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2. Céc diu hiéu IWryvA khuyén cdo khi ding thube:

Dé xa tdm tay 1ré em.
Doe ki hedmg dan sir dung trude khi dimg.
Thube nay chi dimg theo don thud.
Néu cin thém théng tin, xin héi y kién ciia bdc s7
Khéng ding khi thude dd hét han sir dung, vién thuoe bj v, bién mau.
3. Thanh phin céng thive thude: Mdi vién nén bao phim Co-ceftam 400 chira:
Thanh phéin dwoc chit: Piracetam 400,0 mg.
Thanh phin td dwge: Lactose 200 mesh, Magnesi stearat, Croscarmellose natri, Povidon
K30, Talc, Colloidal silicon dioxyd, Opadry 03A 18373 white'".
(*) Thanh phan cta ta duge Opadry 03A 18373 white bao gdm: Talc, Hypromellose, Titan
dioxid.
4. Dang bao ché: Vién nén bao phim
M@ ti: Vién nén tron bao phim, mau tring dén trdng nga, mat vién nhin, canh va thanh vién
lanh 13n.
5. Chi dinh:
Ngwoi lon:
_ H tro didu trj triéu chimg suy gidm nhan thirc va than kinh cam giéc & ngudi cao tudi (trir
bénh Alzheimer va céc sa sut tri tué khac).
- Diéu tri triéu chimg chong mit.
Tré em trén 30 kg (khoang 9 tuéi):
- H& tro didu trj chimg khé doc.
6. Cdich ding, li¢u dung:
Cdch dimg: Dung dudng udng.
Liéu dimg:
Nguoilon:
H& tro diéu tri triéu ching suy giam nhan thic va than kinh cam gidac: 2 vién x 400 mg mdi
l4n véo budi séng, trua, toi (6 vién/ngay).
Diéu chinh liéu cho nguoi cao o
Viée diéu chinh lidu dwoc khuyén cdo & nhimg bénh nhan cao tudi bi suy gidm chirc ning

than (xem phan "Piéu chinh liéu ding & bénh nhén suy than" dudi day). Dé diéu tri 1au dai &
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ngudi cao tudi, ddnh gia thuomg xuyén do thanh thai creatinin 1a can thiét dé& cho phép diéu
chinh liéu néu cén.

Diéu chinh liéu cho bénh nhan suy thdn

Liéu hang ngdy phai duge tinh cho timg bénh nhén theo chire nang than. Tham khao bang sau
va diéu chinh liéu theo chi dinh. Pé sir dung bang liéu nay, can udc tinh do thanh thai
creatinin cia bénh nhin (Cle) trong ml/phut. Cle trong ml/phit ¢6 thé duge ude tinh tir
creatinin huyét thanh (mg/dl) xac dinh bing cong thire sau:

[140 — ruri’f’(ndm)_} x edn nang (kg) (x 0,85 doi véi phy nir)

Cley =
72 x Creatinin Imyéf thanh (mg/dl)
Mire d§ suy thin B thanl(:;ﬁ:liﬁ;cmmmc S6 lwgng va tin suiit
Thudng >80 Liéu binh thuong hang ngdy, chia 2 - 4 lin/ngay
Nhe 50-79 2/3 liéu binh thudng, chia 2 hodc 3 1an/ngay
Vira 30-49 1/3 lidu binh thuéng, chia 2 1dn/ngay
Nang <30 Chéng chi dinh
Giai doan cudi - Chong chi dinh

Véi cde trudmg hop lidu ding khéng phi hgp vai dang bao ché Vién nén bao phim Co-ceftam
400, khuyén cdo chon dang bao ché va ham lugng thich hop.

Bénh nhan suy gan:

Khong c¢An diéu chinh lidu & nhitng bénh nhén bj suy gan. O nhitng bénh nhén bj ca suy gan
va suy than, cén diéu chinh liéu (xem phén “Diéu chinh liéu & bénh nhén suy thdn” & trén).
Tré em:

H3 trg didu trj chimg khé doc: Lidu 50 mg/kg/ngdy chia 3 1an. Nén lya chon dang bao ché
ding dudng udng dang nhé giot dé phit hop véi lidu ding.

7. Ching chi dinh:

Ngudi bi qua mén véi Piracetam hodc bt ky thanh phf’in ndo clia thude.

Ngudi bénh suy than niing hodc giai doan cudi.

Ngudi méc bénh Huntington.

Ngudi bénh bj xuit huyét nio.

8. Ciinh bdo va thiin trong khi diing thude:

Tdc dong lén su két 1dp tiéu cdu:

) . A . A . A A ~ A . \ -~
Do anh hudng cia piracetam doi véi sy két hop tiéu cau, nén thin trong khi dung cho bénh
nhan xuft huyét nghiém trong, bénh nhan ¢6 nguy co chay mau nhu loét dudng tiéu hoa,

A - . ~ - - o e A s . in . = = n .
bénh nhén ¢6 rdi loan dong mau, bénh nhan c6 tién sir tai bién mach mau néio, bé¢nh nhan trai
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qua phéu thuét 16n bao gdm ca phau thuét nha khoa, bénh nhan sir dyng thude chéng déng
méu hoidc thude chéng két tap tiéu ciu bao gdm axit acetylsalicylic liéu thip.

Suy thdn:

Piracetam duge thai trir qua than nén than trong khi ding trong truong hop suy thén.

Newrdi cao tudi

Dé diéu tri lau dai & ngudi cao tudi, can phai thuong xuyén danh gia do thanh thai creatinin
| dé didu chinh liéu néu cin thiét,

Netme diéu iri:

a - 5 . . A ~ - A ~ . ar ‘A . - . a A
Nén tranh ngimg diu tri dot ngdt vi ¢6 thé gdy co gial co hodc co gidt toan than & bénh nhén
nhoi mau co tim.

Cdanh bdo lién quan dén td duoe:

Thubc ¢6 chira lactose nén can thin trong véi bénh nhén tidu dudmg, ngudi méc chimg roi
loan dung nap mot sd loai duong, hoi ¥ kién bac s trude khi ding thude.
9. Sir dung cho phu nir ¢6 thai va cho con bu
Phu nit co thai:
Chura ¢6 nghién ciru vé anh huéng chia piracetam 1én phu nif ¢6 thai, piracetam cé thé qua
dwge nhau thai nén phai cin nhéc gitta loi ich va nguy co, khéng ding thude khi khong that
can thiét.
Phu nit dang cho con b
Piracetam qua duoc sita me, khéng ding thude khi dang cho con bii hodic phai ngimg cho con
bu trude khi diéu tri.
Kha nang sinh san:
Cac nghién ciu trén déng vat chi ra rdng piracetam khong anh huéng dén kha
| nang sinh san & chudt duc hodc chudt cai. Khong c6 dit ligu lam sang vé tac dong
ctia piracetam lén kha nang sinh san.
‘ 10. The ddong ciia thude khi ldi xe va van hanh miy maée:
Do thubc ¢6 thé gay ngi ga, chéng mit, bdn chdn,... nén cin than trong khi sir dung thube
| cho ngudi 14 xe va van hanh may moc.
11. Twong tdc va twong ky ciia thube:
Twong tac dwge dopng hoc:
Vi khoang 90% lidu piracetam duoc bai tiét qua nude tiéu dudi dang khong dbi nén nguy co
d&n dén thay dbi duge dong hoc ciia piracetan 1a thép.
Theo thir nghiém in vitro, piracetam khong trc ché cic cytochrome P450 & gan ctia ngudi nhu
CYPIA2, 2B6, 2C8, 2C9, 2C19, 2D6, 2E1 va 4A9/11 & ndng db 142, 426 va 1422 pg/ml. O
' ndng do 1422 pg/ml, téc dung e ché CYP 2A6 (21%) va 3A4/5 (11%) da duge ghi nhén,
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Tuy nhién, gia trj Ki cho sy orc ché coa hai dang déng phan CYP c6 thé vugt qua 1422 pg/
ml. Do d6, twong tac chuyén héa cia piracetam véi cac thuoe khac 1a khong xdy ra.

Hormone tuyén gidp

Su nhdm lin, d& bi kich thich va roi loan giéc ngt da duge bao céo trong qua trinh diéu tri
ddng thoi véi hormon luyén gidp (T3 + T4).

Acenocoumarol

Trong nghién ctru mi don di duge cong b trén nhitng bénh nhén bi huyét khéi tinh mach tai
phét nghiém trong, piracetam lidu 9,6 g/ngdy khong lam thay ddi liéu acenocoumarol ein
thiét dé dat dén INR 2,5-3.5, nhung so véi tac dung cua acenocoumarol don dfe, viée b
sung piracetam 9,6 g/ngay lam giam dang ké tap hop tiéu cau, phong thich thromboglobulin
B, ndng d6 fibrinogen va cic yéu td ctia von Willebrand (VIIL: C, VIII: vW: Ag, VI vW:
RCo) va do nhét ciia mau va huyét tuong.

Thudc chéng djng kinh

Piracetam liéu 20g/ngay, trong 4 tudn khong lam thay dbi ndng dé dinh va nong do huyét
thanh ctia thude chéng dong kinh (carbamazepin, phenytoin, phenobarbiton, valproat) & bénh
nhan dong kinh dang ding liéu on dinh.

Rirou

Viée sir dung ruou ddng thoi khong anh hudng dén ndng do piracetam huyét thanh va ndng
d5 cbn khong bj thay dbi boi piracetam lidu 1,6g.

Trrong ky cia thudc:

Do khéng ¢6 cac nghién ctru vé tinh twong ky ctia thude, khéng trén 1an thude nay vai cac
thude khéc.

12. Téc dung khéng mong mudn

Téc dung khéng mong mudn duge bdo cao trong cac nghién ciu ldm sang va béo cdo sau khi
luru hanh duge liét ké dudi ddy theo hé théng co quan va tan s6 gap. Tan sb duge dinh nghia
nhu sau: rdt phé bién (21/10); phé bién (21/100,<1/10); khong phé bién (=1/1.000, <1/100),
hiém (21/10.000, <1/1.000); rdt hiém (<1/10.000); khéng biét: khéng cé dit ligu.

Roi loan mau va bach huyét

Khong bict: roi loan xuat huyét

Réi loan hé théng mién dich:

Khéng biét: phan img phan vé, qua man

R6i loan téim than;

Phd bién: kich thich
Khong phé bién: trdm cam

Khéng biét: kich dong, lo lang, nham 1an, do gidc
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Réi loan hé thdn kinh:

Thuong gép: ting dong
Khong phd bién: mo mang
Khéng biét: rdi loan van ddng, giam thang bang, dong kinh tram trong, dau dau, mat ngi

Rai loan tai va mé cung:

Khéng biét: chéng mit

Réi loan tiéu héa:

" b3 !’I A A L -a » 1 -~ -~
Khong biét: dau ving bung, dau trén ving bung, tiéu chay, buén nén, nén

Roi loan da va mo dwdi da:

Khéng biét: phu than kinh, viém da, ngira, ndi may day

Cdc réi loan chung va tai cho:

Khong phd bién: suy nhuge

Diéu tra

Phd bién: Tang can

Huéng dfin cdch xir tri ADR:

Théng bao ngay cho béac st hodc duge si khi gip céc tac dung khong mong mudn nhw trén khi
sir dyng thude hogic bdo cdo cée phan g c6 hai ciia thube vé Trung tim Théng tin thube va
Theo d&i phan tmg c6 hai ctia thube (ADR) Quéc Gia.

Dia chi: 13 — 15 Lé Thanh Téng — Hoan Kié¢m — Ha Ni.

Dién thoai: 024.3,9335.618;

Fax: 024.3.9335642;

Email: di.pveenter@gmail.com

13. Qua lidu va cich xir tri

Khéng ¢6 cac téc dung phu dic biét lién quan dén qua lidu da duoc béo cdo véi piracetam
Trong qua lidu, nhét 1a qua liéu rdt nhiéu, thio rdng da day bang cach rira da day hodc gay
nén. Khéng c6 thube gidi doc dic hiéu cho qué lidu piracetam. Diéu tr tridu chimg va c6 thé
bao gém thim tach mau. Higu qua cia thim tach méu 12 50-60% dbi véi piracetam.

14. Pic tinh dwge lye hoe:

Ma ATC: NO6BX03

Nhém tac dung duge ly: Thude hung tri,

Co ché tic dung

Piracetam (dfn xudt vong ciia acid gamma amino-butyric, GABA) dugc coi la mét chét ¢6 téc
dung hung tri (cai thién chuyén hoa coa té bao than kinh) méc di ngudi ta con chua biét nhiéu

A . , " “n - K .z 7 .
v€ cac tac dung dac higu cling nhu co ché tac dung cta né.



https://trungtamthuoc.com/

Piracetam tac dong 1én mot sb chat dén truyén thdn kinh nhu acetylcholin, noradrenalin,
dopamin... Diéu nay cb thé giai thich téc dung tich cyc cua thubc 1én sy hoe tap va cai thién
kha néng thuc hién céc test vé tri nhé. Thube c6 thé lam thay dbi sy dén truyén than kinh va
gop phin cai thién moi trudng chuyén héa dé cac & bao than kinh hoat dong t6t. Trén thyc
nghiém, piracetam c6 tac dung bio vé chong lai nhitng r6i loan chuyén héa do thiéu mdu cuc
bd nho l1am ting dé& khang cla nio dbi voi tinh trang thiéu oxy. Piracetam lam ting sy huy
dong va st dung glucose ma khéng I& thufc vao sy cung cép oxy, tao thuén lgi cho con
duong pentose va duy fri tong hop niing lugng ¢ nio. Piracetam tang cuong ty 1 phyc hdi sau
t6n thuong do thiéu oxy bang cdch ting sy quay vong cuia céc photphat v6 co va giam tich ty
glucose va acid lactic. Trong diéu kién binh thuémg cling nhur khi thiéu oxy, ngudi ta thiy
piracetam lam ting luwgng ATP trong ndo do ting chuyén ADP thanh ATP; diéu nay c6 thé la
mdt co ché dé giai thich mot sb tac dung ¢6 ich cia thube. Téc dong 1én su dén truyén tiét
acetylcholin (lam ting giai phong acetylcholin) cling ¢6 thé gép phan vao co ché tac dung clia
thudc. Thube con cé tac dung lam ting gidi phong dopamin va diéu ndy c6 thé co tac dung tot
1én sy hinh thanh trf nhé. Thudc khéng c6 téc dung gy ng, an than, hdi sirc, giam dau, an
thin kinh hodc binh thin kinh ciing nhu khong ¢6 tic dung cia GABA.

Piracetam tac dung hiéu qua Ién tidu cau, hdng cau, va thanh mach méu bang cach ting kha
ning bién dang hdng cAu va giam s két tap tiéu chu, sy két dinh hdng céu dén thanh mach
mé4u va co thit mao mach.

- The dyung trén héng cau: O bénh nhan thiéu mau hong cau ludi liém, piracetam cai thign sy
bién dang cta mang hong ciu, giam dd nhét mau, va ngian ngira sir hinh thanh dang rouleaux
(héng ciu xép chong 1én nhau thanh cac chudi dai).

- Téc dung trén tiéu cdu: Trong céc nghién ciru mé & nhitng ngudi tinh nguyén khoe manh va
& bénh nhéin ¢6 hién tuong Raynaud, ting liéu piracetam lén dén 12 g c6 lién quan dén giam
chite ning tidu ciu phy thude lidu so v&i céc gid tri trude didu tri (tdng hep cdc xét nghiém
ADP, collagen, giai phong epinephrine va BTG ), khéng cé su thay ddi dang ké trong sb
lwgng tiu cAu. Trong nhitng nghién ciru ndy, piracetam gy kéo dai thoi gian chay mau.

- Téc dung trén mach mau: Trong cdc nghién ciru trén dong vét, piracetam (rc ché co thit
mach va chéng lai tic dung cla cac tac nhan giy co gidt. Piracetam khong c6 téc dung gian
mach hay ha huyét ap. ( nhiing ngudi tinh nguyén khoe manh, piracetam lam giam sy két
dinh ctia hdng chu v6i ndi mé mach mau va tac dung kich thich trye tiép t6i tdng hop
prostacyclin trong ndi md lanh tinh.

- Hiéu qua trén céc yéu t6 dong mau:
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O nhitng ngudi tinh nguyén khée manh, so véi cde gia tri trude khi diéu tri, piracetam liéu 1én
téi 9,6 g 1am giam ndng do fibrinogen trong mau va cée yéu t6 cua von Willebrand trong méu
(VIIL: C, VIII R: AG, VIIT R: vW) tir 30 dén 40% va tang thoi gian chdy méu .

O bénh nhin c6 ca hién tuong Raynaud nguyén phat va thir phat, so vai cac gid tri trude diéu
tri, piracetam liéu 8 g/ngdy trong 6 thang lam giam nong do fibrinogen trong huyét twong va
céc yéu t6 ciia von Willebrand trong huyét twong (VIII: C, VIII R: AG, VIII R: vW (RCF ))
tir 30 dén 40%, giam d9 nhot huyét twong, va ting thoi gian chay méau.

15. Pic tinh dwge dong hoc

Hc?}) thu: piracetam dung theo dudng udng duoe 11ép thu nhanh chéng va hau nhuw hoan toan &
6ng tiéu hoa. Sinh kha dung dat gan 100%. Nong d6 6n dinh trong huyét tuong (40 -
60pg/ml) xudt hién 30 phit sau khi ubng mét lidu 2g. Nong do dinh trong dich ndo tuy dat
duge sau khi udng thube 2 — 8 gio. Hip thu thube khong thay dbi khi diéu tri dai ngay.

Phdn bo: Thé tich phan bd khoang 0,6 lit/kg. Piracetam ngdm vao tat ca cdc mé va cé thé qua
hang rdo méu - nfio, nhau - thai va ca cdc mang ding trong thdm tich than. Thude ¢6 ndng do
cao & vo niio, thiy tran, thiy dinh va thily chim, tiéu nfio va cac nhan ving day. Nia doi
trong huyét twong 1 4 - 5 gio; nira doi trong dich néo tiy khoang 6 - 8 gid. Piracetam khong
gfin vao céc protein huyét tuong,

Chuyén héa: Chua tim thdy thong tin v& chat chuyén hoa cua piracetam.

Thai trir: Thubc duge dao thai qua than dudi dang nguyén ven. FHé sb thanh thai piracetam cua
thdn & ngudi binh thuomg 1a 86 ml/phut. 30 gior sau khi udng, hon 95% thude duge thai theo
tiéu. Néu bj suy thén thi ntra doi thai triv ting 1én: O ngudi bénh bi suy thin hoan toan va khong
hdi phuc, thoi gian nay 14 48 - 50 gio.

16. Quy cich déng goi:

Vién nén bao phim Co-ceftam 400:

Hop 10 vi x 10 vién, kém theo to huéng dan sir dung thude.

17. Pidu kién bio quin, han ding, tiéu chuiin chit lwgng:

- Bdo quéan: Dudi 30°C, noi kh, tranh dnh sang,.

- Han dung: 24 thang ké tir ngay san xuét.

- Tiéu chuén chét lugng: TCCS.

18. Tén, dia chi ciia co s& san xuat:

San xuét tai:

CONG TY CO PHAN DUOC PHAM PHARBACO THAI BINH

Dia chi: L CNOI — Cum cdng nghiép An Ninh, Xa An Ninh, Huyén Tién Hai, Tinh Thai
Binh, Viét Nam

Duge chuyén giao cong nghé tir:

CONG TY CO PHAN DUGC PHAM TRUNG UONG I~ PHARBACO

Pia chi: 160 Toén Pire Thing, phuong Hang Bot, quan Ddng Da, thanh phé Ha Néi



