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TO HUONG DAN SU DUNG THUOC
Vién nang cing PHACOZAM

Rx - Thube ndy chi dung theo don thube.

1. Tén thube

Vién nang cing PHACOZAM

2. Cie diu hi¢u lwu y va khuyén céo khi dimg thude

Doc k huéng dan sir dung trude khi ding.

D¢ xa tam tay tré em.

3. Thanh phan cong thire thube

Méi vién chira:

Thanh phin dugc chit:

Piracetam 400 mg

Cinnarizin 25 mg

Thanh phén t4 dugc: Lactose monohydrat, microcrystallin cellulose (M102), natri
lauryl sulfat, colloidal silicon dioxide, magnesi stearat, nang rdng s6 0 (trﬁng duc — tring
duc).

Thanh phén nang réng s6 0 (tring duc — tring dyc): Titanium dioxide, sodium lauryl
sulfate, purified water, gelatin.

4, Dang bao ché:

Vién nang cing.

Mab ti dang bao ché: Vién nang cting sb 0, mau tring duc, bén trong chira bot thude
mau trzing hay trﬁng nga.

5. Chi dinh

—  Suy mach mdu ndo mén tinh hoic tiém 4n do xo vira dong mach va ting huyét ap
dong mach; dét quy néo do thiu méu ndo cuc bd va cac truomng hop sau dot quy nio;

—  Suy nhuoc nio sau chin thwong;

— Bénh nio c6 nhitng ngudn gbc khac nhau;

—  Hbi ching tam than thyc thé gy suy giam tri nhg va suy giam nhén thirc khac
hodc suy giam cam xtc va y chi;

—  Bénh mé cung: chéng mit, 1 tai, budn n6n, nén; rung giat nhan clu;

— Hoi chiing Meniere;

—  Phong chéng say song (kinetosis) va dau nira du;

—  Cai thién chirc ning nhén thic (hoc tAp) ¢ tré cham phat trién tri tué.

Thube duge chi dinh sit dung cho ngudi 16n va tré em tir 5 tudi tré 1én.

6. Chch dung, lidu diing

—  Nguoilon: 1 - 2 vién ba 14n méi ngay, tuy theo mire d§ nghi€ém trong cua bénh
(thwong la 1 - 3 thang).

— Tréemtir 5 tudi: 1 -2 viénx 1 - 2 lan/ngay.

Thube nay khong nén sit dung qud 3 thang.
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7. Chéng chi dinh

—  Qua man véi piracetam, cinnarizin hodc bét ky ta duoce nao cia thude.

—  Suy thén néng.

~  Xuit huyét trong néo.

—  Lupus ban d6 hé thong.

8. Canh b4o va than trong khi ding thube

Nén thén trong khi sir dung thude ndy & nhitng bénh nhén bi suy gan va’hodc thén, ha
huyét ap dong mach, bénh tim mach vanh ndng, suy tim néng, rbi loan chuyén hoéa
porphyrin, dong kinh.

O bénh nhan suy than nhe dén trung binh, nén giam liéu diéu tri hodc ting khoang
cach gitta c4c lidu, dic biét néu do thanh thai creatinin dudi 60 ml/phut. Bénh nhan bj suy
gan nén duoc theo doi ndng do men gan.

Nén tranh uéng rugu trong qué trinh diéu tri.

Can than trong & nhitng bénh nhan c¢6 ap lyc ndi nhan cao va nhitng bénh nhén mic
bénh Parkinson.

Cén thén trong ¢ nhitng bénh nhan bj rdi loan cdm méu hodc da trai qua dai phiu
hodc xuét huyét niing vi piracetam anh huéng dén sy két tap tiéu cau.

Khi diéu tri 1du dai cho bénh nhén cao tudi, cin danh gia thudng xuyén dd thanh thai
creatinin dé diéu chinh liéu néu can thiét.

San phim thudc nay c6 thé giy ra cac két qua xét nghiém doping duong tinh & cdc
véan dong vién, cfing nhu cho két qua dwong tinh trong cac xét nghiém it phéng xa do
thubc nhudm 16t trong vién nang.

Ta dwoc lactose

Khéng nén st dung thuéc ndy & nhiing bénh nhin khéng dung nap galactose di
truyén hiém gép, thiéu hut hoan toan lactase hoic kém hip thu glucose-galactose.

9. Sir dung thube cho phu nir ¢6 thai va cho con bi

Mic dit khéng c6 théng tin vé tic dung gy quéi thai cta thubc nhung viée sir dung
thube nay khong duge khuyén khich trong ba théang déu ctia thai ky.

Piracetam duoc bai tiét qua sita me va do dé cc ba me dang cho con bii khong nén
str dung thube nay.

10. Anh hwéng ciia thudc Ién kha ning lai xe va van hanh may méc

Khéng c6 théng tin vé anh hudng 18n kha nang 14i xe va van hanh méy méc.

11. Twong tic, twong ky, ciia thube

Khi st dung ddng thoi voi thude e ché hé than kinh trung wong, thude chéng trim
cam ba vong va rugu, tdc dung an thin ting lén dugc quan sat thiy. Phacozam lam ting
tac dung coa thudc nootropics, thudc ha huyét ap va thude gidn mach. Sir dung ddng thoi
céc thude gidn mach 1am tang téc dung cia cac thubc ndy va cinnarizin lam giam téac
dung ctia thudc ha huyét ap.

Nhiing loai thudc nay lam ting cudng hoat dong ctia hormone tuyén giap va c6 thé
gdy run va lo ling. Chiing ciing ¢6 thé lam ting tic dung ciia thudc chéng dong mau
dudmg udng.
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12. Tac dung khéong mong mubn ciia thube

Nhitng diéu sau ddy c6 thé rat hiém khi x4y ra (<1/10.000):

o Phan Gng trén da va qua man: nhay cdm 4nh sang, phat ban, ngira, may day, viém
da, phtt mach, phan Ging phan vé;

o Rdi loan tiéu hoa: dau bung, tiéu chay, budn non, nén, khdé miéng, ting tiét nude
bot; :

o Réi loan hé than kinh: mét diéu hoa, dong kinh tién trién, nhie diu, mét ngu,
budn ngn (dic biét trong giai doan dau diéu tri), rbi loan thang bing, 14 l4n, rdi loan thi
gidc, mét moi;

o Réi loan tdm thin: 4o gidc, chong mit (r6i loan tai va mé cung), kich d6ng, bon
chdn;

o Réi loan chuyén hoa va dinh dudng; ting cén.

o  Sirdung lau dai & bénh nhén cao tubi cé thé gdy ra céc triéu ching ngoai thap.

Béo cdo céc tac dung phu co thé xay ra

Diéu quan trong la phai bao cdo cic tac dung phu c6 thé xay ra sau khi dang ky. Bing
cach nay, ty 18 loi ich/ri ro ciia san pham thude dwoe theo dai lién tuc.

13. Qua lidu va cdch xir tri Ty

Thube duge dung nap tét va trong trudng hop ding qua liéu, khong thdy ¢6 tac dung™
phu nghiém trong nao cin phai ngimg sir dung thude. -‘k_lfIN i

Khi ding qué lidu, tré chi yéu biéu hi¢n cc triéu chimg kich dong: mét ngu, bSAVTE
chdn, hung phan, kich dong, run rdy va hiém khi gédp ac mng, o giac, co giat. /

Diéu tri qua liéu 1a diéu tri triéu chimg.

14. Piic tinh duwgc Iye hoe

Nhém duge 1y: thube thin kinh khac, thube ha sbt

Ma ATC: NO7CAS2

Hiéu quéa diéu tri cia piracetam chua duge xac dinh ro rang. Nhitng tic dung duoc
biét dén cho dén nay da duoc chimg minh trong mot s6 nghién ciru trén dong vét. Hiéu
qua nay da dugc ching minh 14 cé tac dyung ting cudng dan truyén thin kinh GASS-
ergic, cholinergic va glutamatergic; ting cuong truyén tai thong tin trong va ngoai ban

cAu; va co tac dung chéng thiéu mau cuc bd do téc dung dbi voi qua trinh trao dbi chét va
huyét hoc. ,

Cinnarizin 14 thube d6i khang chon loc thu thé canxi va histamin H1, N6 ¢ ché su
van chuyén céc ion canxi qua mang té bao. N6 irc ché cdc ion canxi x4m nhap vao té bao
mach mau cia co tron. Cinnarizin trc ché hoat dong ctia cdc thudc co mach nhu
catecholamine, angiotensin va bradykinin. Cinnarizin lam gidn nh¢ mach nao, mach vanh
va ngoai bién. N6 ciing lam giam tinh d& bj kich thich ctia mé cung. Vé mit trao dbi chit,
n6 lam ting ham lugng carbon dioxide trong tudn hoan ndo. N6 ciing lam ting sirc dé
khang cua t& bao dbi vai tinh trang thiéu oxy. Cinnarizin khong cé tac dung déng ké trén
huyét 4p va mach mau dong mach.

San phim két hop cé tac dung ha huyét ap 3 rét.

Hai thanh phén hoat chét nay ciing ¢6 1dn nhau tic dung chdng ha huyét dp va giam
sitc dé khang mach mau ndo ctia nhau. Sw két hop nay lam ting lwu thong méu dén néo.
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15. Déc tinh dwgc djng hoe

Su két hop ndy duoce hép thu tdt & duong tiéu héa. Nong do tdi da trong huyét tuong
cua cinnarizin dat duge trong vong mot gitr sau khi udng. Cinnarizin dwge chuyén hoa
hoan toan, 91 % lién két véi protein huyét twong. 60 % dugc bai tiét duéi dang khong dbi
qua phan, phin con lai qua nuéc tidu. Piracetam dat néng do dinh trong huyét trong
trong vong 2 dén 6 gid. N6 dé dang vuot qua hang rao mau ndo. N6 duoc bai tiét dugi
dang khong dbi qua nude tidu,

16. Dit li¢u an toan tién Iim sang

Khéng quan st thiy kha nang gy tac dung doc hai khi hai thanh phdn nay duoc sir
dung & dang két hop c6 dinh. Liéu gdy tir vong trung binh qua dudng miéng (LD50) cua
dang phéi hop khéng vuot qué lidu gdy tir vong cta timg thanh phén riéng 1¢, LD50 ciia
sén pham két hgp 16n hon 2000 mg/kg thé trong. San phim két hop ciing cho thdy khong
¢6 ddc tinh cao hon trong nghién ciru doc tinh bén cp tinh (mot thang). Ciing khong cé
thay d6i doc tinh nao & ca hai chit va khéng quan sét thdy thay déi vé mo bénh hoc hoic
chire nng trong céc nghién ciu doe tinh liéu lip lai mén tinh v6i ca hai thanh phin cia
sdn phim két hop.

Céc nghién ciru véi san phém két hop trén chut mang thai, tho, chudt nhét, con duc
cling lodi va nudi cdy bach ciu & ngudi cho thiy khéng giy quai thai hodic gy dot bién.

17. Quy cach déng goi

Hop 3 vi x 10 vién (vi nhém - PVC);

Hép 6 vi x 10 vién (vi nhém - PVC);

Hop 10 vi x 10 vién (vi nhém - PVC);

Chai 60 vién (chai nhya HDPE);

Chai 100 vién (chai nhuya HDPE).

18. Didu kién bao quin, han ding, tiéu chuin chit lwong ciia thube

Bio quin: Du6i 30 °C ¢ noi khé mat, trénh dnh sang,

Han ding: 36 thang ké tir ngay san xuét.

Tiéu chusan: TCCS.

19. Tén, dia chi ciia co s¢ sin xuét thude

CONG TY CO PHAN DUGC VA VAT TU' Y TF: BINH THUAN

S6 192 Nguyén Hoi, P. Phi Trinh, TP. Phan Thiét, Tinh Binh Thudn.
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