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Thanh phén: Cho 1 goi

Piracetam ...........c..c........ 1200 mg
Ta A i vifa di.
Chi dinh, chéng chi djnh, lléu ding,
cach ding va cac théng tin khac:
Xem trén t& hudng dén s dyng bén
trong hép.

Béo quan:

Noi khé réo, nhigt do khdng qué 30°C,
tranh &nh séng tryc tidp.

56 16 5X:
HD:
Co 50 sén xudt

Nhi méy HOPHARMA EL-
CONG TY CO PHAN DUGC VTYT HAI DUONG

Ry Thudc ké don

SOLZOLNA

PIRACETAM
1200 MG

uéng

Thanh phin: Cho 1 gbi

Plracebam . s 1200 mg
TEdUges i mmiss vUa du.
Chi dinh, chdng chi dinh, liéu ding, céch
diing va céc théng tin khac:

Xem trén tt hudng dén sit dung bén trang hdp.
Béo quan:

Nal khd rao, nhigt db khiing qua 30°C, tranh anh
sang tryc tidp.

Tiéu chudn: TCCS.

BOC K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG.
BE xa TAM TAY TRE EM.

ETET—
PIRACETAM
1200 MG

Ry Thudc vé don

SOLZOLNA

e
PIRACETAM
1200 MG

3G The 4
pha dung dich udng

SOLZOLNA

Ry Thudic ké don

SOLZOLNA

I PIRACETAM 1200 MG

Co 38 sdn xudt: Nhd may HDPHARMA EU-

CONG Tv CB PHAN DUGC VAT TU Y TE HAI DUONG
Thng 2, 1ha nhd 4A, ihla dit 88 307, cum Cdng nghigp Com
Thugng, phuting Cm Thugng, TP Hi Durng, tinh KAl Duong.
BT 0220 3853888

Ngay SX:
HD:
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Thanh phén: Cho 1 géi
Piracetam ...
Ta duge: ....cooveue
Chi dinh, chéng chl dinh, liéu ding,
cich diing va céde théng tin khéc:
Xem trén 13 hudng dén sif dyng bén
trong hip.

Béo quén:

Noi khd rdo, nhigt d& khdng gua 30°C,
trénh &nh séing Injc tidp.

S618 8X:
HD:

€0 50 sdn xudl:

DUQC VAT TU
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By Thdc ki don

SOLZOLNA
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S
PIRACETAM
1200 MG

G Th
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Ry Thubc ké don

SOLZOLNA

PIRACETAM
1200 MG

Thanh phéin: Cho 1 gdi

Piracetam

Ta duge: w.ooeans. wvila dd.
ChI djnh, chdng chl djnh, lidu ding, cach
ding va cdc théng tin khéc:

Xem trén t& hudng déin s dung bén trong hip.
Béo quin:

Ndi kha rio, nhigt d¢ khong qua 30°C, trdnh anh
s4nQ tryc Lidp.

Tigu chufin: TCCS.

BOC KY HUGNG DAN 50 DUNG TRUGG KHI DUNG.
BF XA TAM TAY TRE EM.

!/

[Ba e e
PIRACETAM

1200 MG

OLZOLNA

Ry Thude ko aon

SOLZOLNA

I PIRACETAM 1200 MG

Ca sd sdn xudt NnA may HOPHARMA EU-
CONG TY €6 PHAN DUGE VAT TU ¥ TE HAI DUONG
Ting 2, tba nhi 4A, thia d&i 58 307, cym Clng nghibp Cén
Thuking, phuing Cm Tiugng, TR Hil Duong, fiah Hal Dudng
BT 1200 3853848
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Ry Thuéte ké don

SOLZOLNA

o
PIRACETAM
1200 MG

Thinh phdn: Cho 1 gsi

Plracetam .........c.con 1200 mp
Té duge; ............ — -
Chi djnh, ehéng chi dinh, liu ding,
cheh ding v cac théng tin khéc:
Kem lebn 1 hudng dn s0 dyng bin
frang hip

Béo quiin:

Nai ks o, nhidt dd khing qua 30°C,
tranh &nh sdng tnge lidp

5816 5x:
HD:
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 Weu
PIRACETAM fr3>2]

By Thintiz i e

SOLZOLNA

1200 MG

Thanh phin: Cho 1 goi

Plraealam ..o
Ta duge: i s .
Chi djnh, chéng chi djnh, liéu ding, cich
ding va céc thdng tin khac;

Xem trén 16 hudng dlin sl dung bén trong hip.
Béo quén:

Nel khd réo, nhiét a4 khdng qua 30°C, tranh anh
séng tryc tidp.

Tigu chuin: TCCS

BOG KY HUGNG DAN 5U DUNG TRUGG KHI DUNG
OF XA TAM TAY TRE EM,

PIRACETAM
1200 MG

By Thutic ke don

SOLZOLNA

Co 38 sén xudl: Nha méy HOPHARMA EU-

CONG TY CO PHAN DUGC VAT TU ¥ TE HAI DUONG
Thng 2, 1a nha 4A, thila 481 s& 307, cum Cong nghidp Clm
Thugng, phuting Cm Thugng, TP Hal Dusang, tinh HAl Duang,
BT 02202853848
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HUONG DAN SU DUNG
Tén thudc: ®*SOLZOLNA
Thudc nay chi ding theo don thudc.
Doc kj hudng ddn st dung truéc khi dimg. Dé xa tam tay tré em.
1. Thanh phin céng thirc thude (cho 1 géi)
Thanh phin hoat chit: Ham legng

Piracetam 1200 mg

Thanh phdn tdé dwpc: Manitol, Aspartam, acid citric, Kali | Viradu 1 goi

acesulfam, Colloidal silicon dioxid, huong cam
é 2. Dang bao ché: Thudc bot pha dung dich ung, mau tring dén triing nga, vi ngot hoi diing.
3. Chi dinh

Piracetam dugc cung cip d& céi thién bénh 1y r6i loan tri nhé hogic roi loan tri thong

minh trong trrdng hop khong c6 chin doan sa st tri tué

Piracetam c6 thé 1am gidm rung gidt co vo ndo & mot sb bénh nhan. DE kiém tra 4o

nhay cam véi piracetam, c6 thé bit dau diéu trj thir nghiém trong thoi gian giéi han.

4. Cach ding, liéu ding
4.1 Cach ding
- Thudc ding theo dudng udng, c6 thé ubng ciing hoic khong ciing v6i thirc an.
- Hba thubc trong 1 lugng nuéce vira di, khudy cho tan trudce khi udng.
4.2 Liéu ding
o -Pé didu tri suy giam tri nh6 va / hodic tri tug, lidu khoi dau 1a 4,8 g mdi ngdy chia

]am nhiéu 14n trong vai tudn dau diu tri; sau d6, liéu duy tri 12 2,4 g mdi ngdy chia
1am 2 hoic 3 14n. C6 thé lidu c6 thé duge giam xudng 1,2 g méi ngay.
-Pé didu trj rung gidt co vo ndo, liéu lugng nén duge bac sT diéu chinh tiy thuge vao
timg c4 nhan. B4t dAu véi lidu hang ngy 12 7,2 g, ¢6 thé ting 1én 4,8 g sau m&i 3 dén
4 ngay dén liu t6i da 24 g chia 1am 2 hodc 3 lan.
Bénh nhén suy gidm chitc nang thén:
Piracetam gin nhur dugc thai trir hoan toan qua thén, phai thén trong khi diéu tri cho
bénh nhan bj suy thén, va nén theo ddi chirc nng thén & nhitng nhém bénh nhan nay.
Thoi gian bén thai tang c6 lién quan tryc tiép dén sy suy gidm chirc nang thén va do
thanh thai creatinin. Didu ndy ciing xay ra v6i bénh nhan cao tudi do sy bai tiét

creatinin phy thudc vao tudi.
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Khoéng hiéu chinh lidu dya trén chirc ning thin dugc tham khao theo bang dudi day:
C6 thé udc lugng hé sb thanh thai creatinin (ml/phit) tir ndng d0 creatinin huyét
thanh (mg/dl) qua cong thirc sau:

Cler = {[140 — tudi (nim)] x thé trong (kg)/[ 72 X creatinin huyét thanh (mg/d])]} ( x
0,85 néu 12 phu nir)

Chire ndng thdn Hé s6 thanh thai Hiéu chinh liéu
Creatinin ( CLcr)(mlphi)

Binh thudng >80 Sir dung liéu hang ngdy chia lam 2
dén 4 14n

Suy than nhe 50 - 79 2/3 liéu hang ngdy chia lam 2 dén 3
lan

Suy thén vira 30-49 1/3 liéu hang ngay, chia lam 2 lin

Suy thén néng <30 1/6 liéu hang ngay, dimg 1 1in

Suy thin giai - Chdng chi dinh

doan cudi

Khéng cén diéu chinh liéu & bénh nhan suy gan don thudn, & bénh nhén suy gan, suy
than nén diéu chinh lidu nhu hidu chinh lidu trén bénh nhén suy thin & bang trén.

. Chdng chi dinh

- Min cam véi bit ky thanh phan nao cia thude.

- Ngudi bénh suy thén ning giai doan cubi

- Ngudi mic bénh mia giat Huntington.

- Bénh nhan bj xuét huyét ndo.

. Canh bdo va thin trong khi diung thudc

Do piracetam c6 tdc dung 1én sy két tép tiéu céu, than trong khi sir dung cho nhing
bénh nhan bj xuit huyét ning, bénh nhén c6 nguy co chdy mau nhwr loét da day dudng
tiéu héa, bénh nhan bj rdi loan déng mau tiém 4n, bénh nhén c6 tién sir bi dot quy do
Xuét huyét, bénh nhéan phai trai qua mdt cudc phé"'lu thuét 1én, bao gBm ca phiu thuat
nha khoa va nhitng bénh nhan dang ding thudc chéng déng méau hoic thube chéng
két tap tiéu chu, ké ca aspirin lidu thép.

V6i bénh nhén cao tudi cin danh gia thudng xuyén do thanh thai creatinin dé xem xét
diéu chinh liéu cho phi hop.
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Thén trong khi ding thube cho bénh nhéan bj suy thén do piracetam dugc théi trlr qua
than, thoi gian ban thai ciia thude ting 1én lién quan tryc tiép v6i mirc d6 suy thén va
@0 thanh thai creatinin. (xem muc 4.2 lidu ding).

Tranh ngimg thubc dot ngdt & bénh nhan rung giat co do nguy co gy co giét.

Sin phdm chita aspartam. Aspartam bi thity phén tai ong tiéu hoa khi ding dudng
ubng. Mot trong nhitng san phim thity phan chinh 1a phenylalanine. Phenylalanine c6

thé cé hai néu bénh nhin mic chimg phenylceton niéu.

. Sir dung thudc cho phu nit c6 thai va cho con bu

7.1 Phu nit co thai

Khéng nén ding piracetam trong khi mang thai trir khi thét cAn thiét, khi lgi ich vuot
trdi nguy co va tinh trang lam sang cia thai phu yéu ciu phai didu tri bing piracetam.
Khong c6 du dir liéu vé viéc sir dung piracetam & thai phy. Céc nghién ctru trén dong
vét khong cho thiy tdc dung c6 hai tryc tiép hodic gidn tiép d6i voi thai ky, sy phét
trién ctia phdi hay bao thai, sy sinh né hay phat trién sau khi sinh.

Piracetam qua dugc hang rao nhau thai. Néng d¢ thubc & tré so sinh khoang 70% dén
90% nbng d6 clia me.

7.2 Phuy nit cho con bil.

Khong nén sir dung piracetam trong khi dang cho con bd hogc khong cho con bd
trong thdvi gian didu trj bing piracetam. Nén tinh dén lgi ich clia viéc bu sita me dbi
véi tré va lgi ich ctia didu tri d6i véi me khi quyét dinh khong cho con bi hodc khong
str dung piracetam. Piracetam dugc tiét vao sira me.

. Anh huéng ciia thudc 1én kha niing 14i xe, vin hanh may méc:

Dua trén céc tic dung khong mong mudn dd duge quan sat thdy v6i piracetam, kha
ning lai xe va sir dyng may moc co thé bi anh hudng. Do d6, bénh nhéan st dung
piracetam cén thin trong khi 14i xe hoc vin hanh méay moéc.

9. Twong téc thube, twong ky ciia thude

9.1.Twong tdc thudc

Hormone tuyén gidp: LG 1&n, khé chiu va réi loan gidc nga da duge béo céo khi diéu
tri ddng thdri Piracetam va cac chit chiét xuét tir tuyén gidp (T3 + T4).
Acenocoumarol: Trong mdt thir nghiém 1am sang mi don da dugc cong bd, & nhing
bénh nhan bi huyét khdi tinh mach tai phat ning, piracetam véi lidu 9,6 g / ngdy
khong 1am thay dbi liéu acenocoumarol cin thiét dé dat duge INR 2,5 dén 3,5, nhung
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11.

12.

so véi tdc dung ciia acenocoumarol don thufn, viéc bd sung piracetam 9,6 g / ngay
lam giam ding ké sy két tap tidu clu, giai phéng thromboglobulin, ndng dd
fibrinogen va cac yéu t6 Von Willebrand (VIIl: C; V IIl: vW: Ag; VIII; vW va dd
nhét clia mau va huyét trong toan phan).

O mot ngudi bénh thoi gian prothrombin dd dugce on dinh bﬁng warfarin lai ting 1én
khi dung piracetam.
9.2. Twong ky ciia thuéc
Do khéng c6 cac nghién ciru v& tinh trong ky ctia thudc, khong trdn 1an thude nay véi
céc thude khac.

Téac dyng khong mong muon ciia thudc

Thuong gip, ADR >1/100

Toan than: Mét mai.

Tiéu h6a: Budn ndn, nén, ia chay, dau bung, trizéng bung.

Thén kinh: Bbn chdn, d& bj kich dong, dau déu, mit ngi, ngi ga.

it gap, 1/1 000 < ADR < 1/100

Toan than: Chéng mt, ting cén, suy nhugc.

Thén kinh: Run, kich thich tinh duc, cing thing, ting vin dong,

trdm cam.

Huyét hoc: Réi loan dong mau hodc xuit huyét ning.

Da: Viém da, ngtra, may day

Huéng din cich xir tri ADR

C6 thé giam nhe cdc ADR ciia thudc bing céch giim liéu.

Qua liéu va cach xir tri

Piracetam khong doc ngay ca khi ding liéu rit cao, khéng cin thiét phai cé nhimg
bién phap dic biét khi ding qué liéu.

Pic tinh dwge lre hoe:

Nhém dwge ly: Thudc hung tri (cai thién chuyén hoa cua té bao than kinh).

Mia ATC: N06BX03.

Piracetam (d&n xuét vong ciia acid gamma amino-butyric, GABA) dugc coi 12 mot chét

c6 tac dung hung tri (cai thién chuyén hoa ctia té bao thin kinh) mic dit con chwa biét
nhiéu v& céc tac dung déc hi¢u cling nhu co ché tac dyng cua no.
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13.

Piracetam tic dong 1én mot sb chét din truyén thin kinh nhu acetylcholin,
noradrenalin, dopamin... Diéu nay ¢6 thé giai thich tdc dung tich cyc cua thudc 1én sy
hoc tip va cai thién kha nang thyc hién céc test vé tri nho. Thubc c6 thé 1am thay d6i sy
dén truyén thin kinh va gép phén cai thi¢n mdi trudng chuyén héa dé c4c té bao than
kinh hoat dong tét. Trén thyc nghiém, piracetam c6 tic dung bao vé chéng lai nhitng réi
loan chuyén héa do thiéu méu cuc b nhé 1am ting dé khang clia ndo d6i véi tinh trang
thiéu oxy.
Piracetam lam ting su huy dong va sir dung glucose ma khéng 1& thudc vao sy cung cép
oxy, tao thuén lgi cho con dudng pentose va duy tri tdng hop ndng lugng & néo.
Piracetam ting cudng ty 1¢ phuc hdi sau tdn thwong do thiéu oxy bing céch ting sy
quay vong clia cic phosphat v6 co va giam tich tu glucose va acid lactic. Trong diéu
kién binh thuong cling nhu Khi thiéu oxy, piracetam 1am ting lugng ATP trong ndo do
ting chuyén ADP thanh ATP; diéu nay c6 thé la mdt co ché @& giai thich mot s téc
dung c6 ich ctia thude.
Tac dong 1én sy dén truyén tiét acetylcholin (lam téng giéi phong acetylcholin) ciling c6
thé gop phén vao co ché tic dyng ctia thube.
Thubc con c6 tac dung lam ting gidi phéng dopamin va didu nay c6 thé c6 tac dung tbt
1én sy hinh thanh tri nhé. Thube khong c6 téc dung gdy ngl, an than, hdi sirc, giam dau,
an thin kinh hoiic binh thin kinh cling nhu khong c6 tic dung cia GABA.
Piracetam 1am giam khé ning két ty tiéu cau va giam do nhét cia mdu & lidu cao, trong
treomg hop hdng cAu bi cimg bét thudmg thi thude ¢6 thé 1am cho héng cAu phuc hdi kha
néng bién dang va kha nang di qua cdc mao mach. Thubc ¢6 téc dung chdng giat rung
Co.
Mzc di, mot s& nudce sir dung piracetam trong didu tri sa sat tri tué va suy giam nhén
thirc, mot dénh gi4 hé thong da két lufin 12 céc bing chimg tir cdc y vin chinh théng
khong iing h viée sit dung piracetam cho céc diéu tri ndy.

Dic tinh dwgce dong hoc
Hdp thu: hép thu nhanh chéng va hiu nhu hoan toan & éng tiéu héa. Hép thu thube
khéong thay dbi khi diéu trj dai ngay.
Phn bé: Nong @9 dinh trong huyét twong (40-60 microgram/ ml) xuét hién 30 phut
sau khi ubng 1 liéu 2 g. Thé tich phan b6 khoang 0.6 lit/kg. Piracetam ngdm vao tit ca

cac md va co thé qua hang rdo méu-ndo, nhau-thai va ca cdc mang dung trong thim
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tich than. Thubc cé ndng db cao & vé ndo, thity tran, thity dinh va thuy chém, tiéu néo
va céc nhan viing Ay.Piracetam khdng gén vao céc protein huyét trong.
Chuyén héa: Khong cb chét chuyén héa ciia Piracetam duge tim thiy.
Théi triv: duge dao thai qua thin dudi dang nguyén ven. HE sb thanh thai & ngudi
binh thudng 13 86 ml/phut. 30 gid sau khi ubng, hon 95% thude dugc thai theo nude
tidu. Néu bi suy than thi thdi gian ban thai ting lén. O ngudi bj bé¢nh suy thin hoan
toan va khong hdi phuc thi thdi gian nay 1a 43-50 gio.
14. Quy cach déng goi:

Hop 20 goi, 30 gbi, 50 goi x 3g, kém hudng dan sir dung.

_ 15, Didu kién bio quin, han ding, tiéu chudn chét lrgng ciia thude:

® Didu kién bao quan: Noi kho rdo, nhi¢t d§ khong qua 30°C, trénh anh sang trie tiép.

Han ding: 24 thang ké tir ngdy san xut.
Tiéu chuéin chét lugng: TCCS.

16. Tén, dja chi ciia co s& sin xudt th%:\
2000110,

ndl WO

NG

CONG TY CO PHAN DUQC VAT TU' Y TE HAI DUONG
D/e: Tng 2, Toa nha 4A, Thira &bt s6 307, cum Cong nghi¢p Cim Thugng,
0 phuténg Cém Thicgng, TP Hii Dicong, tinh Hii Duong
PT: 0220.3853848




