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TO HUONG DAN SU DUNG THUOC:

Rx
ZAFENDI

Vién nén

Thubc nay chi dung theo don thude.
Dé xa tam tay tré em.
Doc k§ huéng dan sir dung trude khi dung.

Thanh phan, cong thirc thube:

M3di vién chira:

Thanh phan duwge chit:

Ketotifen hydrogen fumarate twong duong Ketotifen . ... ermesmrssmmsirassmmonsisrsssssmeinn I mg
Thanh phan ti duwgc: pregelatinized starch, sodium starch glycolate, povidone K29/32,
magnesium stearate, lactose monohydrate.

Dang bao ché: Vién nén.

M&d ta sin phim: Vién nén tron mau ermg hodc lréng ngd, mot mat tron, mdt mat cod khéc vach
ngang.

Chi dinh:

bicu trj dy phong hen phé quan, dic biét khi ¢0 trigu chimg cva phan tng dj imeg. ‘ ‘
Ketotifen khéng cé higu qua trong viée dicu tri con hen cép tinh. Ketotifen khéng thé thay the
corticosteroid (dang hit hodc dung toan than) khi corticosteorid duge chi dinh trong dicu trj bénh
hen suyén.

Ketotifen dugc chi dinh dé diéu tr va phong ngtra céc phan (mg di tmg: ;1
- May day man tinh. ﬁ
- Viém da di ing. i ]
- Viém mii di tng va viém két mac di imng. \

Cich diing va liéu ding:

C(ich ding: Uéng vién thude véi du lugng nuée, khong duge nhai vién thude.

Liéu ding: Uong, | vién/lan x 2 ]dn/ngdy (vao bira &n séng va bira &n tOI) 0 nhiing bénh nhéan

nhay cam véi thude an thén, khuyén cdo nén tanb liéu chim trong, tuan dau tién diéu tri, khm dau

v6i ¥ vien/lan x 2 1an/ngay va tang din dén lidu diéu tri dhy di. Néu cin thiét, lidu dung mdi ngay

¢6 thé ting dén 4 mg, tirc & udng 2 vién/lan x 2 lin/ngay.

- Bénh nhén suy thén: Khong c6 nghién ciru nao ducgrc thuc hién vé viée sir dung thudc & bénh
nhan suy thén, do do khuyul cao khong dung thuée cho nhiing bénh nhan nay.

- Bénh nhén suy gan: Khéng c6 nghién ctru nao duoc thye hién vé viée st dung thude & bénh
nhéan suy gan, do do khuycn cao khong dunb thude cho n urng, bénh nhan nay.

- Tré em trén 3 tudi va thanh thiéu nién: Udng 1 vién/lin x 2 lan/ngdy vao bita &n sdng va bita an
tdi.

- Bénh nhan tir 65 tudi tro 1én: Khong ¢6 nghién ctru ndo cho thiy can phai diéu chinh liéu déi
voi nhitng bénh nhan tir 65 tudi trd 1én.

Choéng chi dinh: )
- Bénh nhan qua man véi ketotifen hodc bat ky thanh phan nao cua thuoc.
- Bénh ddng kinh hodc c6 tién st co giat.

Canh bdo va thin trong khi dung thude:

- Daco bao cdo wi co giat xuat hién trong thovi gian diéu tri v6i ketotifen. Vi ketotifen cd thé lam
giam ngudng xuit hién co giat nén chong chi dinh trén nhiing bénh nhén ¢6 tién str dong kinh.

- Khong duge dung dt ngdt cdc thude diéu tr triéu chimg hen va dy phong hen khi bit dau
chuyén sang diéu tri bing ketotifen kéo dai. Dac biét luu y d6i vai thude corticosteroid toan
than, vi nguy co gdy suy tuyén thugng thén trén nhimg bénh nhén phu thude steroid. Khi d6, dé
phuc hm viée dap ung binh thuong tuyén yén — tuyén thuong thén véi tinh trang ciing thang c6 thé
phai mit 1 nam.
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- Trong nhimg truong hop hiém gdp, da ghi nhdn gidm 50 lrong tiéu cau co hoi phuc U nhimg
bénh nhén dang dung ketotifen dum, thoi vai cac thude didu tri dai thdo dudng dang ubng. Do
do, can theo doi s6 luong tiéu clu & nhimg bénh nhin dang ding ddng thoi ketotifen vai thude
diéu tri dai thao dudng,

- San plmm ¢O chira lactose monohydlale vi vy bénh nhin mic cdc van dé vé di Lru_y:,n hiém pap
nhu khéng dung nap galactose, thiéu lactase hoiic kém hip thu glucose-galactose khong nén
dung thudc nay.

Sw dung thude cho phuy nir ¢é thai va cho con ba:

Phu nit cé thai:

Mic di ketotifen khong tac dong 1én thai ky, 1én sy phat trién chu sinh va sau sinh & déng vét &
nhimg mire lidu duoc dung nap & ca thé me, tuy nhién tinh an todn ctia thude dbi voi ngudi mang
thai chua duge xac dinh. Vi vy, khong nén ding ketotifen cho phy nir ¢é thai ngoai trir khi thuc
sur cén thiét va loi fch vuot trdi so véi nguy co.

Phu niv cho con bii:

Ketotifen duoe bai tiét qua stra chudt, Hién vin chua c¢é dit liéu trén ngusi, cé kha ning thude
cting duge bai tiét qua sira me, vi vy néu dang diéu tri véi kelotifen thi khong nén cho con bu.
Khd ning sinh sin:

Didu trj bang_> lidu udng ketotifen (50 mg/kg/ngay) dbi vdi chudt duc trong 10 tuan trude khi giao
phdi dan dén giam kha ning sinh san, nhung kha ning sinh san khéng bi suy giam o ngudi néu sir
dung & lidu tuong tu. Kha nang sinh san clia chudt ci cling nhu sy phat trién trude khi sinh, mang
thai va cai sita & chudt cai khong gay anh hudng bét loi khi ding ketotifen & mire liéu udng 1én dén
50 mg/kg/ngay.

Anh huong ciia thude 1én kha ning 14i xe, viin hanh may moc:

Trong vai ngay ddu diéu tri véi ketotifen, cac phan xa cia bénh nhén ¢6 thé bj suy gidm, vi vy
bénh nhan can than trong khi lai xe hodc van hanh may mae,

Twong tic, twong ky, ciia thude:

Twong tic cuia thuéce:

- "Illuoc didu tri dai thao dudmng dang udng: P co béo cdo (hlem gdp) ghi nhan giam sb luong
tiéu cdu c6 hdi phuc ¢ nhimg bénh nhén dang dung ketotifen dong thoi vai cae thude didu i
dai thao dudng dang uong Do d6, can theo ddi sb lwgng tiéu cdu & nhiing bénh nhén dang ding
dong thoi vai thube diéu tri dai thao dudmg.

- Céc thube gy te ché hé than kinh trung wong: Ketotifen c6 thé 1am ting tac dung ctia thude (e
ché hé than kinh trung wong, thube khang histamine Va rugu.

Twong ky, ciia thude: Do khong ¢6 cée nghién ciru vé tinh twong ky cua thude, khong tron 13n

thude nay vai cac thude khéc.

Téac dung khong mong mudn ciia thube:

Cac phan tmg bét loi ciia thude duge béo cdo trong céc thir nghiém 1dm sang duge liét ké theo
phén loai h¢ co quan MedDRA. O mdi hé co quan, cac phan ung bat lgi duge sap x&p dya vao t'm
sudt xudt hién, phén tmg nao thuong gip nhét duoc xép trwe. T rong mdi nhém xép theo tan sudt
cac phan img bdl loi duge trinh bay theo thir tyr nghiém trong gidm dan. Ngoai ra céc phan img bét
loi dwoc sip xép dudi diy st dung qui wéc sau (CIOMS 111): Rt thuomg gap (ADR >1/10), thuemg
gdp (1/100 < ADR < 1/10), it gap (1/1000 =< ADR < 1/100), him gip (1/10000 < ADR < 1/1000),
rat hiém gip (ADR < 1/10000).

Phén g bat loi ciia thudc tir nghién ciru lam sang
Phan loai theo hé co quan Téc dung khong mong muon Tan suit
Nhiém khuidn va nhiém ky
sinh tring

Viém bang quang it gap

Hé‘mg ban da dang, hdi ching Stevens

Hé mién dich — Johnson, phan Gng nghiém trong | Rét hiém gap
trén da

Chuyén hoa va dinh dudng Tang cén Hiém gip

Tam than Kich dong, kho chju, mat ngd, lo lang | Thuong gip
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Than kinh Al AR | Thudng gap
Chong mait It gap

Ti€uhoa Khd miéng it 2ip

‘Gan mt - ] Viém gan, ting mengan Rt hiém gap

Céc phan tmg bt loi cta thuoc tir nhitng béo céo tr nguyén va trong y van (khong ro lau suat) Do

cac phan Lrng bt loi cua thum, duge bdo céo ty nguygn tir mot nhoém dén s khong rd vé s0 lugng
nén khong thé udc tinh tin suét ¢& xép theo phén loai nhu trén, vi vy duge phén loai la khong 13
tan suit. Cac phan tmg bét loi nay duge liét ké theo hé co quan trong MedDRA. Trong mdi nhém
phan loai, cdc phan g bt 1oi duoe trinh bay theo thir tw nghiém trong giam dan:

Phéin ng bt lgi cita thube dwge bdo ¢ho sau khi luu hanh trén thi truml;_;
(khéng rd tin suit)

Phin loai theo h¢ co’ quan Téc dung khéng mong muén Tén sufit
Than kinh Co giat, budn ngu, dau diu Khong rd tan suét
Ticu hoa No6n, budn nén, tiéu chay - Khong 15 tén suat
Da va mo dudi da Phat ban, ndoi mé day Khong r6 tan suat

Qua4 litu va cdch xir tri:

Tri¢u chirng: Tri¢u ching chinh cia qua lidu cdp bao gdm budn ngu dén budn ngu dir doi, 10 13n
va mét dinh huéng, nhip tim nhanh va ha huyét ap, dic biét & tré em bj qué kich dong hoiic co gidt,
hon mé ¢ thé hdi phue dugc,

Cich xir triz Didu tri tri¢u chimg. Truomg hop c6 kich thich hoge co giat thi co thé st dung
barbiturate tac dyng ngan hodc benzodiazepine. Khuyén cdo giam sat hoat déng ctia hé tim mach.
Néu vira méi sir dung thude nay cé thé xem xét rira da day. Ding than hoat tinh c6 thé hiru ich.

Pic tinh dwge lue hoe, dwge djng hoc:

Dugc lyc hoc:

Nhém duge ly: Thude khang histamin I,

Ma ATC: RO6AX17

Ketotifen 12 lhuoc diéu tri hen phc quéan khong phéi do lam gian phé quan ma do te ché tac dung

cia mot s6 yéu td ndi sinh 1a chit trung gian ctia qué trinh viém, va do d6 ¢ hoat tinh chdng di

tng. Két qua nghién clru trong phong thi nghiém cho thdy mdt sb tinh chét cta ketotifen co lién

quan dén hoat tinh chéng hen suyén ciia thube:

- Uc ché giai phéng céc chét trung gian gdy di img nhu histamine va leukotriene.

- Ngan chén sy tép trung cia bach cAu 4i toan gy ra bdi cic cytokine téi td hop va do d6 ngan
dong bach clu 4i toan di dén cdc vi trf viém.

- Uc ché sy ddp tmg qua muc o dlrcmg thd gy ra bai sy hoat hda clia tiéu cdu boi PAT (cac yéu
t6 hoat hoa tleu cau) hodc boi yeu to hoat héa than kinh sau khi st dung cac thude cuomg giao
cam hodc llep xtic voi céc chét gay di ing,

Ketotifen 1a thude chéng di timg manh c6 dic tinh khéng histamin (H,) khong canh tranh.

Duge djng hoc:

Héap thu: Sau khi uong, ketotifen dugc h'ip thu héu nhu hoan toan. Sinh kha dung cua thudc chi
khoang 50% do chuyén hoéa qua gan lan dau khoang 50%. Nong d6 dinh trong huyét twong dat
dugc trong vong 2 — 4 gio.

Phén bd: Gén voi protein 75%.
Chuyén hoa: Chét chuyén hoa chinh la ketotifen-N-glucuronide khdng ¢6 hoat tinh.

Thai trir: Ketotifen dtr(;rc thai trlr qua 2 giai doan, voi thoi gian ban thai ngcm tr 3 — 5 gio va thoi
gian ban thai dai hon dén 21 gio. Khoang 1% duge bai tiét dudi dang khong bién doi trong nudée
tiéu trong vong 48 gid va 60 — 70% dudi dang céc chét chuyén héa.

Anh huodng cua thire dn: Sinh kha dung cta ketotifen khong bi anh hudng khi dung cing voi bira
an. Do d6 ¢6 thé udng thudc cling hodic khong cling véi bita an.
Nhom bénh nhén déc biét:

Tré em: Mo hinh chuyen hoa cua thuoc o tré em twong tr nhw & nguoi lom, tuy nhicén dg thanh thai
cta thube cao hon dbi véi tré dudi 3 tuol Do dé, tré em trén 3 tudi ding liéu twong tu ngudi 16n.
Suy gan: Chua c6 cac nghién ciru vé& duge ddng hoc ciia ketotifen trén bénh nhén suy gan. Do
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ketotifen duge chuyén héa qua gan nén qua trinh glucuronide hoa cia thude ¢6 thé giam doi voi
bénh nhédn suy gan néng. Trén bénh nhan suy gan néing, dé thanh thai cia thude ¢6 thé s& giam va
khong loai trir kha nang tich liy thube ¢ dang khéng bién dbi.

Suy thdn: Chua cd nghién ctru duge dong hoe cua ketotifen trén b¢nh nhan suy than. Tuy nhién cin
luu ¥ 1 60 - 70% lugng thude duge thai trir qua nuoce tiéu & dang cdc chit chuyén hoa, nén khong
loai trir nguy co gap phan Gng bét loi cta thude do tich liy cdc chit chuycn hoa. Do do, than trong
khi ding ketotifen cho bénh nhén bi suy thin méc do nhe dén trung binh, va khang dung cho bénh
nhén bi suy than néng.

Qui cich déng goi:
Vi 10 vién. Hop 3 vi.

Didu kién bao quan, han dung, tiéu chuén chiit lwgng cia thuoc:

Diéu kign bio quin:

Noi kho réo, tranh anh sang, nhiét d6 khéng qua 30°C.

Han ding:

24 thang ké tir ngay san xuét. Khong sir dung thude hét han ding.

Tiéu chudn chit lnong: TCCS.

Tén, dia chi ciia co' s& san xuit:

CONG TY TNHH MEKOPHAR )

L6 1-9-5, Puong D2, Khu Céng Nghé Cao, Phudng Long Thanh My, Thanh pho Thu buec,
Thanh phé Ho6 Chi Minh, Viét Nam.
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