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TO HUONG DAN SU DUNG THUOC
Vién nén
ENTIFEN

Doc k¥ nréng ddén str dung trece khi ditng

cO PHAN
DUGC

Dé xa tam tay tré em

Théng bao cho bde st nhitng tde dung khéng mong muon gdp phai khi sir dung thude

1. THANH PHAN CONG THUC THUOC;
MOi vién nén chita:
Thanh phén diege chdr: Ketotifen. ... Img (dudi dang Ketotifen fumarate.,..... 1,38mg).

Thénh phén té diroe: Lactose monohydrat, Maize starch, Polyviny!l Pyrrolidone K30, Sodium starch
glycolat, Tale, Magnesium stearat.

2. DANG BAO CHL:
Vién nén,

Mo ta: Vién nén hinh tron, mau trang, hai mét khum, mgt mit ¢6 vach ngang chim, miit vién bong,
thanh va canh vién lanh 1an.

3. CHI DINH

- Phong ngtta va diéu tri céc di tmg da hé théng: may day tu phat mén tinh (vi dy may day do
lanh), viém da di tmg c6 kém hogc khong kém hen suyén, viém két mac di ting, viém da di img.

- (6 thé mat vai tudn dé ENTIFEN c¢é higu lue.

- Ketotifen khong thé thay thé cho didu ti bing corlicosteroid (dang hit hodc dung toan than) khi
corticosteroid dugc chi dinh trong di¢u tri hen suyén.

4. CACH DUNG, LIEU DUNG

* Cach ding:

Ding béng dudng ubng.

* Lidu diing:

Newdi lon:

- Liéu khuyén cdo: 1 vién x 2 lan/ngdy.

- Dbi vai nhitng bénh nhan nhay cam véi tac dung an thin, viéc ting lidu cham duoc khuyén céo
trong tudn diéu tri déu tién, bit ddu véi lidu ¥4 vien x 2 1an/ ngay va ting dén li¢u didu ui. Néu
can thiét, c6 thé tang liéu dén 4mg/ ngay (2 vién x 2 Iz"im’ngf‘ly).

Tré em:

- Tré em tir 3 i tro lén: 1 vién x 2 lan/ ngay.

Bénh nhiin suy gan, suy thén:

Chua ¢6 nghién ctu ndo duge thue hién ddi véi bénh nhan suy gan, suy thén. Do d6, khdng co

khuyén céo vé lidu diing d6i v6i nhém bénh nhan nay.
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Negwdi cao tubi:

Khang cin didu chinh lidu ddi voi bénh nhan cao tudi.

Thoi gian didu tri:

Trong du phong hen phé quan, ¢6 thé mét vai tudn dé dat duoe hiéu qua diéu tri. Do d6, khuyén céo
diéu trj bing ENTIFEN trong it nhét 2 - 3 thang,

Néu phai ngung diéu tri bang ENTIFEN thi phai gidam liéu tir tir trong khodng 2 — 4 tudn.

5. CHONG CHIi BINH
- Qud min véi Ketotifen hodc bt cir thanh phén khac cia thube,

- Ngudi 6 tién sit déng kinh hodic co gidt (vi thude lam ha thip ngudng dong kinh).

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

- Co gidt da duge bdo cdo khi didu tj bang ketotifen. Vi thude lam giam nguding dong kinh. Vi
vy thudc chéng chi dinh & bénh nhén ¢6 tién sir co gidit.

- Khdng nén ngung sir dung dot ngdt cac thude diéu tri triéu chimg va ngin ngiva con hen (vi du
nhu dén chét xanthin, chat chi van beta-2, natri cromoglycat,...) khi bit diu diéu tri dai han véi
ketotifen, déic biét la khi st dung corticosteroid toan than vi co thé gdy ra suy vo thugng thin &
nhung bénh nhan phu thuge steroid. Trong truémg hop nay, viée phyc hdi phan ting binh thudmg
ctia tuyén yén — thugng thin ¢6 thé mét dén | nam.

- MOt s6 truong hop rat hiém giam tidu céu cé thé phuc hoi da duge ghi nhan & bénh nhén ding
Ketotifen dong thoi vai thude didu trf déi thao duomg dudng udng. Do d6 nén do sb lugng tiéu
cau & bénh nhan ding dong thdi Ketotifen véi thude dai théo dudmg dudng ubng.

- Khéng ding Ketotifen dé tri con hen cép tinh.

- Trong trudng hop nhidm khuin trong khi diéu tri bang Ketotiten, can bd sung diéu tri khang
khudn dac biét.

- Trong truomg hop xay ra tinh trang rdi loan chu ¥, réi loan tap trung trong qué trinh st dung
thude, nén giam lidu.

Cinh bédo lién quan dén ti dwge

Do thanh phén c6 chira lactose nén nhitng bénh nhan bi r6i loan di truyén hiém gip nhu khong dung

nap galactose, thiéu hut lactase hoan toan hodc kém hip thu glucose-galactose khong nén ding

thude nay.

7. SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Thoi ky mang thai:

Mic du ketotifen khong anh huéng dén thai ky, su phét trién clia bao thai trude va sau khi sinh cia
dong vat & lidu ma con me dung nap. Tuy nhién, tinh an toan trén phu nir ¢6 thai chua xéc dinh. Vi
véy, khong nén sir dung cho phu nir ¢6 thai va chi ding Ketotiten khi that sw can thiét.

Thoi ky cho con bii:

Ketotiten bai tiét qua stta me & chudt. Mie du khong c6 dit lidu vé& con ngudi, nhung co kha nang
thude nay ciing duge bai 1ict qua sita me, do d6 ngudi me phéai ngimg cho con bi néu phai ding
ketotifen,
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8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Ketotifen c6 thé lam cho phan tmg ctia bénh nhan ¢6 thé bi suy giam. Do d6, khéng dung thude déi
voi nhitng ngudi véan hanh tau xe, may moe,

9. TUONG TAC, TUONG KY CUA THUOC

Twong tic thuoc khi dimg dén g thoi vdi cde thuée khde khéng dwge khuyén cigo

Thuée diéu tri ddi thdo rong dimg dirong m:i'ng

Giam tiéu cau co thé hdi phuc & nhitng bgnh nhan dung ketotifen dong thoi véi cac thude didu tri
dai thao duong ding dudmg udng di duge quan sat thiy trong mot s tr wémg hop hiém hoi. Do do,

nhung bénh nhan ding ketotifen dong thoi véi cde thube didu tri dai thio duding nén duge kiém tra
s lugmg tiéu ciu.

Cée tiwong tdic thuéc ¢ the xay ra

Ketotifen c6 thé 1am tang tac dyng cua thudc wre ché thin kinh trung wong, thube khdng histamin va
U,

Twong ky: Do khéng ¢ cac nghién ctiu vé tinh tuong ky cta thude, khong tron 13n thube nay voi
céc thude khée.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Céc tac dung khong maong mudn c6 thé xay ra vi bao cdo khi didu tri biing ketotifen tir cdc thu

nghiém ldm sang véi tin sudt sau: Rt ﬂ]ll’O’Ilé gip (ADR > 1/10), thudmg gép (1/100 < ADR <

1/10), it gap (1/1000 < ADR < ]f’]OO) hiém gap (1/1000 < ADR < 1/10000) va réit hiém gap (ADR
< 1/10000); Khong xéc dinh (tan suét khong xéc dinh),

Thuong gap (17100 < ADR < 1/10)

- Réi logn tdam than: kich dong, kho chiu, mat nga, lo Iéng.
- R6i logn he thén kinh: an than.,

It gip (171000 < ADR < 1/100)

- Nhiém trimg va nhiém dée: viém bang quang.

- Roi loan hé than kinh: chén g mit,

- Roi loan tiéu héa: kho miéng.

Hiém gdp (1/1000 < ADR < 1/10000)

- Réi loan chuyén héa v dinh diedng. tang can.

Riit hiém giip (ADR < 1/10000)

- Réi logn mién dich: hong ban da dang, hdi ching Stevens-Johnson, phan g bét loi trAm trong
trén cla.

- Réi logn gan mdt: viém gan, tang men gan,
Khong xdc dinh (tan suit khon g xdc dinh)

- Réi loan hé than kinh: co gidt, budn n gu, nhuc dau.
- Roi loan tiéu héa: ndn nura, budn non, tiéu chay.

- R6i foan da va mé duéi da: phat ban, may day.

Thong bdo cho bic st nhitng fic dung khong mong muén gdp phai khi sit dung thuée.
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11, QUA LIEU VA CACH XU TRi
Tri¢u ching
Triéu chimg cia qua lidu cép tinh g gom budn ngi c6 thé din dén an thin nghiém trong, nhim 1dn va

mit phuong huéng, téng nhip tim va ha huyét 4p; dic biét & tré em, hung phén va co giat; hén mé
héi phuc.

Ciich xiitri: Didu tri theo trigu chimg.

- Trong truong hop kich dt,:ng hodc co gidt, c6 (hé sit dung cdc thube barbiturat hodic céc thude
nhom benzodiazepin tie dung ngén.

- Theo doi cdc chie ning cua hé tim mach ciing duge khuyén cdo.

- Co the rira da day hodc ding than hoat trong truong hop méi ding thude.

12. DUQC LUC HQC

Ketotifen la mt loai thude chdng hen suyén khéng gifin phé quan, tre ché tic dung ctia mot s6 chét
ndi sinh duge biét 1a chét trung gian gay viém, va do do6 ¢ tde dung chéng dj (rng.

Céc thi nghiém tlong phang thi nghiém da cho thiy mot sb dic tinh caa ketotifen, ¢6 thé pop phin
| vio hoat dong chong hen suy@n ciia no:

- Uc ché giai phéng cdc chit trung gian géy di tng nhu histamin va leukotrienes.

s e LIIL sw bat mdi cna bach Lau ai toan bai edc cytokine tdi td hop cliia ngudi va do d6 e ché
bach cau i toan di vao céc & viém.

- Ul ché su tién trién di tmg dudng hé hip lién quan dén viée hoat héa tiéu ciu bai PAF (véu td
kich hoat tiéu céu) hoiic do su kich thich thén kinh sau khi sir dung thudc cuong giao cam hodic

liép xtic v6i chét gay di ung. J:‘E
Ketotifen 1a mét chat chdng di (mg c6 déc tinh e ché histamin ( HI) khong canh tranh. :
13. DUQC DONG HOC X
Hip thu :%;
Ketotifen hdp thu tdt qua dlr(mg tiéu hoa sau khi uéng. Nhung sinh kha dung chi khoang 50% do #
chuyén hoa qua gan 1an déu, Néng do dinh trong huyét tuong dat duoc sau 2 dén 4 gidy.

Phin bé

Ty I¢ gén két v6i protein huyét twong trung binh 75%.

Chuyén héa

Chét chuyén héa chinh la ketotifen-N-glucuronide khong cé hoat tinh.

Thai trir

Ketotifen duoge thai trir qua 2 glal doan va&i thoi glan ban thai ngin tir 3 dén 5 g1t va dai hon 14 21

gid. Ketotifen duge bai tiét chu yéu qua nude tidu véi khodng 1% dudi dang khong ddi va 60 — 70%
dang chuyén hoa khong cé hoat tinh trong vong 48 gio.

Anli hireng ciia thive dn

Sinh kha dung cua ketotifen khong bi anh hua ong boi lueng thic an. Do do, ketotifen c6 thé duge
ding cing hodic khong cting thire an.
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Ciac dbi twong diac hiét

1ré em

Qua trinh chuyén héa & tré em giong nhur ngudi 16n, nhung d6 thanh thai ¢ tré em dudi 3 wdi cao
hon & ngudi 16n. Do dé, lidu ketotifen trén mdi kg cho ¢ em eling cao hon so véi ngudi 16n.
D& véi (ré em trén 3 tudi: lidy dung hang ngay tuong ty ngudi lén.

Bénh nhén suy gan

Chua co nghién ctu vé duoe dong hoe cha ketotifen & bénh nhan bi suy gan. Vi ketotifen dugc
chuyén hoa & gan va qua trinh glucuronid hoa ctia né cé thé b suy giam ¢ ngudi suy gan, nén do
thanh thai ctia ketotifen rét co thé sé bi giam & bénh nhén suy gan va khong loai trir kha niing tich
Ifty thude & dang khang dbi,

Bénh nhin suy thim

Chua ¢6 nghién ciru vé duoe ddng hoc cia ketotifen & bénh nhan bi suy thén. Tuy nhién, do 60-
70% liéu dung duge bai tiét qua nuée tidu dudi dang chuyén hoa, khong loai trir nguy co gia ting
cac phan (mg c6 hai do tich liiy céc chét chuyén hoa. Do d6, can than trong khi str dung ketotifen &
b¢nh nhan suy than nhe dén trung binh va khong diing ketotifen véi bénh nhén suy thdn nang.

14, QUY CACH PONG GOI:
Hdp 3 vi x 10 vién nén
Hop 5 vi x 10 vién nén
Hop 10 vi x 10 vién nén
Chai 100 vién nén
Chai 200 vién nén

15. PIEU KIEN BAO QUAN, HAN DUNG, TIU CHUAN CHAT LUQNG CUA THUOC

- A
o

. A . = > - ~ . . P - o - ‘e 0

- Diéu kign bdo qudn: Noi khé thoang, tranh 4nh sang, nhiét do dudi 30°C.

- Hgn dimng: 36 thang ké tir ngdy san xudt.
- Tiéu chudn chit hegng: TCCS.

16. TEN, PIA CHI CUA CO SO SAN XUAT

Co 50 san xudi: CONG TY CO PHAN DUQC ENLIE,

Bia chi: Dudng NAG, KCN M§ Phude 2, phuomg My Phuée, thi xa Bén Cat, tinh Binh Duong, Viét
Nam.

Bién thoai: 0274.3553326 Fax: 0274.3559899
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