M&u nhan hp vién nén Vinphastu. Kich thuéc: 220 mm X 110mm X 54 mm
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VINPHACO

Sin xudt tai: CONG TY ¢8 PHAN DUGC PHAM VINH PHIC SBK:

S6 777 Budng Mé Linh, P. Khai Quang, TP. Vinh Yén, T. Vinh Phiic S8 10 SX:
DT: 02113 861233 Fax: 02113 862774 NSX:

Nha méy san xuft: Thdn Mau Thong, P. Khai Quang, TP. Vinh Y&n, T. Vinh Phic HD:
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C6ng thirc: Cho 1 vién chifa.
Cinarizin 25mg
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“DF xa tim lay tré em
Boc ki hudng din sit dyng trude khi ding”
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VINPHACO
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THUGC DUNG CHO BENH VIEN

cach dnnu, céc théng tm khéc: Xem t3 hudng dén sif dyng.
Béo qudn: Nai kho réo, nhigt do dudi 30°C, trénh 4nh séng.
Tigu chufn: DBVN IV.

Vv?‘*my(\)e Vinphastu 25 mg. Kich thugc 50 x 103 mm
vin o»lo S’k//HD dugc dap truc tiép trén vi
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Nhan trén hop Vinphastu kich thuéc(12 x 6 x 5) cm

Céng thite: Cho 1 vién chifa.
Cinarizin. 25mg
T& QUIC VU oo 1 vién

Chi djnh, ch@ng chi djnh, liéu ding, cich ding, th3n trong,
. tac dung khdng mong mudn, céc thdng tin khac: VINPHAGO
—  Xem to hudng din sif dung.

San xult tai:

. A g CONG TY c§ PHAN DUGC PHAM VINH PHUC
Bao quan: Noi khd réo, nhigt d dudi 30°C, tranh 4nh séng. S8 777 Busng Me Linh, P. Khal Quang, TP. Vinh Yan,

Tiéu chudn: DOVN IV. T. Vinh Phic

PR — DT: 02113 861233 Fax: 02113 862774
Agian.iay lre-em Nha méy sin xuft: Thon Mau Thong, P. Khai Quang,
Doc kj hudng dan sir dung trude khi ding” TP. Vinh Yén, T. Vinh Phic
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Tréh/*\d thusg Vinphastu 25 mg. Kich thuéc 50 x 103 mm
UG §W|O/SXZ HD dugc dap tryc tiép trén vi




Nbi dung to huwéng din siv dung vién nén Vinphastu cho cdn bg y té

Tén thuoc:

/ : VINPHASTU
Thanh phén cﬁu /tao @uajthyo w\
Cholv1en ” ] e e 3))
’ // ......................................................................... 25mg

Td dwoc Tinh bot\ngog;finh bot?ém lactose, aerosil, talc, magnesi stearat vd....1 vién.

Dang bao ché: Vién nén s

Quy cach dong géi:

Hop 8 vi x 25 vién nén.

Hop 50 vi x 25 vién nén.

Dwgc luc hoe:

Mia ATC: NO7CA02

Cinarizin 1a mdt dan chit cia piperazin c6 tic dung khang histamin Hi. Phén 16n nhimg thubc
khang histamin H; cling c6 tac dung chdng tiét acetylcholin va an than. Thubc khang histamin c6
thé chin cac thu thé & co quan tan clng cua tién dinh va tc ché su hoat héa qud trinh tiét
histamin va acetylcholin. D& phong say tau xe, thudc khang histamin c¢6 hiéu qua hoi kém hon so
v6i scopolamin (hyosin), nhung thuong dugc dung nap t6t hon va loai thudc khang histamin it
gdy budn ngl hon nhu cinarizin hogc cyclizin thuong duoc ua ding hon.

Cinarizin con la chét d6i khang calci. Thubc tc ché su co té bao co tron mach méau bang cach
chen céc kénh calci. G mot sb nude, cinarizin duge ké don rdng rai lam thube gidn mach ndo dé
didu tri bénh mach nfio man tinh véi chi dinh chinh 1a xo cimg ddng mach ndo; nhung nhiing thu
nghiém 1adm sang ngu nhién vé cinarizin déu khong di dén két luan rd rang. Cinarizin da dugc
dung trong diéu tri hdi chung Raynaud, nhung khong xac dinh duoc la ¢6 hiéu luc.

Cinarizin cling dugc dung trong céac ri loan tién dinh.

Dwoc dong hoc:

Sau khi ubng, cinarizin dwoc hap thu tir dudng tiéu hoa va dat duoc nong do dinh huyét tuong tir
2 dén 4 gio. Sau 72 gio, thube van con thai trir ra nuéc tiéu dudi dang da chuyén héa. Thoi gian
bén thai cta thudc khoang 3 - 6 gid. Cinarizin dao thai qua phan la chinh, & dang khong bién ddi
va trong nude tiéu chu yéu & dang chuyén hoa.

Chi dinh:

Didu tri c4c triéu chung rdi loan tién dinh nhu chéng mit, choang vang, U tai, gidt nhan cdu, budn
ndn va non.

Phong say tau xe.

Phong chimg dau nira dau.

Piéu tri cac triéu chimg bit ngudn tir mach mau ndo nhu chéng mit, U tai, dau dau can nguyén
mach méu, d& bi cau git, mt tri nhé va thiéu tap trung.

Diéu tri cdc triéu chung rdi loan mach ngoai vi gém héi ching Raynaud, xanh tim dau chi, di
khap khing cach hdi, loét ban chan do thiéu dinh dudng va suy tinh mach, di cdm, chimg chudt
rit vao ban dém, lanh dau chi.




Liéu dung - cach dung:

Uit Mﬁg{g ubng. Nén ubng thube sau bita dn dé giam kich tmg da day.

/\

Réi loan tuan hoan\idaod‘ivién 25 mg x 3 lan/ngay.
HAM

£ £ !
Réi loan z‘uan hoan (zggaz Pi: 2 - 3 vién 25 mg x 3 lan/ngay

Roi Zoan\can bang/ wen 25 mg x 3 lan/ngay.

Say tau xe: ==
- Nguoi 16n va tré em trén 12 tudi: 1 vién 25 mg, 30 phut trude khi khoi hanh, nhic lai sau 6 gid
tiép theo.

- Tré em 6 dén 12 tudi: khuyén céo dung 1/2 lidu dung nguoi 16n.

Khuyén céo lidu dung tdi da khong duoc vuot qua 225 mg (9 vién) mdi ngay.

Chéng chi dinh:

MAn cam véi cinarizin hodc bat ¢t mot thanh phé‘m nao cta thude.

Réi loan chuyén hoa porphyrin.

Cac truwong hop than trong khi dung thube:

Ciing nhu véi nhitng thubc khang histamin khac, cinarizin c6 thé gay dau ving thuong vi. Ubng
thudc sau bita an c6 thé lam giam kich tng da day.

Pbi voi nhitng bénh nhan bi bénh Parkinson, thudc chi nén duge st dung néu loi ich cta viéc
ding thube 16n hon nhitng nguy co lam bénh trdm trong thém.

Thudc c6 thé gay budn ngu, dic biét trong thoi ky dAu dung thubc. Do d6 nén théan trong khi str
dung ddng thoi véi ruou hodc cac chét c6 kha nang trc ché than kinh trung uong.

Phai tranh dung cinarizin dai ngay & ngudi cao tudi, vi c6 thé gy tang hodc xuét hién nhitng
triéu chimg ngoai thap, déi khi két hop véi cam gidc trim cam trong diéu tri kéo dai.

Cén thén trong trong khi dung cinarizin lidu cao cho ngudi bénh gidm huyét ap vi 6 thé gy
giam ap luc mau.

Thudc c6 thé gay phan tmg duong tinh gia vdi test trén da trong vong 4 ngay sau khi ubng thube.
Thude c6 chira lactose, cin than trong v6i bénh nhan khong dung nap galactose do di truyén, kém
hép thu glucose - galactose hodc thiéu Lapp lactase.

Phu nit co thai:

Chua c6 sb liéu vé do an toan khi st dung thudc trén phu nit c6 thai. Vi véy, khong khuyén khich
dung cinarizin cho phu nit ¢6 thai.

Phu nit cho con bu:

Khong c6 dir liéu vé su bai tiét cinarizin trong sita me. Vi vAy, khong khuyén khich dung
cinarizin cho phu nit dang cho con bu.

Nguwoi vin hanh mdy méc, dang ldi tau xe, nguwoi lam viéc trén cao va cdc truwong hgp khdc:
Cinarizin c¢6 thé gay nga ga, dic biét ltc khai dAu didu tri. Phai tranh nhitng cong viéc can su tinh
tdo nhu van hanh may moc, lai tau xe, lam viéc trén cao.

Twong tac thude:

Ruou (chit tc ché hé than kinh trung wong), thudc chéng trdm cam ba vong: St dung dong thoi

vOi cinarizin c6 thé lam ting tic dung an than ciia moi thudc néu trén hodc cua cinarizin.
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Do tac dung khang h1stam1n thudc co thé gdy phan ung duong tinh gia voi test trén da trong
vong 4 ngay saukhY/ uong thude.

\ uén (ADR):

Thuong gap;, Af% ,141 00
Than kmh trung udng/N/g{A ga.
Tiéu hoa:Ré toa :éu/’ﬁoa

It gap, ]/JOOO‘Z’ZD/R< 1/100
Théan kinh trung wong: Nhirc dau.

Téc dung khongvmong/,

Tiéu hoa: Kho miéng, tdng can.
Khac: Ra md hdi, phan tng di ung.
Hiém gap, ADR < 1/1000
Théan kinh trung wong: Triéu chimg ngoai thap ¢ ngudi cao tudi hoac khi diéu tri dai ngay
Tim mach: Giam huyét ap (liéu cao).
Huéng din cdch xit tri ADR:
Co thé phong tinh trang ngu ga va rdi loan tiéu hda, thudng co tinh chét tam thoi, bang cach tang
dAn lidu t6i muc t8i wu. Phai ngimg thudc khi bénh ning hon hodc xuét hién nhimg tri¢u chimg
ngoai thap khi diéu tri dai ngay cho nguoi cao tudi.
“Théng bdo ngay cho bdc si hodic dwoc si nhitng tic dung
khong mong muodn gdp phdi khi siv dung th uoc”
Qua lidu va cach xi tri:
Triéu chimg: DA c6 bao céo truong hop qua lidu cAp tinh khi st dung cinarizin & lidu 90 - 2250
mg. Céc dAu hiéu va triéu chimg thudng gap nhét khi qua lidu nhu: Réi loan ¥ thiec, budn ngu,
sltng so, hon mé, non, ha huyét 4p va céc triéu ching ngoai thap. Mot sb it tré em bi qué lidu ¢6
triéu ching cta con co giat. Trong mot s6 truong hop, tuy hdu qua trén 1dm sang xdy ra khong
nghiém trong, nhung da c6 bao cao mot truong hop tir vong khi dung nhiéu lidu don cinarizin.
Xit tri: Khong c6 thude giai doc ddc hiéu, nhung trong truong hop dung qua lidu, can hd tro didu
tri triéu ching. Trong vai gio dAu tién sau khi in, nén rira da day va co thé dung than hoat tinh.
Céc diu hiéu cin luu y va khuyén cio:
“Pé xa tAm tay tré em”
“Poc ky hwong din sir dung trude khi diung”
Piéu kién bio quan: Noi kho réo, nhiét do dudi 30°C, tranh 4nh sang.
Han dung: 36 thang ké tlr ngdy san Xuét.
Tiéu chuin 4p dung: DDVN IV
Tén, dia chi co s& san xuat:
CONG TY CO PHAN DUGC PHAM VINH PHUC
Sb 777 Puong Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc
DbT: 02113 861233 Fax: 02113 862774
Dia chi nha may: Thon Mau Thong - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc

Ngay xem xét sira ddi, cap nhat lai ndi dung hwéong din sir dung thude: Ngay/thing/nam
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Nbi dung to huwéng din sic dung vién nén Vinphastu cho nguwoi bénh

VINPHASTU

“Dé xa tam tay tré em”
if’“Boc ky hu’ang din sir dung trudc khi dung

gdap phat klu sit dung thuoc”
Thanh phin, ham lwgng cia thude:
Cho 1 vién:
Duoc CRAE: CINATIZIN e+ eeeee oot e et ee e e eueseeaseae s ese et esensesessessenensens 25mg
Td duoc: Tinh bot ngo, tinh bot sin, lactose, aerosil, talc, magnesi stearat vd... 1 vién.
Mo ta san phim
Dang bao ché: Vién nén.
Hinh thte: Vién nén hinh tru, mau tring, mot mat c6 vach chia doi vién, mot mat c6 chit
Vinphastu, thanh va canh vién lanh lan.
Quy cach dong goi
Hop 8 vi x 25 vién nén.
Hop 50 vi x 25 vién nén.
Thudc ding cho bénh gi
Didu trj céc triéu chimg rdi loan tién dinh nhu chéng mit, choang vang, 1 tai, gidt nhéan cau,
budn nén va ndn.
Phong say tau xe.
Phong ching dau nira dau.
Diéu tri céc triéu chimg bét ngudn tir mach mau ndo nhu chong mit, 1 tai, dau dau cin nguyén
mach mau, d& bi cau gét, mat tri nh¢ va thiéu tap trung.
Didu tri c4c triéu chimg rbi loan mach ngoai vi gbm hdi chimg Raynaud, xanh tim d4u chi, di
khap khiéng céach hdi, loét ban chan do thiéu dinh dudng va suy tinh mach, di cam, chimg
chudt rit vao ban dém, lanh dau chi.
Nén dung thudc nay nhw thé nao va lidu lwong
Cich ding: Ding dudng ung. Nén ubng thubc sau bita an dé giam kich tmg da day.
Liéu ditng:
R&i loan tudn hoan néo: 1 vién 25 mg x 3 1an/ngay.
Réi loan tudn hodan ngoai vi: 2 - 3 vién 25 mg x 3 lan/ngay
Réi loan cdn bang: 1 vién 25 mg x 3 lan/ngay.
Say tau xe:
- Nguoi 16n va tré em trén 12 tudi: 1 vién 25 mg, 30 phut trude khi khai hanh, nhéc lai sau 6
gitr tiép theo.
- Tré em 6 dén 12 tudi: khuyén céo ding 1/2 liéu dung nguoi 16n.
Khuyén céo lidu ding t6i da khong duge vugt qué 225 mg (9 vién) moi ngay.




Khi nao khong-x@ dung thuoc nay

Tac dung khpngm(m g muén (ADR)

TerO’ng gapy VAPR 9/151 )0

Than kinh’ trungumg/ Ngu ga.

Tiéu hoéa: Roff'am tiéu hoa.

It gap, 1/1000 < ADR < 1/100

Than kinh trung wong: Nhirc dau.

Tiéu héa: Kho miéng, tdng can.

Khéac: Ra md hdi, phan tng di tmg.

Hiém gdp, ADR < 1/1000

Than kinh trung wong: Triéu chimg ngoai thap & nguoi cao tudi hodc khi diéu tri dai ngay

Tim mach: Giam huyét ap (lidu cao).

Hudng din cdch xit tri ADR:

C6 thé phong tinh trang nga ga va ri loan tiéu héa, thuomg c6 tinh chat tam thoi, bang cach
ting dAn lidu t6i muc tdi wu. Phai ngimg thudc khi bénh ning hon hodc xuat hién nhing trigu
chimg ngoai thap khi diéu tri dai ngay cho ngudi cao tudi.

Nén tranh dung nhirng thudc hoic thue phf‘lm gi khi dang st dung thudc nay

Ruou (chit e ché hé than kinh trung wong), thudc chdng trAm cam ba vong: Str dung dong
thoi véi cinarizin ¢6 thé lam ting tac dung an than ctia mdi thudc néu trén hodc cua cinarizin.
Do tac dung khang histamin, thude c6 thé gy phan tng duong tinh gia voi test trén da trong
vong 4 ngay sau khi ubng thude.

Cin 1am gi khi mot 1in quén khéng ding thudc

Khi quén dung thudc, liéu tiép theo dugc dung nhu trong chi dinh. Khong ding téng liéu khi
quén ding thude.

Cén bao quan thudc nay nhw thé nao

Noi kho rdo, nhiét do duéi 30°C, tranh anh sang.

Nhiing d4u hiéu va triéu ching khi ding thude qua lidu

Triéu chirng: DA c6 bao cao truong hop qua lidu c4p tinh khi str dung cinarizin & lidu 90 - 2250
mg. Céc d4u hiéu va tridu ching thudng gap nhét khi qué liéu nhu: Réi loan y thirc, budn ngg,
sltng so, hon mé, non, ha huyét ap va céc triéu ching ngoai thap. Mot sb it tré em bi qua liéu
c6 triéu chirmg ctia con co giat. Trong mot s6 truong hop, tuy hau qué trén 14m sang xay ra
khong nghiém trong, nhung da c6 béo cdo mot truong hop tir vong khi dung nhiéu liéu don
cinarizin.

Cin phai lam gi khi ding thubc qua liéu khuyén cdo

Xir tri: Khong c6 thube giai doc dic higu, nhung trong trudong hop dung qua lidu, can hd tro
diéu tri triéu ching. Trong vai gid dAu tién sau khi n, nén rira da day va co thé dung than hoat
tinh.

Nhirng diéu cin thin trong khi dung thudc nay

w



Uong thuoc - 8% bga an 6 thé lam giam kich tng da day.
béi VO’l nhungj benh 1\"" bi bénh Parkinson, thudc chi nén duoc sir dung néu loi ich cta viée

ding thuoq l\ul1 hqg\) \ nguy co lam bénh trdm trong thém.

Thubc co \he gay/bﬁénx ngt, dic biét trong thoi ky dau ding thudc. Do d6 nén than trong khi
su dung dongttheﬂrv(n ruou hodc céc chét ¢6 kha ning e ché than kinh trung wong.
Phai tranh dung cinarizin dai ngay & ngudi cao tudi, vi ¢6 thé gay tang hodc xuat hién nhiing
triéu chimg ngoai thap, déi khi két hop véi cam giac trdm cam trong diéu tri kéo dai.
Cén thén trong trong khi dung cinarizin liéu cao cho ngudi bénh giam huyét ap vi co thé gay
giam ap luc mau.
Thubc c6 thé gay phan tmg duong tinh gia véi test trén da trong vong 4 ngay sau khi ubng
thudc.
Thudc ¢6 chua lactose, can than trong véi bénh nhan khong dung nap galactose do di truyén,
kém hép thu glucose - galactose hozc thiéu Lapp lactase.
Phu nit co thai:
Chua c6 s liéu v& do an toan khi str dung thubc trén phu nit ¢6 thai. Vi vay, khong khuyén
khich dung cinarizin cho phu nit c¢ thai.
Phu ni¥ cho con bu:
Khong c6 dit liéu v& su bai tiét cinarizin trong sita me. Vi vy, khong khuyén khich dung
cinarizin cho phu nit dang cho con bt.
Nguoi vin hanh mdy méc, dang ldi tau xe, nguoi lam viéc trén cao va cdc truong hgp khdc:
Cinarizin c6 thé gy nga ga, dic biét luc khai dau diéu tri. Phai tranh nhiing cong viéc cén su
tinh tdo nhu van hanh may moc, lai tau xe, lam viéc trén cao.
Khi nao cin tham vén bic si, duoc si
Khi gap céc tac dung khong mong mudn ctia thudc, cin tham vén béc si, dugc si.
“Néu cin thém théng tin xin héi ¥ kién bac si hodic duge si”
Han dung cia thube
36 thang ké tir ngay san xuét
Tén, dia chi cia co sé sdn xuit
CONG TY CO PHAN DUGC PHAM VINH PHUC
Sé 777 Pudng Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc
bT: 02113 861233 Fax: 02113 862774
Dia chi nha may: Thon Mau Thong - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc

Ngay xem xét sira ddi, cAp nhat lai ndi dung huéng din sit dung thude: Ngay/thang/nam
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