Cinnarizin Pharma
(VIen nén (‘l""ul‘llhl 25 mg) )
D xa tdm tay tré em. Do kp fuedng G sie cypyg triecre khl diing

1. T&n thubdc: Cinnarizin Pharma.

2. Thanh phﬂn: M3i \r'ién nén chura: -
- Thanh phcin hoat chde: Cinnarizin 25 Mb: . . Y, ¢
- Thanh phdn i depe: Lactose monohydrat, tinh bt my, povidon, magnesi stearat, tale, silica khan dang

keo.

3. Dang bilo ché: Vién nén o P
- M6 ta san pham: Vién nén tron, hai mat 164, duong kinh vién 7 mm, mau trang dén gan trang.

4. Chi dinh

R&i loan tuin hoan nio . , N i v "

- Piéu trj duy tri cac triéu chimg cé ngudn goc mach méau ndo, bao gom chéng mt, b tai, dau dau mach
mau, nhing réi loan kiéu dé bj kich thich va khé gan, mat tri nhd va thiéu tap trung.

- Phong ngira dau nira diu migrain.

Roi loan thing bing . % % 2 s ia
- Diéu tri duy tri cac triéu chimg cua roi loan mé dao, bao gom chong mit, choang vang, U tai, rung giat
nhan ciu, budn ndn va ndn.

R&i loan tudn hoan ngoai vi i s \ . i

- Diéu tri duy tri cac tridu chimg ctia roi loan tuan hoan ngoai vi, bao gom hién tugng Raynaud, chirng
xanh tim dau chi, khap khiéng cch hai, réi loan dinh dudng, loét do dinh dudng va gian tinh mach, di
cam, chudt rat vé dém, lanh dau chi.

Say tau xe

- Phong ngira say tau xe.

5. Lidu dang, cdch dung

Liéu dang s R .

- Réi loan tuén hoan ndo — Ngwdi lon: 1 vién/ lan x;3 |nr|./‘ngay‘

- Réi logn thang bang — Ngwoi lon: | vién/ lan x 3 lﬂn/; ngay.

- Réi logn tudn hoan ngogi vi — Nguwoi lon: 2-3 vién/ lan, 3 lan/ ngay.

Liéu khuyén cdo t4i da khong dugc vugt qué 225 mg moi ngay.

- Say tau xe, mdy bay: i . . P o L ox.
+ Ngucoi lom va thanh thiéu nién tir 13 tuoi tro lén: 1 vién it nhit nira gi& trudc khi khéi hanh, 13p lai moi
6 gid. . .

+ Tré em tir 6-12 tudi: nira liéu ngudi 16m.

Cach dung:

Nén udng vién nén Cinnarizin Pharma sau bra A‘Xm' z 3 < . .. R S
Néu bénh nhan quén udng mot liéu thuoe, thi nén uong liu thuoc da quén ngay khi nhd ra. Néu gan tol
thoi gian udng liéu tiép theo, hay bo qua liéu quén dung, va udng liéu tiép theo nhu binh thuong. Khéng
udng cung lic 2 lidu. p L.

Khéng ¢6 yéu cdu gi dic biét vé viée xir Iy thudc sau khi sir dung.

6. Chéng chi dinh 0 g < 3 £
Chéng chi dinh v&i bénh nhéan da biét man cam vdi cinnarizin hofic bit ki thanh phan nao cua thudc.

7. Cianh b4o va thin trong khi ding thudc ) o }

Ciing nhu nhirng thuéc khéng histamin khéc, cinnarizin c6 thé giy ra cam gisc khé chju & ving thugng
vi, udng thudc sau bira in cé thé lam giam kich img da df‘)’- :

Chua thdy cinnarizin c6 tac dung lam giam dang ké huyét 4p. Tuy nhién, cin than trong khi sir dung cho
bénh nhan bj ha huyet ap. o .

O bénh nhén Parkinson, chi nén sir dung thubc néu danh gia thiy lgi ich didu trj vugt tri hon so véi
nguy co lam bénh tram trong hom. L .
Cinnarizin ¢6 thé gay budn ngu, dic biét la giai doan bit dau dieu trj. Vi vdly, cén than trong khi ding
ciing v6i thire udng 6 cén, cac thude irc ché hg thin kinh trung wong hofic cic thude chdng trdm cam ba
vong. .

Do thudc c6 tac dung khang histamin, cinnarizin cé thé ngan xuét hién phan img duong tinh cia cac chét
chi thi trén da néu dung thudc trong vong 4 ngay trude khi lam xét nghiém.
Tranh sit dung cinnarizin & nhimmg bé¢nh nhan bj roi loan chuyén héa porphyria.

Chua c6 nghién ciru cy thé vé vigc dung thuée & nhitng bénh nhan bj suy gan hay suy thdn. Phai thin
trong khi sir dyng cinnarizin & bénh nhén c6 chic ning gan hodc thin bj suy giam.

Do thudc Cinnarizin Pharma c6 chira lactose va sucrose, khong ding thude ndy & nhitng bénh nhan méc
cac bénh di truyén hiém gip nhu khong dung nap fructose hofic galactose, thiéu hut LAPP lactase, kém
hép thu glucose-galactose hodic thiéu sucrase-isomaltase. !

8. Sir dung thudc cho phy nir ¢6 thai va cho con bi

Sit dung & phu nit ¢6 thai: Chua c6 céc dir ligu vé an toan khi sir dung cinnarizin & phy ni¥ cé thai, mic
d cac nghién ciru trén dong vat da chirmg minh thude khong gdy quai thai. Ciing nhu céc thude khic
khéng khuyén cdo sir dung cinnarizin cho phy nif ¢6 thai. ’
Str dung & thoi ki cho con bii: Chua c6 dit ligu vé syt bai tiét cia cinnarizin vao sita me, khéng khuyén
céo s dung thudc trong giai doan cho con bu.

9. Anh huéng 1én kha niing l4i xe, vin hanh may méc
Cinnarizin c6 thé gy budn ngu, dac biét 1a giai doan bat ddu didu tri, néu xudt hién tinh tr ay bé
nhan khéng dugc lai xe va viin hanh may moc. ' ¢ ang nay benh

10. Tuong tic, twong ky cia thude
- Tuong tic .
K}n‘)ng su dung dong thoi cinnarizin véi thire udng c6 con, thpéc an than hay cac thudc chéng trim
cam Efa vong do c6 thé lam ting tac dung an than cia cac thudc nay hogc cua cinnarizin.
Lam dnh hudng 1én két qua chan doan:



Do thude ¢6 the dyng khang histamin, cinnarizin ¢d thé ngdn xudt hi¢gn phan t'mgpdmmg tinh ctin
cie chdt chi thj trén da néu dimg thude trong vong 4 ngdy trude khi lim .xél ng.lucgm. \

* Twong ky: do khong e cde nghién eiru v tinh trong ky cia thude, khéng trdn 1in thude ndy vai
cdo thude khac.

1L Tie dyng khidng mong mubn )

Cac tée dung khong mong mudn dudi diy duge ldy tr cdc thir nghi¢m lim sang va (ixic dl} liéu hiiu mai
khi sit dung cinnarizin. Va cdc tde dung khong mong muon niy dugc sip xép theo tan suat xudt hign
sow

Rat thudng gdp (ADR = 1/10), thudong gdp (1/100 = ADR < 1/10), it gdp (1/1000 < ADR < 1/100), hiém
£dp (1710000 < ADR < 1/1000) va rat hiem gdp (ADR < 1/10000); chua o (Chura thé danh gid duge ur
cihe dax li¢ga san ¢d).

N [ Céc tac dung khong mong mudn
H¢ co quan | Thn suit xuat hi¢n
. . Thudng gip it gip Chua rd
Ro6i logn than kinh Budn ngu Ngi nhidu, ngu| R6i loan van
ga dong, roi loan
ngoai thiap, hoi
chimg Parkinson,
run
R3i loan da day — rudt Wm
chju & da day,
nén, dau thugng
vi, kho tiéu
R&i loan da va cac mo dudi Ting tiét mo hoi, | Bénh lichen
da bénh day sing phing, l‘upus ban
dang lichen do ban cap & da
Roi loan co xuwrong va cac Co cung co
( md lién két
\ Cac r6i loan toan than va Mét moi
tai vi tri dung thude
[ Chua xac dinh | Tangcan

12. Qud liéu va cach xir tri o )
- Tridu chimg: Da ¢6 bao cdo vé nhiing truong hop qua licu cap tinh khi dung cinnarizin vai lieu tr 90
dén 2.250 mg. Cac trigu ching va dau hiéu thuomg gdp nhat do dung qua liéu cinnarizin bao gém: thay
d6i ¥ thirc tir budn ngu dén ngi sau va hon mé, ndn, hdi chimg ngoai thip, va giam truong luc co. O
mot sé it tré nho, c6 the xuat hién co giat. Trong hau hét cac trudmg hop, khong thay xuat hi¢n cdc hau
qua lim sang nghiém trong, tuy nhién da cé bdo cao vé truang hop bénh nhan bi tir vong sau khi ding
qua liéu mét lidu don hodc qud lam dung cinnarizin. ) i

- Xir tri: Chua c6 thuoc giai doc d3 hiéu khi qua liéu cinnarizin. Trong bat ky trurong hgp qua liéu nao,
bénh nhan can phai dugc diéu tri tri¢u chirmg va chdm séc hd trg. C6 thé diing than hoat tinh néu thich
hop.

13. Piic tinh dugc luc hoc

Mid ATC: NO7CA02 o

Céc nghién ciru trong ong nghiém va trén co thé song cho thiy cinnarizin giam co bop co tron gdy

ra boi cac tac nhan hoat mach khac nhau (histamin, angiotensin, bradykinin, nicotin, acetylcholin,
adrenalin, noradrenalin, BaCl,) va gdy ra bai sy khir cwe KCI. Tac dung chong co co dic higu dugc
quan sat thiy trén co tron mach méau. Cinnarizin tic dong trén dép {mng co co cha cdc sgi co tron khir
cire bing cach tre ché chon loc ludng ion calci di vao té bao bj khur cuc nho do giam thiéu sy hién di¢n
cua ion calci can cho viéc cam ng va duy tri co co.

14. Piic tinh dugc djng hoc

Hap thu .

Cinnarizin dat nong d¢ dinh trong huyét tuong tir | dén 3 gitr sau khi udng

Phdn bo ) ’

Ti I¢ gan cia protein huyet turong véi cinnarizin 12 91%,

Chuyén héa )

Cinnarizin dugc chuyén héa manh chu yéu qua CYP2D6 & gan.

Thai trir .

D c6 bao cio veé thoi gian ban thai cla cinnarizin khodng tir 4 dén 24 gid, Sy thai trir cac chét chuyén
hoa cuia thude xuat hi¢n nhir sau: khoang mét phan ba trong nuéc tiéu va hai phén ba trong phan. Thoi
gian bén thai trong huyét tuong la tir 3 dén 4 gid. )

15. Quy cach déng goi
Hop 5 vi x 20 vién nén.

16. Diéu ki¢n bao quin )
Bio quan thudc & dudi 30°C trong bao bi gdc, tranh anh sang va d6 im.

17. Han dung
2 ndm ke tir ngay san xuit,

18. Tidu chuéin chiit lugng
Nha san xuat.

19. Tén, dja chi ciia co s& sdn xuét thude
Pharma PLC
13 Neofit Rilski str., 2600 Dupnitsa, Bulgaria



