Bd YTE CONG HOA XA HOI CHU NGHTA VIET NAM

CUCQUANLY DUOQC Poc lap - Ty do - Hanh phtc
SA/lI&JA | QLD-BK
VIv Thay d6i nhan hop va Ha N6i, ngay y/4 thangjJ nam 2015

ndi dung hwdng dan st dung

Kinh gtri: Janssen Cilag Ltd.

Piachi: 106 Moo 4 Lad Krabang Industrial Estate
Chalongkrung Rd., Kwaenglamplatew, Khet Ilad,
Krabang, Bangkok 10520., Thailand.

Ti€p theo cong van s6 7744/QLD-DK ngay 05/05/2015 cuia Cuc Quan ly
Duoc, xét don dé nghi ndp ngay 31/07/2015 va céac tai liéu bd sung cé lién quan
clia cong ty vé viéc thay di nhin hop va thay d6i ndi dung hudng dan st dung
ddi voi thube nudc ngoai da dwgc cap so dang ky lwu hanh,

Can clr Thong tw s6 44/2014/TT-BYT ngay 25/11/2014 cua BO Y té Quy
dinh viéc dang ky thu6c, Thong tu s6 04/2008/TT-BYT ngay 12/05/2008 clia Bo
Y té vé Hwdng dan ghi nhan thudc,

Can ct bién ban tham dinh ho so thay ddi/ b6 sung, Cuc Quan ly Duoc ¢
y kién nhu sau:

Pong y dé cong ty duoc thay doi nhan hop va thay ddi ndi dung hwéng
dan st dung d6i v&i thuc Stugeron, s6 ding ky: VN-14218-11.

Mau nhan méi cla hop thude, bang so sanh cac ndi dung thay doi trong
hwdng dan st dung duoc dong ddu xac nhan ctia Cuc Quan ly Dwoc va dinh kém
theo cbng van nay.

Ngoai ndi dung duoc thay doi trén, tat cd cac ndi dung khac gilt nguyén
nhu ho so dang ky thubc lwu tai Cuc Quan ly Duoc.

Codng ty dang ky, nha san xudt phai chiu trach nhiém vé chat lugng doi voi
thudc luu hanh trén thi truong, ndi dung ghi trén nhan thube, quy dinh vé s& hitu
tri tué lién quan dén nhan hiéu hang hoa cla thu6c va co trach nhiém thong bao
sy thay d6i nay dén cac co quan lién quan va khach hang.

Sau 03 thang ké tir ngay ky cong van nay, cong ty khong dwgc nhap khau
thu6c trén véi mau nhan cl cta hop thudc va ndi dung cii da thay doi cla tor
hwéng dan st dung.

Cuc Quan ly Duoc thong bao dé cong ty biét va thuc hién ding cac quy
dinh cla Viét Nam vé lwu hanh thuéc./.

Noi nhan:
- Nhu trén;
- Luu: VT, BKT (TTr).
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Secondary packaging of stugeron (continued)
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Muc

Tén san
pham
Dang bao ché
va ham
lwvong

Chi dinh

Comparative table

BANG SO SANH NOI DUNG THAY POl
TO HUONG DAN SU DUNG STUGERON

Noi dung cii
(P1 Stugeron CCDS 0iMar2013 CMC variation vl)
Tén san pham
STUGERON® (cinnarizine).
Dang bao ché va ham luong
Vién nén.
Vién nén 25mg: vién nén tron, hai mat hoi 16i dang vom, mau trang,
c6 khac phan déi & mét mat va mat kia khac chir “JANSSEN”. Moi
vién nén chtra 25 mg cinnarizine.
Ta dugc: Lactose monohydrate, tinh b6t ng6, sucrose, bot talc, dau
thwe vat dugc hydro hda loai |, polyvidone K 90, nuéc tinh khiét.
R6i loan tuan hoan néo
Diéu tri duy tri cac triéu chirng c6 ngudn géc mach mau néo, bao
gém chong mat, U tai, dau dau van mach, khdng thich (ing xa hoi,
dé bi kich thich, mét tri nh¢ va thiéu tap trung.
Phong ngtra dau nira dau migraine.
RGi loan thing bang
Diéu tri duy tri cac triéu chirng cuia r6i loan mé dao, bao goém
chéng mat, choang vang, U tai, rung giat nhan cau, budn nén va
nén.
R&i loan tuan hoan ngoai vi
Diéu tri duy tri cac triéu chiing clia réi loan tuan hoan ngoai vi,
bao gébm hién twgng Raynaud, chitng xanh tim dau chi, khap
khiéng céach hoi, rdi loan dinh dudng, loét do dinh dudng va loét
gidn tinh mach, di cdm, chudt rat vé dém, lanh dau chi.
Say tau xe /
Phong ngtra say tau xe. IvrA/

Pl Stugeron CCDS 01Mar20!3 CMC variation v2

Chu giai:

abc: khong thay doi
abc: thém vao

def: bo di

Noi dung moi
(PI Stugeron CCDS OIMar”DIli“gJVIC variation v2)
Tén san pham
STUGERON® (cinnarizine).
Dang bao ché va ham lwgng 'f\f

A& 'ﬂgﬂ'ZSmg: vién nén nauxt/{rg\hog'f?ow I'ia_\i %dﬂspi-loli, -dang vom,

mau trang, c6 khac phén dowéymoi mat/*a’riat kia khac chir

“JANSSEN”. MGi vién nén chira"Si mg Onnar|2me.

Ta dugc: Lactose monohydrate, tinnbdt frgo, sucrose, bot talc, dau

thuc vat duwoc hydro hoa loai 1, polyvidone K 90, nudc tinh khiét.

R6i loan tuan hoan néo
Diéu tri duy tri cac triéu chirng c6 ngudn gbc mach mau nao, bao
gdm chéng mét, U tai, dau dau van machmach mau, khong thich
tng xa hoinhitng réi loan kiéu dé bi kich thich va kho gan , dé bi
kich thich, mat tri nhé va thiéu tap trung.
Phong nglra dau ntra dau migraine.

RGi loan thang bang

- Diéu tri duy tri cac triéu ching cla r6i loan mé dao, bao gébm
chéng mat, choang vang, U tai, rung giat nhan cau, buén nén va
non.

R&i loan tuan hoan ngoai vi
Diéu tri duy tri cac triéu ching clia r6i loan tuan hoan ngoai Vi,
bao gdm hién twong Raynaud, ching xanh tim dau chi, khap
khiéng cach hoi, r6i loan dinh dudng, loét do dinh duéng va loét
gian tinh mach, di cdm, chu6t rit vé dém, lanh dau chi.

Say tau xe
Phong nglra say tau xe.
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Liéu & céch
dung

Cha yva
than trong

Phu ni c6
thai va cho
con bu

Téac dong trén

Liéu:
ROi loan tuan hoan ndo - Nguoi I6n: 1vién 25 mg, 3 lan/ngay.
- R@i loan thing hang - Nguoi I6n: 1vién 25 mg, 3 lan/ngay.
ROi loan tuan hoan ngoai vi - Nguoi lon: 2-3 vién 25mg, 3
lan/ngay.
Liéu luong khuyén céo t8i da khdng duoc vuot qua 225 mg moi
ngay
Say tau xe, may bay:
+ Nguoi l6n va thanh thi€u nién tir 13 tudi trd 1én: 1vién 25mg
it nhét nira gior trwde khi di khai hanh, 18p lai moi 6 gio.
+ Tréemtlr 6- 12tubi: nira lieu nguoi Ion.
Chay & than trong
Ciling nhu cac thude khang histamine khac, STUGERON co6 thé gay
khé chiu ving thuwong vi, udng thudc sau bita an c6 thé giam kich
ting da day.
O cac bénh nhan bénh Pakinson, chi nén ding STUGERON khi d&
can nhéc gidia loi ich diing thudc v6i nguy co co thé lam tram trong
thém bénh nay.
STUGERON c6 thé gay budn ngl, dac biét 1a Iic bt dau diéu tri. Vi
thé nén than trong khi dung chung véi rugu, thuéc tc ché hé than
kinh trung wong, hodc thudc chdng tram cdm 3 vong.
Phu ni¥ c6 thai & cho con bu
Phu ni¥ c6 thai
Mac du qua cac nghién ctu trén dong vat, STUGERON da chiing td
khong c6 tac dong gay quai thai. Clng nhw cac thudc khac,
STUGERON chi nén dung trong thai ky khi loi ich diéu tri cao hon
nguy co tiém tang d6i vai thai nhi.
Phu n{r cho con bu
Khong c6 dir lieu clia sw bai tiét STUGERON qua stta me: cho nén
khong khuyén khich cho con bl & phu nit dang st dung
STUGERON.

Téac dong trén kha nang lai xe & van hanh may moéc

kha nang lai xe Vi bubn ngll c6 thé xay ra, dac biét l0c bat dau diéu tri, nén than

Comparative table_PIStugeron CCDS 01Mar2013 CMC variation v2

Lr. WV

Liéu:

- R&i loan tuan hoan ndo - Ngudi I6n: 1vién 25 mg, 3 lan/ngay.
R0i loan thang bang - Nguoi I6n: 1vién 25 mg, 3 lan/ngay.
ROi loan tuan hoan ngoai vi - Nguoi I6n: 2-3 vién 25mg, 3
lan/ngay.
Liéu krong khuyén céo ti da khong dugc vuot qua 225 mg moi

- BYMau xe, may bay: Ry

+ Nguwoi lon Vathanh thiéu nién tir 13 tudi tré 1en: 1vién 25mg

it nhét nira gio trude khi 8Lkhai hanh, 18p lai moi 6 gio.

+ Tréemtlr 6- 12 tusi: nla liéu nguoi lon.
Chi y &-va than trong
Ciing nhu cac thudc khang histamine khac, STUGERON c6 thé gay
khé chiudau viing throng vi, udng thue sau bira an cé thé giam kich
tng da day.
O cac bénh nhan béfth-Parkinson, chi nén ding STUGERON khi éa
can nhéc gitra loi ich clia viéc ding thudc véi-vuot tréi hon nguy co
c6 thé lam tram trong thém bénh nay.
STUGERON c6 thé gay budn ngt, ddc biét Ia Iic bit dau diéu tri. Vi
thé nén than trong khi dung chung véi rugu, thude (e ché hé than
kinh trung wong, hodc thuéc chdng tram cdm 3-ba vong.
Phu ni* c6 thai A-va cho con b
Phu ni c6 thai
Mac du qua cac nghién ctu trén dong vat, STUGERON da chiing t6
khong c6 tdc dong gady quai thai. Clng nhu cac thubc khac,
STUGERON chi nén dung trong thai ky khi loi ich diéu tri cao hon
nguy co tiém tang d6i voi thai nhi.
Phu ni¥ cho con bu
Khong c6 dir liéu etia-vé su bai tiét STUGERON qua sita me: cho
nén khéng khuyén khich cho con bl & phu nit dang st dung
STUGERON.
Tac dong trén kha nang lai xe &-va van hanh may moc
Vi budn ngt c6 thé xdy ra, dac biét lic bat dau diéu tri, nén than
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va van hanh
may mac

trong trong c&c hoat dong nhu I xe, van hanh may mac.

Phan (ng bat  Tac dung ngoai y

loi

Trong phan nay, tac dung ngoai y dugc trinh bay. Tac dung ngoai y
la cac phan (*ng cd hai dugc coi la co lién quan hop ly toi viéc st
dung cinnarizine dya trén danh gia toan dién vé cac thong tin phan
ling ¢ hai ¢6 san. MGi quan hé nhan qua voi cinnarizine khong thé
duoc thiét 1ap mdt cach tin cdy trong cac ca don lé. Hon nira, vi cac
thir nghiém 1am sang duwoc tién hanh trong diéu kién rat khac nhau, ti
Ié tac dung ngoai y trong céac thr nghiém lam sang clia mét thudc
khong thé so sanh truc ti€p voi ti I trong cac thir nghiém lam sang
clia thudc khéc va co6 thé khong phan anh dugc ti 1€ ghi nhan trong
thue hanh 1am sang.

DU liéu thtr nghiém lam sang

Cac di¥ lieu mu doi co doi ching vai gia duoc - Cac vhan (ng c6 hai
clia thudc duoc bao céo véi ty 1é >1%

D06 an toan clia STUGERON (30 dén 225 mg/ngay) duoc danh gia
trén 740 bénh nhan (trong d6 372 bénh nhan dwoc diéu tri voi
STUGERON va 368 bénh nhan dugc cho ubng gia dugc) tham gia
vao 7 thir nghiém lam sang mu ddi, c6 dbi chirng voi gid dwoc: 3 thir
nghiém diéu tri cac roi loan tuan hoan ngoai vi, 1th(r nghiém diéu tri
cac roi loan tuan hoan ndo, 2 thir nghiém diéu tri chong mat, va 1thl
nghiém trong say tau xe.

Céc phan (rng c6 hai clia thudc duoc bao cao & > 1% bénh nhan diéu
tri voi STUGERON trong cac thtr nghiém 1am sang mu déi dugc thé
hién & bang 1

Bang 1 Céac phan tng c6 hai clia thubc dwgc bao cao & >1%
bénh nhan dwoc diéu tri véi STUGERON trong 7 thir nghiém
lam sang mu ddi, c6 d6i chirng voi gia duoc

STUGERON Gia duoc

Comparative table Pl StugeronCCDS 0IMar2013_CMC variation v2

trong trong cé&c hoat dong nhu l&i xe, van hanh may maoc.

Tac duwng ngoai yPhan (g bat loi

Trong phan nay, tac dung ngoai ycac phan tng bét loi dugc trinh bay.
Tac dung ngoai yPhan tng bét loi la cAc phan (ng cd haibién cd bat
loi duoc coi la co lién quan hop ly téi viéc st dung cinnarizine dua
trén danh gia toan dién vé cac thong tin phan (ng cé hai c6 san. Moi
quan hé nhan qua voi cinnarizine khong thé duoc thiét 1ap mét cach
tin cay trong cac ca don 8. Hon nita, vi cac thir nghiém lam sang
duoc tién hanh trong diéu kién rat khac nhau, ti Ié tac dung ngoai
ycac phan tng bét lgi trong cac thir nghiém lam sang clia mét thuéc
khong thé so sanh truc ti€p véi ti Ié trong cac thr nghiém 1am sang
clia thu6c khéac va co thé khong phan anh duoc ti 1€ ghi nhan trong
thuc hanh 1&m sang.

Dt liéu th&* nghiém 1am sang

Cac dir liéu mu dbi cd dbi ching voi gid duoc - Cac phan (ng €8
kaibat loi clia thubc dwoc bao cao voi ty 16 >1%

D0 an toan clla STUGERON (30 dén 225 mg/ngay) duoc danh gia
trén 740 bénh nhan (trong d6 372 bénh nhan dugc diéu tri voi
STUGERON va 368 bénh nhan duoc cho udng gid duoc) -tham gia
vao 7 thir nghiém Iam sang mu doi, cd doi chiing véi gia dugc: 3 thiy
nghiém diéu tri cac r6i loan tuan hoan ngoai vi, 1th(* nghiém diéu tri
cac r6i loan tuan hoan ndo, 2 thir nghiém diéu tri chong mat, va 1tht
nghiém trong say tau xesong.

Cac phan (ng c6 haibat loi clia thudc duoc bdo cao &-> 1% bénh
nhan diéu tri vdi STUGERON trong cac thir nghiém lam sang mu doi
duoc thé hién & bang Bang 1

Bang 1 Cac phan tng eé-haibat loi clia thubc duoc bao cao &

>1% bénh nhan duwoc diéu tri voi STUGERON trong 7 thir

nghiém lam sang mu ddi, c6 doi chirng voi gia dugc
STUGERON Gia duoc
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Phan loai hé théng/ co (n=372) (n=368)
guan % %
Téc dung ngoai y
RGi loan hé than kinh
Buobn ngu 83 4,6

Cac di¥ liéu nghién cicu so sanh, nhan mé - Cac phan (tne cé hai cla
thu6c duoc bao cao véi ty 1€ >1%

6 thir nghiém so sanh va 13 thir nghiém nhan mé dugc chon dé xac
dinh ty Ié cac phan (tng cd hai ctia thuéc. Trong 19 nghién ctu nay,
668 bénh nhan duoc diéu tri voi STUGERON ¢ liéu tir 50-225
mg/ngay, dé diéu tri cac rdi loan tuan hoan ngoai Vi, cac rdi loan tuan
hoan ndo va chong mat.

Céac phan tng c6 hai cuia thuc duoc bao cao & > 1% bénh nhan duoc
diéu tri v6i STUGERON trong cac thir nghiém lam sang so sanh va
nhdn md dugc thé hién & bang 2.
Bang 2. Cac phan tng c6 hai clia thudc dwoc bao cao & >1%
bénh nhan duoc diéu tri vdi STUGERON trong 6 thir nghiém
ldam sang so sanh va 13 th&r nghiém lam sang nhdn mé clia

STUGERON
STUGERON

Phan loai hé théng/ co (n=668)
quan %

Téc dung ngoai y
RGi loan tiéu hda

Budn nbn 15
Can lam sang

Tang can 2.1

Comparative table Pl StugeronCCDS 0IMar20i3_CMC variation v2



Phan loai hé théng/ co (n=372) (n=368)
quan % %
Tée---- dung---- ngoai
yThuat ng thudng st
dung
R6i loan hé than kinh
Budn ngl 8,3 46

Cac dir liéu nghién ctru so sénh. nhan mé - Cac nhan (ng cé haibat
loi clia thu6c duoc béo céo véi ty 1é >1%

6 thtr nghiém so sanh va 13 th* nghiém nhdn m& dugc chon dé xéac
dinh ty Ié cac phan (ng ¢ haibét loi clia thude. Trong 19 nghién ctu
nay, 668 bénh nhan dugc diéu tri voi STUGERON 6 liéu tir 50-225
mg/ngay, dé diéu tri cac rdi loan tuan hoan ngoai vi, cac roi loan tuan
hoan ndo va chdng mat.

Céc phan (ng eé haibét loi cla thuéc duoc bao cdo é”> 1% bénh
nhan duoc diéu tri véi STUGERON trong cac thl nghiém 1am sang
so sanh va nhan mé duwoc thé hién & baog-Bang 2.
Bang 2. Cac phan (ng cé-habat lgi clla thudc dwoc bao cao &
>1% bénh nhan duoc diéu tri voi STUGERON trong 6 thir
nghiém lam sang so sanh va 13 thr nghiém lam sang nhan
mo cua STUGERON

STUGERON
Phan loai hé thong/ G (n=668)
quan %

Téc dung ngoai yThuét

nglr thudng str dung
Rdi loan tiéu héa

Bubn non 15
Can lam sangChi s6 khac

Tang can 21
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Cac di¥ lieu tlr thtr Mi/tiém nhan mé, déi clitrtii so sanh voi gia
dwoc . Céac phan rng cé hai véi tan suat <1%

Céc phan (ng c6 hai cla thubc con lai dwoc bao cdo & <1% bénh
nhan dugc diéu tri véi STUGERON trong 2 th(r nghiém & trén duoc
thé hién & bang 3.
Bang 3. Cac phan tng cd hai clia thudc dwoc bao cao & <1%
trén nhitng bénh nhan dugc diéu tri vdi STUGERON trong
nhitng thir nghiém so sanh, ddi chirng véi gia dwoc hodc nhan
mé
R6i loan hé than kinh
Budn ngu lién tuc
Ngu lim
R6i loan hé tiéu hoa
Kho chiu & da day
N6n
Pau vung thuong vi
Khé tiéu
R6i loan hé da va md dwdi da
Tang tiét mo hoi
Cac rdi loan chung khéc
Mét méi

Cac dir liéu sau khi dua thudc ra thi truong
Céc tac dung ngoai y dau tién dugc xac dinh nhu 1a cac phan (ng c6
hai sau khi dua thudc ra thi trudng duoc trinh bay & Bang 4. Viéc
xem xét di liéu sau khi dua thudc ra thi trudng dua trén viéc xem xét
tat ca cac truong hop cd st dung cinnarizine. Tan suét dugc dua ra
duwa theo quy wéc sau:

Rét thuvong gap >1/10

Thuong gap > 1/100 dén <1/10

Khong thuong gap > 1/1.000 dén <1/100

Comparative table Pl Stugeron CCDS 0IMar2013 CMC variation v2



Céac di liéu tr th® nshiém nhdn mé, tidi chtmadoi chirng v&i chat -so
sanh rof,sia duoc - Céc phan ims e6-h&i-bat loi véi tan sudt <1%

Céc phan ¢tng 60 haibét loi ctia thudc con lai duoc béo cio 0-<1%
bénh nhan dugc diéu tri véi STUGERON trong 2 thir nghiém & trén
duoc thé hién & bangrBang 3,
Bang 3. Cac phan (rng ed-haibat lgi clia thudc dwgc bao cao &
<1% trén nhirng bénh nhan dwoc diéu tri véi STUGERON
trong nhiing th* nghiém d6i ching véi chat so sanh, doi
chirtng véihodac gid dwoc hodc nhitng thr nghiém lam sang
nhan mo
R6i loan hé than kinh
Budn ngl limliéntuc
Ngu lim :
ROi loan hé tiéu hoa w1/
Khé chiu & da day
Non
Pau vung thugng vibung trén
Kho tiéu
R6i loan hé da va md duéi da
Tang tiét mo hoi
Céac r6i loan toan than va tinh trang tai noi dung thudc
chung khac
Mét moi

Céc tac dung ngoai ybién c6 bat loi dau tién duoc xac dinh nhw la cac
phan (ing cd haibét loi sau khi dwa thu6c ra thi truong dugctrong kinh
nghiém hau mai trinh bay & Bang 4. Viéc xem xét di¥ liéu sau khi dua
thudc ra thi treonghau mai dua trén viéc xem xét tat ca cac truong
hop ¢6 st dung cinnarizine. Tan suét dwoc dua ra dua theo quy udéc
sau:

Rat thwong gdgp =~ - >1/10

Thudng gap > 1/100 dén <1/10
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Hiém gap > 1/10.000 dén <1/1.000
Rat hiém gap < 1/10.000, bao gébm ca nhitng bao cao
don 1é.

Trong Bang 4: Cac phan (ing ¢6 hai clia thudc dugc trinh bay véi tan
sudt dua trén ti 1é bao céo tu phat duoc ghi nhan.
Bang 4. Cac phan &rng cé hai cta thudc dwoc xac dinh trong
qua trinh thu6éc dwa ra thi truong clha cinnarizine
(STUGERON) thdéng qua viéc danh gia tan sudt tlrng loai tac
dung tt cac ty 1é bao cédo tuv phat
Phan loai hé théng/co Tan suat
quan
Téc dung ngoai y
R&i loan hé than kinh

RGi loan van dong Rat hiém
- o gap
RGI loan ngoai thap Rat hiém
gap
Triu chitng  giéng Rat hiém
Parkinson 04
Run Ré% hiém
_ _ gap
Réi loan da va md duwéi da
Day sing dang Lichen Rét hiém
Lichen phang gap
Hong ban dang Lupus & Réat hiém
da thé ban cép gap
Rat hiém
_ _ gap
R&i loan hé co xwong, mo lién két va xwong _
Co cthng co F}at hiém
_ gap

Comparative table Pl StugeronCCDS 0IMar2013_CMC variation v2



Khong thuong gdp > 1/14300dén <1/100

Hiém gap > 1/1Q00DdEN <1/14€330
Rét hiém gap < 1/10¢33] bao gom ca nhitng béo céo

don Ié.
Trong Bang 4,7 Gae-cac phan (ng cd haibét loi clia thuéc dugc trinh
bay véi tan suét dua trén ti 1& bao cao tu phat duoc ghi nhan.
Bang 4. Cac phan tng eé-hftibat loi clia thube dugc xac dinh
trong qua trinh thudc dua ra thi truongkinh nghiém hau mai
clia cinnarizine (STUGERON) théng qua viéc danhtheo phan
loai tan suat gia tan suat tirng loai tac dungudc tinh tr cac ty
Ié bao céo tv phat
Phan loai hé théng/co Tan suat
quan
Téac dung ngoai yThuat
ngli thudng st dung
Roi loan hé than kinh

RGi loan van dong Rat hiém
. gdp
ROI loan ngoai thap Rat hiém
I -
Trieu—ching—giéngHOi Rat hiém
chiing Parkinson gap
Run Rat hiém
« oA gap
RO6I loan da va mo6 dudi da
Day sting dang Lichen Rat hiém
Lichen phang gap
Hong ban dang Lupus & Rat hiém
da thé ban cép gap
Rat hiém
gap

ROi loan hé co xwong, mo lién két va xwong
Co cting co Rfﬂ hiém
gap
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Qua liéu

Pac tinh duo'c
ly

Triéu chiing & dau hiéu

Qua liéu cdp khi sir dung cinnarizine da dugc bao cao véi liéu trong
khoang tir 90 dén 2,250 mg. Cac ddu hiéu va triéu chiing dugc bao
cdo phod bién nhét c6 lién quan dén qua liéu cinnarizine bao gom:
thay d6i sw tinh tdo tlr lo mo' dén tri tré va hén mé, non, céc triéu
chitng ngoai thap, va gidm truong luc co. Trén mot s6 it tré nho, co
thé xudt hién nhiing con co giat. Hau qua 1am sang khong tram trong
trén hau hét cac trudng hop, nhung dad co bdo cao tlr vong sau khi
dung qua lieu cinnarizine va qua lieu nhiéu thuéc trong dé c6
cinnarizine.

Diéu tri )
Khong c6 thube giai doc dac hiéu. Biéu tri triéu chiing va diéu tri ho
tro la chtl yéu cho bét ky truong hop qua lieu nao. CO6 thé st dung
than hoat néu thay thich hop.

Duoc luc hoc:

Nhom Dugc ly: Cac nhém thube diéu tri Chong Mat. Ma ATC:
NO7CA02 ’

Co ché tac dong: )
Cinnarizine tc ché s co cac té bao co tron mach mau bang cach
phong téa kénh canxi. Ngoai co ché chen kénh canxi truc tiép,
cinnarizine con lam giam hoat tinh co mach cta céc chét hoat mach
nhw 14 norepinephrine va serotonin, bang cach chen cac kénh canxi
van hanh theo thu thé. Phong téa I6i vao té bao cuia canxi co tinh chat
chon loc md, va mang lai cac dac tinh khang co mach ma khéng tac
dong trén huyét ap va nhip tim.

Thém nita cinnarizine c6 thé cai thién tinh trang suy gidm vi tuan
hoan bang cach gia tdng kha nang thay ddi hinh dang hong cau va
gidm dd nhét clia mau. Thubc lam gia tang khad nang dé khang cla té
bao ddi voi tinh trang gidm oxy mé.

Cinnarizine tc ché su kich thich hé thong tién dinh, gidp lam gidm
run giat nhan cau va cac roi loan thuc vat khac. Cac con chong mat
cap tinh cd thé duoc ngan chan hoac thuyén giam béi cinnarizine.

Dwoc déng hoc:

Comparative table Pl Stugeron CCDS 01Mar2013 CMC variation v2

Triéu ching éCva dau hiéu

Qua lieu cap khi slr dung cinnarizine da dugc bao cdo vai liéu trong
khoang tlr 90 dén 2°.250 mg. Cac dau hiéu va triéu chirng duoc bao
cdo phd bién nhat c6 lién quan dén qua liéu cinnarizine bao gom:
thay doi su tinh téo tlr lomobudn ngl -dén tri tré va hon mé, non, cac
triéu chirng ngoai thap, va gidm trvong luc co. Trén mot so it tré nhd,
c6 thé xuat hién nhiing con co giat. Hau qua lam sang khong tram
trong trén hau hét cac truong hop, nhung da cé bao cao tlr vong sau
khi dung qua lieu cinnarizine va qua liéu nhiéu thuéc trong do cé
cinnarizine.

Diéu tri )
Khong c6 thudc gidi doc dac hiéu. Diéu tri triéu chiing va diéu tri ho
tro' la chi yéu cho bét ky truwong hop qué liéu nao. CO6 thé st dung
than hoat néu thdy thich hop.

Pac tinh Ddwoc lwec hoci

Nhom Dugc ly: Cac nhém thubc diéu tri Chéng Mat. Ma ATC:
NO7CA02 1

Co ché tac dongT w ‘W )
Cinnarizine (rc ché sy co céac té bao co tron mach mau bang cach
phong téa kénh calcuxi. Ngoai co- ché chen kénh canxi calci tryc tiép,
cinnarizine con lam gidm hoat tinh -co mach cla cac chat hoat mach
nhu 1 norepinephrine va serotonin, bang cach chen cac kénh canxi
calci van hanh theo thu thé. Phong téa I6i vao té bao clia c-anxi calci
c6 tinh chéat chon loc md, va mang lai cac dac tinh khang co mach ma
khong tac dong trén huyét &p va nhip tim.

Thém nira cinnarizine ¢ thé cai thién tinh trang suy gidm vi tuan
hoan bang cach gia tang kha nang thay ddi hinh dang hong cau va
giam dd nhot clia mau. Thude lam gia tang kha nang dé khang clia té
bao ddi voi tinh trang -gidm oxy mo.

Cinnarizine (rc ché su kich thich hé thong tién dinh, gilp lam giam
run giat nhan cau va cac r6i loan thuc vat khac. Cac con chéng mat
cdp tinh c6 thé duoc ngan chan hodc thuyén giam bdi cinnarizine.

Pac tinh Ddwgc dong hoci
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Théng tin
tién 1am sang
Théng tin
duoc hoc
Trinh bay

Diéu kién

bao quan

Théng tin
nha san xuat

Théng tin
cong ty dang
ky

Hap thu:

No6ng do dinh trong huyét twong cla cinnarizine dat dugc trong vong
1-3 gi¢ sau khi udng.

Phan bo:

Kha nang gan két v6i protein trong huyét twong cla cinnarizine 1a
91%.

Chuyén héa:

Cinnarizine dugc chuyén hda chll yéu qua CYP2D6.

Thai tru:

Thoi gian ban hdy clia cinarizine dugc ghi nhan trong khoang tir 4
dén 24 gio. Su thai trir clia cac chat chuyén hod nay xay ra khoang
1/3 qua nuéc tiéu va 2/3 qua phan.

THONG TIN PHI LAM SANG

THONG TIN DUOC:

Céc vién nén 25 mg cinnarizine dugc chtta trong vi, mdi vi chtra 10
vién, moi hdp chira 25 vi.

Diéu kién bao quan

Bao quan & nhiét do 15 - 30°c.

DE ngoai tam nhin va tam vai clia tré em.

San xuat bdi: OLIC (THAILAND) LIMITED

Dia chi: 166 Moo 16 Bangpa-In Industrial Estate, Udomsorayuth
road, Banga-In District, Ayuthaya Province, THAI LAN

DT: +663522 1031-6 Fax: +663522 1031-0

Khong co.

Comparative table Pl Stugeron CCDS 01Mar2013_CMC variation v2

A

Hap thur

Nobng do dinh trong huyét tuong clia cinnarizine dat dwoc trong vong
1-3 gi® sau khi udng.

Phan boT

Kha ndng gan két voi protein trong huyét twong cla cinnarizine 1a
91%.

Chuyén héai

Cinnarizine dugc chuyén héa chil yéu qua CYP2D6.

Thai tru:

Thoi gian ban hly cla cinnarizine dugc ghi nhan trong khoang tir 4
dén 24 gio. Su thai trlr clia cac chét chuyén hod nay xay ra khoang
1/3 qua nuéc ti€u va 2/3 qua phan
THONG TIN PHLTIEN LAM SANG Li/

THONG TIN DUQC HOC i

Cac vién nén 25 mg cinnarizine dugc chira trong vi, mGi Vi chira 10
vién, moi hdp chira 25 vi.

biéu kién bao quan

Bao quan & nhiét do 15°C- 30°c.

Pe ngoai tam nhin va tam véi cla tré em.

San xuat bdi: OLIC (THAILAND) LIMITED

bia chi: 166 Moo 16 Bangpa-In Industrial Estate, Udomsorayuth
road, Banga-In District, Ayuthaya Province, THAI LAN
DT:+6635224031-6— Fax:+663522 1031 O

Cong ty dang ky: JANSSEN-CILAG Ltd.. Thai Lan

Moi cau hdi/Bao céo tac dung ngoai y/ Than phién chat lwong san
pham xin lién hé:

VPDD Janssen-Ciiag Ltd., TP H6 Chi Minh.

DT: +84 8 38214828

E-mail: iacvndrussafetyfo),its.ini.com

Phién ban: CCDS 01Mar2013, s6 003
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