https://nhathuocngocanh.com/

Rx - Prescription drug GMP - WHO

CAPRILES

PIRACETAM 800mg/10ml

Excipients q.5.fu..mmmmmmnin.
Indications - Contraindications -
Dosage - Administrations and
other information:

See the package insert inside.
Storage: Store in a dry place,
below 30°C.

Specifications: Manufacturer’s,
Keep out of reach of children,
Carefully read the accompany-
ing instructions before use.
Manufactured by:

HATAY PHARMACEUTICAL J.5.C
Population groups No. 4 - La Khe -
Ha Dong - Ha Noi.
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Rx - Thuéc ban theo don

CAPRILES

PIRACETAM 800mg/10ml

GMP - WHO

Thanh phan:
5i 10 ml dung dich uéng chita:

diing - Liéu diing va cac théng
tin khdc: Xem t& huéng dan sir
dyng thude bén trong hép.

Bao quan:

Nai khé, nhiét 46 dudi 30°C.

Tiéu chudn p dung: TCCS,

Dé xa tam tay tré em.

Boc ky huéng dan st dung trudc
khi diing.

S4n xust tai: CONG TY CP DUQC
PHAM HA TAY.

T8 dan phé s6 4 - La Khé - Ha
Béng - Ha Néi.

( xHONGDUOCTIEM )

SPK (Reg.No)

$8 16 SX (Lot.No)
Ngay 5X (Mfg.Date) :
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HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE
1. Tén thuée: CAPRILES
2. Thanh phan: Mdi 10 ml dung dich udng chira:
Piracetam 800mg
Ta dugce vira du 10ml
(Té dwgc gom: Natri citrat, acid citric, nipasol, nipagin, aspa
tartrazin, ethanol 96%, nrde tinh khiét).
3. Dang bao ché: Dung dich udng.
4. Dugc lue hoe, durge dong hoc:
- Duge lyc hoc:
Piracetam (dn xuét vong cia acid gamma amino-butyric, GABA) duoc coi la mot chét cé
tac dung hung tri (cai thién chuyén hoa ctia té bao than kinh) mac du ngudi ta con chua biét
nhiéu ve céc tac dung ddc hiéu ciing nhu co ché tic dung ctia n6. Thim chi ngay ca dinh
nghfa vé hung tri nootropic ciing con mo hd. N6i chung tac dung chinh cua cac thude duge
goi la hung tri (nhu: piracetam, oxiracetam, aniracetam, etiracetam, pramiracetam,
tenilsetam, suloctidil, tamitinol) 1a cai thién kha ning hoc tép va tri nhg. Nhiéu chét trong s6
ndy dugc coi la ¢o tac dung manh hon piracetam vé mat hoc tip va tri nhé. Nguoi ta cho
rdng & ngudi binh thuong va & ngudi bi suy giam chirc nang, piracetam tac dung truc tiép
dén ndo dé lam tang hoat dong clia viing doan ndo (viing no tham gia vao co ché nhén thirc,
hoc tép, tri nhd, su tinh tdo va y thirc).
Piracetam tac dong lén mot s6 chét dan truyén than kinh nhu acetylcholin, noradrenalin,
dopamin... Didu nay c6 thé giai thich téc dung tich cyc cia thudc 1én su hocAdp va cai
thién kha ning thuc hién céc test v& tri nhé. Thubc ¢6 thé lam th dm su truyén fhan
kinh va gép phan cai thién moi trueng chuyén hoa dé cic té bao inh hoat dong tot.
Trén thuc nghiém, piracetam co tac dung bao vé chong lai nhimg r6i loan chuyén hoa do
thidu mau cuc bd nhd lam ting dé khing cia ndo dbi véi tinh trdng thiéu oxy. Piracetam
lam ting su huy dong va sir dung glucose ma khong 1€ thudc vao sy cung cdp oxy, tao
thuén lgi cho con dudmng pentose va duy tri tong hop nang lugng & ndo. Piracetam tang
cudng ty 1é phuc hdi sau ton thuong do thiéu oxy bang cach tang su quay vong cua cdc
photphat v6 co va giam tich tu glucose va acid lactic. Trong diéu kién binh thuong cling
nhu khi thiéu oxy, nguoi ta thay piracetam lam tang lugng ATP trong ndo do tang chuyén
ADP thanh ATP; diéu nay co the la mot co ché dé giai thich mét s6 téc dung c6 ich ctia
thudce. Tac dong lén sy dan truyén tiét acetylcholin (lam tang giai phong acetylchohn) cling c6
thé gop phan vao co ché tic dung clia thuoc Thude con co tac dung lam tang giai phong
dopamin va diéu nay co thé c6 tac dung tét 1én su hinh thanh tri nhé. Thube khong c6 téc
dung gay ngu, an than, hdi sirc, giam dau, an than kinh hodc binh than kinh ciing nhu
khong co tac dung cua GABA.
Piracetam lam giam kha néng két tu tleu cdu va trong trudng hop hong céu bi clg bat
thurong thi thube c6 thé lam cho hong cdu phuc hdi kha ning bién dang va kha nang di qua
cac mao mach. Thude ¢6 tac dung chdng giat rung co.
- Duwge dong hoc:
+ Hip thu: Piracetam dung theo duong uong dugc hap thu nhanh chéng va hiu nhu hoan
toan & dng tiéu hoa. Kha dung sinh hoc gin 100%. Nong d§ dinh trong huyét tuong (40 -
60 microgram/ml) xudt hién 30 phut sau khi v Long mot lidu 2 g. Nong do dinh trong dich
ndo tiy dat dugc sau khi ubng thude 2 - 8 gio. Hap thu thudc khong thay déi khi diéu tri
dai ngay.
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+ Phan b: Thé tich phan bd khoang 0,7 lit/kg. Piracetam ngém vao tat ci cac mo va co thé
qua hang rao mdu - ndo, nhau - thai va ca cac mang dung trong thdm tich than. Thude c6
nong d9 cao & vo ndo, thily tran, thiy dinh va thity chdm, tiéu ndo va céc nhan ving day.

+ Chuyén héa: Trong co thé piracetam khong chuyén hoa.

+ Thai trir: Nira doi trong huyét twong 12 4 - 5 gio; nira doi trong dich ndo tiy khoang 6 - 8
gitr. Piracetam khong gan vao cic protein huyét twong va dugce dao thai qua thin du6i dang
nguyén ven. Hé s6 thanh thai piracetam ciia than & ngudi binh thudong 1 86 ml/phit. 30 gio
sau khi ubng, hon 95% thubc diroc thai theo nude tiéu. Néu bi suy than thi nira doi thai trir
ting 1én. O ngudi bénh bi suy thin hoan toan va khéng hdi phuc thi thoi gian nay 1a 48 - 50
gio.

5. Qui cach déng gbi: Hop 20 dng x 10ml, kém theo t& huéng din sir dung thude bén
trong hdp.

6. Chi dinh, cach diing, li¢u ding, chong chi dinh:
- Chi dinh:

+ Rung gidt co ngudn goc vo ndo. 2[ oo PHAN
+ Thiéu mau nio. nUdC PHAM
+ Sa st tri-tué & ngudi gia. A-TA
¥ Chéng mat.

- Lieu lwgng va cach dung:
+ Diéu tri sa sit tri tué & nguedi gia: 2 3 ong moOt ngay, tuy theo ting truong hop. Liéu c6
thé cao téi 6 bng/ngay trong nhitng tudn dau.

+ Suy giam nhan thirc sau chén thurong ndo (c6 kém chdng mdt hodc khong): Liéu ban du
1a 10 — 15 éng/ngay; liéu duy trila 3 dng/ngay, udng it nhat trong ba tudn.

+ Diéu tri giat rung co: Lleu 9 ong/ngay, chia lam 2 - 3 lan. Tuy theo dap (ng, cir 3 - 4
ngay mot lan, tang thém 6 dng mdi ngay cho téi lidu tdi da 1a 25 6ng/ngay. Sau khi di dat
liéu tbi wru ctia plracetam nén tim céch giam lidu cta cac thudc ding kem.

+ Cén diéu chinh liéu & bénh nhén suy gan, than:

Cly 50-79ml/phat: Dung 2/3 liéu binh thuong chia 2-3 lAn/ngay.

Cl, 30-49ml/phut: Dung 1/3 liéu binh thudng chia 2 lin/ngay.

Cler 20-29ml/phut: Dung 1/6 liéu binh thwong, 114n/ngay.

Khong dung thude néu mirc loc cau than < 20 mi/phut.

- Chéng chi dinh:

Ngudi qua man véi bét ctr thanh phan nao cua thude.

Ngudi bénh suy than nang (hé so thanh thai creatinin dudi 20 ml/phut).

Ngudi méc bénh mila giat Huntington.

Ngudi bénh suy gan nang.

Truong hop chay mdu néo.

7. Than trong:

Vi piracetam dugc théi qua than, nén nira doi cua thude ting 1én lién auan true tiép véi

murc d6 suy than va d¢ thanh thai creatinin. Can rat than trong khi dt hudc cho ngudi
béph bi suy than. Can theo ddi chirc ning than & nhitng ngudi bénh n&y va ngudi bénh cao
tuoi.

Khi hé sb thanh thai cua creatinin dudi 60 ml/phut hay khi creatinin huyét thanh trén 1,25
mg/100 ml thi can phai diéu chinh liéu.

Hé sb thanh thai creatinin 1a 60 - 40 ml/phut, creatinin huyét thanh 1a 1,25 - 1,7 mg/100 ml
(ntra doi ctia piracetam dai hon gép d6i): Chi nén dung 1/2 lidu binh thuong.

Heé sd thanh thai creatinin 1a 40 - 20 ml/pht, creatinin huyét thanh la 1,7 - 3,0 mg/100 ml
(nira doi clia piracetam 14 25 - 42 gio): Diing 1/4 lidu binh thuong,
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Piracetam c6 tac dung trc ché két tap tiéu cau kéo dai thoi gian chay méu. Nén than trong
dung ¢ bénh nhén bi XUuét huyet ndng, bénh nhén ¢4 nguy co chidy mau nhu viém loét da
day, bénh nhan rbi loan cdm mau, nhimg ngudi c6 tién sir xuat huyet bénh nhan trai qua
phau thudt 1én ké ca phau thuit nha khoa, bénh nhan str dung thuée chéng dong hay thude
chdng két tap tiéu cdu nhu aspirin.

- Thoi ky mang thai:

Chua c6 nghién ctru vé an toan cho phu nit ¢6 thai. Khong nén dung thudc nay cho nguoi
mang thai vi piracetam c6 thé qua nhau thai.

- Thei ky cho con bi:

Khong nén diing piracetam cho ngum cho con bt vi piracetam duoc bai tiét vao sira me.

- Tdc dgng lén kha niing l4i xe va vin hanh may méc:

Thube c6 thé gdy budn ngi, ngl ga, bbn chon, dau dau, chéng mat, kich dong nén khong
dung khi lai xe hodc van hanh may moc.

8. Twong tic thuoc

Vin c6 thé tiép tuc phuong phép diéu trj kinh dién nghién ruou (céc vitamin va thude an
than) trong tredng hop ngudi bénh bi thiéu vitamin hoc kich dong manh.

D ¢ truong hop cb tuong téc gilra piracetam va tinh chit tuyén gidp khi diing dong thoi:
L1 1an, bi kich thich va roi loan giac ngu.

O mét ngudi bénh thoi gian prothrombin da duge on dinh bang warfarin laj Eng.lén khi
dung piracetam. : <.
9. Tic dung khong mong mudn (ADR):

Thuong gap, ADR >1/100:

Toan thén: Cang thang, mét moi.

Tiéu héa: Budn ndn, ndn, ia chiy, dau bung, trudng bung.

Thén kinh: Bn chdn, d& bi kich dong, nhirc dau, mat ngi, ngt ga.
It géip, 1/1000 < ADR < 1/100:

Toan thin: Suy nhugc co the

Toan thin: Chéng mit, trim cam, budn ng.

Than kinh: Run, kich thich tinh duc.

Tan sé khéng biét:

Méu va hé bach huyét: Réi loan xuit huyét.

H¢ thong mién dich: Phan ung phan ve, qua man.

Thén kinh: Kich dong, lo lang, Id lan, 4o gic, nhitc dau, mat ng, kinh.

Tiéu hoa: Dau bung, tiéu chay, buon ndn, ndn mua.

Da: Phu né, viém da, ngira, ndi mé day.

- Hu*o’ng din cdch xir tri ADR:

C6 thé giam nhe cac tac dung phu ctia thudc bang cach giam liéu.

10. Qua lidu va xir tri:

Qué liéu: Piracetam khéng doc ngay ca khi dung liéu rit cao.

Xt trf: Khong 6 thude giai doc cho qué liéu piracetam. C6 thé rira da day, gdy non hodc
thim tach mau.

& Khuyén cao: Khong duoce tiém.

12. Piéu kién bio quan va han ding:

- Bdo quan: Noi kho, nhiét do dudi 30° C.

- Han dung: 36 thang ké tir ngay san Xut. Khéng dwge ding thudc da qua han dung.
*Luuy:

Ché phdm dung chét tao ngot aspartam nén diing duge cho bénh nhan tiéu duong.

c0 PHAN
DUJC PHAM
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Khi thdy thude bi van duc, s6 16 SX, HD md... hay c6 cac bidu hién nghi ngd khac phai

dem thude téi hoi lai noi ban hoic noi san xuét theo dia chi trong don.

13. Tén va dia chi nha san xuit: '

Tén nha san xuit: CONG TY C.P DUQC PHAM HA

Dia chi: T dan phd s 4 - La Khé - Ha Dong - TP. Hz
DT: 04.33522204 FAX: 04.33522203
PT: 04.33824685 FAX: 04.33829054
Hotline: 0433 522525

14. Ngay xem xét sira déi, cap nhit lai ngi dung hwéng din sir duhg

Ngidy .......... thang........ndm...........
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HUONG DAN SU DUNG THUOC CHO NGUOT RENH

1. Tén thube: CAPRILES
2. Khuyén cio:
“Pé xa tam tay clia tré em”
“Khéng dugc tiém”
“Thude béan theo don”
“Poc k§ huéng din sir dung trude khi dung” &
“Théng bao cho béc si nhitng téc dung khong mong mudn gap phai khi et
3. Thanh phéan, him lwrgng cia thude:
Méi 10ml dung dich uong chua:
Piracetam 800mg
Ta dugc vira di 10ml
(Té diege gom: Natri citrat, acid citric, nipasol, nipagin, aspartam, tinh ddu cam,
tartrazin, ethanol 96%, nudc tinh khiét).
4. Mo ta sdn pham Ché phim long trong, sanh, mau vang, mui thom, vi ngot.
5 Qui cach déng g6i: Hop 20 ong x 10ml, kém theo t& hudng dan str dung thuée bén
trong hop.
6. Thudc diing cho bénh gi?
+ Rung gidt co ngudn gbe vo ndo.
+ Thiéu méu nfo.
+ Sa st tri tué & nguoi gia.
+ Chong mit.
7. Nén dung thube nay nhu thé nao va lleu lwgng?
+ Diéu tri sa sii tri tué & nguoi gia: 2-3 ong mot ngay, tuy theo ting truéng hop. Liéu c6
thé cao ti 6 dng/ngdy trong nhimg tuan dau.
+ Suy giam nhan thitc sau chan thirong ndo (co kem chong mat hodc khong): Liéu ban diu
1a 10 — 15 éng/ngay; liéu duy trila 3 dng/ngay, udng it nhat trong ba tudn.
+ Pieu tri gidt rung co: Lleu 9 ong/mzay chia lam 2 - 3 lan. Tuy theo dap tng, ¢t 3 - 4
ngdy mot lan, ting thém 6 dng mdi ngay cho tdi liéu tbi da la 25 dng/ngay. Sau khi da dat
lidu toi wu cta piracetam nén tim céch giam lidu cua céc thude ding kem.
+ Cén diéu chinh liéu & bénh nhén suy gan, thén:
Clg 50-79ml/phut: Dung 2/3 lidu binh thudng chia 2-3 lan/ngay.

Cl,, 30-49ml/phut: Dung 1/3 liéu binh thudng chia 2 lin/ngay. /4\

‘ chNG TY \2
c0 PHAN
puac PHAM

Cler 20-29ml/phut: Dung 1/6 liéu binh thudmg, 114n/ngay.

Khong dung thudc néu mic loc cau than < 20 ml/phut.

8. Khi nio khong nén ding thude nay?

Ngudi qud min véi bét cir thanh phan nao cua thude.

Nguoi bénh suy thén nang (hé s6 thanh thai creatinin duéi 20 mi/phut).
Ngudi méc bénh mia giat Huntington.

Ngudi bénh suy gan néng.

Truong hgp chay mau néo.

9. Tac dung khong mong mubn:

Thuong gap, ADR >1/100:

Toan than: Cang thang, mét moi.

Tiéu héa: Budn non, ndn, ia chiy, dau bung, truong bung.

Than kinh: Bén chdn, d& bi kich dong, nhirc diu, mét ngu, ngi ga.
It gép, 1/1000 < ADR < 1/100:
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Toan than: Suy nhugc co thé.

Toan than: Chéng mit, tram cam, budn ngu.
Thén kinh: Run, kich thich tinh duc.

Tan sé6 khong biét:

Mau va h¢ bach huyét: Réi loan xudt huyét,

Hé thong mlen dlCh Phén ung phan ve, qua man

Tiéu hoa: Dau bt_mg, tiéu chay, buon non, ndén mura.
Da: Phu né, viém da, ngira, nbi mé day.

10. Nén tranh ding nhirng thude hoic thye pham gi khi dang str dung thude nay?

Van c6 thé tiép tuc phwong phép diéu tri kinh dién nghién rugu (cac vitamin va thudc an
than) trong truong hop ngudi bénh bi thiéu vitamin hoic kich dong manh.

Da c6 trudong hop cb tu'cmg tac gitra piracetam va tinh chat tuyén giap khi ding dong thoi:
Lu lan, bi kich thich va r6i loan giac ngu.

O mot ngudi bénh thoi gian prothrombin dd duge én dinh bing warfarin lai tang 1én khi
dung plracetam

11. Cin lam gi khi mét 1dn quén khéong ding thube?

Bo sung liéu ngay khi nhd ra. Tuy nhién, néu thoi gian gian cach véi lidu tlep theo qua
ngén thi bo qua lifu da quén va tiép tuc lich ding thube. Khong ding liéu gép déi dé bu
cho liéu da quén.

12. Cén bdo quén thubde nay nhu thé nao?

Gitr thude trong hop kin, ngoai tim véi cua tré em.

Bao quan thudc noi khd, nhiét do dudi 30°C.

13. Nhirng déu hiéz va tri¢u chimg khi dung thude qua liéu? :

Piracetam khong doc ngay ca khi ding liéu rit cao.

14. Can phal lam gl khi dung thuoc qua liéu khuyén cao?

Khong c6 thube giai doc cho qué lidu piracetam. C6 thé rira da day, gdy non hodc tham
tach mau.

15. Nhirng diéu cin trong khi ding thube nay: !

Vi piracetam dugc thai qua than, nén mira doi cua thube tang 1én lién quan e tiép voi

mirc do suy than va do thanh thai creatinin. Cén rat than trong khi dung ¢ cho nguoi
bénh bi suy than. Cén theo ddi chirc ning than & nhimg ngudi bénh nay va ngudi bénh cao
tuoi.

Khi hé s6 thanh thai cua creatinin dudi 60 ml/phit hay khi creatinin huyét thanh trén 1,25
mg/100 ml thi cAn phai diéu chinh liéu.

Hé sb thanh thai creatinin 14 60 - 40 ml/phut, creatinin huyet thanh 1a 1,25 - 1,7 mg/100 ml
(ntra doi cua piracetam dai hon gép d6i): Chi nén diing 1/2 liéu binh thudng.

Hé sb thanh thai creatinin 1a 40 - 20 ml/phit, creatinin huyét thanh Ia 1,7 - 3,0 mg/100 ml
(nira doi cua piracetam 1a 25 - 42 gio): Dung 1/4 liéu binh thuong.

Piracetam c6 téc dung trc ché két tap tiéu cau kéo dai thoi gian chay méau. Nén thin trong
dung ¢ bénh nhén bi Xuét huyet ndng, bénh nhén c¢6 nguy co chay mau nhu viém loét da
day, bénh nhan roi loan cdm méu, nhimg ngudi c6 tién sir xuat huyet bénh nhén trai qua
phau thudt lén ke ca phau thudt nha khoa, bénh nhin str dung thude chéng dong hay thubc
chéng két tap tiéu cdu nhur aspirin.

- Thoi ky mang thai:

Chua c6 nghién ciru vé& an toan cho phu nir co thai. Khong nén ding thude nay cho nguoi
mang thai vi piracetam c6 thé qua nhau thai.

- Thoi ky cho con b:
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Khong nén dung piracetam cho nguéri cho con b vi piracetam dugc bai tiét vao sira me.
- Tdc dfng lén kha ning l4i xe va van hanh may moéc:
Thube c6 thé gdy budn ngt, ngi ga, bén chdn, dau dau, chéng mat, ki i d
dung khi lai xe hodc vén hanh may moc.
16. Khi nio cin tham vin bac s§?
Khi cin thém thong tin vé thudc.

Khi thay c6 nhimg tac dung khong mong mudn gap phai khi sir dung th
Khi dung thuoc ma thay triéu chung cua benh khong thuyen giarn

st dung

18. Tén va dia chl nhé sén xuat:

Tén nha sin xuit: CONG TY CO PHAN DUQC PHAM HA TAY

Pia chi: Té dan phd sb 4 -La Khé - Ha Péong - TP. Ha Néi

Dién thoai: 04.33522204, 04.33824685 Fax: 04.33522203, 04.33829054
Hotline: 0433 522525

Biéu twong:
DUT

HATAPHAR

conﬁﬁowvcmmmm

19. Ngay xem xét sira ddi, cAp nhat lai ndi dung hwéng din sir dung thude:
Ngay ..........thang......... nim...........

TUQ.CUC TRUONG
P TRUGNG PHONG

G é Mink Hang



