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Dung dich xit ngoai da
Ma6i chai 25 ml dung dich chira 2500 mg ketoprofen,
Mot lan xit (0,2 ml) cé chiva 20 mg ketoprofen.
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Box of 1 bottle

Khong bédo quan & nhiét
qua 30°C. Khéng dong bang.
Bdo quén chai thubc trong
c dé tranh anh
dung mgt nam
sau khi mé nap.
Dé xa tAm tay tré em!
Doc k§ hudng dén sir
dyng trude khi diing.

Don ore above 30°C.

Do not freeze. Keep the

bottle in the outer carton to

" protect the ent from light.
After the opening to be
used within one year. Keep out
of reach and s of children!
Read package in before use.
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Huwong din siv dung

KETOSPRAY

Dung dich xit ngoai da

Poc ky hwéng dan sie dung truce khi ding.
Dé xa tam tay tré em.

THANH PHAN CONG THUC THUOC
M3i chai 25 ml chira
Thanh phin hoat chit: Ketoprofen 2500 mg

Thanh phan td dwge: Propylen glycol, isopropanol, polyoxyl (15) hydroxystearat, natri dihydrogen
phosphat dihydrat, dinatri hydrogen phosphat dodecahydrat, natri hydroxid, tinh dau bac ha, nuéc
tinh khiét

DANG BAO CHE
Dung dich xit ngoai da trong sudt, khong mau hodc mau vang nhat

CHI PINH

Dung ngoai (dung trén da) dé diéu tri dau va sung do cac chan thuong kin (vi du nhu chén thuong
trong thé thao) nhur vét tham tim, co cimg co, bong gan, tran dich, céng co, ciing ¢d, dau lung.
Ketospray dugce chi dinh cho nguoi 16n va tré em trén 12 tudi.

LIEU DUNG VA CACH DUNG

Liéu lwong

Tré em va thiéu nién

Ketospray khong duoc sir dung & tré em dudi 12 tudi do chua c6 dir liéu an toan va hiéu qua cta
thudc trén céc doi tuong nay.

Nguoi lom va tré em trén 12 tuoi

Xit mot luong vira du dung dich Ketospray phu hét cac vi tri bi dau trén da. S& lan xit can thiét phu
thude vao kich thude cua ving diéu tri: co thé xit 2 1an cho cac khép nho (vi du nhu ngon tay, ngon
chan), 4 lan cho khép vira (vi du nhu cod tay, mit c4 chan) va lén dén 6 lan cho céc khép [6n (vi du
nhu vai, ddu gél) hodc cac bé mat Ién khac (vi du nhu lung). Theo do, 0,4-1,2 ml thude xit tuong
duong vdi 40-120 mg Ketoprofen duge dung cho mdi lan.

Viée diéu tri nén duoc thuc hién 3 lin mdi ngay.

Iong lidu hang ngay khdéng dugce vuot qua 18 lan xit (3,6 ml dung dich thude xit tuong duong vai
360 mg Ketoprofen).

Nguoi gia (65 tuéi tro lén)

Dung liéu luong gidng nhu liéu danh cho ngudi 16n.

Cach diung

Sur dung ngoai da.

Sau khi xit 1-2 lan, xoa ‘nhe dung dich lhum va dé kho. Sau do phai rira ta%]ytay cliing dang
duoe diéu tri. Ngung dlcu tri ‘ngay khi hét cdc tridu chimg (dau va sung). Tro u hét cac truong
hop, thoi gian diéu tri cin thiét [a 7 ngay.

CHONG CHI DINH

Ketospray chéng chi dinh trong céc truong hgp sau day:
- Qud man véi ketoprofcn hodc bét ky thanh phan nao cua thude.

- Tién sir qua min nhu céc triéu chimg hen suyén hodc viém mii di (mg do ketoprofen, fenofibrat,
acid tiaprofenic, acid acetylsalicylic hodic v&i cac chit NSAID khac nhu ibuprofen.
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- C6 tién st phan (g nhay cam véi dnh sdng

- Phan (mg di (mg da v&i ketoprofen, fenofibrat, acid tiaprofenic, cic chit chdng tia cuc tim hodc
nudc hoa.

- Tim ning, ngay ca anh sang md, bao gdm ca tia UV tir nha tdm néng trong thdi gian diéu tri va
hai tudn sau khi ngirng thuéc

- Khong dung trén vung da tiét dich, eczema, da bi nhiém trung, hoic vét thuong ho

- Trong 3 thang cudi cia thai ky (xem muyc Cie diu hiu cin luu ¥ va khuyén cdo)

- Tré em dudi 12 tudi

CANH BAO DAC BIET VA THAN TRONG KHI SU DUNG:

- Ketospray nén dugc sir dung mot cach than trong ¢ nhiing bénh nhéan bi suy tim, suy giam chirc
ning gan hodc chirc ning than. Trong mét vai trudng hop cé biét, tac dung phu toan than nhu suy
thdn da duge béo cao.

- Khéng duge sir dung Ketospray dudi 16p bang kin (bﬁng vt liéu nhan tao).

- Khéng duoc sir dung Ketospray cho mit hodic mang nhdy (niém mac miéng, co quan sinh duc va
hdu mon).

- Ngung diéu tri Ketospray ngay ldp tire khi ¢6 dau hiéu cta bat ky phan (mg da nao bao gdm ca
phan (mg da sau khi dung dong thoi cac san pham octocrylene.

- Khuyén cdo dé bao vé cac vi tri diéu tri lrong thoi gian diéu trj va trong hai tudn sau d6 bing cach
mie trang phuc dé tranh nguy co nhay cam véi dnh sang.

- Ludn ludn rira tay k¥ sau khi diing san pham.

- Khuyén céo khong diéu tri qua 7 ngay dé tranh nguy co bj cac phan mg da nhu viém da tiép xac
hodc phan rng nhay cam véi anh sang.

- Bénh nhan dang bi hogc ¢6 tién sir bi bénh hen suyén, céc bénh téc nghén duong hod hdp man tinh,
bénh sot hodc sung niém mac mii ¢6 nguy co cao hon khai phat hen suyén, phit Quincke hodc noi
mé day khi str dung ché phdm ¢6 chira acid acetylsalicylic va / hodc cac NSAID.

Propylene glycol ) )
Ketospray chira propylene glycol. Thanh phan nay c6 thé gdy kich Gng da.

Nguy co' Imyé{r khéi tim mach

Céc thude chdng viém khong steroid (NSAIDs), khong phai aspirin, dung duong toan than, co thé
lam tang nguy co xuét hién bién cd huyet khoi tim mach, bao gom ca nh0| mau co tim va dot quy,
¢6 thé dan dén tur vong. Nguy co nay ¢6 thé xuit hién sém trong vai tuan dau ding lhum vi ¢0 thé
tang 1én theo thoi gmn diing thude. . Nguy co huyét khéi tim mach duge ghi nhin cha yéu & liéu cao.
Bac si can danh gia dinh ky sy xudt hién cia cic bién ¢d tim mach, ngay ca khi bénh nhan khéng c6
cac tri¢u chimg tim mach trude dé. Bénh nhan can duge canh bdo vé cac triéu ching cua bién cd tim
mach nghiém trong va cin tham kham béc si ngay khi xudt hién céc triéu ching nay.

Pé giam thiéu nguy co xuét hién bién ¢d bét lgi, can sir dung Ketospray & liéu hang ngay thap nhét
c6 hiéu qua trong thai gian ngin nhat ¢6 thé.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO
Dua trén kinh nghiém han ché vé thude diing ngoai da lién quan véi dang bao ché ¢6 tac dung toan
than:

Phu nir co thai:

Trong 3 lhz’mg dau va 3 thang gira cua thai ky: tranh diing ketoprofen vi tinh an iy cuathude chua
dugce danh gia ¢ d01 tuong nay.

Trong 3 thang cudi cla thai ky: trong 3 thing cudi thai ky, tat ca cac chét uc ché tong hop
proslaglandm trong do ¢o ketoprofen ¢6 thé giy doc hai cho tim phon (dong sém Gng dong mach)
va doc tinh trén than & thai nhi. O cudi thai ky, ca me va con c6 thé bi chay mau kéo dai. Do dé
chdng chi dinh Ketospray trong ba thang cudi ctia thai ky.
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Cho con bu )

Khéng ¢6 du dir ligu dé xem liéu ketoprofen dung tai ¢hé/ chat chuyén héa c6 duge bai tiét trong sira
me hay khong. Mot nguy co nao dé déi véi tre dang ba khong thé bj loai trir. Vi thé khong dung
Ketospray khi dang cho con bu.

Anh huwong dén kha ning lai xe va viin hanh may moc
Khong ¢6 than trong dic biét vé anh huong ctia thude 1én kha ning lai xe va van hanh may moc

TUONG TAC, TUONG KY CUA THUOC

Khong xay ra tuong tac véi céc chét khéc khi thude duge sir dung ding theo hudéng dan.

Twong ky

Do khéng ¢6 cac nghién clu vé tinh tuong ky cia thude, khéng tron lan thude nay véi cac thude
khac.

TAC DUNG KHONG MONG MUON

Cic tic dung khong mong mudn dwge bio cdo chii yéu 1a cic phin @rng trén da.

Cac quy ude sau day da duge sir dung: rét thuong gap (> 1/10); thudng gap (> 1/100 dén <1/10): it
gdp (> 1/1000 dén <I/100); hiém giip (> 1710000 dén <1/1000), rét hiém gap (<1/10000), chua duge
bict (khong thé ude tinh tir dir lidu ¢6 sin).

— — _— — ——

‘ Co quan Tén suit

' Réi loan hé mién dich | Chuza dieoe biét Sc“'ic phan v¢, phii mach (pht Quincke), phan g qua |
man !

| Roi loan da va cac mo It gap Kich (mg da tai chd nhu ban do, cham, nglra va cam

' du6i da gidc nong bimng
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Da: nhay cam véi anh sang, may day

Truong hop phan (g nang nhu bong nude hoic mun |
| - . A pa > ~ . n
| rop 6 thé Iy lan hodc tré nén nghiém trong

‘ Hiém gd]_J

' R&i loan thin va tiét Rat hiém gap Trudng hop xau di cta suy than giai doan sém
' niéu
| Roi loan hé tiéu hoa | Rat hiém gap Viém loét da day, xuat huyét tiéu hoa, ticu chay
i
e — ST ===l |

Nguy co huyét khdi tim mach (xem thém muc Ciinh bdo dic bi¢t va thin trong khi sir dung)

Bio cdo tic dung phu bi nghi ngor

Vigc bdo cdo cac phan (g phu sau khi thudc duge luu hanh rat quan trong. Diéu nay dam bao viéc
gidm sat lién tyc cla ty I rai ro/ loi ich cia thude. Céc chuyén gia cham soc stc khoe duoc yéu ciu
bao cdo tit ca céc tac dung phuy bi nghi ngd théng qua hé thong béo céo qude gia.

Thong bao ngay cho bdc st hodc duge st nhitng tac dung khong mong muon gap phai khi sie dung
thuoc.

QUA LIEU VA CACH XU TRi

Néu 1 xit qua nhiéu, ¢6 thé lau bﬁng vai hodc rira sach khu vue di xit.

Do tac dung toan than thép, khé c6 thé xay ra ngd doc khi dung Ketospray tai chd
tinh nudt phai, thude ndy c6 thé gdy ra phan (g bit lgi toan than tuy thude vao lug
du nhu réi loan tidu hoa. Trong truémg hop nay, nén dp dung phuong phap diéu tri
chirng giéng nhu trong trudng hop qua liéu cic thude NSAID dudng udng.
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&tro va triéu

¥
i

IGT
IEM KL
VIETD

=iy
"0



https://trungtamthuoc.com/

CAC PAC TINH DUQC LY

Duwoe lue hoe

Nhém duge Iy didu tri: thude ding ngoai dé diéu tri dau co va dau khép. Thude khang viém khong
steroid dung ngoai.

Ma ATC: M02AA10

Kclosplay chira ketoprofen, la mt loai thude khang viém khong steroid c6 déc tinh giam dau, khéng
viém va chdng thip khép. Cac tac dung nay cht yéu dua trén sy e ché téng hop prostaglandin.
Duge dong hoc

Su tai hap thu cua ketoprofen qua da xay ra véi tc dé cham. Sinh kha dung cua ketoprofen sau khi
dung ngoai da dat khoang 5% so v&i dang thude ketoprofen dung duong udng. Do ty I¢ tai hap thu
thdp, nén chi cé tac dung chong viém va g:am dau tai chd va lan rong ma khong tac dong I€n toan
thdan. Sau giai doan chuyen héa qua gan cta ketoprofen, cdc chdt chuyén héa khéng c¢é hoat tinh
duge ly duge dao thai chi yéu qua than dang lién hop glucuronide.

Dir li¢u an toan tién 1im sang

Trong nghién ciru trén dong vat, ton thuong dudng tiéu hdéa va nhirng bién ddi & than dic trung cho
céc loai thude khang viém khdng steroid da xay ra sau khi udng ketoprofen kéo dai. Két qua nghién
clru véi dong vat da khong chi ra bét ky tac dung gdy dot bién, gdy ung thu hodic gy quai thai cua
ketoprofen. Duya trén cdc nghién ciru quy udce v an toan duge ly, doe tinh & Iu::u lap lai, dgc tinh
sinh san va phat trién, doc tinh gen va doc tinh gy ung thu cho thiy khong ¢6 mdi nguy hiém dic
biét cho con ngudi

QUY CACH DONG GO1

Hop 1 chai 25ml. ]
Dung dich Ketospray chira trong chai thiy tinh mau nau véi bom phun va nip bao vé.

BAO QUAN , I
Khong bao quan & nhiét dd qua 30°C. Khong dong biang. Bao quan chai thude trong bao bi goc dé
tranh anh sang.

HAN DUNG

48 thang ké tir ngay san xuét.

12 thang ké tir khi m& nip lan dau.
Khong dung thube qué thoi han sir dung

TIEU CHUAN CHAT LUQNG
Tiéu chuan co so

CO SO SAN XUAT
Pharbil Waltrop GmbH
Im Wirrigen 25, 45731 Waltrop, Dirc

CHU SO HUU GIAY PHEP LUU HANH

Céng Ty TNHH Binh Viét Dite (Bivid Co., Ltd) o '
62/36 Truong Cong Dinh, Phudng 14, Quén Tén Binh, thanh phd Ho C}\ n

TUQ.CUC TRUUNG
PTRUUNG PHONG

Pham Ghi Vin H anh



