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CINARIZIN DWP 25 MG
/ “Pé xa tam tay tré em”
| i “Poc ky huéng dén st dung trude khi dang”
1. ’l{'lﬁ hf(:‘!%ﬂ' Qghgr tre thude: Mbi vién chira:
Thaﬁ& p}zan dwo'c/gﬁ t: Cinnarizine 25 mg
Thanh p)‘méub‘ a ""crc Lactose monohydrate, Tinh bt ngd, Microcrystalline cellulose, PVP
K30, Colloidal silicon dioxide, Magnesium stearate.
2. Dang bao ché: Vién nén.
M6 ta: Vién nén hinh tron, mau tring, hai mit tron, canh va thanh vién lanh Ign.
3. Chi dinh
R&i loan thing bing - didu tri duy tri céc triéu ching réi loan mé nhi, bao gom chéng mat, hoa
mit, U tai, rung gist nhan cau, buén n6n va non.
Phong ngtra say tau xe.
Phong ngira chimg dau nira déu.
4. Cach dung, lidu ding
Cich diing: Thubc ding duong udng, nén ubng sau in.
Liéu diing:
Nén tang liéu din din vi tac dung 1én chong mit cia cinnarizine 1a phu thudc liéu.
Phong ngita ching dau nira dau & nguoi lén: 25 mg, 3 lan/ ngay.
Réi loan thing bang ¢ ngudi I6n: 25 mg, 3 1an/ ngay.
Phong ngira say tau xe:
Ngudi 16n va thanh thiéu nién tir 13 tudi trér 16n: 25 mg, ubng nira gidr trude khi di chuyén; lap
lai sau mdi 6 gid.
Tré em tir 6 dén 12 tudi: diing nira lidu ngudi lon.
5. Chong chi dinh
Bénh nhan qua mén véi bat ky thanh phén nao clia thude.
6. Canh b#o va than trgng khi dung thude
Gidng nhu céc thudc khang histamine khéc, cinnarizine ¢ thé gay dau ving thugng vi; ubng
sau bita an c6 thé 1am giam kich ng da day.
Cinnarizine chura dugc chimg minh 14 lam giam huyét 4p dang k&. Tuy nhién, thuée nén duge
st dung than trong & bénh nhéan ha huyét ap.
) nhimg bénh nhan mic bénh Parkinson, cinnarizine chi nén duge dung néu lgi ich vuot troi
hon nguy co lam nang thém bénh nay.
Cinnarizine ¢6 thé gdy budn ngi, dic biét khi méi bit du diéu tri. Vi vdy, céan than trong khi
sir dung dong thoi véi rugu hodc thude trc ché than kinh trung wong hoic thue chéng trdm
cam ba vong.
Do tac dung khang histamine, cinnarizine c0 thé ngin can phan tmg duong tinh véi cac
test trén da néu thude dugc sit dung trong vong 4 ngay trudce khi thir nghiém.
Nén tranh str dung cinnarizine trong bénh r&i loan chuyén héa porphyrin.
Chua ¢6 nghién ciru cu thé trong réi loan chirc ning gan hodc than. Than trong khi str dung
cinnarizine & bénh nhén suy gan hoéc théan.
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Ta dugc Jact\sc Bénh nhan ¢6 cc van dé di truyén hiém gip vé khong dung nap fructose hoic
gal @s%‘ {’tfﬁmr:;\ APP lactase, kém hap thu glucose-galactose hodc thiéu hut sucrase-
S@ﬁlﬁﬁ@ RHdng nén dung thude nay.

CO PH M\
11, uﬂgn_gjﬁh t: ¢ho phy nit ¢ thai va cho con bi

*‘\(k@w i p{gv
Mat .\-dﬁ-t‘f@ﬂ%\ﬂ}a /nghién ciru trén dong vét, cinnarizine khong cho thay tac dung gdy quéi thai,
nhung chi nén sir dung cinnarizine trong thoi ky mang thai néu loi ich diéu tri cao hon nguy co

tiém an d6i vai thai nhi.

* Thoi ky cho con bii:

Khéng c6 dir liéu vé sy bai tiét cinnarizine qua sita me: do d6 khong nén cho con bt & nhiing
phu nft str dung cinnarizine.

8. Anh hwéng ciia thude 18n kha ning 14i xe va van hanh miy méce

Bubn ngt ¢6 thé xay ra, diic biét khi bét dau diéu tri, nén than trong khi thyre hién céc hoat dong
nhu 14i xe hodc vén hanh may moc.

9. Twong téc, twong ky ciia thube

Twong tdc thuéc: Rugu/Thubc trc ché than kinh trung wong/Thudc chéng trim cam ba vong:
Sir dung dong thoi c6 thé 1am ting tac dung an thin cla cinnarizin hodc clia cic thude nay.
Ttm'ng ky ciia thuée: Do khéng c6 cc nghién ctru vé tinh twong ky ciia thude, khong trén 1an
thude nay voi cae thude khac.

10. T4c dung khéng mong mudn ciia thudc (ADR)

Tinh an toan ctia cinnarizine dd dugce danh gia tren 303 déi twong duge didu tri bing cinnarizine
tham gia vao 6 thir nghiém déi chirng gia dugc vé cac chi dinh rdi loan tudn hoan ngoai bién,
rdi loan tuan hoan ndo, chéng mit va say tau xe; va trén 937 déi tugng duoc diéu tri bang
cinnarizine, tham gia vao 6 thir nghiém 1am sang so sanh va 13 thir nghiém 1am sang nhan mé
vé céc chi dinh r6i loan tudn hoan ngoai bién, rbi loan tudn hoan ndo, phong chéng mit do say
tau xe va ca chimg chong mit va rdi loan tuin hoan nfo. Dua trén dir liéu an toan tong hop tir
cac thu nghle;m 1dm sang nay, cac ADR dugce bdo cdo thudong gap nhét (ty 16 >1%) 1a: Buén
ngu (9.9), budn ndn (3,0) va ting can (1,5).

Céc ADR sau ddy da duge quan sat thay tir cde thir nghiém 1am sang va céc bdo cdo sau tiép
thi. Tan suit dugc phén loai nhu sau: Rét thudng gap (1/10); thuong gap (1/100 dén <1/10); it
gap (1/1.000 dén < 1/100); hiém gap (1/10.000 dén <1/1.000); rét hiém gip (<1/10.000), khong
15 (khong thé ude tinh tir dit liéu c6 sén).

Hé co quan Tdc dung khéng mong muén
Téin suiit
Thuong gap It gap (1/1.000 Hiém gdp Khong ro
(1/100 dén dén < 1/100) (1/10.000 dén
<1/10) <1/1.000
Hé than kinh Buén ngt Ngu nhiéu Loan déng; Hoi
chirng ngoai
thap; Parkinson;
Run
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Ilé@hbﬁ&:, 5 \ Budn non Non DPau bung trén,;
O o s o A\ Kho tiéu
( GanCmatin ‘m Vang da ir mét
i"\\’ a é}i&r s l@m '}' Tang tiét mo Lichen phing;
\ M héi; Lupus ban d6 &
\\f ZIi-1.9% *\Q / Day sirng dang da ban cép
lichen
Co xuwong khdp Cing co
Réi loan chung Mét moi
va tinh trang tai
dudng dung
Khac Téng cén

Théng bdo ngay cho bdc sy hodc duge s§ nhitng phan ting 6 hai gdp phai khi sir dung thuoc
11. Qua liéu va cach xir tri

Triéu chirng: Qua lidu cinnarizine cap tinh da dugc bao cdo véi lidu tir 90 dén 2250 mg. Céac
dau hiéu va triéu chimg dugc bao céo thucmg gip nhit lién quan dén qua liéu cinnarizine bao
gdm: thay ddi y thirc tir budn ngu dén ngin ngo va hon mé, ndn, céc triéu chimg ngoai thap va
giam truong luc co. (3 mot s6 it tré nho, xudt hién con co giat. Trong hau hét cac trudmg hop,
hdu qua 1am sang khéng nghiém trong, nhung ti vong dé timg duge bao céo sau khi ding qua
liéu mét hay nhiéu loai thudc lién quan dén cinnarizine.

Xik tri; Khong co thude giai doc dac hiéu. Déi vai bit ky truomg hop qua liéu ndo, diéu tri triéu
chimg va chim soc hd trg.

12. Dic tinh dwgce lwe hoc:

Ma ATC: NO7CAO2.

Nhom duge ly: Céc nhom thude didu tri chéng mit.

Tac dung cia cinnarizine trong diéu tri bénh mach méu ngoai bién la do dic tinh chéng co
mach, ting d¢ nhét cia mau va chéng thiéu mau cuc b. Tac dung chéng co mach dugc cho la
théng qua co ché chen kénh canxi va chon loc ¢ co tron mach mau. Cinnarizine ¢6 thé gian
tiép lam ting luu lugng mau dén co ngoai bién bang cach ngin chin canxi di vao héng cau, do
d6 duy tri tinh linh hoat bién dang cua héng cau.

13. Pic tinh dugce dong hoc

Hiip thu: Nong do dinh trong huyét tuong ctia cinnarizine dat dugce tir 1 dén 3 gid sau khi ubng.
Phan bé: Cinnarizine gin két v6i protein huyét tucmg 1a 91%.

Chuyén héa: Cinnarizine dugc chuyén héa chu yéu qua CYP2D6 & gan.

Thii trir: Thoi gian ban thai cta cinnarizine dugc béo cdo dao dong tir 4 dén 24 gmr Céc chat
chuyén hoa duge thai trir nhu sau: Khodng mot phén ba duge thai trir qua nudc tiéu va hai phan
ba qua phan.Thai gian béan thai trong huyét twong 1a 3 dén 4 gio.

14. Quy cach dong go6i

Vi 10 vién, hop 5 vi, hdp 20 vi.

15. Diéu kién bao quin

Noi khd, nhiét @6 khong qua 30°C.
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3 flfaﬁ k& tirn 'y san xuat.
,l,lb'l}m@ ﬁ%ﬂt it lwgng thude
'r;@gm PHAR /"

I\Sf;@ég,—ﬁ;/ ciia co’ s¢' sdn xuat:
Tén co 50 san xudt - CONG TY CO PHAN DUGC PHAM WEALPHAR
Dia chi: Lo CNS, Khu cong nghiép Thuy Van, Xa Thuy Vén, Thanh phé Viét Tri, Tinh Phu

Tho.
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