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1. Tén thudc: CINACETAM

2. Thuoc bdn theo dom.

“Doc kit hidng dan ste dung tricce khi dimg"”
“Dé xa tam tay tré em"

“Thong bdo ngay cho bde st hodc diwge 5T nhitng tde dung khong mong muon gap phai khi
sic dung thuoe "

Néu can thém thong tin xin hoi ¥ kién bde sp

3. Thanh phéin, ham lwgng ciia thube:

M3di vién nang cirng chira

Hoat chdt: Piracetam 400mg, Cinnarizin 25mg

Td diegre: Tinh bot my, Tale, Magnesi stearat

4. Mo ta sin ph%m: Vién nang cimg, thin mau lrflng. ni"lp nang mau vang cam. bén trong
chita bét thude mau :réng.

5. Qui cich dong goi: Ep vi PVC/AL hop 10 vi x10 vién, hp 5 vi x10 vién, hop 3 vi x10
vién, hp 6 vi x10 vién. Hop 1 lo 100 vién, hop 1 lp 200 vién.

6. Thude nay dung cho bénh gi: Hji chimg tdm than thue tén do cic nguyén nhan khic
nhau.

Suy mach ndo ¢ip va man tinh va tiém dn do xo vira dong mach va ting huvét ap dong
mach tinh trang sau dt quy ndo. _ .

Suy ndo sau chiin thuong (giai doan sau chan dong nio hnﬁL ton thuong niio nhcl

Bénh 1» mc di;]ﬂ vi hqu -:,hlmg Memcrc [mn thum‘n& I1|J.r Ilcn {Ilnh} u tai, hm mm -.hun-' I'E'h

thin Ilén quan dt.n tri nhda, m’ll chu yva lup trung. cam xic kh{mL on dlnh
7. Nén dung th ude nay nhwr thé nao va licu Iwgng?

- Ngudi 16m: Udng lan 1-2 vién ngay 3 lan trong vong 1-3 thang tiy thude vio mirc do
nghiém trong cua bénh.
- Tré em udng lan 1-2 vién ngay 1-2 lin.
8. Khi nio khéng nén ding thube nay?
Man cam véi cinnarizin, piracetam hodc bét cir mot thanh phi‘m nio cua thude.
Loan chuyén hoéa porphyrin. Ngudi bénh suy thin ning (hé s thanh thai creatinin dudi
20ml/phit). Nguoi mie bénh Huntington.
Ngudi bénh suy gan.
9. Téc dung khéng mong muodn:
Clinnarizin :
Thiegng gap, ADR =1/100 ; Thén kinh trung wong: Neu ga. Tiéu hoa: R6i loan tiéu hoa.
It gap. 171000 < ADR < 1/100 : Than kinh trung wong: Nhirc dau. Tiéu héa: Kho migng.
tang cin. Khae: Ra md héi, phan (mg dj (mg.
Hiém gdp, ADR < 1/1000 Thén kinh trung wong: Tri¢u chitng ngoai thap & ngudi cao tuoi
hodic khi diéu tri dai ngay . Tim mach: Giam huyét ap (liéu cao).

W W
Piracetam :
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Thiceng #dp, m |1I}SE-'E/ / mngtamthmﬁa( mmﬁ{n non, ia chay, dau
bung. truéng bung. Than kinh: Bon chon, dé bi kich dong, nhire dau, mét ngu. ngu ga.
fr gap, 171000 < ADR < 1/100 - Toan thin: Chéng mit. Than kinh: Run, kich thich tinh dyc.
10. Nén trinh ding nhirng thude hodc thwe pham gi khi dang sir dung thude nay:

Rirgu [chﬁt ire ché hé thin kinh trung wong), thube chéng trdm cam ba vong: Sir dung déng
thoi véi cinnarizin ¢6 thé 1am ting tic dung an thin cua mdi thude néu trén hodc cua
cinnarizin,

P ¢6 mdt trudmg hop ¢ wong tdc gifra piracetam va tinh chét tuyén gidp khi ding dong
thivi: 1. 1n, bi kich thich va rdi loan gidc ngi.

O mot ngudi bénh thoi gian prothrombin di dwge 6n dinh bfmg warfarin lai ting 1én khi ding
piracetam.,

11. Cin lam gi khi mét lin quén khéng ding thude: Khong thay déi lidu dimg cho lin
li-ftp theo, Iiép tuc diing thude cho hét dot diéu tri.

12. Ciin bio quén thude nay nhw thé nio: Bio quan & khd mat, nhiét do dudi 30°C. wranh
inh séng.

13. Nhitng déu hiéu va tri¢u chirng khi ding thube qua liéu:

C6 thé phong tinh trang ngi ga vé rdi loan tiéu héa, thudng ¢o tinh chat tam thi. bang tang
dan licu t6i mire t6i wu. Phai ngimg thude khi bénh ning hon hofic xuat hién nhimg trigu
chimg ngoai thap khi diéu trj dai ngay cho ngudi cao tdi

C6 thé giam nhe cde tac dung phu ctia thude bing cich giam liéu.

14. Cin phii lam gi khi ding thudc qua liéu khuyén cdo: Khong nén ding qué liéu
klmyén cao.

15. Nhirng diéu cin thin trong khi ding thude nay:

Ciing nhur véi nhirng thude khdng histamin khéc, cinnarizin ¢ thé giy dau ving thugng vi.
Udng thude sau bira an cé thé lam giam kich img da day.

Phai tranh ding cinnarizin dai ngay & ngudi cao woi, vi ¢o thé gav tang hodc xuat hién
nhitng triéu chimg ngoai thap, déi khi két hop véi cam gide trdm cam trong dicu tri kéo dai.

Vi piracetam dugc thai qua than, nén nira déi cda thude ting 1én lién quan trye tiép véi mire
dd suy than va do thanh thai creatinin. Cin rat thin trong khi ding thuoe cho nguoi bénh bi
suy thin. Can theo di chire ndng thin & nhimg ngudi bénh nay va ngudi bénh cao toi.

Khi hé s6 thanh thai cia creatinin dudi 60 ml/phit hay khi ereatinin huyét thanh trén 1,25
mg/100 ml thi can phéi diéu chinh liéu:

¢ s6 thanh thai creatinin 1 60 - 40 ml/phut. creatinin huyét thanh 13 1.25 - 1.7 mg/100 ml
(nira d&i ctia piracetam dai hon gép déi): Chi nén dung 1/2 liéu binh thuang.

H¢ s6 thanh thai creatinin 1a 40 - 20 ml/phat, ereatinin huyét thanh 1a 1,7 - 3,0 mg/100 ml
(nira dévi cia piracetam 14 25 - 42 gid): Ding 1/4 lidu binh thudémng.

Sir dung che phy nit ¢d thai vi che con bii: Khong ding cho ngudi mang thai.

Théi ky cho con bii: Chi diing khi thit cin thiét

Tic déng ciia thude khi ldi xe vi viin hanh mdy mde: Khong ding vi cé nguy co budn

ngu. V
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TO HUONG DAN SU DUNG DANH CHO CAN BO Y TE
1. Tén thube: CINACETAM

2. Thanh phin ciu tao

Thanh phﬁn. hiam lrrgng cia thude:

M&i vién nang cirng chira

Hoat chdt: Piracetam 400 mg, Cinnarizin 25mg

Tet diegre: Tinh bot my, Tale, Magnesi stearat

3. Dang bao ché: Vién nang cimg, thin mau tring, ndp nang mau vang cam, bén trong
chira bt thude mau tring.

4. Cic dtic tinh duge lwe hoc, dwrge djng hoc

Mi ATC: NO6BX03, NOTCA02

Ciic dife tinh diepe lire hoe:

CINACETAM la thube két hop Piracetam véi Cinnarizin ¢6 tae dung chfmg giam sy oxy
huyét ro rét ctia 2 thanh phén la ting cudng ldn nhau ca vé chong sy giam oxy huvét cling
nhur giam sire chiu dung ¢ia mach mau nio. Lam ting tudn hoan nio.

Piracetam

Piracetam (ddn xudt vong ciia acid gamma amino-butyric. GABA) duge coi 1a mot chit co
tde dung hung tri (cdi thién chuyén hoa cia té bao thin kinh) mic di nguini ta con chua biét
nhiéu vé cdc tic dung diic hidu ciing nhu co ché tic dung cia né. Thim chi ngay ca dinh
nghfa vé humg tri nootropic ciing con mo hd. N6i chung téc dung chinh cia cic thude duge
goi la humg tri (nhw: piracetam, oxiracetam, aniracetam, etiracelam, pramiracetam,
tenilsetam, suloctidil, tamitinol) 14 cai thién kha niing hoc tip va tri nhé. Nhiéu chit trong sd
niy duge coi la ¢o tie dung manh hon piracetam vé mit hoe tap va tri nhd. Newdi ta cho ring
O ngudi binh thudmg va & ngudi bi suy giam chire ndng. piracetam tic dung trre tiép dén ndo
dé lam tang hoat déng ciia ving doan ndo (ving niio tham gia vio co ¢hé nhin thire, hoe tp.
tri nhd, sy tinh tdo va y thirc).

Piracetam tdc dong 1én mot s6 chit dan truyén than kinh nhu acetylcholin, noradrenalin,
dopamin... Piéu nity ¢6 thé giai thich tdc dung tich cye ela thude 1én sy hoe tip vi cai thién
kha néing thue hién cdc test vé tri nhé. Thude ¢6 thé lam thay déi sy din truyén than kinh va
g6p phiin cai thién méi trirdmg chuyén héa dé cic 1€ bao thin kinh hoat déng tdt. Trén thue
nghi¢m, piracetam ¢é tac dyng bio vé chéﬂg lai nhirng rdi loan chuyén hoa do thiéu méau
cuc b nhé lam ting dé khang ctia ndio d6i vai tinh trang thiéu oxy. Piracetam lam ting sur
huy dong va sir dung glucose ma khdng I¢ thuge vao sir cung cép oxy, tao thudn lgi cho con
dudmg pentose va duy tri tong hgp niing lugng & ndo. Piracetam tdng cudng ty 1¢ phue hoi
sau ton thuong do thiu oxy bing cach tang sir quay vong cia cic photphat v co va giam
tich tw glucose va acid lactic. Trong diéu kién binh thudmg ciing nhir khi thidu oxy, nguréi 1a
thiy piracetam lam ting lugng ATP trong ndo do ting chuyén ADP thinh ATP: diéu nay co
thé 1a mdt cor ché dé giai thich mot so tde dung €6 ich cia thude. Tae dong 1én sir dian truvén
tiét acetylcholin (lam tang gidi phong acetylcholin) ciing ¢6 thé gdp phin vio co ché tic dyung
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ctia thude. Ihmp&i lé«./ ﬁlﬁhlﬁhgﬂi@fﬂﬁhl@@aﬁmﬁﬂmﬁu ndy co thé ¢o tic

dung 6t 1én sir hinh thanh tri nhé. Thude khong c6 tac dung giy ngu, an thin, hdi sire, gidm
dau, an thin kinh hode binh thin kinh ciing nhw khéng ¢6 tic dung ciia GABA.

Piracetam lam giam kha ning két ty tiéu cdu va trong truong hgp hong ciu bj cimg bét
thudémg thi thude ¢6 thé lam cho héng cdu phuc hdi kha ning bién dang va kha ning di qua
cde mao mach, Thude ¢6 tie dung chfing gidt rung co.

Cinnarizin

Cinnarizin 14 thude khang histamin (H,). Phin 6n nhimg thude khang histamin H, cing ¢6
tic dung chong tiét acetyleholin va an thin. Thude khang histamin ¢o thé chiin cic thy thé &
co quan tin ciing cia tién dinh va (rc ché sy hoat hoa qua trinh tiét histamin va acetylcholin.
Cinnarizin con 1 chit déi khing calci. Thube ire ché sir co 1é bao co tron mach mau bing
cich chen cic kénh calei. O mot sé nuée, cinnarizin duge ké don rong rdi lam thude gidin
mach ndo dé diéu tri bénh mach nio man tinh véi chi dinh chinh 12 xo cirng dong mach
ndo; nhung nhimg thir nghiém 1am sang ngau nhién vé cinnarizin déu khong di dén két ludn
rd rang. Cinnarizin da duge diing trong diéu tri héi chimg Raynaud, nhung khong xdc dinh
duge 14 ¢6 hiéu lue. Cinnarizin ciing dirge ding trong cde rdi loan tién dinh.

Ciie difc tinh dwege dong hoc:

Piracetam

Piracetam ding theo dudng udng duge hip thu nhanh chéng va hau nhur hoan toan & dng
ticu héa. Kha dung sinh hge g‘fin 100%. meg do dinh trong huyél wrong (40 - 60
microgram/ml) xudit hién 30 phit sau khi uﬁng mét licu 2 g N{‘mg d¢ dinh trong dich nio
wiy dat duge sau khi udng thude 2 - 8 gio. Hap thu thude khong thay doi khi diéu tri dai
ngay. Thé tich phin bé khoing 0.6 livke. Piracetam ngdm vio tit ca cic md va ¢6 thé qua
hang rao méu - ndo, nhau - thai va cd cde mang ding trong tham tich thin. Thude ¢6 ndng
dd cao & vo ndo, thity trén, thity dinh va thity cham, tiéu ndo va cdc nhan vin g ddy. Nia din
trong huyét twrong 1a 4 - 5 gid; nira doi trong dich ndio wiy khoang 6 - 8 gio. Piracetam
khong g{.ln vilo cic protein huyét twong vi duge dio thai qua thin dudi dang nguyén ven. Hg
50 thanh thai piracetam cua thin & ngudi binh thudmg 1a 86 ml/phut. 30 gitr sau khi udng, hon
95% thude duge thai theo mrde ti¢u. Néu bi suy thin thi nira dd&i thai i tng én: 18] ngurdri
bénh bi suy thin hoan toan vi khong hoi phue thi thisi gian niy 12 48 - 50 gid.

Cinnarizin

Sau khi udng. cinnarizin dat duge nong do dinh huyét wong tr 2 dén 4 giv. Sau 72 gio,
thude van con thai trir ra nuede tiéu, Nira déi huyét twong cia thude & ngudi tinh nguyén tré
tudi khoang 3 gid.

5. Qui cach déng géi: Ep vi PVC/AL hop 10 vi x10 vién, hdp 5 vi x10 vién, hép 3 vi x10
vién, hop 6 vi x10 vién. Lo 100 vién/hgp, 1o 200 vien/hop.

6. Chi dinh, li¢u dung, cich diing, chéng chi dinh

Chi dinh: Hgi chimg tam thin thyre t{"}_n do cdc nguyen nhan khie nhau. ;

Suy mach ndo cap va man tinh va tiém an do xo vira dong mach va ting huyet dp dong

mach tinh trang sau dét quy ndo.
Suy ndo sau chin thuong (giai doan sau chén ding ndo hojc tén thurong nio nhe).
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rung gift céu mét, budn nén, non chimg mét tri (Sa st tri ¢ do mach mdu), r6i loan tam
than lién quan dén tri nhé, mat chii ¥ va tdp trung, cam xtic khong én dinh
Liéu lwgng va cach ding

- Ngudi lon: Udng lan 1-2 vién ngay 3 Kin trong vong 1-3 thang tiy thudge vio mire do
nghiém trong cia bénh.
- Tré em udng lan 1-2 vién ngay 1-2 lin.
Ching chi dinh:
Man cam vdi cinnarizin, piracetam hodic bit cir mt thanh phén nao eta thude.
Loan chuyén héa porphyrin.Ngudi bénh suy thin ning (hé s6 thanh thai creatinin dudi
20ml/phat). Neudi méic bénh Huntington.

Nguoi bénh suy gan.
7. Cée thiin trong khi ding thude:
Ciing nhur véi nhimg thude khang histamin khéc, cinnarizin ¢6 thé gay dau ving thugng vi.
Udng thude sau bira in ¢6 thé lam giam kich img da day.
Phai tranh ding cinnarizin dai ngay & ngudi cao woi, vi co thé gay tang hodc xuat hién
nhimg tri¢u chimg ngoai thap, déi khi két hop viéi cam gidc (rim cam trong diéu tri kéo dai.
Vi piracetam duge thii qua thin, nén nira doi eta thude ting 1én lién quan trre tiép vai mire
d6 suy thin vi do thanh thai creatinin. Cén rét thin trong khi ding thude cho ngudi bénh by
suy thin. Cin theo ddi chire niing thin & nhimg nguwdi bénh niy va ngudi bénh cao twdi.
Khi hé s6 thanh thai ca creatinin dudi 60 ml/phit hay khi creatinin huyét thanh trén 1.25
mg/100 ml thi ¢in phai diéu chinh liéu:
Hé s6 thanh thai creatinin 14 60 - 40 ml/phit, creatinin huyét thanh Ia 1,25 - 1.7 mg/100 ml
(ntra dori ciia piracetam dai hon gdp déi): Chi nén ding 1/2 liéu binh thuémg.
H¢ s6 thanh thai creatinin 14 40 - 20 ml/phit, creatinin huyét thanh 1a 1.7 - 3.0 mg/100 m
(nira divi cla piracetam 1a 25 - 42 giér): Ding 1/4 liéu binh thuimg.
Sir dung cho phu nir ¢6 thai va cho con bii: Khing ding cho ngudéi mang thai.
Théi ky cho con bii: Chi diing khi thét cin thiét

Tic dong ciia thude khi 14i xe va vin hinh may mée: Khéng ding vi ¢6 nguy co budn
ngu.
8. Twong tac véi cic thude khdc, cic dang twong tic khic:

Rurgu (chfil {rc ché hé thin kinh trung wong}, thude l:h-:":'mg trim cam ba vong: Sir dung dong
thoi véi cinnarizin ¢6 thé lam ting tac dung an thin cia mdi thude néu trén hodc cia
cinnarizin,

P4 6 mdt trrdmg hop 6 twrong tic gilta piracetam v tinh chét tyén gidp khi ding dong
thévi: Lit 1dn, bi kich thich va rdi loan gifc ngi.

(3 mt ngudi bénh thai gian prothrombin da duge 6n dinh bing warfarin lai ting 1én khi
ding piracetam

9. Thic dyng khing mong mubn:

Cinnarizin :

¥
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Thirong gdp, ADRh;IB§ :: 4‘Emﬂg£%wp Hg@&qgm{ R loan tiéu hoa.

It gap, 171000 < ADR < 1/100 : Than kinh trung wvong: Nhire dau. Tiéu hoa: Khd miéng,
tang can. Khac: Ra md hoi, phan tmg di tmg,

Hiém gap, ADR < 1/1000 Than kinh trung wong: Triéu chimg ngoai thap & ngudi cao oI
hodc khi diéu tri dai ngay . Tim mach: Giam huyét ép (liéu cao).

Piracetam :

Thieong gdp, ADR >1/100 : Toan thin: Mé& méi. Tiéu hoa: Budn ndn. non. ia chay. dau
bung, trurdng bung. Thén kinh: Bon chén, dé bi kich don g, nhirc diu, mat ngu. ngu ga.

it gap. 1/1000 < ADR < 1/100 :Toan than: Chéng mit. Than kinh: Run, kich thich tinh duc.
10. Qua liéu va cich xir tri:

Phai ngimg thude khi bénh niing hon hofic xudt hién nhirng tri¢u chirng ngoai thap khi dicu
tri dai ngay cho ngudri cao tudi

Co6 thé giam nhe cc tac dung phu cta thude hi%ng cach giam liéu,

11, Piéu kién bao quin va han ding ciia thudc

Noi khé mét, nhiét d¢ dudi 30°C, tranh anh sing

Han diing: 36 thang ké tir ngay sn xudt.

12. Tén va va dia chi ciia nha san xuit "'-;f;
Cong ty CP Duge Ha Tinh J
- 167 - Ha Huy Tap - Thanh phé Ha Tinh %/
O ey O DT: 02393 854617 - 02393 855906 Fax : 02393 3856821

13. Ngay xem xét sira doi lai to thong tin cho bé¢nh nhin. Ngay 09 /01 /2018
GIAM DOC

oy e |
IE COPHAN O
W
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