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NHAN MOTIDRAM

6p 10 vi x 10 vién)

THANH PHAN: DE xa tdm tay tré em.
M®i vién nén bao phim chua: Poc ky hudng dan st dung trude
Cinnarizing.....c.cocceeevveeeueeenn 25 mg khi dung.

Ta dugc via di.............. mot vién Tiéu chudn: TCCS

Chi dinh, cach dt‘mg, lidu dung, ch6ng WHO-GMP
chi dinh va céc thong tin khac:

ik , S Cd s@ san xudt:

Xin doc trong td hudng dan sl dung. CONG TY CO PHAN DUGC PHAM OPV
86 27, Budng 3A, Khu Céng Nghiép
B&o quén & nhiét dg dugi 30°C, nai Bién Hoa ll, Phudng An Binh,

kho réo, tranh anh sang. Tp. Bién Hoa, Tinh Béng Nai.
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Pharmaceuticals

MOTIDRAM® WHO-GMP

Dé xa tim tay treé- : z
Poc ki hwéng din sir dung trirée khi dung

THANH PHAN CONG THU'C THUOC: MJi vién nén bao phim chura:
Thanh phin hoat chit: Cinnarizine .............coccocoevevevvrennne. 25 mg
Thanh phz‘in ta dwoc: Lactose dép théng, tinh bot tién hd héa, cellulose vi tinh thé 102, talc,
magnesi stearat, crospovidon, opadry II white (polyvinyl alcohol, talc, titan dioxide,
macrogol, lecithin).
DANG BAO CHE:
Vién nén bao phim, hinh oval, mau tréng, hai mat tron, 16i.
CHi PINH:
R6i loan tudn hoan ndo
- Dibu tri duy tri cdc triéu ching c6 ngudn gbc mach mau ndo, bao gdm chéng mit, U ;
tai, dau d4u mach mau, nhiing 161 loan kiéu d& bi kich thich va kho gf?ln, mét tri nhé va \\'\\

thiéu tap trung.
- Phong ngira dau nira dau migraine.
Réi loan thang bing
- Piéu tri duy tri cac triéu chimg ca rdi loan mé dao, bao gdbm chéng mit, choang vang,

Ul tai, rung git nhin ciu, budn ndén va nén.
R6i loan tudn hoan ngoai vi
- Dibu tri duy tri cac triéu chung cia rdi loan tuin hoan ngoai vi, bao gdm hién tuong
Raynaud, chimg xanh tim dau chi, khap khi&ng cach hdi, ri loan dinh dudng, loét do
dinh dudng va gifin tinh mach, di cam, chudt rut vé& dém, lanh dau chi.
Say tau xe
- Phong ngua say tau xe.
LIEU DUNG, CACH DUNG:
Liéu ding:
- Réi loan tudn hoan ndo — Nguoi I6n: 1 vién 25 mg, 3 lan/ngay
- Réi loan thing bang — Nguoi I6n: 1 vién 25 mg, 3 1an/ngay
- Réi loan tudn hodn ngoai vi — Ngueoi Iom: 2 - 3 vién 25 mg, 3 1an/ngay
Liéu khuyén céo t6i da khéng duge vugt qua 225 mg mdi ngay.

- Say tau xe, mdy bay:
+ Nguoi I6n va thanh thiéu nién tir 13 tudi tré Ién: 1 vién 25 mg it nhit nira gid trude
khi khéi hanh, 13p lai mdi 6 gid
+ Tré em tir 6 — 12 tudi: nira lidu ngudi 16n
Quén dung thude: Néu bénh nhan quén ding thudc, ding n6é ngay khi nhé. Néu thoi gian
gin t6i lidu ké tiép, thi hdy bo qua liéu bi quén va ding liéu ké tiép theo ké hoach binh
thuong. Khong nén gip doi lidu dung.
Cich diang: Thubc ding dudng udng, nén udng thube ngay sau bira an.
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CHONG CHI PINH:

- M&An cam v6i cinnarizine hay bét cir thanh phan nao cta thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Ciing nhu cac thudc khang histamine khéac, cinnarizine c6 thé gdy dau ving thuong vi, udng

thudc sau bita an co thé giam kich ting da day.

O cac bénh nhan Parkinson, chi nén dung cinnarizine khi 1¢i ich ctia viéc dung thube vuot troi
hon nguy co ¢6 thé 1am trim trong thém bénh nay.

Cinnarizine ¢6 thé gdy budn ngt, dic biét 13 lic bit ddu diéu tri. Vi thé nén than trong khi
dung chung véi rugu, thude trc ché hé than kinh trung wong hoic thudc chéng trim cam ba

vong.

Tinh an toan cua cinnarizine chua duge thiét 14p & nhimg bénh nhan mic chimg rbi loan
chuyén héa porphyrin. Hay tham khao ¥ kién béc st chuyén khoa v& porphyria dé duoc tu van
thém.

Can thiép chan doan: Vi tac dong khang histamine, cinnarizine c6 thé ngin can cac phan tmg
duong tinh véi céc chét chi thi phan img da néu dugc ding trong vong 4 ngay trudce khi thir
phan mg da.

Thuéc nay c6 chira lactose. Bénh nhan c6 van d vé di truyén hiém gip khéng dung nap
galactose, thiéu hut lactose toan phan hodc kém hap thu glucose-galactose khong nén dung
thude nay.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

St dung thude cho phu nir ¢6 thai:

Mic du qua cac nghién cuu trén dong vat, cinnarizine da chung t6 khong co6 tic dong gly
quéi thai. Cling nhur cac thude khac, cinnarizine chi nén dung trong thai ky khi loi ich diéu tri

cao hon nguy co tiém tang dbi vai thai nhi.

St dung thudc cho phu nir cho con bii:

Khong c6 dit liéu vé su bai tiét cinnarizine qua sita me, cho nén khong khuyén khich cho con
bu & phu nit dang st dung cinnarizine.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Vi budn ngi ¢6 thé xay ra, dic biét lac bat d4u diéu tri, nén than trong trong cac hoat dong

nhu lai xe, vdn hanh may moc.

TUONG TAC, TUONG KY CUA THUOC:

Twong tac thudc:

Ruou, thude e ché hé thin kinh trung vong va thube chdng trdm cam ba vong:

Tac dung an than cta cinnarizine va ctia bat ky tac nhan nao sau day c6 thé tang khi ding
ddng thoi: rugu, thude we ché than kinh trung wong hoic thudc chéng trdm cam ba vong.
Twong Ky thude: Do chua c6 cic nghién ctru vé tinh tuong ky cta thudc, khong tron 13n
thudc nay vai cac thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC:

Trong phan nay, cic phan tmg bét lgi dugc trinh bay. Phan tmg bét 1oi 12 cac bién cb bét loi
duoc coi 1a ¢o lién quan hop 1y tGi viéc st dung cinnarizine dua trén danh gia toan dién vé
cac thong tin phan ing c6 hai c¢6 sin. Mdi quan hé nhan qua véi cinnarizine khong thé duoc
thiét 1ap mot cach tin cay trong cic ca don 1é. Hon nita, vi cac thit nghiém 14m sang dugc tién

hanh trong didu kién rét khac nhau, ty 18 cac phan g bét loi trong cac thir nghiém 14m sang
ctia mdt thube khong thé so sanh truc tiép véi ty 16 trong céc thir nghiém 14m sang cta thudc |
khac va c6 thé khéng phan dnh duoc ty 1& ghi nhan trong thuc hanh 14m sang.
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Dit liéu thir nghiém lam sang

Cdc dit liéu mii d6i c6 déi chitng vdi gia duwoe — cde phan iing bat loi ciia thude dwoc bdo cdo
voitylé > 1%

D6 an toan ciia cinnarizine (30 dén 225 mg/ngay) dugc dénh gid trén 740 bénh nhén (trong d6
372 bénh nhan duoc diéu tri véi cinnarizine va 368 bénh nhan dugc cho ubng gia dugc) tham
gia vao 7 thir nghiém 1am sang mu d6i, c6 déi chimg vdi gia duoc: 3 thir nghiém diéu tri cac
rdi loan tudn hoan ngoai vi, 1 thir nghiém diéu tri cac rbi loan tudn hoan ndo, 2 thir nghiém
diéu tri chong mat va 1 thir nghiém trong say song.

Céc phan tng bét loi ctia thube duoc béo c4o > 1% bénh nhan didu tri v6i cinnarizine trong
céc thir nghiém 14m sang mu d6i duoc thé hién & Bang 1.

Bang 1. Céc phan tng bét loi ctia thudc dugc bao cdo > 1% bénh nhan dugc diéu tri véi
cinnarizine trong 7 thir nghiém lam sang mu d6i, c6 dbi chimg véi gia duoc

) Ci rgn Gia d
Phin loai hé thong/co quan innarizne fa cwoc
N ) (n=372) (n =368)
Thuat ngit thuong str dung
% %
Réi loan hé than kinh
Budn nga 8,3 4,6

Cdc diF liéu nghién citu so sanh, nhan mo - Cdc phan 1ing bat loi cia thudce duge bdo cdo véi
lée>1%

6 thir nghiém so sanh va 13 thir nghiém nhan mé duge chon dé xac dinh ty 1€ cac phan ung
bat loi cua thube. Trong 19 nghién ctru nay, 668 bénh nhan dwoc didu tri véi cinnarizine &
lidu tir 50 — 225 mg/ngay, dé diéu trj cc rbi loan tudn hoan ngoai vi, cac rdi loan tudn hoan

ndo va chong mat.

Céc phan tmg bat loi ctia thube duge bao cdo > 1% bénh nhan duoc didu tri v6i cinnarizine
trong cac thir nghiém lam sang so sanh va nhin mé duoc thé hién & Bang 2.

Bang 2. Cac phan tmg bt loi ctia thubc duoc bao cdo > 1% bénh nhan dugc diéu tri voi
cinnarizine trong 6 thir nghiém 14m sang so sadnh va 13 thir nghiém 1dm sang nhan mé cua

cinnarizine
< Cinnarizine
Phan loai hé thong/co quan (n = 668)
n —td
Thuat ngft thuong st dung o
(1)

Ro6i loan tiéu hoa |

Budn nén 1,5
Chi s6 khac

Tang can 2,1

Cdc dit liéu tir thir nghiém nhéin mo, doi chiing vdi chdt so sdnh gid dwgc — cdc phdn iing bat
loi véi tan sudt < 1%
Céac phan ung bat loi ctia thubc con lai duoc béo cédo < 1% bénh nhan duoc didu tri véi
cinnarizine trong 2 tht nghiém & trén nhu sau:

e ROi loan hé than kinh: Budn ngii lim, ngi lim

e R6i loan hé tiéu hoa: Kho chiu & da day, non, dau vung bung trén, kho tiéu

e Réiloan hé da va mé duéi da: Tang tiét md héi

e Céc rdi loan toan than va tinh trang tai noi dung thudc: Mét moi
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Cdc dir liéu hdu mai
Céc bién cb bét 1oi dau tién duoc x4c dinh nhu 14 cac phan tng bét loi trong kinh nghiém hau
mai trinh bay bén dudi. Viéc xem xét dit liéu hdu mai dua trén viéc xem xét tat ca cac truong
hop ¢6 sir dung cinnarizine. Tan sudt duoc dua ra dua theo quy uéc sau: rat thuong gip (>
1/10), thuong gip (> 1/100 dén < 1/10), it gip (> 1/1000 dén < 1/100), hiém gip (> 1/10000
dén < 1/1000), rat hiém gip (< 1/10000, bao gdm ca nhiing bo céo don 18).
Céc phan ting bét loi cna thude duoc trinh bay véi tin sudt dua trén ty 18 bao cdo tu phat duoc
ghi nhén.
Rdt hiém gdp:
e R&iloan hé than kinh: Réi loan van d6ng, rdi loan ngoai thap, hdi chiing Parkinson, run
e R&iloan da va mé dudi da: DAy simg dang Lichen, Lichen phing, hong ban Lupus & da
thé ban cip
e R&iloan hé co xuong, md lién két va xuwong: Co cing co
Théng bdo ngay cho bdc st hodc duwoc si nhitng phan tmg cé hai gdp phdi khi sir dung thudc.
QUA LIEU VA CACH XU TRi:
Triéu ching va diu hiéu
Qué liéu cAp khi st dung cinnarizine da dugc bao céo véi lidu trong khoang tir 90 dén 2250
mg. Céc du hiéu va triéu ching dugc béo cdo phd bién nhit c6 lién quan dén qua lidu
cinnarizine bao gbém: thay dbi su tinh tdo tir budn ngi dén tri tré va hon mé, non, céc tridu
chimg ngoai thap va giam truong luc co. Trén mot s it tré nho, ¢ thé xuat hién nhimg con
co giat. Hiéu qua 1am sang khong trim trong trén hau hét cic truong hop, nhung da c6 bao
c4o tir vong sau khi ding qué lidu cinnarizine va qua lidu nhiéu thubc trong d6 cé cinnarizine.

Diéu tri

Khong c6 thube giai doc dic hiéu. Diéu tri triéu chitng va diéu tri hd tro 13 chi yéu cho bét ky
trudng hop qué liéu ndo. C6 thé sir dung than hoat néu thy thich hop.

DUQC LUC HQC:

Nhém duoge Iy: Cac nhom thube diéu tri chong mat

Ma ATC: NO7CA02

Co ché tac dong

Cinnarizine trc ché su co cac té bao co tron mach mau bang cach phong téa kénh calci. Ngoai
co ché chen kénh calci truc tiép, cinnarizine con lam giam hoat tinh co mach cua céac chét
hoat mach nhu 1a norepinephrine va serotonin, béng cach chen cac kénh calci van hanh theo
thu thé. Phong ta 161 vao t€ bao cua calci c¢6 tinh chét chon loc mé va mang lai cac dic tinh
khang co mach ma khong tac dong trén huyét &p va nhip tim.

Thém nita, cinnarizine c6 thé cai thién tinh trang suy giam vi tuin hoan bang cach gia ting
kha nang thay ddi hinh dang hong ciu va giam d6 nhét cia mau. Thude 1am gia ting kha
ning dé khang cua té bao d6i véi tinh trang gidm oxy md.

Cinnarizine tc ché sy kich thich hé théng tién dinh, giup 1am giam rung giat nhén cu va cic
rdi loan thuc vat khac. Céc con chéng mat cép tinh c6 thé duoc ngan chan hodc thuyén giam
bdi cinnarizine.

DUQC DONG HOQC:

Hip thu

Ndng do dinh trong huyét twong ciia cinnarizine dat duoc trong vong 1 - 3 gid sau khi udng.
Phén bd

Kha ning gin két v6i protein trong huyét tuong ciia cinnarizine la 91%.
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Chuyén héa

Cinnarizine duoc chuyén héa chi yéu qua CYP2D6.

Thai trir

Thoi gian ban huy cua cinnarizine dugc ghi nhén trong khoang tir 4 dén 24 gio. Sy thai trur

ctia cac chit chuyén hoa nay xay ra khoang 1/3 qua nudc tiéu va 2/3 qua phan.

QUY CACH PONG GOI:

Hop 2 vi x 10 vién nén bao phim.

Hop 10 vi x 10 vién nén bao phim.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:

Bao quan: O nhiét d6 dudi 30°C, noi khé rao, tranh anh sang.

Han ding: 36 thang ké tir ngay san xuat. Khong ding thude khi qué han ding.

Tiéu chuin chit lwong ciia thube: TCCS.

TEN, PIA CHi CUA CO SO SAN XUAT THUOC:

CONG TY CO PHAN DUQC PHAM OPV

S6 27, Puong 3A, Khu Coéng Nghiép Bién Hoa II, Phuong An Binh, T@\Blen Hoa, Tinh Pong Nai.
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