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Thanh phan: Cho 1 goi Ay Thue ké don 

rea: SOLZOLNA Ta duge: ..... 

Chi dinh, chéng chi dinh, tiéu dung, 

cach ding va cac théng tin khac; 

Xem trén té hudng dan si dyng bén PIRACETAM 

tong op. 1200 MG 
Bao quan: 

Noi khé rao, nhiét d6 khéng qua 30°C, 

tranh anh sang tryc tiép. 

$6 16 SX: 
HD: 

Co sd san xuat: 3G Thude bet 
Nha may HDPHARMA EU- 

SIN 0021 WVLSOVHld EE CONG TY CO PHN DUQC VTYT HAI DUONG pha dung dich uéng 

upp ey IONYL Xy 

Ry Thude ké don Thanh ph4n: Cho 1 géi Ry Thudc ké don 

PHACOLAM ...-essessecessesseerenereesee +. 1200 me SOLZOLNA | i ssenc=2 SOLZOLNA | SOLZOLNA Chi inh, entag nl dinh, n dant, ome (EEE PIRACETAM 1200 MG 

ding va cac théng tin khac: 

— Xem trén to hudéng dan sit dyng bén trong hdp. — 

Bao quan: 

1200 MG Noi khd rdo, nhigt 46 khang qua 30°c, ranh anh | 7 2QOQ MG 
sang truc tiép. Co sé san xudt: Nha may HDPHARMA EU- 
i ae CONG TY C6 PHAN Duge VAT TUY TE HAI DUONG 
eu chuan: TCCS. Téng 2, tba nha 44, tha dét 86 307, cum Céng nghigp C&m 

Thugng, phudng Cém Thuong, TP Hai Dudng, tinh Hai Duong. 

OT: 0220.3853848 

¥ zo . SDK: 
BOG KY HUONG DAN SU DUNG TRUGC KH! DUNG. 8610 SX: 

HOP 20 GOI X 3G DE XA TAM TAY TRE EM, ass HOP 20 GOI X 3G Ngay SX: 
Thuéc bét pha dung dich uéng Thudéc bét pha dung dich uéng HD: 
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OW 002) AVLAOVEld 

VYN10Z10S 
YEP BY DONUL My 

Thanh phan: Cho 1 gdi Fg Thude k8 don 

Piracetam . 

Ta duge: .... » vila du, SOLZOLNA 

Chi dinh, chéng chi dinh, liéu ding, — 
céch ding va cdc théng tin khdc: Peers iiveriaerrs| 

Xem trén td hudng dan sit dyng bén PIRACETAM 

wong. 1200 MG 
Bao quan: 
Nai khé rao, nhiét dé khéng qua 30°C, 

tranh anh sang tryc tiép. 

8616 Sx: 
HD: 

Ry Thudc ké don 

SOLZOLNA 
PIRACETAM 
1200 MG 

HOP 30 GOI X 3G 
dc bét pha dung dich uéng 

Thanh phan: Cho 1 gdi 

Piracetam ...... .. 1200 mg 

Ta dude: wu... on vila dd. 

Chi djnh, chéng chi dinh, ligu ding, cach 

ding va cdc théng tin khac: 

Xem trén to hudng dan si dung bén trong hép. 

Bao quan: 

Noi khé rao, nhiét d6 khéng qua 30°C, tranh anh 

sang truc tip. 

Tiéu chudn: TCCS. 

BOC KY HUONG DAN SU DUNG TRUOC KHI DUNG. 
bE XA TAM TAY TRE EM. 

5) 

OLZOLNA 
CREME 
PIRACETAM 

1200 MG 

Ay TI 

HOP 30 GOI X 3G 
Thudc bét pha h uéng 

Fy Thude ké don 

SOLZOLNA 
GRE PRACETAM 1200 MG 

Co sé san xudt: Nha may HDPHARMA EU- 

CONG TY C6 PHAN Duge VAT TU Y TE HAI DUONG 
Tang 2, toa nha 4A, thlia dat s6 307, cum Cang nghigp C&m 
Thugng, phudng Cém Thugng, TP Hai Duong, tinh Hai Dudng, 
DT: 0220.9853848 

SDK: 
S66 SX: 
Ngay SX: 
HD: 
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OW 002) WVLA0VEld aS 

YN10Z10S 
upp oH ODML Hy 

Thanh phén: Cho 1 géi Fy Thao kd don Pinceton SOLZOLNA Tih dUGC? 
Chi djnh, chéng chi djnh, 1iéu ding, 
ich diing va ede thdng tin khée: Sete] 
Xem tr8n t& hudng dan su dung bén PIRACETAM 

trong Tip. 1200 MG 
Bao quan: 

Nai khé ro, nhiét d6 khong qué 30°C, 
tranh anh sang tryc tiép. 

S610 SX: 
HD: 

Coed san mudt: 
Nhj hi Medea 

CONG TY CO PHAN DUGC 

Ry Thude ké don 

SOLZOLNA 
ENE 
PIRACETAM 
1200 MG 

HOP 50 GOI x 
Thu6e b6t pha dung 

Thanh phan: Cho 1 gi 

Piracetam 

Ta duge: ... . vila di. 

Chi dinh, chéng chi dinh, liéu ding, cach 
ding va céc théng tin khac: 

Xem trén 8 hudng dan sl dyng bén trong hop. 

Bao quan: 

Noi khé rao, nhiét 46 khong qua 30°C, tranh anh 

sang tryc tiép. 

Tiéu chudn: TCCS. 

1200 mg 

BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG. 
DE XA TAM TAY TRE EM, 

1200 MG 

HOP 50 GOI X 3G 
Thuée bot pha dung dich uéng 

Ry Thuée ké don 

SOLZOLNA 
Co sé san xuat; Nha may HDPHARMA EU- 
CONG TY CO PHAN DUGC VAT TU Y TE HAI DUONG 
Tang 2, toa nha 4A, thifa dt s6 307, cym Cong nghidp Cam 
Thugng, phudng Cém Thuong, TP Hai Duong, tinh Hal Duong. 
BT: 0220.3859848 

$616 SX: 

Ngay SX: 

HD: 
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HUONG DAN SU DUNG 

Tén thuéc: *SOLZOLNA 

Thuéc nay chi ding theo don thuéc. 

Doc kf huéng dan str dung truéc khi ding. Dé xa tam tay tré em. 

1. Thanh phan cong thire thuéc (cho 1 g6i) 

Thanh phan hoat chat: Ham lugng 

Piracetam 1200 mg 

Thanh phan td dugc: Manitol, Aspartam, acid citric, Kali | Vira du 1 goi 

acesulfam, Colloidal silicon dioxid, huong cam 

2, Dang bao ché: Thudc bét pha dung dich udng, mau trang dén tring nga, vi ngot hoi dang. 

© 3, Chidinh 

Piracetam duge cung cap dé cai thién bénh ly réi loan tri nhé hoae réi loan tri thong 

minh trong trong hgp khéng cé chan dodn sa sit tri tué 

Piracetam cé thé 1am gidm rung giat co vé nao & mét s6 bénh nhan. Dé kiém tra d6 

nhay cam véi piracetam, cé thé bat dau diéu trj thir nghiém trong thoi gian gidi han. 

4, Cach ding, liéu ding 

4.1 Cach ding 

- Thudc ding theo dudng udng, cd thé uéng cing ho&c khéng cing véi thire an. 

- Hoa thuéc trong 1 long nude vita du, khudy cho tan truéc khi uéng. 

4.2 Liéu ding 

0 -bé didu tri suy gidm tri nhé va / hodc tri tué, liéu khoi dau 1a 4,8 g mdi ngay chia 

Jam nhiéu 1an trong vai tuan dau diéu tri; sau d6, liéu duy tri 14 2,4 g mdi ngay chia 

lam 2 hoaec 3 lan, C6 thé liéu cd thé duge giam xudéng 1,2 g mdi ngay. 

-bé didu tri rung giat co vé nao, lidu long nén duge bac si diéu chinh tiy thugc vao 

timg cA nhan. Bat ddu v6i liéu hang ngay 1a 7,2 g, cé thé tang lén 4,8 g sau méi 3 dén 

4 ngay dén liéu téi da 24 g chia lam 2 hode 3 lan. 

Bénh nhdn suy gidm chiec nang than: 

Piracetam gan nhu dugc thai trir hoan toan qua than, phai thn trong khi diéu tri cho 

bénh nhan bj suy than, va nén theo déi chic nang than 6 nhitng nhém bénh nhan nay. 

Thdi gian ban thai tng c6 lién quan truc tiép dén sw suy giam chtrc nang than va d6 

thanh thai creatinin. Diéu nay cing xay ra véi bénh nhan cao tudi do sy bai tiét 

creatinin phy thudc vao tudi.
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a) 

Khoang hiéu chinh liéu dia trén chitc nang than duoc tham khao theo bang dudi day: 

Co thé udc lugng hé sé thanh thai creatinin (ml/phut) tir néng d6 creatinin huyét 

thanh (mg/dl) qua cong thire sau: 

Cler = {[140 — tudi (nim)] x thé trong (kg)/[ 72 x creatinin huyét thanh (mg/d1)]} (x 

0,85 néu 1a phy nit) 

Chie nding than Hé so thanh thdi Hiéu chinh liéu 

Creatinin ( CLer) (mpi) 

Binh thuong > 80 Sir dung liéu hang ngay chia lam 2 

dén 4 lan 

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

lan 

Suy than vira 30-49 1/3 liéu hang ngay, chia lam 2 lan 

Suy than ning < 30 1/6 liéu hang ngay, ding 1 lan 

Suy thin giai 3 Chong chi dinh 

doan cudi 

Khong can diéu chinh liéu 6 bénh nhan suy gan don thuan, 6 bénh nh4n suy gan, suy 

than nén diéu chinh liéu nhu hiéu chinh liéu trén bénh nhan suy than 6 bang trén. 

. Chong chi dinh 

- Man cam véi bat ky thanh phan nao cta thudc. 

- Nguoi bénh suy than nang giai doan cudi 

- Negudi mic bénh mua giat Huntington. 

- Bénh nhén bj xuat huyét nao. 

. C4nh bdo va than trong khi ding thuéc 

Do piracetam c6 tac dung Jén sy két tap tiéu cau, than trong khi str dung cho nhitng 

bénh nhan bj xuat huyét nang, bénh nhan c6 nguy co chay méu nhu loét da day dudng 

tiéu hda, bénh nhén bj réi loan déng mau tiém an, bénh nhan cé tién sir bi dét quy do 

xuat huyét, bénh nhan phai trai qua mé6t cudc phau thuat lén, bao gém ca phdu thuat 

nha khoa va nhting bénh nhan dang ding thuéc chéng déng mau hodc thudéc chéng 

két tap tiéu cu, ké ca aspirin liu thap. 

V6i bénh nhan cao tudi can danh gid thuong xuyén d6 thanh thai creatinin dé xem xét 

diéu chinh liéu cho phi hgp. 
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Th4n trong khi ding thuéc cho bénh nhan bi suy than do piracetam duge thai trir qua 

than, thdi gian ban thai cia thuéc tang lén lién quan tryc tiép véi mirc d6 suy than va 

d6 thanh thai creatinin. (xem myc 4.2 lidu ding). 

Tranh ngimg thuéc dot ngét 6 bénh nh4n rung giat co do nguy co gay co giat. 

San phdm chita aspartam. Aspartam bj thuy phan tai dng tiéu héa khi ding dudng 

uéng. Mét trong nhitng sin pham thuy phan chinh 1a phenylalanine. Phenylalanine c6 

thé cé hai néu bénh nhan mac chimg phenylceton niéu. 

. Sir dung thuéc cho phy nf c6 thai va cho con bu 

7.1 Phu nit co thai 

Khong nén ding piracetam trong khi mang thai trir khi that can thiét, khi loi ich vuot 

trdi nguy co va tinh trang lam sang cia thai phy yéu cau phai diéu tri bang piracetam. 

Khong co du dt ligu vé viéc sir dung piracetam 6 thai phy. Cac nghién citu trén d6ng 

vat khéng cho thdy tac dung cé hai tryc tiép hodc gidn tiép déi voi thai ky, su phat 

trién cua phoi hay bao thai, su sinh né hay phat trién sau khi sinh. 

Piracetam qua duge hang rao nhau thai. Nong d6 thudc 6 tré so sinh khoang 70% dén 

90% néng d6 cia me. 

7.2 Phu nit cho con bi. 

Khong nén str dung piracetam trong khi dang cho con bu ho&c khéng cho con bi 

trong thdi gian diéu tr] bing piracetam. Nén tinh dén Igi ich cia viée bi sita me déi 

v6i tré va lgi ich cia diéu tri d6i voi me khi quyét dinh khéng cho con bi hodc khéng 

str dung piracetam. Piracetam dugc tiét vao sita me. 

. Anh huéng cia thuéc lén kha nang Idi xe, van hanh may moc: 

Dua trén cdc tac dung khéng mong muén da duge quan sat thay véi piracetam, kha 

nang lai xe va str dung may moc cé thé bi anh huéng. Do d6, bénh nh4n sir dung 

piracetam can than trong khi l4i xe ho&c van hanh may méc. 

9. Twong tac thuéc, twong ky ciia thuéc 

9.1.Twong tic thudc 

Hormone tuyén gidp: Lt ln, khé chiu va r6i loan gidc nga d& duge bao cdo khi diéu 

tri déng thoi Piracetam va cdc chat chiét xuat tir tuyén gidp (T3 + T4). 

Acenocoumarol: Trong mot thir nghiém lam sang mu don da duge cong bé, 6 nhitng 

bénh nhan bi huyét khéi tinh mach tai phét nang, piracetam véi liéu 9,6 g / ngay 

khéng lam thay déi ligu acenocoumarol can thiét dé dat dugc INR 2,5 dén 3,5, nhung 
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10. 

11. 

12. 

so v6i tac dung cla acenocoumarol don thuan, viéc bé sung piracetam 9,6 g / ngay 

lam giam dang ké sy két tap tiéu cau, gidi phong thromboglobulin, ning dé 

fibrinogen va cdc yéu t6 Von Willebrand (VIII: C; V Ill: vW: Ag; VIII; vW va d6 

nhot cia mau va huyét tong toan phan). 

6 mét ngudi bénh thoi gian prothrombin da duge 6n dinh bang warfarin lai tang 1én 

khi ding piracetam. 

9.2. Twong ky cia thudc 

Do khong c6 cdc nghién cttu vé tinh tuong ky cia thudc, khéng tron 14n thudc nay voi 

cac thuéc khac. 

Tac dung khéng mong muén ciia thudéc 

Thuong gap, ADR >1/100 

Toan than: Mét mdi. 

Tiéu héa: Buén non, non, ia chay, dau bung, truéng bung. 

Than kinh: Bén chén, dé bi kich dong, dau dau, mat ngu, ngu ga. 

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

Toan than: Chong mat, tang can, suy nhuge. 

Than kinh: Run, kich thich tinh duc, cing thang, tang van déng, 

tram cam. 

Huyét hoc: Réi loan déng mau hodc xuat huyét nang. 

Da: Viém da, ngira, may day 

Huéng dan cach xtr tri ADR 

C6 thé giam nhe cdc ADR cia thuéc bang cach gidm liéu. 

Qua liéu va cach xi tri 

Piracetam khéng d6c ngay ca khi ding liéu rdt cao, khéng can thiét phai cd nhitng 

bién phap diac biét khi ding qua liéu. 

Dac tinh duge lwe hoe: 

Nhom duge ly: Thudc hung tri (cai thign chuyén héa ctia té bao than kinh). 

Ma ATC: NO6BX03. 

Piracetam (din xuat vong cia acid gamma amino-butyric, GABA) duge coi 14 mét chat 

c6 tac dung hung tri (cai thién chuyén hda cua té bao than kinh) mac dit cén chua biét 

nhiéu vé cdc tac dung dac hiéu cing nhu co ché tac dung cua nd. 
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13. 

Piracetam tac dong 1én mét s6 chat dfn truyén than kinh nhu acetylcholin, 

noradrenalin, dopamin... Diéu nay cé thé giai thich tac dung tich cyc cua thudéc
 lén su 

hoc tap va cai thién kha nang thyc hign cac test vé tri nhé. Thudc cé thé lam thay déi sy 

din truyén than kinh va gép phan cai thign mdi trudng chuyén héa dé cdc té bao tha
n 

kinh hoat d6ng tét. Trén thu nghiém, piracetam co tac dung bao vé ché
ng lai nhitng réi 

loan chuyén héa do thiéu mau cuc bé nho 1am tang dé khang cla nfo
 déi véi tinh trang 

thiéu oxy. 

Piracetam lam tang sy huy d6ng va sit dung glucose ma khéng 1é thudc vao
 sy cung cap 

oxy, tao thudn Igi cho con dudng pentose va duy tri tong hop nang lug
ng 6 nao. 

Piracetam ting cudng ty 1é phuc hdi sau tén thuong do thiéu oxy bang c
ach ting su 

quay vong cla cdc phosphat v6 co va giam tich tu glucose va acid lactic. Tron
g diéu 

kién binh thudng ciing nhu khi thiéu oxy, piracetam lam tang lugng AT
P trong nao do 

ting chuyén ADP thanh ATP; diéu nay 6 thé la mét co ché 4é gidi thich mét sé tac
 

dung cé ich ctia thudc. 

Tac dong lén su dan truyén tiét acetylcholin (lam tang gidi phéng acetylch
olin) cting c6é 

thé gdp phan vao co ché tac dung cia thudc. 

Thudc con cé tac dung lam ting gidi phong dopamin va diéu nay c6 thé cd tac dung
 tot 

Jén sy hinh thanh tri nhé. Thudc khong cé tac dung gay ngu, an than, héi strc, giam dau, 

an than kinh hodc binh than kinh cing nhu khéng co tac dung cla GABA. 

Piracetam lam giam kha nang két ty tiéu cau va giém d6 nhot cla mau 6 ligu cao, trong 

truong hop hdng cau bi cig bat thudng thi thudc c6 thé lam cho héng cau phuc hd
i kha 

nang bién dang va kha nang di qua c4c mao mach. Thuédc cé tac dung chéng giat rung 

co. 

Mac du, mét s6 nuéc sir dung piracetam trong diéu tri sa suit tri tué va suy g
iam nhan 

thitc, mét danh gia hé thong da két ludn 14 cdc bang chimg tir céc y van ch
inh théng 

khong tng hé viée sir dung piracetam cho cac diéu tri nay. 

Dic tinh duge dong hoc 

Hép thu: hap thu nhanh chong va hau nhu hoan toan 6 éng tiéu héa. Ha
p thu thudc 

khong thay déi khi diéu tri dai ngay. 

Phan bé: Néng 46 dinh trong huyét tong (40-60 microgram/ ml) xuat hién 30 phat 

sau khi uéng 1 ligu 2 g. Thé tich phan bé khong 0,6 lit/kg. Piracetam ngdm vao tat ca 

2 ROS r AX x r sx 2 , x + A 

céc m6 va cé thé qua hang rao m4u-nao, nhau-thai va ca cac mang ding t
rong tham 
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tich than. Thudéc cé néng 46 cao 6 v6 nao, thiy tran, thay dinh va thi
y cham, tiéu nao 

va cdc nhan ving 4y.Piracetam khéng gan vao cdc protein huyét 
tuong. 

Chuyén héa: Khong c6 chat chuyén h6a ctia Piracetam duge tim thay. 

Thai trie: duge dao thai qua than dudi dang nguyén ven. Hé
 s6 thanh thai 6 ngudi 

binh thudng 1a 86 ml/phit. 30 gid sau khi udng, hon 95% thuéc
 duge thai theo nuéc 

tiéu. Néu bi suy than thi thoi gian ban thai tang Jén. O ngwéi bi bénh suy than ho
an 

toan va khong héi phuc thi thoi gian nay 1a 48-50 gid. 

14. Quy cach déng géi: 

Hép 20 goi, 30 goi, 50 goi x 3g, kém huéng dan sir dung. 

15. Dieu kién bao quan, han ding, tiéu chuan chat long cia thuée: 

Didu kién bao quan: Noi khé rdo, nhiét 46 khéng qua 30°C, tranh anh sang tryc tiép. 

Han ding: 24 thang ké tir ngay san xuat. 

Tiéu chuan chat lrgng: TCCS. 

16. Tén, dia chi cia co sé san xuat thudc: 

a 

“7 HAI DUONG S 
NHA M DPPH EU- 

CONG TY CO PHAN DUGC VAT TU Y TE HAI DUONG 

D/e: Tang 2, Tod nha 4A, Thita dat sé 307, cum Cong nghigp Cém Thugng, 

oO phuong Cim Thugng, TP Hai Duong, tinh Hai Dong 

DT: 0220.3853848 


