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Rx Thude nay chi ding theo don lhuﬁ‘-APIHISTOFEN 1

“Doc kj hwing dan sic dung trwée khi ding”
“Dé xa tim tay tré em”
“Thude nay chi ding theo don thubc”
THANH PHAN CONG THUC THUOC
- Thanh phan trong 1 vién nang cimg:
Ketotifen (dudi dang Ketotifen fumarate )........ ..oy iissosssussssmniasssinsermnsvas CEdEa R 1 mg.

- Thanh phan ti duge: lactose monohydrat 200, povidone K30, maize starch, sodium starch
glycolate, colloidal silicon dioxyde, magnesium stearate, nang ctrng réng s 4 (tréing — tring).

DANG BAO CHE
- Vién nang cing.

- Vién nang cimg s6 4, thin mau tring, nip mau tring, bén trong chira com thude mau trang dén
trang nga.

CHI PINH
- Diéu trj triéu chung viém mii dj rng & nguoi 1om, thanh thiéu nién va tré em trén 6 tubi.
CACH DUNG, LIEU DUNG
Cach dung:
- Dung dudng udng.
- Udng sau bira an.
Liéu dung: Liéu dung theo chi dinh cua béc sy.
Ngudéi lom, thanh thiéu nién va tré em trén 6 tudi:
-1 vién (1 mg) vao budi sang va budi tbi.
- Dang vién nang khong phi hgp cho tré dudi 6 tudi do nguy co ding sai liéu.
- D6 vai tré tir 4 dén 6 tudi nén sir dung dang dung dich udng.

- Do nguy co budn ngu khi bt diu diéu trji nén bit ddu véi 1/2 lidu vao budi tdi trong vai ngay dau
diéu tri.

Péi tuong dac biét:
- Ngudi cao tudi (> 65 tudi): St dung nhu lidu nguoi 16m, khéng can diéu chinh liéu.

- Nguoi suy than: Chua co nghién ciru nao duge thye hién & bénh nhan suy thin. Do phan lén
ketotifen dugc thai trir qua nude tiéu (60 — 70%), nén tranh st dung ketotifen & bénh nhan suy than.

- Nguoéi suy gan: Chua c6 nghién ciru nao duge thue hién & bénh nhan suy gan. Do sy chuyén hoa
cua ketotifen ¢ gan, tot nhat nén tranh sur dung ketotifen trong truong hop suy gan nang.

Néu quen udng mét liéu thude, nguoi bénh uong ngay khi nho. Tuy nhién, néu gan thoi gian udng
lidu tiép theo thi bo qua liéu da quén. Khéng udng gap doi liéu dé bu liéu da quén.

Tham khio ¥ kién ciia bic sy trude khi sir dung thude nay.

Khéng co yéu cdu ddc bi¢t vé xie Iy thuoe sau khi sir dung.
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CHONG CHI DINH
- Bénh nhin qua man véi ketotifen hodc bat ky thanh phin nao cua thude.
- Phu nir ¢ thai hodc cho con bi.
- Dung déng thoi véi thude diéu tri dai théo dudng (biguanide).
- Bénh nhin déng kinh hoiic ¢6 tién sir co giat.
CANH BAO VA THAN TRONG KHI DUNG THUOC

- Khong nén ngung str dung dét ngdt cic thude diéu tri triéu chimg va ngan ngira con hen (din chat
xanthin, chét chi van B2, natri cromoglicat, corticosteroid ... ) khi bit dau dung ketotifen. Nén tiép
tuc diéu tri trong vong it nhit 2 tuan sau khi sir dung kt,lullfcn

- Khéng dung ketotifen dé diéu trj con hen cép tinh.

- Rt hiém khi xay ra co git trong khi ding ketotifen. Tuy nhién ketotifen ¢6 thé lam ha thap
ngudng con dong kinh. Nén can than trong khi dung thude cho bénh nhan co tién su déng kinh.

- Trong diéu tri suy tuyén thugng thin cho bénh nhan bang tri liéu corticosteroid hé théng, phai giam
hay tang liéu theo chi dan cua béc sy theo timg dot.

- Trong trudmg hop nhiém khuan trong khi diéu tri bing ketotifen, cin bd sung diéu trj khang khuén
dac bigt.

- Da c6 bao cao vé co giat xuat hién trong thoi gian diéu tri ketotifen. Vi ketotifen ¢6 thé lam b'd"‘
nblf(}‘llg Xuat hu:n co gidt nén chdng chi dinh trén nhitng bénh nhan ¢ tién sir dong kinh (xem phdn
CHONG CHI PINH).

. ‘iu dung ketotifen dong thoi voi thude didu tri dai thao duong (biguanide) c6 nguy co bj gidm tiéu
cau. Chong chi dinh st dung két hop gitta ketotifen va thude dicu tri dai thao dudng.

- Trudmg hop rdi loan nhan thire do tac dung an than ciia ketotifen, nén giam liéu ketotifen.
Cdc bi¢n phdp phong ngua dac biét khi sir dung

- Khong str dyng thirc udng c¢é ¢dn trong qua trinh diéu tri.

Canh bdo ta dupc:

- Vién nang cunb co Ll]trd lactose. Khong khuyén ding thude nay cho nlnrnE bénh nhén ¢ cac vén
dé di truyén hiém g gidp vé khéng dung nap galactose, thiéu hut lactase tram trong hodc kém héap thu
glucose — galactose.

SU' DUNG THUOC CHO PHU NU CO THAI VA CIIO CON B(
Thoi ky mang thai:

- Ketotifen khong anh hudng dén dong vat mang thai va sy phit trién bio thai truée va sau khi sinh &
lidu diéu tri. Tuy nhién dé an toan trén phu nir mang thai chwa duoe xde dinh. Vi vay khong nén sir
dung ketotifen cho phu nir mang thai.

Thai ky cho con bii:

- Ketotifen duge bai tiét trong sira chudt. Chua ¢ dir liéu ketotifen bai tiét qua stra nguoi, nguoi me
phai ngirng cho con bi néu duge chi dinh dicu tri v6i ketotifen.

Kha ning sinh san:

- Chua c6 dir ligu nao lam co s& khuyeén cao dic biét doi vai phu nit ¢ kha nang mang thai,
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ANH HUONG CUA THUOC LEN KHA NANG LA XE, VAN HANH MAY MOC

2 x . . . : ; - . P el 4 A Iy .
- Budn ngu, lo mo, ngi ga, chong mat, phan tmg chim c6 thé xay ra trong giai doan dau diéu trj
vai ketotifen.

- Than trong khi b¢nh nhén lai xe va van hanh may mac.
TUONG TAC THUOC

Tuong tac lién quan téi ketotifen

- Nén tranh ding kc.l hop voi lhuoc udng diéu tri bénh tidu dudmg vi co thé lam ting chimg giam
tiéu cau (Giam s6 lugng tiéu ciu tam thoi).

- Ketotifen lam tanb tac dung an than cta nhiing thudc e ché thin kinh trung wong bao Eom ruou,
barbiturat, thude giam dau opioid, thude an than, thude ngu, thude gidn co, thude chéng dong
kinh, .

S Ketotlfen lam tang tac dung khang muscarinic cua cic thudc khang muscarinic nhu atropin, thude
chéng tram cam 3 vong va tic ché MAO.

Tuong tac lién quan dén ethanol trong thanh phin té duge :

Chong chi dinh khi dung dong thai thude vai Acitretin: O nit trong dé tudi mang thai, nguy co
bién dbi acitretin thanh etretinate, mot chét g gay qudi thai manh c6 thoi gian ban huy kéo dai (120
ngay) ¢é nguy co quai thai 16n trong trudmg hop mang thai.

Khuyén cdo khong sir dung két hop véi:

- Thudec e ché MAOI: Iproniazid. Tang huyét ap va tang than nhiét cia tyramine cd trong mot s6
loai dd uong, ¢6 con (ruou, mot sd loai bia,.. 2

- Insulin: Ting ha dudng huyét (lrc ché cac phan (g bi trir c6 thé tao diéu kién khoi phat hon mé
ha duong huyét).

- Phan tng rugu vai thude: Phan (mg antabuse (cefamandole, disulfiram, glibenclamide, glipizide,
griseofulvin, ketoconazole, metronidazole, ornidazole, procarbazine, secnidazole, tenonitrozole,
tinidazole). Téc dung chdng nén (nong, do, ndon mira, tim dap nhanh),

Thude an thin: Ruou tang cuong tac dyng an than. Réi loan chii y ¢6 thé khién viée l4i xe, van
hanh méy méc tré nén nguy hiém.

- Metformin: Tang nguy co nhiém acid lactic khi nhiém doc ruou cp tinh, dic biét trong trudng
hop nhin dn hodic suy dinh dudng hodic suy té bao gan.

Sulfonamide: Dic biét déi véi glibenclamide, glipizide, tolbutamide. Tang ha duong huyét phan
img, ¢6 thé dan dén hon mé.

Can chii Y khi suw dyung két hop vai:
- Acid nicotinic: Nguy co ngira, do va nong, ¢o lién quan dén viée ting tac dung gidn mach.

- Antivitamin K (acenocoumarol, fluindione, warfarin): ¢6 thé xay ra téc dung LhDIIL dong mau voi
sur gia tang ngd ddc cap tinh hogic giam chimg nghién ruou man tinh (ting chuyen hoa).

TAC DUNG KHONG M G MUON CUA THUGO

- Phan (g bit loi ctia thude dugce bao cdo trong cdc thir nghiém lam sang duge liét ke theo phan logi
hé co quan MedDRA. G mbi hé co quan, cac phan (ing bt lgi duge sap \-.,p dwa vao ldl'l sudt xuat
hién, phan (mg ndo thuong gip nhit duoc M.p trude. Trong mdi nhém xép theo tin sudt, céic phan
ung co hai duoe trinh bay theo thir ty giam dan mic do nghiém trong. Ngoai ra cac phan ting ¢ hai
duge sip xep dudi day sur dung quy ude sau (CIOMS 11I): rit thuong gap {]:’101 lhucrn}: gap
(=1/100, <1/10), it gap (>1/1000, <1/100), hiém gap (=1/10000, <1/1000), rat hiém gap
(<1/10000),chua duge biét (tan 50 khong thé duoc ude tinh tir dir liéu ¢6 sin):
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Tén suiit Rit , » , .
" Thuong By Hi¢m | Rit hiém Chua duoe
theong ap Itgdp 3 3ip bidt
Phan loai hé co’ quan gap £l gap ol
g g Viém ban
Nhiém tring, nhiém doc &
quang
R&i loan chuyén hoa va Tang cén
dinh dutng
Bon
chdn, kho
R&i loan tim than ** chiu, mat
ngu, hoi
hop
An than*
£ eI Chong s
Roi loan hé than kinh matH Co gidt, budn
& 0 . A
ngu, nhire dau
Tang cam giac
A them an, dau
A -3 Kho iy
R&i1 loan tiéu hoa - da day, tao
e bén, non, budn
non, tiéu chay
R&i loan gan mat Viém gan,
tang men
gan
R&i loan da va mé dudi [-{E"mg ban da
da dang, hoi chimg
Stevens-
Johnson, phan
g da nghiém
trong, phat ban,
noi may day.
*An than, kho miéng va chong mat co thé xay ra khi bit dau diéu tri, nhung thuong ty mét di khi tiép
tuc diéu tri.
** Céc triéu ching kich thich thdn kinh trung wong nhu bon chon, kho chiu, mat ngu va hdi hop duge
ghi nhén, dac biét la ¢ tré em.
Bio cio cac phin img ¢ hai: Hiy bdo cho bac si, dugce st néu ngudi ding thude nhan thiy bat ky tac
dung phu nao, ké ca cdc tic dung chua duge liét ké, hodc bao cao cac phan tmg ¢6 hai cla thude vé
Trung tdm Théng tin thude va Theo dai phan tmg c6 hai ctia thube (bdo cdo ADR online tai dja chi
http://baocaocadr.vn).
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QUA

LIEU VA CACH XU TR
Qud liéu: O liéu 20 -120 mg ketotifen.

Trigu chimg ngd doc cip gdbm: Budn ng,u ni,u ga, lo mo, ldn 1§n, chéng mat, méat phuong huéng,
nén mira, kho thd, tim nhanh va ha huyét ap; co gidt. Pac biét & tré em: Qué kich & tré em, ngit
xiu, hén mé,

X tri:

C6 thé rira da day hojc dung than hoat.

Néu cén, diéu tri triéu chimg hay diéu tri dac hi¢u va kiém tra hé thong tim mach, ding

physostigmln khang cholinergic, dung thude lgi tiéu, néu bj kich thich hogc co gidt dang barbiturat
tac dung ngan hoac benzodiazepin.

PAC TINH DUQC LUC HOC
Nhém duge ly: Thude khdang Histamin HI.
Ma ATC: RO6AX 17

Co ché tac dung:

A ’ £ . . s & . ¢ A s PR 5 5 . A 5
Thude e che sy phong thich cac chat trung gian hda hoe gy dj tmg tir té bao mast va céc té bao
lién quan trong phan (ng dj ‘g nhu histamin, leukotrien C4 & D4 (SRS — A) va tic ¢hé thu thé
H-Histamin va trc ché men phosphodiesterase, két qua lam tang ham luong cAMP trong té bao
mast.

Ketotifen la mt chat (rc ché histamin (H1- receptor) khéng tuong tranh, tuong dbi chon loc va la
mét chat bao v¢ (¢ bao mast. Ketotifen la thude uong ¢6 tac dyng chi yéu 1én hé hé hap, 14 thuoe
g A . x - wika £ » [ vy & .

dicu tri hen suyen khong gidn phe quan va c6 tac dyng chong di img.

Uc ché su phéng thich cdc chét trung gian hoa hoc giy di img tir té bao mast v cdc (& bao lién
quan trong phan tg di tmg nhu histamin, leukotrien C4 va D4 (SRS-A) va PAF.

Uc ché thu thé Hl-histamin va tr¢ cheé men phosphodiesterase va két qua lam tang ham luong
. A A
Camp trong cdc t€ bao mast.

Ngin su tién trién dj (ng dudng ho hap, e ché su hoat hoa tiéu cau do PAF(Yéu té hoat hoa tiéu
A . - . k) . . 5 l A . - . . = A
cdu) hodc do su kich thich than kinh sau khi ding cac thuée kich thich giao cam: ngan chin sy tip

két eosinophil, do d6 (e ché dong eosinophil véo chd viém.

Hiéu qua diéu tri lau dai trén bénh nhi hen phé quan dj tmg nhe da duoe chimg minh trong cac
thir nghiém Iam sang. St dung lién tuc ketotifen mdi ngay gip lam giam bot tin s, mic do
nghiém trong va su keéo dai cac triéu chimg ctia bénh hen va con hul gitp giam bét nhu ciu hang
ngay cac thude tri hen phéi hop (Theophyllin, chéit chu van B2 ...) ma khéng lam suy giam chirc
nang phdi. (FEVI9FVC va PEFR).

DAC TINH DUGC BONG

Hip thu:

Sau khi dung dudng uéng, sy hdp thu ketotifen hiu nhu hoan toan. Nong dé trong huyét trong ctia
san pham khong thay doi nhi¢u, thudmg duéi | mg/ ml sau khi ding 2 mg san pham. Néng do dinh
trong huyét twong dat duoe trong vong 2 dén 4 gidr. Dang dung dich ufmg tuong duong sinh hoe
voi dang vien.

Phén bo:
Ty 1¢ gén két véi protein huyét tuong la 75%.




https://trungtamthuoc.com/

Trang 7/ 7

Chuyén hoa:

Ketotifen trai qua qua trinh chuyén héa & gan.

Chit chuyén hoa chinh la Ketotifen — N — glucuronide, ¢ hoat tinh rét thap.

Thai trir:

Ketotifen dugc thai trir qua 2 giai doan:

Thoi gian ban thai tir 3 — 5 gio va thai gian ban thai dai hon dén 21 gio.

Ketotifen thai trir chu yéu qua nude tiéu. Khoang 1% chat nay duoc bai tiét dudi dang khong déi
trong nude tiéu, trong vong 48 gid va 60 — 70% dudi dang cic chat chuyén hoa.

Anh huong thire dan:

Sinh kha dung cua Ketotifen khong bj anh huéng boi thire dn. Do do, thoi gian uuni_, thude khong
phu thu¢e vao bira an. Tuy nhién, dudng cong nong do thude trong huyét tuong bing phing hon
néu udng trong bira an.

Nhom doi twong diac biét:

Tré em: O tré s0' sinh va tré nho tr 6 thang dén 3 lum nung:, dd trong huyét tuong gip doi so véi
tré em trén 3 tudi va nguoi lon. Tre em trén 3 tuoi nong dé trong huycl twong tuong ty nguol
truong thanh, do d6 tré em trén 3 tudi c6 thé dung liéu twong tu nhu ngudi trudng thanh.

Suy gan: Chua co6 nghién ctru duge dong hoc da dugc lhuc hi¢n vai ketotifen ¢ bénh nhan suy gan.
Do chuyén hoa & gan nén qua trinh glucuroid hoa ctia thude cé thé giam trong suy gan ning, viée
thanh thai ketotifen ¢ thé giam & nhiing bénh nhan bj suy gan niing va khong thé loai trit nguy co
tich lily thudc.

Suy than: Chua c6 nghién clu duge dong hoe cua ketotifen trén bénh nhin suy than. Tuy nhién
can luu y 1a 60 - 70% lugng thude duge thai trir qua nude tiéu 6 dang L|HI\‘LII hoa, nén khong loai
trir su,r tﬁnb nguy co g,gp phan g ¢6 hai cta thude do tich Ity céc chit chuyén héa.

Hop 3 vix 10 vién.
Hop 10 vi x 10 vién.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG CU/
Piéu kién bio quan: Dé noi kho rdo, tranh anh sang, nhiét d6 khéng qua 30°C.
Han dung: 36 thang ké tir ngay san xuét.
Tiéu chuin chiit lwong: TCCS
CO SO SAN XUAT
Cong ty Co phin Duoc APIMED
- Dia chi try s&: 263/9 Ly Thudng Kiét, Phuong 15, Quan 11, thanh phd H Chi Minh.

- Dia chi nha may: Pudng N1, cum cong nghi¢p Phi Thanh - Vinh Thanh, xa Vinh Thanh, huyén

Nhon Trach, tinh F)E"mg_ Nai.
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