ciu bi cimg bat thudng
thi thuée c6 thé 1am cho hdng ciu phuc hdi kha ning bién dang va kha ning di qua cac mao
mach. Thude c6 tac dung chéng gidt rung co.

2. Cic dic tinh dwge dong hoc:
Hap thu
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Piracetam dugc hap thu nhanh chéng va gén nhu hoan toan. Nong do dinh trong huyét trong
thu dugc trong vong 1,5 gio sau khi ding thude. Sinh kha dung dudng udng duoc danh gia tir
gid tri dién tich du6i duong cong (AUC) la gan 100%. Nong do dinh trong huyét tuong va
AUC ti 1¢ thuan v&i liéu dung.

Phin b

Thé tich phan bd cua piracetam 1a 0,7 lit/kg. Piracetam qua dugc hang rdo mau ndo va nhau
thai va cling khuéch tan dugce qua mang loc than.

Chuyén héa

Cho dén nay, vin chua tim thiy céc chat chuyén héa cua piracetam.

Thai trir

Piracetam dugc thai trir gan nhu hoan toan vao nude tiéu va ti 1¢ thude duoc thai trir vao nude
tiéu khong phu thude vao liéu dung. Thoi gian ban thai tuong ng véi cac gid tri tinh duoc tir
céc dir liéu trong mau/ huyét twong. Thoi gian ban thai trong huyét twong 1a 5 gié & nam gioi
truédng thanh. DO thanh thai cua thudc phu thudc vao do thanh thai cta creatinin ¢ than va bj
giam khi chirc ndng than giam.

3. Chi dinh:

- Piéu tri triéu chimg chong mat.

-0 ngudi cao tudi: Suy giam tri nhé, chong mat, kém tap trung, hoac thiéu tinh tdo, thay doi
khi séc, rbi loan hanh vi, kém chu y dén ban than, sa sut tri tué do nhdi mau ndo nhiéu 6

- Pot quy thiéu mau cuc bd cép (chi dinh nay 1a két qua ciia mot thir nghiém 1am sang ngiu
nhién, mu dbi, c6 dbi chimg véi placebo, da trung tam trén 927 ngudi bénh dot quy thiéu mau
cuc bd cip cho thiy c6 nhimng tién bd vé hanh vi sau 12 tuan diéu tri, nhit 1a & nguoi bénh lac
diu c6 tridu chimg than kinh suy yéu ning ma dugc dung thude trong vong 7 gio dau tién sau
tai bién mach mau néo). Can chi ¥ tudi tic va mirc dd niang nhe lic diu cua tai bién la cac
yéu td quan trong nhat dé tién lugng kha ning song sot sau tai bién dot quy thiéu mau cuc bo
cdp

- Piéu tri nghién ruou

- Diéu tri bénh thiéu mau hong cau liém (piracetam cé téc dulg ¥ ch€ va lam phuc hdi hong
cu lidm in vitro va ¢ tac dung tot trén ngudi bi thiéu mau hon liém).

- Diing b trg trong diéu tri giat rung co ¢6 ngudn gde vo nio

4. Liéu lrong va cich ding:

Li¢u dung:

Liéu thuong dung 1a 30 - 160 mg/kg/ngay (twong duong véi 0,15 - 0.8 ml) ty theo chi dinh,
chia d&u udng ngay 2 ldn hoic 3 - 4 lan.

Diéu tri dai ngay cdc héi chieng tam than thuce thé ¢ ngudi cao tuéi: 1,2 - 2,4 g/ngay , tly
theo timg truong hop. Lidu c6 thé cao t6i 4,8 g/ngay trong nhimg tuan dau

Diéu tri nghién rieou: 12 g/ngdy trong thdi gian cai ruou dau tién. Piéu tri duy tri: 2,4 g/ngay
Suy giam nhan thirc sau chan thuong ndo (c6 kém chéng mit hodc khong): liéu ban dau la 9-
12 g/ngdy. Liéu duy tri 12 2,4 g/ngdy, udng it nhét trong 3 tudn

Thiéu mdu hong cau liém: 160 mg/kg/ngay, chia déu 1am 4 lin
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Diéu tri gidt rung co: liéu 7,2 g/ngdy, chia lam 2 - 3 Ian. Tuy theo dap tmg, ¢t 3 - 4 ngay mot
lan, tang thém 4,8 g mdi ngay cho t6i lidu tdi da 1a 20 g/ngay. Sau khi da dat lidu tdi wu cua
piracetam, nén tim cach giam liéu cua cac thude ding kem.

Liéu dung cho bénh nhan suy than:

Liéu ding hang ngay dwoc chi dinh theo chic nang than:

D6 thanh thai creatinin (ml/phut) Licu luong
> 80 Dung liéu binh thuong, chia thanh 2 — 4

lan/ngay

50-79 Dung 2/3 liéu binh thuong, chia thanh 2-3
lan/ngay

30-49 Dung 1/3 liéu binh thuong. chia thanh 2
lan/ngay

20-29 Dung 1/6 liéu binh thudng, 1 1an/ngay

Khong dung thuc néu mic loc cdu than < 20 ml/phit.

Bénh nhan suy gan: Khong can diéu chinh liéu & bénh nhan suy gan. O bénh nhan bj suy gan
va suy than, diéu chinh liéu gidng v&i bénh nhan suy than.

Cach dung:

Piracetam c¢6 thé udng cung hodic khong udng ciing véi thire an. Nén udng thém 1 cde nude
sau khi udng si ré dé giam vi dang ctia thudc.

5. Chéng chi dinh

- Ngudi bénh suy thian nang (Cle < 20 ml/phat)
- Ngudi mic bénh mua giat Huntington.

- Ngudi bénh suy gan.

- Xuét huyét nio.

6. Cianh bdo dic biét va than trong diic biét khi sir dung:
Vi piracetam dugc thai qua thin, nén nira doi ctia thude tang 1én lién/quan truc tiép voi mire
do suy than va do thanh thai creatinin. Cén rat than trong khi ude cho ngudi bénh bi
suy than. Cén theo ddi chirc ning than ¢ nhiing ngudi bénh nay v o1 bénh cao tudi.
Tranh ngimg thude dot ngdt & bénh nhan rung giﬁt co do nguy co gdy co giat

Do anh hucmg cua piracetam 1én sy két tap tiéu cau (xem phan dugce luc hoc), nén than trong
khi ding thudc & bénh nhan loét da day, tién st dot quy do xuat huyét, diing cing céc thude
gy chdy méu do ting nguy co gy chdy mau (cac thude chong dong, aspirin liéu thip). Théin
trong & bénh nhén trai qua cac phau thuat 16n do kha nang rbi loan dong mau tiém tang.

Cinh béo lién quan dén td dugc:

Glycerin: C6 thé gdy nhirc ddu, budn non va tiéu chay.

7. Sir dung thuée cho phy nir ¢6 thai va cho con bu:
Thoi ky mang thai
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Piracetam c6 thé qua nhau thai. Khong nén dung thudc nay cho ngudi mang thai trir khi that
can thiét. Can can nhic lgi ich va nguy co cho nguoi dang mang thai khi sir dung piracetam.
Thoi ky cho con bu

Piracetam bai tiét vao sita me. Khong nén ding thude nay cho nguoi cho con bu.

8. Anh huwéng 1én khi niing 14i xe va vin hanh may méc:
Thude c6 thé gdy nhtrc déu, chéng mat nén thin trong cho nguoi dang lai xe va van hanh may
moc.

9. Twong tic thude:

Vin ¢6 thé tiép tuc phuong phap diéu tri kinh dién nghién ruou (céc vitamin va thudc an thin)
trong truong hop ngudi bénh bi thiéu vitamin hodc kich déng manh.

D ¢6 mot trudng hop c6 tuong téc gitra piracetam va tinh chat tuyén gidap khi dung dong thoi:
L 14n, bj kich thich va réi loan gidc ngu.

O mdt ngudi bénh thoi gian prothrombin di duge 6n dinh bing warfarin lai ting 1én khi ding
piracetam.

10. T4c dung khéng mong mudn (ADR):

Thiong gép (ADR > 1/100)

Toan than: Mét moi.

Tiéu hoa: Budn ndn, ndn, ia chay, dau bung, truéng bung.

Than kinh: Bon chdn, dé bi kich dong, dau dau, mat ngu, ngu ga.

It gap (1/1000 < ADR < 1/100)

Toan than: Chéng mit, ting can, suy nhuoe.

Than kinh: Run, kich thich tinh duc, cing thing, ting van dong, trim cam.
Huyét hoc: Réi loan dong méu hodc xudt huyét ning.

Da: Viém da, ngira, may day.

C6 thé giam nhe céc tac dung khong mong mudn cua thude bang cach giam lidu.

11. Qua liéu va cach xir tri:
Piracetam khong dc ngay ca khi ding liéu réit cao. Khong it phai c6 nhimg bién phap
dic biét khi nhd dung qué liéu.

12. Pi¢u ki¢n bio quin:
Béo quén thude dudi 30°C. Béo quén si ro sau khi mo ndp dudi 30°C.

13. Han dung: '
36 thang ké tir ngay san xuit. Sau khi mé ndp lo si rd, chi dung thudc trong vong 14 ngay.
Khong ding thue qué han sir dung ghi trén nhan.

14. Tén, dia chi ciia co s& sin xuat: /{:""""‘*%’
Unipharma Company . Il
El Obour City - 1% industrial area - Cairo - Ai Cép. / & 4 .
g i vl
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