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TG THONG TIN CHO BENH NHAN
1. Tén san phdm

Fastum” Gel 2,5%

2. M6 ta sin phdm

109CZD 0001/14
Khéng boi Fastum® gel 1én vét thuong, tén thuong
da hé hay viing gin mét.
Trong thoi gian diéu tri dén 2 tuln tiép theo, tranh anh sdng mit
trai, tia ti ngoai (trong céc liéu phap diéu tri) chiéu vao viing da
boi thude
Khong dung thuée néu co tién st min cam vdi dnh sang.

Fastum® Gel 13 gel nhdy déng nhét, khong mau hodc gin nhu Ngting dung Fastum® gel ngay lip tlic néu thdy c6 phén tng

trong sudt, c6 mui thom, dung dé boi ngoai da

Tuyp nhém mém, bén trong dugc traing mét 16p

epoxide khong doc

Tuyp nhém chiia 20 g, 30 g, 50 g hoac 100 g gel

Tuyp phan liéu chia 100 g gel

3. Thanh phén cta thuéc

100g chia: 2,5g hoat chét ketoprofen

T4 dugc: carbomer, ethyl alcohol, ddu hoa cam,

d4u hoa odi huong, triethanolamine, nuéc cat.

4, Ham lugng cua thudc:

2,5% ketoprofen - e

5. Thudc dung cho bénh gi?

Fastum® gel thuéc nhom thudc khéng viém gidm dau Dung dé
giam dau va khdng viém tai ché trong céc trudng hgp dau xuong
khop hay dau co do thip khép hay dau cé nguén géc chin
thuong: chén thuong, trat khép, tham tim, cing ¢6, dau lung.

6. Nén dung thudc nay nhu thé nao va bao

nhiéu?

Liéu lugng:

Cht y: Khéng dugc diing qua liéu chi dinh ma khong dugc bic
sy dong y

Boi mot 16p gel moéng lén ving da bi tén thuong

Trong trudng hgp bi di ting hodc xdy ra cic phan tng trén da,
hay hoi y kién bac sy.

Thoi gian dung

1 -2 ldn/ngay

Hay hoi y kién béc sj néu bénh vin tdi phat hodc néu ban thay
b4t ¢ mot thay d6i nao.

Chi y: Chi dung thuéc trong thoi gian ngan

Cdch ding

Boi thuéc va xoa nhe viing da béi thudc dé dam bao su hip thu
tai ché ctia hoat chat A

M@ tuyp thuéc: md nap ngoai, ddm thing mang nhom bang déu
nhon & mit bén kia cia ndp ngoai.

7. Khi nao khéng nén dung thudc nay

Tién st méin cAm vdi ketoprofen, acid tiaprofenic, fenofibrate,
cac sdn phdm b6i da c6 tinh chdt ngan nglia tia ti ngoai, nudc
hoa.

Trong trudng hgp man cdm véi hoat chét hodc bat ci ta dugc
nao ctia thudc, man cdm vdi cdc hoat chat c6 cdu tric hod hoc
tuong ty nhu: acid acetyl salicylic va cac thuéc chong viém khong
steroid khdc. Khong ding Fastum® Gel cho nhiing bénh nhén bi
hen, viém mii, may day khi stt dung acid acetyl salicylic hodc cic
thudc khdng viém khoéng steroid khéc.

ngoai da ké cé cac phan ting ngoai da xéy ra sau khi ding déng
thé&i véi cdc san pham co chifa octocrylene (octocrylene 1a mét
trong cc thanh phén c6 trong mét s6 my phdm va cdc san pham
vé sinh dung d€ lam cham qua trinh quang hod, nhu trong cic
san ph4m d4u gbi ddu, nudc thom ding sau khi cao rau, siia tim,
kem b6i da, son méi, kem chdng lao hoa, cic chit tay trang, dung
dich xit t6c).
Phu nil c6 thai va cho con bu (xem thém muc St dung cho phu
ni c6 thai va cho con bti)
Nhilng trudng hop c6 thé sit dung sau khi tham khdo y kién bdc sy
~Bénh nhédn qud man véi cic thanh phdn ctia thude (di ting da) va
bénh nhén suy thin ning.
Nén hoi ¥ kién bac sy néu cic roi loan néi trén da tliing xay ra
trong qua khu
St dung ddi véi phu ni ¢6 thai va cho con bu
Khéng nén st dung cho phu nif cé thai va cho con bu.
8. Tac dung khong mong muén
Gidng nhu cic thudc boi ngoai dakhdc, phin ing ngoai da c6 thé
xay ra. Da cd bdo cdo vé phan ting tai chd tai viung da boi thude,
céc phan ting nay co6 thélan réng va mot s6 hiém cic trudng hop
c6 bao céo vé& phan ting toan than ning nhu cham ¢é mun nudc,
Tén sudt va muc dé cta cdc téc dung khong mong muén gidm
ding ké néu tranh tiép xiic véi anh sing, bao gom ci dnh sing
mat troi, trong khi diéu tri va 2 tudn sau khi diéu tri.
Céc phan ting toan than khéc chia cdc thudc chéng viém: cic
phin ting nay phu thuéc vao khé ning thim qua da ctia thuée do
dé phu thudc vao lugng thudc boi, dién tich da duge boi thudc,
tinh trang nguyén ven cta da, thdi gian diéu tri, hay viéc bing
kin viing boi thudc (qud man, rdiloan da day-rudt, réiloan chiic
nang than).
Céc phan ting qué mén sau déy da dugc bio cdo. Cac phan ting
duoc liét ké theo co quan, t6 chiic co thé va phan loai theo tin
sudt nhu sau: rit phé bién (= 10%); phé bién ( 1% - 10%); khong
phé bién (0,1% - 1%), hiém (0,01% - 0,1%), rit hi€m (<0,01%),
bao gém ca cdc bdo cdo riéng lé.

Khéng Hiém Rét hiém
phé bién
Réi loan Phan ting
hé mién phan vé
dich— ' Phén \ing
| : qua min
Réi loan Loét tiéu
hé tiéu hod, chay
hod mau da
day-ruot,
tiéu chay
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Khong Hiém Rét hiém
phd bién
Réiloan Ban do, Phan ting Viém da
davamo ngta nhay cim tiép xuc,
dui da véi dnh | cam gidc
sang nong rat
Réi loan Cham Viém da Phii mach
mo kiéu mun
nudc, may
day
Réi loan Suy than
chtic nang hoac lam
thén va trim trong
tiét niéu hon bénh
| suy than

Bénh nhin cao tudi dic biét d& gap céc tic dung khong mong
mudn khi dung cac thuéc chéng viém khong steroid.

Néu tuan tht cac huéng din trong toa thudc nay sé [am gidm
nguy co gip cic tdc dung khong mong muén.

Cic tac dung khong mong muén thudng la tam théi. Tuy nhién,
néu xay ra hay tham khao y kién bac sy hodc dugc sy.

Viéc thong bdo cho bdc s§ va dugc sy cac tic dung khong mong
muén khong dugc liét ké trong toa thube nay la rat quan trong.
Théng béo cho bdc st nhiing tdc dung khong mong mudn gap phdi
khi sit dung thudc. ) T TR E
9. Nén tranh diing nhiing thuéc hodc thyc phdm gi khi dang st
dung thudc nay?

Khéng c6 cic bédo cio nao ghi nhan vé sy tudng tac gidia Fastum®
Gel va cic loai thuéc khic. Tuy nhién cdn kiém tra cic xét
nghiém mdu cén thiét cho cac bénh nhan dang di€u tri bang cic
loai thudc c6 chifa courmarin (thuéc chéng dong mau).

Néu ban dang dung cac thudc khic, hay héi y kién béc sy hodc
dudgc sy.

10. Cén lam gi khi mét lan quén khong ding thude A\
Khoéng dp dung

11. Cin bao quan thudc nay nhu thé nao?

Bao quan & nhiét d6 khong qua 30 °C

Dé thudc ngoai tim voi ca tré!

12. Nhiing d4u hiéu va tri¢u ching khi diing thuéc qua liéu
Khi ding ngoai da, néng do thudc trong huyét thanh thip, vi thé
khong c6 hién tugng qua liéu.

13. Cén phai lam gi khi diing thuéc qua liéu khuyén cdo
Khong 4p dung

14. Tén/biéu tugng cta nha san xudt/cha s& hifu gidy phép
dang ky san pham:

Co s&s6 hitu gidy phéplwahdmb: ———
A. Menarini Industrie Farmaceutiche Riunite S.r.L
Via Sette Santi 3

50131 Firenze - Italy

SX bai:

A. Menarini Manufacturing Logistics and Services
Sl

via Sette Santi, 3

50131 Firenze - ITALY

15. Nhiing diéu cin than trong khi dung thuéc nay

Viéc dung cac thuéc boi ngoai da, ddc biét néu diing l4u dai, co

thé lam ting tinh nhay cim hodc kich ting tai viing da béi thudc.

Boi lugng 1dn thude ngoai da co thé xay ra phin {ing toan than

nhu phén ng qué min va hen.

Ngiing thuéc ngay lap tdc khi thdy c6 phat ban sau khi boi

Fastum® Gel.

Dé viing da bdi thudc tiép xtic véi mit troi hodc tia tif ngoai ¢6

thé gy ra cic phan ting da nghiém trong (phan {ing nhay cim

védi dnh sing). Do do,

can phai:

- Bio v&, che day viing da boi thudc trong khi diéu tri va 2 tudn
sau khi diéu tri &€ trdnh nguy co phén ting nhay cdm v6i dnh
sang.

- Riia sach tay sau khi boi thude.

Trong thoi gian diéu tri dén 2 tudn tiép theo,
tranh 4anh sing mat troi, tia ti ngoai (trong cac
liéu phap diéu tri) chiéu vao ving da béi thuée

Khéng bing kin viing boi thude.

Fastum® Gel khéng géy quen thudc, 1on thudc

Sit dung cho tré em: Chua c6 di liéu vé hi¢u qua va tinh an toan
khi dung cho tré em

Tac dung lén kha ning l4i xe va sii dung mdy méc

Thudc khong gay anh hudng dén kha nang lai xe va stt dung may
moc.

Han ding: 60 thang ké tif ngay san xuat.

Khéng dung thuéc da qua han sit dung. Han ding dugc ghi
trén hop thudc va tuyp thudc.

Han diing ghi trén bae bi khi thuéc dugc bio quan ding cach
va bao bi con nguyén ven.

Luén ludn git lai hop thudc va toa thudc vi thong tin san phdm
rat quan trong.

16. Khi ndo cdn tham vin bac sy

Céc tac dung khong mong muén thudng 1a tam thoi. Tuy nhién,
néu xay ra hay'tham khao y kién béc sy hodc dugc sy.

Viéc thong bo cho béc s7 va dugc sy cc tac dung khong mong
mudn khong ditgc liét ké trong toa thuc nay la rit quan trong.
Néu ban dang diing cic thudc khic, hay héi y kién béc sy hodc
dugc sy.

17. Ngay xem xét sita d3i lai t& thong tin cho bénh nhan
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