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HUGNG DAN SU DUNG THUOC CHO CAN BO Y TE

ORILOPE 800 mg
Dung dich uai
Thudc bdn theo dan '
Cdng thiic : Méi dng ORILOPE 800 mg/8 ml chila ol
PIFACEIAM ..ovvviiirimsssmmrersssssrsesnsvnsesiss sssesmssses B0 )

Td duge: Sorbitol, Acesullam polassium, Matr

Methyl paraben, Propyl paraben, Propylen glycol,
Trinh bay :

dng 8 ml, hép 12 dng. hip 24 éng, hip 36 bng va hdp 48 &ng,
Dugc Ifc hoc :

Piracetam (dan xudl véng cha acid gamma amincbutyric, GABA) duge xem 1& mdt chil ¢6 1ac dyng
hung irl (cal thign chuyén hda cla 1€ bao thin kinh) mac di ngudi 1a cdn chua bidt nhigu vé cac 1dc
dyng dac hidu ciing nhyf ¢ ché tac dyng cia no. Tham chi ngay ca dinh nghia vé hung tri “nootropic”
cling con ma hé. Noi chung tac dung chinh cla cac thudc dugc gol 1& hung 1 (nhu piracetam,
oxiracetam, aniracetam, etiracetam, pramiracetam, tenilsetam, suloclidil, 1amitingl) ia cdi thién kha
néng hoc tap va tri nhd. Nhidu chat lrong sé nay duge col 14 ¢6 lac dung manh hon piracetam vé mt
hoc 1ap va trl nhé. Ngudi ta cho ring & ngudi binh thuéng va & ngudi suy gidm chiic nang, piracetam
tac dyng lryc liép dén nao dé |am tang hoat ddng cla ving doan nao (viing ndo tham gia vao ¢d ché
nhén thife, hoe tap, tri nhd, sy tinh 140 va y thidc).

Piracetam tdc ddng l&n mdl s8 chal din lruyén thidn kinh nhu acetylcholin, noradrenalin, dopamin -
DIéu nay c6 th& gidl thich tac dyng tich cy¢ cla thudc 1&n sy hoc tap va cal thign khd nang thyc hign
cdc test vé tri nhd, Thudc cd thé 1am thay déi sy dn truyén thdn kinh va gop phén cil thign mai
truding chuydn héa dé cac 14 bao than kinh hoat ddng 1. Trén thyc nghiém, piracetam b téc dung
béo vé chdng lai nhiing rdi loan chuyén héa do thiéu mau cyc bd nhd lam tAng dé khang cha ndo déi
wdi linh frang thiéu oxy. Piracetam lam tang sy huy dong va sif dung glucose ma khéng |18 thudc vao
sy cung cdp oxy, tao Ihudn Igi cho con dudng pentose va duy il t8ng hgp nang lugng & nao.

Piracelam t&ng eudng ty 1& phuc héi sau 18n thuong do thidu oxy béing cdch ting sy quay vong cla
cac pholphat vé cd va giam tich ty glucose va acid lactic. Trong didu kign binh thuing cing nhu khl
thigu oxy, ngudi 1a nhan thédy piracelam |am tang lugng ATP trong ndo do tang chuyén ADP thanh
ATP; diéu nay c6 thé 1a mot co ché dé giai thich mot s8 tdc dyng ¢6 ich cta thude. Tdc déng 18n sy
dan truyén tiét dich acetylcholin (1am tang gidi phéng acelylcholing cling c6 1hé gép phén vao cd ché
tac dyng clia thufc. Thubc con co tac dung lam tang gidi phong dopamin va difu nay cé thé cé lae
dyng 18t 1&n sy hinh thanh trf nhd. Thude khéng c6 tac dyng gay ngl, an than, héi sidc, giam dau, an
than Kinh hedc binh thén kinh cing nhu khang ¢ tdc dyng clia GABA.,

Piracetam lam giam kha nang két p téu cu va trong trudng hop héng cdu bi cing bét thudng thi
thudc c6 thé 1am cho hdng cdu phuc hdi khd nang bidn dang va khd nang di qua cdc mao mach.
Thude ¢6 tac dyng chidng giat rung co.

Dugc dong hoc :

Piracetam ding theo dudng uéng duge hap thu nhanh chéng va h&u nhi hoan todn @ ang tidu hod.,
Khé dyng sinh hoe gdn 100%. Néng dé dinh trong huyé! tugng (40 - 60 wg/ml) xudt hign 30 phit sau
khi udng mdt lidu 2g. Néng d dinh trong dich ndo thy dat duge sau khi ufng thuic 2 - B gig. Hép thu
thudic khéng thay déi khi digu tri dal ngay, Thé lich phin b khodng 0,6 IIVkg. Piracetam ngam vao 141
cd cdc mb va co thé qua hang rdo méau - ndo, nhau - thai va ca cac mang ding trong thdm tich than.
Thude ¢o néng dd cao & vb nao, thay trdn, thoy dinh va Ihiy chdm, tifu ndio va cac nhén ving day.
Thei gian ban hiy trong huyét wong 1a 4 — 5 gio; thoi gian ban hiy trong dich,ndo 1y khodng 6 - B
giéi. Piracetam khong gén vao céc prolein huyét ludng va duge thai irll qua thin dugi-dang nguyén
ven. Hé sd thanh thai piracetam cla thiin & ngudi binh thitding 14 BE mifphat. &'sau khi udng, han
95% thubc dugc bai tidt qua nude tidu. N&u b| suy than, thal gian thai tnr s& tang tén: O ngudi bénh b
suy than hodn todn va khdng héi phuc thi thai gian 1hai tri 1& 48 - 50 gid.
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Chi djnh : i
Rung giat co ngudn gc vd nao; thifu mau ndo; su 'th & ngudi gia; chiing noi kho & tré
nhd; chéng mat. ’ :

Chéng chi dinh :

Mgudi bénh suy Ihan nang (hé s8 thanh thai creat
Ngudi mie bénh Huntington.
Ngudi bénh suy gan.
Mén cdm bat i thanh phén cla thude, chdy mau nao.
Liéu lugng va cdch ding :
Cédch ding: Nén udng thudc ngay sau bifa &n.
Lidu dung:
Biéu tri rung glat co ngudn géc vé ndo lidu ding 7,3 g/ ngay ( tuong dng vdi 9 dng/ngay) chia lam 3
1&n mdi ldn 3 éng

Thigu mau nao: Liu thudng ding cho ngudi Idn: 2 8ng x 3 ldn/ngay, néu cai thién thi gidm liéu 1 éng
¥ 3 ldn/ngay.

Suy gidm nhan thire & nguai gia: Lidu 1,2 - 2,dg/ngay (tuong dng vdi 2-3 ng/ngay) chia lam 2-3 I4n,
tuy theo muc dé nang cla trigu ching.
Chifng khd néi & tré em: 50 mg/kg/ngéy. chia lam 3 l&n/ngay.
Choéng mat: liéu ding 2,4g - 4,8g/ngay (Wwong (ing v4éi 3 - 8 dng mdt ngay) chia lam 3 - 4 1dn
Ngudi cao tuéi:
Biéu chinh lidu ding dugc khuyén cdo & nhiing bénh nhén tdn Wi suy gidam chic nang than (xem
liéu ding & bénh nhan suy than). B&i v6i didu tri 1du dai & ngudi cao twéi, cdn thudng xuyén danh gid
dé thanh thai creatinin,
Bénh nhan suy thin:
Cl.r 50 - 79 ml/phut: ding 2/3 liéu binh thudng, chia thanh 2 - 3 ldn/ngay
Cl.; 30 - 49 mi/phut: ding 1/3 liéu binh thudng, chia thanh 2 ldn/ngay
Cl., 20 - 29 ml/phit: ding 1/6 liéu binh thudng, 1 lan/ngay
Khéng ding thudc néu mic lgc céu than <20 mifphut
Bénh nhén suy gan:
Khéng cén thiét diéu chinh lidu & bé&nh nhan suy gan
Tédc dung khéng mong mudn:
Thudng gép : ADR > 1/100
Toan than : Mé&t mbi.
Tiéu héa : Budn ndn, ndn, fa chdy, dau byng, truéng byng.
Thén kinh : Bén chén, dé bj kich ddng, nhic ddu, mat ngd, ngd ga.
It gap : 171000 < ADR < 1/100
Tean than : Chéng mal, ldng cdn, suy nhugde
Thén kinh : Run, kich thich tinh dyc, cang thdng, ting vin ddng, trdm cim
Huyét hoc: RE| loan déng mau hodc xudt huyét nang
Da: Viém da, ngiia, may day
Tudng tdc thude :
Vin c6 thé tiép tyc phuang phap diéu tr kinh dién nghién nigu (cde vitamin v
trudng hgp ngudi bénh bj thidu vitamin hodc kich déng manh.
D& cé mt trudng hop cd tudng tdc gilfa piracetam va tinh chat tuyén gidp khi
bi kich thich va réi loan gidc ngd.

an thén) trong

ng déng thai : L 1n,
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G mdl ngusi banh thai gian prothrombin da dugc 8n dinh bing warlarin lai tang 1én khi ding
piracetam.

Thén trgng khi diing :
Than trong vdi bénh nhan rdi loan déng mau do ¢é e ché k&t tap tidu cdu.
Vi piracetam dugc thai qua than, nén niia doi cia thudc tang Ién lién quan tryc tiép voi muc do suy
than va dé thanh thdi creatinin. Cdn rt than trong khi ding thude cho ngudi bénh bj suy than, Cén
theo d&i chie nang than & nhifng ngudi bénh nay va ngusi bénh cao twi.

Khi hé s6 thanh thai cia creatinin dudi 60 ml/phut hay khi creatinin huy&t thanh trén 1,25 mg/100m! thi
cén phdi diéu chinh lidu:

Hé sd thanh thai creatinin I 60 — 40 mlphit, creatinin huyst thanh 14 1,25 - 1,7 mg/100ml {nfa dai
ciia Piracetam dai hon géip déi) : Chi nén dung % lidu binh thudng.
Hé sd thanh thai creatinin & 40 - 20 ml/phut, creatinin huyét thanh 1a 1,7 - 3,0 mg/100m| {nifa dgi
cla Piracetam |4 25 - 42 gid) : Dung % lidu binh thudng
Tranh nging thude dat ngdt & bénh nhan rung giat co do nguy cd gay co glar.
Than trong trén bénh nhén Ioét da day, cé tién s dot quy do xuat huyél, ding cing cde thube gay
chay mau do tang nguy cd gay chay mdu. Thén trong trong cde phiu thuat 16n do kha nang r8i loan
ddng mau tiém tang.
Thén trogng vdi cdc ta dugc:
Sorbitol: Théng bao cho bac sicé bénh khang dung nap céc loal dudng hodc loal dudng nay.
Methyl paraben va propyl paraben: Co thé gay phan dng di Ung qua mén (¢6 thé phan ung mudn).
Propylen glycol: co thé gdy ede tridu chiing nhu nghién rugu.
Tdc dyng lén kha ning ldi xe hay vin hanh may mdc:
Trong cédc nghién cuu lam sang, cdc biéu hién budn ngd, cang thang va trdm cdm da tim thdy thudng
xuyén hon & nhilng bénh nhan ding piracetam liéu lugng 10 1,69 - 15g mdi ngay so vdi gia dugc.
Chua c6 nghién cliu vé anh hudng kha nang lai xe khi ding 15 dén 20 g mdi ngay. Théan trong khi
van hanh may mac tau xe khi udng Piracetam.
Phu nd cd thai va phu ni cho con bi :
Phy niZ c6 thal : Piracetam 6 thé qua nhau thai, Khdng nén ding thude nay cho nguél mang thai.
Phy ni cho con bu : Khéng nén dung Piracetam cho ngudi cho con bu
Qua lidu va xdrtri :
Khéng ¢ antidose (déi khdng déc hidu) chd ydu 1& hd trg ridu chiing néu cb
Piracetam khéng déc ngay ca khi ding liéu rdt cao. Khéng cén thiét phai ¢6 nhing bign phap dac biat
khi diing qud liéu.
Bdo quan : Noi khd, nhiét dd dudi 30°C, tranh dnh sédng
Thudc sin xudt theo TCCS
Han ding : 36 thang ké ti ngay sdn xuat
Ngay xem xét sifa d6i, cap nhat lai ndi dung huéng din sif dung thudc
CONG TY CP'DUQC PHAM PHUONG PONG

CONG TY €O PHAN DUGC PHAM PHUONG BONG
1 b 1) 167 Buang 2, KCN Tan Tao, P.Tan Tao A, O, Binh Tan, TPHCM,
g BT:(08) 37540724, (08) 37540725; FAX: (08) 37505807,
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HUGNG DAN SU DUNG THUGC CHO NGUGSI BENH

=

. Tén sén phédm : ORILOPE 800 mg
Thude ban theo dan
Dpc ki hudng dén trude kbl st dyng
Dd xa tdm tay tré em
Thdng bdo ngay cho bic sy hode duge si nhing tic dyng ko ;
2. Thanh phén, him lugng cda thude : Cha § dag 8mi dung dich
- Hoglchit A
Piracetam. ..., FR— i

= Ta duge: Sortatol, Acesullam polassium, Nalrd bicarbonat, Acid hypophosphorous, Mau caramel, Methyl paraboen, Propyl
paraban, Propyben glycol, Hudng sta, Acid citre, Natr solfit

3. Mo ta sdn phim: Dung dich ubng od miu vang ndu, cb vi ngoel, mii dic ng
4. Quy cdch déng goi:
= Ong 8 mi, hip 12 ding, hop 24 Sng, hiip 38 &ng va hip 48 8ng
5. Thudc ding cho bénh gi 7
- Rung gt co nguén ghe vo nlio; thifu mau ndo; suy gidm nhin thite & ngudi gid; ching ndi khé & td nhd; chang mit.
6. Nén ding thudc nay nhu thé ndo va lidu lugng?
= Cach ding: Mén ubng thudc ngay sau bie &n,
- Libuding:
Bifiu 11 rung glat cd ngudn gée vd nde lidu ding 7.3 g/ ngdy | uong dng vdi 9 Gngingay) chia m 3 tin mdi in 3 6ng
Thiu méu ndo: Lidu thuting ding cho ngudi Idn: 2 dng x 3 ln/ngdy, nlu cdi thign thi gidm Gdu 1 ng x 3 lin/ngdy.
Suy gidm nhin thifc § ngudi gla: Liu 1,2 - 2,4g/ngay (Wigng dng vdi 2-3 dng/ngdy) chia Fim 2-3 Hn, Wy thee muc dé
ndng cla tidu ehing,
Ching khé néi & 0 em: 50 mgikg/ngdy, chia lam 3 Mningay.
Ching mit: lidu ding 2,47 - 4,8g/ngay (twdng dng vdi 3 « B Sng mdt ngdy) chia lam 3 - 4 lin
Mguai cao wéi: Difiu ehinh lifu ding duge khuydn cdo d nhidng binh nhan idn wéi suy gidm chie niing thin (kem Ebu
ding & bénh nhin suy thdn), D& voi didu tr ldu dai & ngudi cao tudi, cfn thudng suyén dinh gid db thanh thii
craatinin,
+ Banh nhin suy thin:
= Gl 50 - 79 mUphdt: dong 2/3 Bidu binh thugng, chia thanh 2 - 3 ln/ngay
# Gl 30 = 40 mi/phit: ding 1/3 Gdu binh thudng, chia thanh 2 lin.l'ngay
o Gl 20 =29 miphilt: dung 176 B8u binh thudng. 1 innghy
» Khéng ding thufc néu mie loe edu thin < 20 mifphol
+ Bénh nhin suy gan: Khéng cén thifl didu chinh lidu & bdnh nhiin suy gan
7. Khi ndio khéng nén ding thudc nay?
~ Mgudi binh suy thin ndng (hé s& thanh thai creatinin dudi 20 miphin),
= Nguai mie bdnh Huntington,
~  MNgudi bdnh suy gan.
- Min cdm bat cd thanh phin clia thude, chiy mau ndo.
8. Tac dyng khéng mong mudn :
- Thuong gdp - ADR > 11100
+ Todr thitn : Mat mdi.
+ Tidu hoa : Bubn ndn_ndn, la chidy, dau bung, inidng bung
+ Thén kinh : B&n chén, dd bj kich ddng, nhic ddu, mat ngd, ngd ga:
- gdp : 11000 < ADR « 17100
+ Todn thin | Chéng mat, Ang cdn, suy ahuoc
+ Thén kinh : Run, kich thich tinh dye, edng thiing, thng vin déng, trim cim
+ Huydt hoc: A&l loan déng mau hode xulil huydt ndng
+ Da: Vidm da, hgla, may day
Théng bdo cho bdc i nhitng tdc dyng khdng mong muda gap phil ki 50 : =
9. Nén trinh ding nhing thudic hoge thyc phim gl khi dang si dung thude nay?
~ Viin cd thd tép tue phudng phap difu tri kinh didn nghidn nugu tca:[m‘lamh vé thudc an thiin) trong tneng hgp ngudi tdnh bj
thidiu vitamin hode kich déng manh.
- Ell: £d mit tnsding hop cé Wng tic gida piracetam vi linh chdl tuylin gidp khi ding déng thai: La tn, bi kich thich vi 8l loan
glac ngi.

-

-

-
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= O mét nguti bdnh théi glan prothrombin da duge 8n dinh bing wartarin 13l tng 16+ <hi ding piracetam.
10. Ciin lAm gl khi mét 1in quén khéng ding thudc?

Fhiing nén dung lidu gip dbi 8 ba cho B8u di quén, Niu quén wing métl By hiay ulng ngay khi nhé ra. Tuy nhidn néu gln
thél gian vl lidu Gdp theo, bb qua Bu di quin vi sau do ulng iy tép theo vao ding thal difm,

Tham khdo v kifin bac s

1. Cln bao quin thude ndy nhu thé nao?

Noi khé, nhigt 88 dudi 30°C, tranh Anh sing

12. Nhing d&u higu va tridu chidng khi ding thudc qua léu -

Khing cb antidose (d4i khing dic hidu) chl yéu i b trg tridu ching néu co
Piracetam khéng dbc ngay ol khi dirng lidu rit cas, Khang cfn thigt phil o6 nhilng bidn phip dic biat khi ding qua Bfu

13. Cdn phai thm gl khi ding thutc qua liéu khuyén cdo:

Ndu ban dang thufic nay qui héu khuyén cdo thi ban cin phii
+ Théng bao ngay cho bic $§ hode dén LEnh vign gdn nhit
+ Nng mang theo nhiin thuéic hodc lugng thude cén lal dé bac s§ bigit thubc ma ban di ding

14. Nhing difu cin thin trgng khi ding thude nay :

15. Khi nio cén tham vin bdc sf, duge si -

16. Han diing: 36 thang k& 1 ngay sin xudl
17. Tén/ifu wwgng cha nhi sdn xultinha nhip khifu ichi 546 hiu gisy

18. Ngay xem xét siia d8i, cp nhit lai ngi dung hudng din si dung thube:

Thin trong vai bénh nhan i loan dbing miu do 6 dc ché ki Ap W clu,

Vi pitacotam duge thdi qua thdn, nén nim ddi cda thudc tang 1in lidn quan trye G8p voi mae o) suy thin v dd thanh thai
croatinin. GAn rdt thin treng khi ding thutic cho ngui Bénh by suy thin, Cn theo déi chde ndng thin & nhilng ngudi bénh
nay v ngudl bnh cao tudi

Khi hi 88 thanh thii cda creatink dudi 80 mUphit hay khi eroalinin huy§t thanh 1fén 1,25 mg/100ml thi edin phidi didu chinh
lifu:
+ Hi 88 thanh thii croatinin 14 60 - 40 mUphot, creatinin huydt thank fa 1,25 - 1.7 mg/100ml {nia ddi cda Piracetam dal
hon giip d8i) : Chi nédn ding % B8u binh thuding.
+ Hi 58 thanh thdi creatinin b 40 - 20 mUphin, croatinin huy8! thanh B 1,7 = 3.0 mg/100mi {nda doi cla Piracetam la 25 -
42 gid) : Ding % lidu binh thudng
Tranh nging thue dd1 ngdt & bénh nhin rung gidt co do nguy co gay co gidt,
Thin trong trén bdnh nhin lodl dy ddy, c6 tdn sl di1 quy do xudl huydt, ddng cung cde thude gly chiy miu do ting nguy
o gy chity miu, Thin trgng trang cac phiu thudt n do khi nang rdi loan déng mau tém thng.
Thae trong wdi cde td duge
+ Sarbitol: Théng bao cho bdc &1 cd binh khing ding nap cac loal dutdng hodc log) dudng nay,
+ Mathyl parabon va propyl paraben: Co thé gy phan ng di ing qua mbn (e 18 phin dng mudn).
« Propylon giycol: of thi gay cde tridu ching nhu nghign nigu
Tée dyng khi vin hanh may méc va 14 thu xe: Trong cde nghidn ciu 1am sing, cic bidu hidn bubn ngl, cang thing va
cdm di tim thiy thudng suydn han & ahdng binh nhdn ding pracetam i ugng t 1,60 - 155 mii ngdy 5o vi gid d
Chua 6 nghién ciu vé dnh hudng khi ning Ik ze khi ding 15 d¥n 20 g mdi ngay. Than treng khi vin hanh méy méc o
khi uging Piracetam.
Phy nit cd thal v phy ol cho con b :
+ Phy ni¥ ot thai : Piracetam cé th qua nhau thai. Khdng nén ding thulc nay cho pguit
+ Phy nir'cho con bu : Khéng nén ding Piracetam cho ngual cho con bi A=,

Théng bdo cho bae sl nhiing the dung khing mong mudn glp phii khi sd dury m&:
K& clin tham thiing tin xin bl § kidn be s§

TUQ.CUC TRUGNG
P.IRUCING PHONG
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CONG TY CP DUQC PHAM PHUONG DONG

e CONG TY CO PHAN DUGIC PHAM PHUONG BONG
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