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Ingredients: a

E‘fm film-coated tablet contains: Bil PH,A --CNC
Piracetam 800 mg. P

Excipients: q.s 1 tablet, Manufacturing at:

Indication, Contraindication, Dosage ABIPHA HIGH-TECH

-Administration, Otherinformation: PHABMACEUTICAL JOINY TOCK

Please read the lealletinside A Lot COCE. s Nohia ksl

Storage: Al a dry place, below 30°C, Park Phu Ngh'a Communs, Chisong My

protectfromlight. District, Hanol, Vietnam

Specification: Manufacturer's.

Oral route

Keep outofreach of children

Read the instruction carefully before use
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O PHAN

: \ HUGNG DAN SU DUNG THUOC
‘)UOC PHAH

ONG NGHE £AO { ) . Rx
éthpe: Mign nén bao phim BRAINCULIN

\"ﬁ
v cﬁ%r iéu lvu y va khuyén cdo khi ding thude:

PE XA TAM TAY CUA TRE EM

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
THUOC NAY CHi DUNG THEO PON THUOC

3. Thanh phin cong thire thube:

Mbi vién nén bao phim chira:

BRAINCULIN 800:

Thénh phédn hoat chat: Piracetam 800 mg.

Thanh ph(fn ta dwoe: Natri croscarmellose, Prosolv SMCC 90, Aerosil-200, Magnesi stearat,
HPMC 15 cps, HPMC 6 cps, PEG 6000, Titan dioxid vira du 1 vién.

BRAINCULIN 1200:

Théanh phén hoat chdt: Piracetam 1200 mg.

Theuh ph(fn t4 dicoe: Natri croscarmellose, Prosolv SMCC 90, Aerosil-200, Magnesi stearat,
HPMC 15 cps, HPMC 6 cps, PEG 6000, Titan dioxid vira da 1 vién.

4. Dang bao ché: Vién nén bao phim.

5. Chi dinh:

Thubc dwoc chi dinh & nhitng bénh nhén truéng thanh bj rung gidt co ngudn gde vo ndo, khdng
phén biét nguyen nhan, nén duoc sir dung két hop voi cac ligu phap chéng co gidt co khéc.

6. Céch ding, li¢u ding:

Liéu dimg:

Luén dimg thude ding liéu heong trong don thude.

- Lidu hang ngay khoi diu 13 7.2 g, sau do tang thém 4,8 g mdi 3 - 4 ngay dén liéu t6i da 12 24
g, chialam2 -3 1an. Diéu tri két hop véi cac thubc chbng co gidt co khac nén dugce duy tri &
ciing liéu lugng. Tuy thudc vao loi ich 1am sang dat duoc, nén giam lidu lrgng ctia cc thude
dung phéi hqp

- Mot khi da bt dau, nén tiép tyc diéu ti bang piracetam @én khi nao bénh néo can nguyén van
con tdn tai. Nhﬂ'ng bénh nhan ¢6 mdt con cip tinh, qué trinh tién trién ty nhién c6 thé xay ra
theo thoi gian va c6 gang thyc hién giam liéu mdi 6 ’fhang hodc ngung diéu tri, Diéu nay duge
thye hién bing cach gidm lidu cha piracetam 1,2 g mdi 2 ngdy (mdi 3 hodic 4 ngay trong trudmg
hop hoi chimg Lance va Adams dé ngin chin kha ning tai phat dot ngdt hodic co gidt do ngung
thude dot ngot).

» Ngum cao (uéi:

Diéu chinh liéu ding dwgc khuyén céo & nhitng bénh nhan cao tudi c6 tén thwong chirc nang
thén (xem “diéu chinh lidu & bénh nhan suy thin” dudi (tdy) Khi didu tri lau dai & ngm‘n cao
tudi, can danh gia thudmg xuyén hé sb thanh thai creatinin dé didu chinh lidu phit hop néu cin

thiét.




* Bénh nhan suy than:
Liéu ding hang ngay duge tinh cho timg bénh nhén theo chiire ning than. Tham khao bang sau
va didu chinh lidu nhu chi din. Dé st dung bang phén liu nay, cin wdc lugng hé s6 thanh thai
creatinin cia ngudi bénh (Cley) (ml/phat). Heé s thanh thai creatinin Cler (ml/phiit) ¢6 thé dugce
udce lwgng tir creatinin huyét thanh (mg/dl) theo cong thirc sau déy:

[140 — tudi (ndm)] x can ndng (kg)

Clet= 2 T A
o 72 x creatinin huyét thanh (mg/dl) (x0,85 doi véi ni¥)
. H¢ s0 thanh thai Li¢u dung va s0 lan diung
Nhom . ) >
creatinin (ml/phit) thube.
L"l‘\ Ly LY 3
Binh thuong > 80 ieu thuﬁng dung hang ngay,
chia 2 - 3 lan
Nhe 50 - 79 2/3 liéu thuong dung hang
' ngdy, chia2 - 3 lan
| h
Trung binh 30 - 49 /3 lidu thudng ding hang
ngay, chia 2 1an.
vk i = 3
Ning <130 Uﬁ‘ 1161} nrm:g dung hang
ngay, dung 1 1an.
Bénh than giai doan cudi - Chéng chi dinh.

% B?r.'h nhdn suy gan:

Khéng cn diéu chinh lidu & bénh nhan chi ¢6 suy gan. Can diéu chinh liéu ding & nhitng bénh
nhén bi suy gan va suy thin (xem “diéu chinh liéu & bénh nhan suy than”phia trén)

Cach ding:

Dung udng, ¢6 thé uéng ciing hodc khong cting véi thic &n. Nén chia liéu hang ngay tir 2 - 3
liéu nho.

7. Chong chi dinh:

- Man cam véi piracetam hodc bt ky thanh phén nao ctia thubc hodic cac dan xuét khac ctia
pyrrolidon.

- Ngudi bénh suy than niing (hé s6 thanh thai creatinin dudi 20 ml/phut).

- Ngudi bénh xuét huyét ndo.

- Ngudi bénh méc chimg mia gidt Huntington.

8. Canh bdo va thin trong khi dung thube:

Anh hudng dén két tap tiéu cau:

Do tac dong ctia piracetam trén két tép tiéu cau, nén than trong khi dung cho nhimg bénh nhan
bi xuat huyét mmg, benh nhan co nguy co chay mau nhu loét duong tiéu héa, bénh nhén i
Ioan cAm mau tiém 4n, b¢nh nhén ¢6 tién str tai bién mach méu ndo do xudit huyét, bénh nhan
can tién hanh dai phiu ké ca phau thuat nh'l khoa va bénh nhén str dung thudc chong déng mau
hoic thude chéng két tap tidu cu bao gdm ca acid acetylsalicylic lidu thap.

Suy thén:

Piracetam duoc dao thai qua than va do d6 can dung liéu nhu trong trudng hop suy thén (xem
muc CACH DUNG, LIEU DUNG).

Nguoi cao tudi:

Khi didu tri 14u dai & ngudi cao tudi, cin danh gid thudng xuyén hé sb thanh théi creatinin dé
didu chinh lidu phit hop néu can thiét (xem muc CACH DUNG, LIEU DUNG).




Ngung thude:

Nén tranh ngltng thude dot ngdt vi d idu ndy co thé gay rung giat co hodc co gidt toan than trén
bénh nhan déng kinh.

Canh bao lién quan dén ta duoc:

Thude ndy c6 chira khoang 2,36 mg natri/vién. Can xem xét khi stir dung & bénh nhan dang ap
dung ché dé an kiéng natri.

9. Sw dung thude cho phy nir ¢é thai va cho con bi:

* Thoi ky mang thai:

- Khong cé dir ligu day da vé viée sir dung piracetam & phy ni mang thai. Cac nghién ctru
trén dong vat khong cho thdly céc tac dong c6 hai truc tiép hodc gian tiép ddi vai thai ky, phat
trién phoi thai/thai nhi, sinh san hodic phat trién sau khi sinh.

- Piracetam qua hang rao nhau thai. Nong dé thube & tré so sinh 1a khoang 70 % dén 90 %
ndng do thude & me. Khong nén sir dyng piracetam trong khi mang thai trtr kln can thiét, khi
loi ich nhiéu hon i ro va tinh trang ldm sang cua ngudi m¢ mang thai can diéu trj bing
piracetam.

*Thoi ky cho con bii:

Piracetam duge bai tiét qua sita me. Do d6, khong nén sir dung piracetam khi cho con bt hoge
nén ngung cho con bi trong khi dang didu tri bing piracetam, Quyét dinh ngimg cho con bu
hoéc ngung thudc cin xem xét loi ich cho tré bi me va lgi ich cho ngudi me.

10. Anh hwéng ciia thudc 18n kha ning I4i xe va vin hanh mﬁy mée:

Trong céc nghlen ctru lam sang, v6i lidu lugng tir 1,6 - 15 g mdi ngay, ting dong, budn ngy,
ciing thang va tram cam dugc bdo LElO thuong xuyén hon ¢ nhung bénh nhéan dung pmcetam
so voi gia duge. Khong co bao cao vé kha ning 14i xe khi ding lidu tir 15 dén 20 g mdi ngay.
Do d6, nén than trong khi ding piracetam & cac bénh nhén ¢6 y dinh lai xe hodc str dyng may
moe.

11. Twong tic, twong ky cua thude :

Tuong tdc duge dong hoc:

Kha néing tuong tac thude dén dén thay d6i duge dong hoc cuia piracetam thap vi khoang 90%
liu piracetam dugc bai tiét qua nude tidu dudi (Iang khong thay dbi.

I'rong nghién cttu in vitro, piracetam khong (rc ché enzym la cytochrom qug & gan nguoi voi
cac ddng phan CYP 1A2, 2B6, 2C8, 2C9, 2C19, 2D6, 2E1 va 4A9/11 & ndng do 142, 426 va
1422 pg/ml.

(5 ndng d6 1422 pg/ml, céc tac dung trc ché nho wén CYP 2A6 (21 %) va 3A4/5 (11 %) duge
quan sat thdy. Tuy nhién, gia tri Ki dé ttc ché 2 ddng phan CYP ndy ¢6 kha nang vugt qua 1422
ng/ml. Do d6, khong thé xay ra twong tac lién quan chuyc.n hoa cua piracetam véi cac thude
khac.

Hormon tuyén giéip:

LAn 10n, kho chiu va rdi loan gidc ngn dd duoce bdo cio trong khi didu tri déng thoi vai tinh
chét tuyén giap (T3 +T4).

Acenocoumarol:

Trong mdt nghién ctru mi don duge cong bd trén bénh nhén huyet khéi tinh mach tai phat
nghiém trong, lidu piracetam 9,6 g/ngay khong thay dbi lidu acenocoumarol cén thiét dé dat
INR tir2,5 dén 3,5, nhung so v&i anh hudng ciia acenocomnalol khi dung riéng 1¢, viéc bd sung
lidu piracetam 9,6 g/ngay giam dang ké két tap tiéu cdu, giai phong p-thromboglobulin, nong
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dd fibrinogen va céc yéu té von Willebrand (VIII: C; VIII: vW: Ag; VIII: vW: RCo) va toan
bd mau va dd nhét huyét tuong.

Thudc chéng dong kinh:

M6t lidu hang ngay 20 g piracetam trong 4 tudn khong 1am thay déi ndng do dinh va day cua
thubc chéng dong kinh (carbamazepin, phenytoin, phenobarbiton, valproat) & nhitng bénh nhén

dong kinh dang diing liéu 6n dinh.

Ruou:

Khi ding déng thei véi rugu khong lam anh hudng dén ndng do piracetam trong huyét thanh

va ndng d6 rugu khdng bi bién dbi khi dung lidu ubng 1,6 g piracetam.

12. Tdc dung khong mong mubn (ADR):

Tom tit hd so an toan:

Thir nghiém 1am sang hodc duge lam sang mu ddi ¢6 kiém soat gia dugce, cé sin dit liéu an

toan dinh luong (trfch tir Ngén hang Dir ligu Tai li¢u UCB vao thang 6/1997),bao gbm hon

3000 déi tugng dung piracetam, bat ké chi dinh, dang bao ché, liéu lugng hang ngay hodc déc

diém dan so.

Danh sdch cdc phan @mg bét IOfi

Céc tac dung khong, mong mudn duge bio cdo trong cdc nghién cru ldm sang va kinh ngh:em

sau khi dua thude ra thi truong dugc 11¢t ké trong bang sau ddy theo h¢ co quan va theo tan

sudt. TAn sudt tac dung khdng mong muén dugce dinh nghia nhu sau: Phd bién (ADR > 1/10),

thudng gap (1!100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gip (1/10000 < ADR
< 1/1000), vt hiém gap (ADR < 1/10000), khong 15 (khéng duge ude tinh tir dir li¢u co san)

Dit liéu tir kinh nghiém hdu méi khong du dé wéc tinh ty 1& méc trong doi tuong duge didu tri.

Béing tom tit cic phin img khong mong mubn;

Céc co quan Tan suiit (*) Cic phan ing khong mong muébn

Rox : log mdn. w8 BE bgeh Khong ré R4 loan xudt huyét.
huyct
Réi loan hé thong mién dich Khong ro | Phan g phan vé, qud mén.

Thirong gdp | Cang thing.
Réi loan tam than It géip TrAm cam.

Khong ro Kich déng, lo au, 14 1an, 4o giéc.
Thirong gdp | Tang dong.
Ir gaip Budn ng.

R&i loan hé thén kinh — ; _
T MAt diéu hoa, mét thing bang, dong kinh

tram trong hon, nhirc dAu, mét ngu
Roi loan tai va tai trong Khong rd Choéng mat.
Pau bung, dau byng trén, tiéu chay, budn

Khong ro

R&i loan tiéu hoa Khong rd o .
non, nébn mura
. . ) ~ Phu né loan than kinh mach, viém da, ngtra,
R6i loan da va md dudi da Khong ro . ? ' 18
may day.
R&i loan toan than va tai chd It gap Suy nhuge.
Khac Thirong gdp | Tang cén.

Théng bdo ngay cho bdc sT hodic dige s nhitng phan iing ¢6 hai gdp phdi khi sir dung thuoc




13. Qui litu va edch xik tri:

Triéu chirng va biéu hién khi siv dung thude qua lidu:

Khéng cé anh huang bét loi néo lién quan dén qua lidu duoc bdo cdo véi piracetam.

Liéu ding qué liéu cao nhét véi piracetam la ubng 75 g. Mot trudng hop tidu chay c6 mau kém
dau bung khi ubng liéu 75 g piracetam hang ngay, rat cé thé lién quan dén lidu sorbitol rit cao
trong thanh phén ctia thudc khéc da sir dung.

Cich xit tri khi ding thude qud lidu:

Trong trudng hop qué lidu dang ké, cép tinh, c¢6 thé 1am trdng da day bing cich ding thubce
giy non. Chua c6 thube gidi dde dic hiéu dbi véi qua lidu piracetam. Pidu trj qua lidu chu yéu
didu trj triéu chimg va c6 thé bao gom thAm phén méu. Hiéu suét tham phan la 50 dén 60 %
ddi voi piracetam.

14, Cdc dic tinh dwge hye hoe:

Nhém thude: Thube huéng than kinh

Ma ATC: N06B X03.

Co ché hoat dong:

Co ché hoat dong ctia piracetam trong chirng rung giat co vo néio van chua duge biét.

Tac dung duge luc hoc:

Piracetam c6 tac dung xuét huyét trén tiéu cAu, hdng cau va thanh mach mau bing cach ting
sir bién dang hdng cu va giam sur két tdp tiéu cdu, giam két dinh hdng cdu tai thanh mach va

giam co mao mach.

- Tde dung lén hong cau:

O nhitng bénh nhin bi bénh thiéu mau hdng ciu hinh liém, piracetam cai thién kha ning bién
dang mang t& bac hdng cau, giam dé nhét ctia mau va ngéin nglra sy hinh thanh céc ddm héng
céu.

-Tde dung Ién tiéu cau:

Trong nhiing nghién cttu md & nguoi tinh nguyén khoé manh va & bénh nhan c6 hoi c]urng
Raymud céc liu piracetam laug, dén 12 g thudng di kém voi giam chirc néng tidu ciu phu
thude liéu dung so véi cdc tri O trude khi diéu tri (céc xét nghiém két tap tiéu cau gay bai
ADP, colhgen cpmeplmn va phéng thich p - thromboglobulin), ma khong c6 sy thay ddi dang
ké vé sb luong tiéu cdu. Trong cac nghién ciru nay, piracetam lam kéo dai thoi gian chay mau.
-Tac dung lén mach mau:

Trong nhimg nghién ctru & dong vat, piracetam \rc ché co mach va lam mét tac dung cua nhiéu
loai lhuoc co mach khéc nhau. Piracetam khong c6 tac dong gidn mach va khdng tao hi¢n ttrorng
“An cdp”, khong cé tac dung lam chdm dong mau hodic chay nguge dong hodc lam tyt huyét
ap.

O nguoi tinh nguyén khoe manh, puacetam lam gmm két dinh hong ciu vao ndi mac mach
mau va ciing co tac dung kich thich trye tiép lén su tong hop prostacyclin & ndi mac mach méu
lanh 1an.

- Tdc dung lén cac yéu té déng mdu:

O nguoi tmh nguyén khoe manh, lidu pnacct'un dén 9,6 g da lam giam ndng dj cia fibrinogen
va cdc véu t6 von Willebrand trong huyét twong (VIIL C; VIII R: AG;VIIT R: vW) dén 30 -
40% va lam tang thoi gian chay méau so véi trude khi didu tri.

G bénh nhén ¢6 hoi chimg Rayn'md nguyén phat va ca thir ph"lt puacetam lidu 8 g/ngay ding
trong 6 thang di lam giam noéng d6 cua fibrinogen va cac yéu t& von Willebrand trong huyét
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twong (VIII: C; VIII R: AG; VIII R: vW (RCF)) dén 30 - 40 %, giam do nhét caa huyét tuong
va lam tang thoi gian chay mau so véi cac tri s trude khi didu tri.

15. Cée diic tinh dwge dong hoc:

- Hap thu: Piracetam duoc hép thu nhanh va gin nhu hoan toan. Nong do dinh trong huyét
trong dat dugc trong vong 1,5 gid sau khi ubng. Sinh kha dung duong udng duge danh gia tur
dién tich dudi duong cong (AUC) gén 100% cho vién nang, vién nén va dung dich. Néng do
dinh va AUC ty 1€ thun v6i lidu dung.

- Phan bé: Thé tich phan bd cua piracetam la 0,7 /kg. Piracetam di qua hang rdo mau néo va
nhau thai va khuéch tan trén cac mang diing trong thAm phan & thén.

- Chuyén héa: Cho dén nay, khéng c6 chit chuyén hoa ndo ctia piracetam duge tim thiy.

- Thai trir: Piracetam dugc dao thai gin nhw hoan toan trong nude tiéu va mot phin cua lidu
dung bai tiét qua nuée tidu khong phu thude vao lidu ding. Gid tri thoi gian béan thai phi hop
voi cac gid tri dugce tinh toan tir dir li¢u huyét trong/mau. Thoi gian ban thai trong huyét tvong
la 5 gié & nam gi6i tré trurong thanh. DY thanh thai ctia hop chét phy thude vao dg thanh thai
creatinin than va c6 thé s& giam di khi suy thén.

16. Quy cach déng géi:

BRAINCULIN 800: Hop 3 vi, 5 vi, 10 vi x 10 vién nén bao phim.
BRAINCULIN 1200: Hop 6 vi, 10 vi x 10 vién nén bao phim.

17. Pidu kién bao quén, han ding, tiéu chuéin chiit lwgng:

- Diéu kién bao quan: Noi kho, nhiét d khong qua 30°C, trdnh dnh sang.

- Han dung: 36 thang ké tir ngay san xuat.

- Tiéu chudn chit lugng: TCCS.

18. Tén, dia chi ctia co'sé sin xuat thube:

San xudt tai: Cong ty CH phin Dwoe phéim Céng nghé cao Abipha

Dia chi: Lb dat CN-2, Khu cong nghiép Phi Nghia, Xa Phi Nghia, Huyén Chuor
ph6 Ha Noi.

Website: www.abipha.com.vn

Dién thoai: 024.363253888. Fax: 024.363253888

_' My, Thanh




