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Tén Co quan xac nhan: Cue Quén ly Duwoc-Bo Y té

Xac nhan ndi dung quang cao thuoc:

STT Tén thudc SO gié"ly ding ky luvu hanh
1 Stugeron VN-14218-11
2

Pon dé nghi s6: AP140617/JC

Tén co s& dé nghi xac nhan: VPPD Janssen Cilag Limited

Pia chi: 109 Tran Hung Dao, Hoan Kiém, Ha Noi

Phuong tién quang cdo: Trén bdo, tap chi, to roi cho cong ching

S6 gidy xac nhan: .24.4/2017/XNQC/QLD
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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.
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26 /9/17 75



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




