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MAU NHAN THUOC PANG KY

1- MAU NHAN Vi PIRAXNIC (1 vi x 10 vién nén bao phim)
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MAU NHAN THUOC PANG KY

2 - MAU NHAN CHAI PIRAXNIC (Chai 100 vién nén bao phim)

CONG THUC: ’/ Chai 100 vién ~ CHi BINH, CHONG CHI DINH,
Piracetam ................ 400 mg nén bao phim  CACH DUNG, THAN TRONG VA
CINGHZIN .o 25mg - = B f‘\c T}"’(!&"fz “Nd",!"‘\% ;‘iﬂ doc
. i rong ng dén st dung. =
T4 dugc ..... vd ......... 1 vién Pll.axnlc ek i o5 dung o e 212
P SBK/VISA : :
¥ mﬂ: Drl‘: S?Im mm: DUNS ONQ
“BA0 CuAN MDY 40 AT AHIET D0 DU 07 Ma Vach NHIEH
il vl e $610 SX (Lot. No) a5
} Ngdy SX (Mfg. Date) SA-
Sénl'l xuﬁt ‘al. 5 Han d&ng (Exp Date) :
CONG TY TNHH DUQC PHAM USA - NIC _ ' : NoTF
L DN b F et e i [GMP-WHO ‘ Manddachred by: USA - NIC PHARMA Co., Ltd | <10

Block 11D, Road C, Tan Tao IP, Binh Tan Dist., HCM(E/
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3-MAU HQP PIRAXNIC (Hép 3 vi x 10 vién nén bao phim)

/

HSp 3 vi x 10 vién nén bao phim

Piraxnie¢’

Tiéu chudn dp dung: TCCS
SPKNISA ...,

Excipients ... gs.p ...... 1 fim coated caplet —
INDICATIONS, CONTRA - INDICATIONS, Ma Vach

INFORMATION: Mandactred by (/SA - NIC PHARMA Co., Lid
Read the package insert carefully. Block 11D, Road C, Tan Tao IP, Binh Tan Dist., HCMC

Box of 3 blisters x 10 film coated caplets

Piraxnie’

WHO-GMP

CONG THUC: € XA TAM TAY CUA TRE £t
Piracetam ...........cccocveiciniicicsnennnen. 400 mg BOC KV HUOWG DA ST DUNE TRUTC Kit DUNG
Cinarizin ..........coveeve. v 25 G BAD QUAN R KHO WAT. I83ET 50 DU 30°C.

16 AUGC ... ¥ ....... 1vién nén bao phim e i

CHi DINH, CHONG CHI DINH, CACH DUNG,  Sén xudt tai: __
THAN TRONG VA CAC THONG TIN KHAC: CONG TY TNHH DUCIC PHAM USA - NIC
Xin doc frong 13 hudng dén sti dung. L5 11D, Buiing C, KCN Tan Tao, Q.Binh Tén, TP.HCM
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4-MAU HOP PIRAXNIC (Hop 6 vi x 10 vién nén bao phim)

1

HGp 6 vi x 10 vién nén bao phim

Piraxmnie

@ _ 0

INDICATIONS, CONTRA - INDICATIONS,
DOSAGE, WARNINGS AND OTHER
INFORMATION:

Read the package insert carefulty.

— Pirm" O Tiéu chudn dp dyng: TCCS
ACEIAM .o 400 mg SDK/VISA -
CINQIZN ..cvvvar oo 25mg P s
Excipients ... gs.p 1 film coated caplet

Manstactwed by: (/SA - NIC PHARMA Co.. Lg
Biock 11D, Road C, Tan Tao IP, Binh Tan Dist, HCMC

[ Box of 6 bilisters x 10 film coated caplets

Piraxnie

@ @

=

CONG THUC
( Piracetam ..o 400 mg

CHI DINH, CHONG CHI DINH, CACH DUNG,
THAN TRONG VA CAC THONG TIN KHAC:
Xin doc trong 13 huéng dén s dung.

BE XA TAM TAY CTiA TRE £ J

B0C XY HUING DA SO pyms TRUIE ioR DiWG

BA0 QU KoY K0 MAT, 1ET D) DU 30,
m_mmm TRUE TEEP =

San xudt tai: 2

CONG TY TNHH DUCC PHAM USA - NIC

Lo 11D, Budng C, KCN Tan Tao, QBinh Tan, TPHCM
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5-MAU HOP PIRAXNIC (Hop 10 vi x 10 vién nén bao phim)

HGp 10 vi x 10 vien nén bao phim

@ _ 0

Tiéu chudn 4p dyng: TCCS
SPKVISA: ...

Mandachwed by UUSA - MIC PHARMA Co., Ltd
Block 11D, Road €, Tan Tao IP, Binh Tan Dist, HCMC

] Box of 10 blisters x 10 film coated caplets

r CONG THUC:
Piracetam ..........oooovveceoeo 400 mg
Cinanizin ..o 25mg
Taduge ... vd....... 1vién nén bao phim
CHI DINH, CHONG CHI DINH, CACH DUNG,

MNmuchcAcméusnum
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BOC KV it ol SU oy TR o oowe
mmmmmmmmm
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San xudt tai: .
CONG TY TNHH DUJC PHAM USA - NIC
L8 11D, Buding C, KCN Tan Tag, QBinh Tan, TP.HCM
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TO HUONG DAN SU DUNG THUOC
Vién nén bao phim PIRAXNIC

PIRAXNIC - Vién nén bao phim:

4

Cong thirc (cho mot vién):

Piracetam....................... 400 mg /
Cinarizin............oovvveeeoo 25 mg (\Y{
Taduge............... viadu............ 1 vién

(Tinh bgt sin, lactose, PVP K30 (Po]yvinylpyn-ofidon) bot tale, DST (Natri starch glycolat),
magnesi stearat, HPMC 615 (Hydroxypropyl methylcellulose), titan dioxyd, PEG 6000)

Tac dung dwoc ly:

Duwoe lwe hoc:

tac dung chinh cua cac thude dugc goi la hung tri 1a cai thién kha nang hoc tap va tri nhé. G
nguoi binh thuong va ngudi bi suy giam chic nang, piracetam téc dung truc tiép dén nio dé
lam tang hoat dong cia viing doan nao (Ving ndo tham gia vao co ché nhén thirc, hoc tap, tri
nhd, sy tinh tdo va y thirc)

Dwoc dong hoc:

Piracet?m: Piracetam dung theo dudng qéng dugc hg‘ip thu nhanh chéng va hau nhy hoan
toan ¢ 6ng tiéu hoa. Kha dung sinh hoc gan 100%, Nong do dinh trong huyét tuong (40-60
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¢

¢

¢

- Cinarizin: Sau khi uong, cinarizin dat ndng d6 dinh trong huyét tuong tir 2-4 gi&r. Sau 72

~ A < ,
- Suy mach néo cap va man tinh.

- Chirng nhdi méu nio, tang 4p suit nio trong bén
- Bénh viém va nhiém trang thin kinh trung wong.

- Chirng giit nhin ciu.

Ko = - ~ A Ao , I3
- Roi loan cdm xiic, tim thén, réi loan tri nhé.,

- Nguoi 16n: Mai lan 1-2 vién, ngay 3 lan, dung trong 1-3 thang, tuy thudc vao muc do

¢ Tic dung khong mong muén:

microgam/ml) xuét hién 30 phut sau khi udng mot lieu 2g. Nong do dinh trong dich ndo tuy
dat dugc sau khi udng thudc 2-8 gior. Hap thu thude khong thay déi khi diéu tri dai ngay. Thé
tich phan bd khoang 0,06 lit/kg. Piracetam ngim vao tit ca cdc md va c6 thé qua hang rao
mau-ndo, nhau thai va ca cdc mang ding trong thim tich than. Thuéc ¢ ndng d6 cao & vé
néo, thuy tran, thuy dinh va thuy chim, tidu nio va cc nhan vung ddy. Nira doi trong huyét
twong la 4-5 gid, nira doi trong dich ndo tuy khoang 6-8 gio. Piracetam khong gén vao céc
protein huyét tuong va duoc dao thai qua than dudi dang nguyén ven. Heé s6 thanh thai cta
piracetam cua than ¢ ngudi binh thuong 1a 86 ml/phit. 30 gid sau khi udng, hon 95% thube
dugc thai theo nudc tieu. Néu b suy than thi nira doi thai trir tang 1€n: & nguoi bénh bi suy
thin hoan toan va khong hdi phuc thi thoi gian nay la 48-50 gi.

gio, thudc van con thai trir qua nudce tidu, Nira doi huyet twong cua thude & ngudi tinh
nguyén tré tudi khoang 3 gio.

Chi dinh:

{
Tén thwong nio. (’\(L
h.

A La i d A r - r r A . A A ~
Bénh ly ctia mé dao: Chéng mit, chodng ving, u tai, buon nén, nén.
Hoi chimg maniere.

Suy gidm chi y, tip trung.
Liéu diing - cich diing;

nghiém trong cta bénh.

Tré em: 1-2 vién, ngay 1-2 lan.

V&1 nguoi suy than:

+ D0 thanh thai creatinin 1a 60-40 ml/ phut, creatinin huyét thanh 1a 1,25-1,7 mg/100 ml:
Chi nén dung % liéu binh thuong.

+ Heé sb thanh thai creatinin 1a 40-20 ml/ phut, creatinin huyét thanh la 1,7-3,0 mg/phut:
dung % liéu binh thudng.

Khéng sir dung thubc qué 3 thang.

Chong chi dinh:

Mén cdm véi cinarizin, piracetam hodc bét cir mdt thanh phin nao ciia thube.

Loan chuyén héa porphyrin.

Nguoi bénh suy than ning (hé s thanh thai creatinin dudi 20 ml/ phut).

Ngudi méc bénh Huntington.

Ngudi bénh suy gan.

Piracetam
+ Thuong gip (ADR>/ 100): Toém‘thén ‘(mét~m6i); tiéu hoa (budn non, ndn, ia chay, dau
bung, truéng bung); than kinh (bdn chdn, dé bj kich dong, dau ddu, mét ngu, ngu ga).

+ 1t gap (1/1000<ADR<1/100): Toan than (chéng mat, tang can, suy nhuoc); thin kinh
(run, kich thich tinh duc, cang thang, ting van dong, trAm cam); huyét hoc (r6i loan dong

méu hodc xuat huyét nang); da (viém da, ngira, may day).
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- Cinarizin
+ Thuong gip (ADR>/100 : Ngii ga, rdi loan tiéu hoa.
+ It gap (1/1000<ADR<1/100): Nhirc dAu, khd miéng, ting can.
+ Hiém gip (ADR< 1/1000): Giam huyét ap, triéu chung ngoai thap trén than kinh trung
uong & ngudi cao tudi khi diéu tri dai ngay.
Thong béo cho bac si nhitng téc dung khong mong mudn gip phai khi six dung thudc

¢ Twong tic véi thude khac: /
- Piracetam: m

+ Co twong tac gifra piracetam va tinh chét tuyén gidp khi ding dong thoi: La 14n, bi kich
thich va rdi loan gidc ngu.

+ O ngudi bénh, thoi gian prothrombin di dwoc én dinh bang warfarin lai tang l1én khi dung
piracetam.

- Cinarizin: St dung dong thoi véi rugu, thube chong tram cam 3 vong c6 thé lam tang tac
dung an than ctia mdi thudc néu trén hoéc cua cinarizin.

¢ Thén trong va canh bao dic biét khi sir dung thubc:

- Piracetam: Can rét than trong khi dung thudc cho nguoi bi bénh suy than, theo doi chirc
nang than & nhitng ngudi bénh nay va ngudi bénh cao tubi.

- Cinarizin: \

\
+ Cinarizin c6 thé giy dau ving thuong vi. Ubng thudc sau bira an c6 thé lam glam kich

ung da day. | f

+ Cinarizin ¢6 thé gay ngu g, dic biét lic khoi ddu didu tri, nén tranh dung cho nguorl
dang lai xe, dang vin hanh may moc.

+ Phai tranh dung cinarizin dai ngay & nguoi cao tudi, vi co the gdy ting hodc xuét hién

nhimg triéu chimg ngoai thap, d6i khi két hop véi cam giac trAm cam trong diéu tri kéo
dai.

+ Can than trong khi dung cinarizin lidu cao cho ngudi bénh giam huyét 4p vi ¢6 thé gay 3‘\/

giam ap lyc mau.

- Khong sir dung cho bénh nhén khdng dung nap Galactose hoic thidu enzym Lactose hoac" \

4

kém dung nap Glucose-Galactose. !

¢ Téc dong cia thudce khi l4i xe va van hanh miy méc:

- Thubc c6 thé gy budn ngt nén khéng dung cho ngudi lai xe va van hanh may moc.
¢ Sir dung cho phu nit ¢6 thai va cho con bi:

- Chi nén dung cinarizin trong thoi ky mang thai khi that can.

- Trong thoi ky cho con by, chi dung cinarizin khi lgi ich diéu tri cho me trgi hon nguy co c6
thé xay ra dbi véi tre.

¢ Qui lidu va xir tri:
- Piracetam: Piracetam khong doc ngay ca khi dung liéu rit cao. Khéng can thiét phai c6
nhimg bién phap dic biét khi nh& ding qu4 lidu.
- Cinarizin: Chua thy c6 hién tugng qua lidu khi st dung cinarizin. Néu c6 hién tuong qua
liéu thi ngung dung thudc va didu tri tridu chung.
¢ Trinh bay:
- Hop 3 vi x 10 vién.
- Hop 6 vi x 10 vién.
- Hop 10 vi x 10 vién.
- Chai 100 vién.

S
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¢ Han dung:

- 36 thang ké tir ngdy san xuét.
¢ Bio quan:

- Noi kho mat, nhiét d¢ dudi 30°C, tranh anh sang.
¢ Tiéu chuin: TCCS

DE XA TAM TAY CUA TRE EM

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG |

NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA THAY THUOC
KHONG DUNG THUOC QUA HAN SU DUNG

THONG BAO CHO BAC SI NHUNG TAC DUNG KHONG MONG MUON GAP PHAI
KHI SU DUNG THUOC

CONG TY TNHH DUGC PHAM USA - NIC (USA - NIC PHARMA)
L6 11D dudng C — KCN Tén Tao — Q.Binh Tan — TP.HCM

DT : (08) 37.541.999 — Fax: (08) 37.543.999

TP HCM g&yﬁmang 10nam2016
Pho 19 G

DS. TRAN MIN ANH
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Maiu 3/ ACTD

8.

TO THONG TIN CHO BENH NHAN

Tén san phim: PIRAXNIC
Mo ta san phdm: Vién nén dai bao phim mau tring, mét vién nhn, canh va thanh vién lanh
lan.
Thanh phin cia thube:
M>i vién nén dai bao phim:
ol 1 T | SORR— 400 mg 3,(
- Cinarizin..........c..coeeune... 25 mg
(Tinh bot sin, lactose, PVP K30 (Polyvinylpyrrolidon) bt talc, DST (Natri starch glycolat),
magnesi stearat, HPMC 615 (Hydroxypropyl methylcellulose), titan dioxyd, PEG 6000)
Ham hrong ciia thube: Piracetam 400 mg; Cinarizin 25 mg
Thudc ding cho bénh gi?
Suy mach nio c:‘np va man tinh.
Tén thwong nio.
Chirng nhéi miu nio, tang 4p suit nio trong bénh
Bénh viém va nhiém tring than kinh trung wong.
Bénh ly ciia mé dao: Chéng mit, chodng vang, u tai, budn nén, non.
Chirng gidt nhin ciu.
Hoi chirng maniere.
Réi loan cam xiic, tAm thén, rdi loan tri nhé.
Suy giim chua y, tip trung.
Nén dung thudc nay nhw thé nao va lidu lwgng?
Ngudi 16n: Mdi 1an 1-2 vién, ngay 3 lan, ding trong 1-3 thang, tuy thudc vao mic do
nghiém trong cta bénh.
Tré em: 1-2 vién, ngay 1-2 14n.
Véi nguoi suy than:
+ D0 thanh thai creatinin 1a 60-40 ml/ phut, creatinin huyét thanh 14 1,25-1,7 mg/100 ml:
Chi nén dung Y liéu binh thudng.
+ Hg 6 thanh thai creatinin 12 40-20 ml/ phut, creatinin huyét thanh 1a 1,7-3,0 mg/phut:
dung 4 li€u binh thuong.
Khéng sir dung thude qué 3 thang
Khi nao khing nén ding thudc nay?
Man cam véi cinarizin, piracetam hogc bét citr mdt thanh phan nao cta thube.
Loan chuyén héa porphyrin.
Nguoi bénh suy thén ning (hé sb thanh thai creatinin dudi 20 ml/ phut).
Nguoi méc bénh Huntington.

- Nguoi bénh suy gan.

Téc dung khéng mong muén:

- Piracetam

+ Thudng gap (ADR>/ 100): Toe‘m\thén‘(métméi); tiéu hoa (buép ndén, non, ia chay, dau
bung, truéng bung); than kinh (bon chdn, dé bj kich dong, dau dau, mét ngu, ngu ga).

+ It gap (1/1000<ADR<1/100): Toan than (chéng mat, ting céan, suy nhuoc); than kinh
(run, kich thich tinh dyc, cang thang, ting vin dong, trAm cam); huyét hoc (rdi loan dong
mau hodc xuat huyét nang); da (viém da, ngira, may day).
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- Cinarizin
+ Thudng gip (ADR>/100 : Ngu ga, rbi loan tiéu hoa.
+ It gdp (1/1000<ADR<1/100): Nhtrc du, khé miéng, ting can.
+ Hiém gip (ADR< 1/1000): Giam huyét 4p, tridu ching ngoai thap trén than kinh trung
wong & ngudi cao tudi khi diéu trj dai ngay.
Thong bao cho bac si nhimg tac dung khong mong muédn gap phai khi sir dung thuc.
9. Nén tranh cic loai thudc hoiic thuc phim gi khi dang sir dung thudc nﬁy"
- Piracetam: Co tuong tac gilra piracetam va tinh chét tuyén gidp khi ding ddng thoi: La 14n,
bi kich thich va rdi loan giac ngu.
O ngudi bénh, thoi gian prothrombin d& dugc én dinh bing warfarin lai tang lén khi dung
piracetam.
- Cinarizin: St dung dong thoi véi ruou, thude chong trAm cam 3 vong c6 thé lam tang tac
dung an thin cua mdi thude néu trén hodc cua cinarizin /
10. Can lam gi khi mjt 1an quén ding thude.
- Tiép tuc dung thudc theo su chi dinh cta béc si. '\
11. Cin bio quin thube niy nhw thé nao? ?
- Noi kho mét, nhiét d6 dudi 30°C, tranh 4nh sang.
12. Nhirng ddu hiéu va triéu chiing khi dung thudc qua lidu.
- Piracetam: Piracetam khong ddc ngay ca khi dung liéu rat cao.
- Cinarizin: Chua thiy c6 hién tuong qué liéu khi sir dung cinarizin.
13. Cin phai lam gi khi dung thuéc qui liéu khuyén cio.
- Néu c¢6 hién tuong qua liéu thi ngung dung thudc va diéu tri triéu ching.
14. Tén nha sin xuit sin phim:
- Céng ty TNHH Dugc phdm USA - NIC
15. Nhirng diéu cin thén trong khi ding thudc nay.
- Piracetam: Can rit than trong khi dung thubc cho ngudi bi bénh suy than, theo dai chuc
nang than & nhitng nguoi bénh nay va ngudi bénh cao tubi. X
- Cinarizin: Cinarizin c6 thé gy dau ving thuong vi. Udng thudc sau bita n c6 thé lam

giam kich tng da day .
+ Cinarizin ¢6 thé giy ngu g4, dic biét luc khéi dau diéu tri, nén tranh dung cho nguoi dang” )
lai xe, dang vén hanh may méc /

+ Phai trdanh dung cinarizin dai ngay & nguoi cao tudi, vi c6 the gy ting hodc xuét hlen
nhitng tri¢u chimg ngoai thap, d6i khi két hop véi cam gidc trAm cam trong diéu trj kéo
dai.

+ Cén than trong khi dung cinarizin liéu cao cho nguoi bénh giam huyét 4p vi c6 thé gay
giam 4p luc mau.

- Khéng sir dung cho bénh nhén khéng dung nap Galactose hozc thiéu enzym Lactose hoic

kém dung nap Glucose-Galactose.

16. Khi nao cin tham vin béc si ? ‘
- Théng bao cho béc si nhing tac dung khong mong mudn khi st dung thudc. k
17. Ngay xem xét sira dbi lai tor W bénh nhan: Ngay 25/10/2016

TUQ CUC TRUUNG
P.TRUONG PHONG
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