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HUONG DAN SU DUNG THUOC
Rx-Thudc nay chi ding theo don thude

ASTHFEN®

Poc k§ hwéng din sir dung trude khi diing
Pé xa tam tay tré em
Thanh phén cong thite cho 1 vién nang cirng:
Thanh phan hoat chét:
M3i vién chira 1 mg ketotifen (dudi dang ketotifen fumarate 1.38 mg)
Thanh phan t4 duoc:
Vé nang ctmg gelatin ), Tinh b6t ng6, Mannitol, Colloidal silicon dioxid, Magnesi stearat.
. ) Thanh phan cta Vo6 nang cimg gelatin:
Gelatin, Silicon dioxyd, Natri lauryl sulfat, Methylparaben, Propylparaben, Glycerin, Acid acetic,
Titan dioxid, Polyethylen glycol 4000, Acetylated monoglycerid, Sucrose fatty acid esters,

Candurin® silver fine, T4 duoc mau (Brilliant blue, Allura red, Carmoisine, Tartrazine, Quinoline
yellow, Erythrosine, Sunset yellow, Green S).

Dang bio ché: Vién nang ctmg, c& nang s6 4, nép mau vang - thdn mau vang, bén trong chira bt thube
mau trang.
Chi dinh:
Diéu trj tri¢u chimg viém mii di tmg & ngudi 16n, thanh thiéu nién va tré em trén 6 tudi.
Cich diing, li¢u dung:
Cach dung:
C6 thé ung thuéc cling hodc khéng ciing véi thire 4n. Nén uéng nguyén vién thuée.
Liéu ding:
Ngudi 16n, thanh thiéu nién va tré em trén 6 tudi:
1 vién (1 mg) sang va tdi.
. Dang vién nang khéng thich hop cho tré em dudi 6 tudi do nguy co sic. O tré em tir 4 dén 6 tudi,
nén dung dang dung dich uéng.
Do c6 nguy co géy budn ngu, nén khéi dau didu trj v6i 1/2 lidu ding chi ubng vao budi i trong
vai ngay dau diéu tri.
Céc ddi twong dic biét:
Nguéi cao tudi (> 65 tuéi)
Khéng cn diéu chinh lidu & ngudi cao tudi.
Suy thdn
Chua ¢6 nghién ctru dugce thuc hién trén bénh nhan suy than. Do phén 16n thuic dugc thai trir qua
nudc tiéu (60 - 70%), nén tranh sir dung ketotifen cho bénh nhan suy thén.
Suy gan
Chua ¢6 nghién ctru nao dugc thuc hién & bénh nhan suy gan. Xem xét qua trinh chuyén héa & gan
clia ketotifen, nén trénh str dung ketotifen trong trudn g hop suy gan ning.
M5t s6 lwu y dic biét vé xir Iy thude trwée va sau khi sir dung thude:
Khéng c6 yéu cdu dic biét v& xir 1y thude sau khi st dung.
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| Chong chi dinh:
Qua mén v6i ketotifen hodc v6i bét ky thanh phan nao cua thude.
Ngudi c6 tién sir dong kinh hodc co giat.
Két hop véi thudc udng didu tri d4i thdo dudng.
Phu nir dang cho con bu.
Canh bdo va than trong khi dung thube:
Cic tinh trang cin than trong:
Su §u§t hién ctia bdi nhiém phé quan hodc tai miii hong can phai sir dung thém céc liéu phap chéng
nhiém trung déac hiéu.
Rét hiém truong hop co giét da duge bao céo, chu yéu & tré em, khi diu tri bang ketotifen. Do do,
ketotifen chdng chi dinh & nhitng bénh nhén c6 tién sir dong kinh hodc co giat.
Khéng nén ding ddng thdi thube nay v6i rugu hode cée thude ¢ chira con.
St dung ddng thoi ketotifen véi thudc ubng diéu trj dai thdo dudng (biguanide) dén dén nguy co
gism tiéu cau. Vi viy chong chi dinh dung dong thoi ketotifen va céc thudc nay.
Trong c4c trudng hop rdi loan tap trung co thé do téc dung an than cla ketotifen, nén giam lidu.
Céc bién phap phong ngira dic biét:
Viée sir dung ketotifen khong durgc khuyén cdo & tré so sinh va tré em duti 4 tudi.
Khong nén sir dung dd udng c6 con trong qud trinh diéu tri.
Té dwge:
Thube nay c6 chiia Methylparaben, Propylparaben va cac T4 dugc mau (Carmoisine, Tartrazine,
Sunset yellow) c6 the gdy ra cac phan ung di imng.
Sir dung thudc cho phu nir ¢6 thai va cho con bu:
Thoi ky cé thai:
Cac nghién clru trén dong vét khong thdy bat ky tac dung gdy quéi thai nao. Trong truong hop
khong co tac dung gy quai thai & dong vt, thi tic dung gay di tat & ngudi khéng dugc mong
doi. That vdy, cho deén nay, céc chat gy di tat & ngudi da dugc chimg minh la géy quai thai & dong
vit trong céc nghién ciru duoc tién hanh trén hai loai.
Trén 1am sang, hién chua c6 du dit liéu lién quan dé danh gia kha ning gdy di tat hodc gy doc cho
thai nhi khi sir dung ketotifen trong thoi ky mang thai.
Do d6, dé phong ngira, tt nhét 12 khong sir dung ketotifen trong khi mang thai.
Thoi ky cho con bu:
Ketotifen duoc bai tiét qua sira ciia chudt dang cho con bi. Do khdng cé du dir lidu vé& viéc thubc
di vao sita me & phu nit, chéng chi dinh diéu trj ketotifen trong thoi ky cho con bi.
Kha nang sinh san:
Giam kha ning sinh san & chudt duc.
Chura c6 dit liéu vé anh hudng cua ketotifen dbi v6i kha ning sinh sén & ngudi.
Anh hwéng ciia thude 1én kha ning li xe, vin hanh may moc:
Chn chu ¥, dac biét 1a ddi véi ngudi l4i xe va ngudi van hanh my moc, v& nguy co budn ngu khi
str dung ketotifen.
Twong tac, twong ky ciia thube:
Twong tac ciia thudc voi cic thude khéc va cac loai twong tic khac:
Két hop chéng chi dinh:
Thube ubng diéu tri di thao dudng biguanide (do nguy co giam tiéu cau).
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Két hop khéng khuyén cdo:

Ruou (lam tang tac dung an than). Cé the anh huong dén su tmh t4o gdy nguy hiém cho viéc l4i xe
va van hanh méy moéc. Tranh ding db udng va cac thude chira con.

Két hop can xem xét:

Cac thude c6 tac dung gidng atropin: C6 thé tang tac dung khong mong muon va dé gay bi tiéu, con
tang nhan ap cép tinh, tao bén, khd miéng, ... bao gdm: C4c thubc chéng trdm cim imipramine, phan
Ién cac thudc khang histamin H1 c6 tic dung gidng atropin, thudc diéu tri Parkinson khéang
cholinergic, thudc chéng co thit ¢6 tic dung gidng atropin, disopyramid, thudc an thin nhém
phenothiazin va clozapin.

Cac thuéc an than: C6 thé lam ting tac dung e ché hé than kinh trung wong va lam giam sy tinh
tao, bao gom Céc dan xuét cia morphin (thubc giam dau, thu6c giam ho va cac diéu tri thay thé),
thu6c an than kinh, thudc barbiturat, benzodiazepin, cac thudc giam cing thing than kinh khac
(meprobamat), thude ngu, thudc chong tram cam an than (amitriptylin, doxepm mianserin,
mirtazapin, trimipramin), thubc khang histamin H1 c6 tac dung an than, thudc ha huyét ap tac dong
trung wong, baclofen va thalidomid.

Twong ky cia thude:

Do khdng c6 cac nghién ciru v& tinh twong ky ctia thude, khong tron 1an thude ny véi cac thube khac.
Tac dung khéng mong mudn:

Céc phan tmg c¢6 hai duoc phan nhém theo tan sudt: Rét thudng gip (ADR > 1/10), thudng gap (1/100
< ADR < 1/10), it gap (1/1.000 < ADR < 1/100), hiém gap (1/10.000 < ADR < 1/1.000), rét hiém gap
(ADR < 1/10.000); khong thé udc lugng tan sudt dugc liét ké "Chua rd tan suat".

Nhiém tring va nhiém ky sinh tring

{t gap: Viém bang quang

Réi loan chuyén héa va dinh dwdng

Chua 3 tan sudt: Tang cin

Réi loan tam than**

Thudng gap: Kich déng, bdn chén, mét ngi, cing thang

Roi loan hé than kinh

it gip: Chéng mat*

Chua dugc xac dinh: An than*

Chura rd tan suét: Co giat, budn ngu, dau dau

Réi loan hé tiéu héa

it gip: Kho miéng*

Chua r tan suat: Thém in, dau da day, tao bon, non, budn non, tiéu chay

R6i loan gan mt

Rét hiém gip: Viém gan, ting men gan

Réi loan da va mé dudi da

Chua rd tAn suit: Hong ban da dang, hoi chiig Stevens-Johnson, phan (g da nghiém trong, phat
ban, may day

Réi loan co quan sinh san va tuyén vii

Céc trudong hop hiém gdp cua chimg vi to ¢ nam gi6i da duoc bao cao ma chua c6 co ché sinh 1y
bénh lién quan duoc thi€t lap ro rang.

* Céac triéu chimg an than, khd miéng va chéng mit ¢6 thé xay ra khi bat dau diéu tri, nhung thuong

tu hét khi tiép tuc diéu tri.
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** C4c triéu chimg kich thich than kinh trung wong nhu kich déng, bdn chén, mat nga va cang thing
da duoc bao cao, dac biét o tré em.

Thong bédo ngay cho bac si hoac dugc si nhimg tac dung khong mong mudn gap phai khi sir dung
thudc hoidc bio cdo céc tac dung khong mong mudn cia thudc vé Trung tdm Thong tin thudc va
Theo d&i phan tmg c6 hai ctia thude.

Qua liéu va cach xir tri:
Quid liéu
Cac déu hi¢u ngo doc gap khi sir dung liéu lugng 16n (1én dén 120 mg) nhu sau: Buon ngu cho dén
budn ngu dir doi, It lan va mat phuong huéng, 1am chdm hoac tang nhip tim va (hodc) nhip tho va
ha huyét 4p ddng mach, dédc biét & tré em co thé gay hung phan va co giat, hon mé c6 hoi phuc.
Xue tri
Diéu tri triéu chimg va can theo doi chirc ning tuan hoan va ho hép. Trong trudng hop kich dong
hodc co gidt, c6 thé sir dung thudc barbiturat hoic thudc benzodiazepin téac dung ngan.
Ketotifen khong dugc loai bo qua tham phan mau.

Pic tinh dwoe lwe hoc:
Nhom duge 1y: Khang histamin ding duong toan than.
Mi ATC: RO6AX17 (R: Hé ho hap).
Ketotifen c6 dic tinh chéng dj tng. Ketotifen c6 tac dung (rc ché kéo dai di véi thu thé histamin
HI1. '

Pic tinh dwoge dong hoc:
Hdp thu:
Ketotifen duge hép thu tét va nhanh chéng. Tuy nhién nong do trong huyét tuong & dang khong
chuyén héa thép, thuong dudi 1 mg/ml sau khi ding 2 mg san pham. Nong dg dinh trong huyét
twong dat dugce sau 2 dén 4 gio.
Dang dung dich udng tuong duong sinh hoc v&i dang vién nang.
Phdn bé:
Ty 18 lién két v&i protein huyét twong trung binh 1a 75% vdi 4i luc thap. Thé tich phan b xap xi
2,7 lit/kg.
Chuyén héa:
Ketotifen trai qua qua trinh chuyén hoa & gan.
Ba con dudng chuyén hoa sinh hoc chinh duoc xac dinh:
N-glucuronid hoa trén nhén piperidyl.
Khtr nhém C=0 & vi tri 10.
Va N-demethyl hoa.
Chat chuyén héa chinh 1a ketotifen-N-glucuronid, hoat tinh rét yéu. __
Thdi tri: i
Céc chét chuyén héa & dang tu do va lién hop glucuronid dugc tim théz trong huyét tuong va nudc
ticu. Sau khi sir dung ketotifen, qua trinh thai trir trong huyet twong dien ra theo hai giai doan, giai
doan cham nhat c6 thoi gian ban huy 14 20 gio.
Su bai tiét fiién ra chi yéu qua nuoe tiéu. Khoang 60% ljéu ding duogc tim thdy trong nudec tiéu.
Mot ty 1€ rat nho (0,8%) duoc bai tiet dudi dang khong doi.
Ty lé phén tram cao (22 - 27%) duogc bai tiét dudi dang dan xuét lién hO‘p N-glucuronid va dan xuét
lién hgp OH-N-glucuronid. Véi lidu lap lai sau khoang 3 ngay bat dau diéu tri, trang thai can bing

dugc thiét 1ap dbi voi ketotifen va cdc chit chuyén héa cua né. Khong cé hién tuong tich liy hodc
cam (mg enzym nao trong thoi gian dai diéu tri.
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Anh heong ciia thiee dan:

Khong thdy bét ky anh huéng nao cia thirc &n dén téc do hép thu va ndng dd t6i da trong huyét
twong cua ketotifen. Tuy nhién, nong do ketotifen trong huyét twong do dugce sau khi an dugc duy
tri trong mot thoi gian dai so véi lic nhin doi.

Do6i twong dac biét:

Tré em

O tré so sinh va tré nho, tir 6 thang dén 3 tudi, ndng db trong huyét tuong ting gap déi so véi ndng
do & tré trén 3 tudi va nguoi lon.
Sau 3 tudi, néng do6 trong huyét tuong giéng vai néng do ctiangudi 1on & cung lidu lugong.
Suy gan
Chua c6 nghién ciru duge dong hoc nao vé viéc sir dung ketotifen cho‘ bénh nhén suy gan. Do
ketotifen chuyén héa qua gan nén qua trinh glucuronid héa c6 thé thay doi trong suy gan ning, do
thanh thai cta ketotifen c6 thé giam & bénh nhan suy gan nang va khong thé loai trir nguy co tich
lity thude.
Suy than
. Chua c6 nghién cer} dugce dong hoc néq vé viée sir dung kg:totifen cho bénh nhéip suy than. Do thude
thai trir 60 - 70% li€u ding qua nudc tieu dudi dang chuyén hoa, nén khong the loai trir nguy co gia
tang tac dung phu do tich tu cac chat chuyén hoa.
Quy cach dong goi:
Hop 2 vi, 3 vi, 4 vi, 5 vi, 6 vi, 8 vi, 10 vi, 15 vi hoac 20 vi x 10 vién.
Diéu kién bio quén, han dung, tiéu chuén chit lwrong cia thude:
Piéu kién bio quan: Nhiét d6 dudi 30°C, trénh 4m va 4nh sing.
Han diing ciia thude: 36 thang ké tir ngay sin xuat.
Tiéu chuén chit lwong: TCCS.
A Co s& dang ky: Cong ty CP Dwge phidm Agimexpharm

27 Nguyén Thai Hoc, P. My Binh, TP. Long Xuyén, Tinh An Giang, Viét Nam

Co s& sén xuat: Chi nhénh Cong ty CP Duge phim Agimexpharm — Nha mdy san xuét Drge phim Agimexpharm
W Putmg Vi Trong Phung, K. Thanh An, P. My Théi, TP. Long Xuyén, Tinh An Giang, ViétNam

DT: 0296.3857300  Fax: 0296.3857301

An Giang, ngay 2l thing .>... ndm 2025
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