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S& Gidy tiép nhdn hé so ding ky quang cdo thudc cia Cuc Quén Iy dugc -B6 Y TE: xxxx/xxxx/XNQC-QLD, ngay ....
thang....nam.... Ngay in tai liéu: xx/xx/xxxx. Tai li¢u nay gém cd 2 trang, théng tin sdn phdm xin xem & trang 2.
(*) tham khdo td hudng dan st dung
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THONG TIN KE TOA

Tén thudc: Stugeron.

Thanh phdn: mdi vién nén chita 25mg Cinnarizin.

Chi djnh: r8i loan tuin hodn ndo: Diéu tri duy tri céc triéu
chiing cé nguén géc mach mau ndo, bao gdm: chéng mit,
U tai, dau ddu mach mau, nhiing r6i loan kigu d& bj kich
thich va khé gdn, mét tri nhd va thiéu tdp trung. Phong
ngita dau niia ddu migraine. R&i loan thing bing: Diéu tri
duy tri cdc triéu ching clia r8i loan mé dao, bao gdm
chdng médt, chodng vdng, U tai, rung gidt nhan cdu, bubn
ndn va ndn. RGi loan tudn hodn ngoai vi: Diéu trj duy tri cdc
triéu ching cla rdi loan tudn hodn ngoai vi, bao gém hién
tugng Raynaud, chiing xanh tim d4u chi, khdp khiéng cdch
héi, r6i loan dinh duGing, loét do dinh duBng va gidn finh
mach, di cdm, chudt rat vé dém, lanh ddu chi.

Say tau xe: phdng ngua say tau xe.

Liéu ding va cach ding:

Rdi loan tudn hodn ndo: Ngudi Ion: 1 vién 25mg, 3 lAn/ngay.
Rdi loan thang béng: Ngudi I6n: 1 vién 25mg, 3 lin/ngay.
Rdi loan tudn hoan ngoai vi: Ngudi 16n: 2 - 3 vién 25mg,
3 ldn/ngdy. Liéu khuyén cdo t6i da khong dugc vugt qua
225mg mdi ngay.

Say tau xe, may bay: Ngutii I6n va thanh thigu nién tir 13
tudi tr& 18n: 1 vién 25mg it nhat nita giy trubc khi khai
hanh, 1&p lai mbi 6 giv. Tré em tir 6-12 tubi: nira liéu ngui
I6n.

Céach ding: nén udng Stugeron sau bia dn.

Chéng chi dinh: Stugeron bj chdng chi dinh & bénh nhan
da biét qud min véi thudc.

Chi y va than trong: Clng nhu cdc thuSic khang histamin
khdc Stugeron c6 thé gy dau ving thugng vi, udng thudc
sau biia n c6 thé gidm kich ing da day. 3 cdc bénh nhan
Parkinson, chi nén diing Stugeron khi Igi ich cla viéc ding
thudc vugt trdi hon nguy co ¢6 thé lam trdm trong thém
bénh nay. Stugeron c6 thé gdy bubn ngd, dic biét 1A lic
bt ddu diéu tri. Vi thé nén than trong khi diing chung véi
rugu, thubc e ché hé thdn kinh trung wong va thuic chéng
trdm cam ba vong.

Tuong tac: Rugu, thudc tc ché, hé thdn kinh trung uong va
thudc chdng trdm cdm 3 vong: “dé déng nhat”. Tdc dung
an thdn clia Stugeron va clia bt ky nhiing tic nhan sau
ddy c6 thé tang khi ding déng thdi: ruu, thudc dc ché
thdn kinh trung wong hoic thudc chéng trdm cam ba vong.
Can thigp chdn dodn: vi tic dong khang histamin,
Stugeron ¢ thé ngdn cdc phan (ng duong tinh véi cac
chét chl thj phdn iing da néu dugc dung trong vong 4 ngay
trude khi thir phan (ing da. Phu nif ¢6 thai va cho con bi:

mdc| du qua cdc nghién clu trén dong vAt, Stugeron da
chiing t6 khong c6 tdc dong gdy qudi thai. Cling nhu cic
thudc khac. Stugeron chi nén dung trong thai ky khi lgi ich
diéu tri cao hon nguy co tiém tang ddi v6i thai nhi. Khong
c6 dif liéu vé sy bai ti€t Stugeron qua stia me: cho nén
khéng khuyén khich cho con bl & phy nit dang sif dung
Stugeron. Tac ddng trén khd nang l4i xe va vin hanh
may méc: vi budn ngi c thé xay ra, dc biét lic bdt ddu
diéu tri, nén than trong cdc hoat déng nhu I4i xe, vin hanh
mdy| mac.

Phdn iing bét Igi: trong thir nghiém 1am sang: § >1%
bé&nh nhan (th nghiém Idm sang mi déi, ddi ching gid
dugc): Budn ngl. 021% b&nh nhan (thii nghiém 14m sang
so sdnh, nhdn md): Budn non, ting cin. 0 <1% bénh
nhan: budn ngd lim, ngli lim, khé chiu & da day, nén, dau
ving bung trén, kho tiéu, ting tiét mé hoi, mét moi- Cée:
dif ligu hdu mai: vi tan sudt udc tinh tir cdc ty 18 -bdo tdo |
ty phat: Rat hi€m gdp (<1/10.000, gém ca nhiing-bdo cdo.
don I8): rGi loan vén dong, rdi loan ngoai thap, h§i'ching //
Parkinson, run, ddy siing dang Lichen, Lichen phdng, héng/
ban Lupus & da thé ban cip, co ciing co. Théng bao_cho
bac s nhitng tac dung khdng mong mudn gdp phai khi
sif dyng thuéc.

Trinh bay: vi 10 vién, hop 25 vi. San xuét bdi: OLIC (Thai-
land) Lifited. Dia chi: 166 Moo 16 Bangpa-In Industrial
Estale, Udomsorayuth Road, Bangpa-In District, Ayutthaya
Province, Thai Lan.

NHAP KHAU BG1: Vimedimex Binh Duong, s6 18 L1-2 VSIP
Il, duting s6 3, KCN VSIP 2, Thii D4du Mét, Binh Dudng.
Doc ky huéng dén sir dung trude khi ding.

LIEN HE:

VPDD tai T.P HCM: Ting 11&12, tda nha Vietcombank,
s8 5/COng Trudng Mé& Linh, P. B&n Nghé, Q. 1, TP.HCM
VPDD tai Ha Ngi: Ting 18, tda nha Capital Tower,

109 Trdn Hung Pao, Quan Hoan Ki&m, Thanh Phd Ha Noi.
BT. 4842838214828
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Stugeron’

LANSSEEMN

Tén san phdm ¢
STUGERON® (cinnarizin),

Dang bao ché va ham lugng

Vidn nén,

Vién nén 25mg: vién nén mau tréng, trén, hai mat 1B, dang vom, c6 khic phan 461 & mét mat va mét kia khéc
chir *JANSSEN". Mi vién nén chira 25 mg cinnarizin.
Té duge: Lactose monchydral, tinh bt ngd, sucrose, bt talc, dau thyrc vt duge hydro héa loai |, polyvidon
K 90, nurc tinh khidt,
THONG TIN LAM SANG
Chi djnh
R6I Ioan tudn hoan ndo
- Bibu trj duy trl cac triu chimg cd ngudn gbc mach mau néo, bao gbm chéng mat, O tal, dau ddu
mach méau, nhimg rdi loan kidu dé bj kich thich va kho gn, mét tri nhé va thibu 3p trung.
- Phéng nglra dau nira dAu migraine.
Réi logn tha
AD?umdwmmwwmm\gahrélhmméﬂao.baogbmd‘iﬁﬂuﬂ"t.dnéngvér!g‘ﬁm.mng
hjflnhhch.mﬁnnbnvanan.
Rél logn hoan ngoal vi
- Bidu trf duy tri céc trigu chimg cla réi loan twin hoan ngoai vi, bao gbm hién twong Raynaud, chimg
xanh tim d4u chi, khiip khiing cach héi, rbi loan dinh dugng, loét do dinh dudng va gidn finh mach,
dj cam, chudt rit vl dém, lanh dAu chi.
- Phbng ngira say tau xe.
Lidu & cich ding .
Lidu:

- Réi logn tudn hodn nio— Nguod 16m: 1 vién 25 mg, 3 ln/ngay.

- Réi logn thing bing - Nguwdd Iém: 1 vién 25 ma, 3 lAningdy.

- Réi logn tudn hoan ngogi vi — Ngud Iém: 2-3 vién 25mg, 3 iningay.

Libu khuyén céo t5i da khdng duwoc vurgt quéa 225 mg mbl ngay.

- Say tau xe, mdy bay:
+Mmmmmﬂunﬁnw13fﬁiﬂﬂ'ﬂn:1ﬂénz&ngllmﬁtmhg'&mcld\ikhﬁhﬂm.

18p lai mdi 6 gitr.

+ Tré em tor 6 — 12 tudi: nira libu ngust om.

Céch ding:
Nén ufng STUGERON sau bira &n.

. Chéng chi dinh
STUGERON bj chéng chi dinh & bnh nhan da biét qua min vei thubc.
Chi y va thin trong
Oungbnmmmmwngrdmnin khéc, STUGERON c6 thé gay dau ving thirgng v, ubng thubc sau bla &n
cé thé gidm kich (ng da day.
& cac bénh nhén Parkinson, chi nén ding STUGERON khi lgi ich cila vige dong thube vugt tndil hon nguy co cb
thé 1am trdm trong thém bénh nay.
STUGERONwﬂ.mymmﬁ.mumhim&maﬂum.wMnanwmmldu:ngchumm

rugu, thubc tre ché hé thin kinh trung womg, hodc chéng trdm cém ba vong.
Twong téc
Rurgu, thubc ire ché hé thdn kinh trung wong, va thue chdng trdm cam 3 véng:

=
2

ng:

dyng an thin cia STUGERON va ciia bt ky nhimg tac nhan sau day co thé tang khi ding ddng thin: rugu,
{rc chié thén kinh trung wromg hodic thubc chéng cadm ba véng.

thigp chin dodn:

téc adng khang histamin, STUGERON c6 thé ngan cén céc phédn tng dirong tinh véi cac chilt chi thi phén

irng da néu duge ding trong ving 4 ngay trwdc khi thir phan (g da.

Sgg

Béng 3. Céc phan img bit lgi cia thube duge béo cio <1% trién nhirng bdnh nhin duec
dibu tr| vésl STUGERON trong nhimg thir nghigm di chimg vé&i chét so sanh, hodc gid
dwgre hodc nhimg thie nghigm lam sang nhin md
R4 logn hé thin kinh

Bubdn ngd lim

Ngd lim
Rébi logn h tidu héa

Khé chju & da day

N&n

Bau ving byng trén
Kha tiéu

Réi loan h§ da va md dudi da
Tang tiét md hai

Céc rdi logn todn than va tinh trang tal noi diing thubc
Mé&t méi

Cdc dir llju hfu mai
Céc bién cb bat lgi dbu tién dwee xéc dinh nhur 13 cée phén (g bt loi trong kinh nghiém hiu mai irinh bay &
Bang 4. Vigc xem xét dir Iéu hdu mal disa trén vidc xem xét tAt ca céc trudmg hop cb sir dung cinnarizin, Tan
sudt duge dua ra dya theo quy wéc sau; -
Rét thwimg gép 2110
Thuémng gap = 1/100 aén <110
Khong thrdmg gap = 1/1000 dén <1/100
Hiém gap 21/10000 dén <1/1000
Réthigmgip < 1/10000, bao ghm ca nhirng béo céo don é.
Trong Béng 4, céc phan mg bt g cia thubc duge trinh bay verl thn sudt dya trén 1 18 bao céo ty phét dugc
ghi nhén.

Bang 4. Cac phan img bit Igi cila thude dwge xéc djnh trong kinh nghiém hau mél cila
cinnarizin (STUGERON) theo phan logl thn sut uéc tinh tir cac ty 1§ béo céo ty phat

Phin loal hé théng/co quan Tén suét
Thuét nglr thirémg st dyng
Réi logn h@ thdn kinh
Réi logn viin ding Rét hidm gap
Réi loan ngoal thap RAt hidm gap
Héi ching Parkinson RA! hiém gép
Run ' Rét hiém géip
R4 loan da va mé dwéi da
D dang Lichel ; RAt hidm
T b ol Rt hiém g6p
Héng ban Lupus & da thé ban cp Rét hiém gap
Réi logn h§ co xuong, mé lién kit va xwong ;
Co clmg cor Rét hidm gép

Théing bédo cho béc s§ nhing téc dyng khdng mong mudn giip phil khi sir dyng thude.
Qué lidu

de‘m:gvéd&umﬁ"

Qua libu cap khi sl dyng cinnarizin 48 duge béo cdo vai libu khodng tir 80 dén 2.250 mg. Céc déu higu
vé tridu chirng duge bao céo phé bidn nhit co lién quan dén qué lieu cinnarizin bao gbm: thay dbi sy tinh tdo tir
bubnngﬁdénlﬂlr@vﬂhﬁnmé.nbn.cﬂcmauchﬂngnguaim:g.vaglémumglucwﬁmmdnww,
6 thé xuéit hién nhirng con co gidt. Hau qué 1am sang m trong trén hdu hét cée trwémg hop, nhung 4

Phy nir cé thal va cho con bl ct b#o cao tir vong sau khi ding qué Hidu cinnarizin va qua fidu nhidu thubc trong 46 co cinnarizin.

ERWASEEa fhak %ﬁn:?wmgwmmwm ibu chimg-va dibu-li-hB s fa-ohis ;

‘MG du qua GAT nghien ciru trén déng vat, STUGERGH g4 chimg 16 khang co t4c dong gay quai thai Cang nhr—— ’ u i yéu-aho btk Wudng-hep-dqué-—
mm&om.stuesam:mmam;lmngmnmimimahmmhmwwum&mm libu ndo. Co thé sir dyng than hoat néu thich hop.

thai nhi. Béic tinh dwge Iy

Phy nir cho con bi Biic tinh dwge lype hoe

Khéng ¢t dir lidu v& sy bai tidt STUGERON qua sira me: cho nén khong khuyén khich cho con b & phu nlr  Nhém Dugre ly: Cac nhém thubc didu tri Chang M3t Ma ATC: NOTCAC2

dang sir dyng STUGERON. Co chd tac ddng

Tac dong trén kha nang l4i xe va vin hanh mée
V1 busin ngd co thé xay ra, d4c bidt lic bét dhu didu irj, nén théan trong trong cac hogt ddng nhur lai xe, véin hanh
may méc.

Phén tmg bt Igi

Trong phan ndy, cdc phan tmg bét Igl duge trinh bay, Phan (mg bat Ipi 1 cac bién ob bt gl dugce col 1A 6 lign

quan hop Iy i vide sir dung cinnarizin dya trén danh toan dién vé cac théng tin phén Ung od hai cd sin.

Mé&i quan h& nhan qué véi cinnarizin khong thé duge thiét i8p mét cach tin ciy trong céc ca don Ié. Hon nira, vi

cdo thir nghiém 18m sang ducgre tién hanh trong didu kién rét khac nhau, 1 18 cac phan (ng bét lgi trong cac thir

nghiém Iam sang cla mét thudc khang thé so sanh truc lidp voi 1 1§ trong c4c thr nghiém |am sang cla thude

khéic va co thé khéng phén dnh durge ti 18 ghi nhén trong thire hainh 18m sang,

Di# ligu thir nghlém [dm séng

s8¢ dir My mi 38 cb 0O chimg vid gid duge - Cac phan tng bat fol cua thuog duee Dag cao vor [y Ie %

B an toan cla STUGERON (30 dén 225 mg/ngay) dugc dénh gid trén 740 bénh nhén (trong @6 372 bénh nhan
durgre didu tri voi STUGERON v 368 bénh nhén duge cho udng gid duwgc) tham gia vao 7 thir nghiém 1am sang

" mi d6i, ob déi chirng vér gid duoe: 3 thir nghiém didu i cac rdl loan tuln hoan ngoai vi, 1 thir nghiém didu trf

céc i loan tulin hodn ndo, 2 thir nghiém didu b chéng mét, va 1 thir nghiém trong say song.

Céc phan (ng bit gl cla thude duge béo cdo 2 1% bénh nhin dibu irj véi STUGERON trong céc thir nghiém

1&m sang md 88 dwgc thé hién & Bang 1.

Bang 1. Céc phéan tmg bit lgi cia thubc dwrgc bio céo 21% bénh nhin dwee dibu tri véi
STUGERON trong 7 thir nghiém 1am sang mi d8i, cé dbi chimg véi gia duge

STUGERON Gid duge
Phén loal hi théng/ cor quan (n=372) (n=368) -
Thugt ngir thudrng sir dung % %
Réi loan h§ thin kinh
Budn ngi 83 48

ac di liéy 0 gy 0 sant, nh - Céc phén ing bét loi cua thude duoe béo cdo voi v 18 21%

& thir nghi sé!'\hvﬁﬁthbnghiamnhmm&chondé)cécdlnhq?:cécphﬁnonghétiglcﬁam.
Trong 19 nghién ciru nay, 668 b&nh nhan dirge didu trj véi STUGERON & ligu tir 50-225 mgingay, 6 didu i
mtlmmm“gogm.mmhgnm n hoan nao va chéng mat.

Céc phan (ng bt Igi cia thubc duge bao cdo 2 1% bénh nhan duge dibu ti vl STUGERON trong céc thir
nghiém 1am sang so sanh va nhan m& dugc thé hign & Bang 2.

Béng 2. Céic phin (g bét lgi cia thudc dwgc béo cdo 21% binh nhin duge didu tr|
v&i STUGERON trong 6 thir nghiém I3m sang so sanh va 13 thd nghigm lam sang nhén

mé ciia STUGERON
Phin logl h§ théng/ cor quan STUGERON
Thugt nglr thudrng sdr dyng ‘ﬂ':;sa]
R&I logn tigu héa
Budn ndn 15
Chi sb khéc

Téing cén - 21

ac diF ligy & g i, i 80 5i iid dupe - Cée phdn ong bat loi voi dn suat <135
Céc phan img bat gl clia thude con lai duge bao cdo <1% bénh nhén duge didu trf vl STUGERON trong 2 thir
nghiém & trén dugc thé hign & Béng 3.

Cinnarizin (rc ché sy co céc té béo oo tron mach mau bing cach phong tda kénh calci, Ngoal co ché chen kénh
calci tnec tidp, cinnarizin cAn lam gidm hoat tinh co mach cla céc chét hoat mach nhir 1& norepinephrin va
serotonin, bing céch chen céc kénh calci van hanh theo thy thé. Phong t6a 181 vao 18 bao cia calel c6 tinh chit
chon lgc mé, vé mang lal cac déc tinh khang co mach mé khang téc adng trén huyét p va nhip tim.

Thém nia cinnarizin cd thé cai thign tinh trang suy gidm.vi tudn hoan béng cach gia ting kha néng thay ddi hinh
dang héing cdu va gidm 8 nhot cha mau. Thude lam gia ting kha nang & khang clia 1 bao a&i véi tinh trang
giam oxy mé.

Cinnarizin (¢ ché sy kich thich hé théng tibn dinh, gitp lam gidm run gidt nhén cu va cac rdi loan thye vat
khac. Cac con chéng mat cp tinh o6 thé duge ngén chin hodc thuyén gidm béi einnarizin,

Biic tinh duge dong hoc

Hép thu

Néng ﬁ dinh trong huydt lrong cla cinnarizin dgt duge trong vong 1-3 gitr sau khi ubng.

Phan

Kha nang gén kit véi protein trong huyét teomg cla cinnarizin 1 91%.
Chuydn hoa

Cinnarizin dugre chuydn ha chi yéu qua CYPZDE.

Thai trir:

Thiri gian bén hiy cia cinnarizin duge ghi nhan trong khodng tir 4 dén 24 gigr, Sy thai trir cla cac chilt chuydn
hodé nay xay ra khoang 1/3 qua nuwéc tiéu va 2/3 qua phan.

THONG TIN TIEN LAM SANG

Mt loat cac nghign ciru tidn 14m séng toan dién vb tinh an todn cho théy nhimg &nh hudng chi duge quan sét
sau khi Guoc fip xic lau dal véi lidu cao hon khodng tir § dén 72 IAn theo chi sb ma/kg khi so sanh véi lidu
khuyén céo thi da & ngudi 225 mg/ngdy, tinh duoc [a 4,5 mglkg trén ngudi 50 kg.

THONG TIN DU'QC HQC
Tuwong ky:

Chua dugc biét dén
Trinh bay

Céc vién nén 25 mg cinnarizin dugc chira trong vi, m3i vi chira 10 vién, mdl hiyp chira 25 vi.
Didu kign bao quan

Béo quan & nhiét 46 15°C- 30°C.

Bé ngoal tdm nhin va tim véi cla tré em.

Han ding: 5 nam k& tir ngay san xult

Khéng ding thube da qua han sir dyng ghi trén nhn.

Doc ky hwdng din st dung trwde khi ding, Néu cén thém théng tin, xin hal ¥ kidn bic si.
San xuét b&i: OLIC (THAILAND) LIHITED

%ﬂd: 166 Moo 16 Bangpa-in Estate, Ud yuth road, Bangpa-in District, Ayutthaya Province,
| LAN

Céng ty ding ky: JANSSEN-CILAG Ltd.; Thai Lan

Mgl céu hoi/Bao céo tic dyng ngoal ¥/ Than phidn chit lwgng sdn phim xin lién h§:
VPBD Janssen-Cilag Lid., TP Hb Chi Minh.

BT +84 8 38214828

E-mail: jacvndrugsafety@its.j

Phién ban: CCDS 01Mar2013, s6 003
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