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To Hr./crNc oAN srl DUNG rHu6c
A. HUONC OAN Srr OUNC THUOC CHO NGrId BPNH
1. T6n sin phim: Vi6n n6n bao phim AXOTA

Dgc ki hu6mg dfin sfr dBng tru6c khi dtng

D6 xa tAm tay trd em

Thdng b6o ngay cho bric si ho{c duqc si nh&ng tr{c dgng

kh6ng mong mu6n gap phni khi sir drlng thu6c

2. Thirnh phAn: Cho I vi6n n6n bao phim: c
(

D\- Loratadin

- Tii duoc

l0 mg

I vi6nvta dti

Qd duqc g1m: Lactose, Tinh bQt mi, Natri croscarmellose, Povidon, Magnesi stearat,

Silicon dioxyd keo, Hypromellose, Macrogol 6000, Titan dioxyd, BQt talc)

3. M6 ti sin phim: Vi6n n6n dii bao phim mdu tring, o gita c6 v4ch be d6i, c4nh vi thanh

viOn lanh l{n.

4.Quy cich d6ng g6i: HQp I vi x l0 vi6n; HQp 10 vi x 10 vi6n, hQp 50 vi x l0 vi6n.

5. Thu6c dtng cho bQnh gi:

Ldm gi6m triQu chimg cta vi6m mfii diimg vi mdy day man tinh vd cdn.

6. NGn dtng thu6c niry nhu th6 nio vi [6u lugmg:

- Nguoi lon vi tr6 em > 12 tu6i: udng 1 vi6n/ I lAn / 1 ngay.

-Tr€2-12 tu6i: >:30 kg: uting I vi6n x 1 lin/ngny;

- Nguoi suy gan hoflc suy th4n: u6ng ll2vi}:n x I lAn/ngdy hoflc cdch2 ngiy uiSng I vi6n.

An toin vi hiQu qui khi dirng loratadin cho tr6 em dudi 2 tu6i chua tlugc x6c tlinh.

7. Khi nio kh6ng nOn dtng thu6c niry:

Khi mdn cim v6i U6t ti thanh phAn ndo cria thu6c.

8. Tic dgng kh6ng mong mu6n:

Khi sri dpng Loratadin vdi liAu lon hon l0 mg hing ngiy, nhirng t6c dgng kh6ng mong

mu5n sau d0y c6 th6 xiy ra:

Thuong gqp, ADR> 1/100

Thin kinh: Dau tliu.

Ti€u h6a: KhO miQng.

h sdp, 1/1000 < ADR < 1/100

fnan kintr: Ch6ng m{t.

H6 h6p: Kh6 mfri va hit hoi.

Kh6c: Vi6m k5t m4c.

Hi€m gfip, ADR < 1/1000

ThAn kinh: TrAm cim.

Tim mach: Tim dap nhanh, loan nhip nhanh trOn thdt, tl6nh tr6ng nguc.

Ti6u h6a: Bu6n n6n.
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ChuyiSn h6a: Chric ning gan b6t binh thudmg, kinh nguyQt kh6ng dAu.

Kh6c: Ngo4i ban, ndi miy day, vd cho6ng phan vQ.

9. NGn trfnh dtng nhimg thu6c hoic thgc phim gi khi dang dtng thuSc niy?

C5c thu6c erythromycin, ketoconazol, cimetidin, thuiSc ric chti Cyp3A4 ho4c Cyp2D6

kh6ng n6n dtng ctng v6i thudc niy. Ni5u phdi dirng ctng vdi cric thu6c ndy, cAn h6i f ki6n

cria b5c si ho{c duoc si.

10. CAn tim gi khi mQt lin qu6n kh6ng dtng thu6c:

C6 the u6ng l4i theo dring li6u <tA chi d6n.

11. Cin bfro quin thu6c niry nhu th6 nio: Noi kh6, nhiet dg kh6ng qu6 300C, tninh 6nh

s6ng.

12. Nhirng d6u hiQu vi tri$u chftng khi dring thu6c qurfl li6u:

O nguoi l6n, khi uting qu6 [Au vi6n n6n loratadin (40 - 180 mg), c6 nhirng bi6u hign:

Bu6n ngri, nhip tim nhanh, nhfrc dAu. DiAu tri qu6li6u loratadin thucrng ld di6u triffieu chimg

vi hd trg, bit dAu ngay vd duy tri chtmg nio cdn cAn thitit. Trudng hgp qu6liAu loratadin c6p,
,J

gdy ndn bdng siro ipeca d6 th6o s4ch da dny ngay. Dirng than ho4t sau khi g6y n6n c6 th6 girip

ich tt6 ngln ngtra h6p thu loratadin. N6u g6y n6n kh6ng k6t quA ho{c ch6ng chi <l!nh (thi dg

ngudi benh bi ng6t, co gift, hoflc thii5u phan x4 n6n), c6 th6 ti6n hanh rira d4 ddy v6i dung

dich natri clorid 0,9Yo vitctat 6ng nQi khi quin d6 phong ngtra hit phii dich da dny.

Loratadin kh6ng biloai bdng th6m trlch m6u.

13. CAn phii lirm gi khi dtng thu6c qui li6u khuy6n c6o:

CAn dung ngay thu6c vi tltin g4p brlc si.

14. Nhirng tlidu cin thfln trgng khi dtng thu6c niry:

a. Cic tinh trSng cAn thfn trgng khi dtng thu6c:

- San pharn ndy c6 chria lactose, do d6 benh nhdn k*r6ng dung n4p galactose, thi6u hpt lactase

hoflc k6m h6p thu glucose-galactose kh6ng n6n dtrng thudc ndy.

- Cho ngudi suy gan.

- Khi dung loratadin, c6 nguy co khd miQng, ttac biet o nguoi cao tu6i, vd tlng nguy co sdu

rdng. Do d6, cin phii vQ sinh rlng miQng s4ch sC khi dung loratadin.

b. Cr[c khuy6n c6o dtng thuSc cho phg nil c6 thai vit cho con bti:

Kh6ng n6n sir dpng cho phg nfr c6 thai, cho con bri.

c. Anh hu&ng cria thu6c A6i voi c6ng viQc (Nguoi v$n hinh miy m6c, tlang L{i tiu xe,

ngutri lirm viQc tr6n cao): NOn than trgng vi t6c dgng kh6ng mong mu6., cta thu6c c6 dau

dAu, ch6ng m{t.

15. Khi niro cin tham vdn b6c si:

Khi gflp U6t tci t6c dgng kh6ng mong muOn hoflc qu6 li6u cAn di5n gap ngay b6c si dti tham

van.

Ntiu cdn thOm th6ng tin xin h6i f kii5n b6c s! ho{c dugc si
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16. H4n dtng cfra thu6c: 36 thring kO tt ngdy sin xu6t.

17. TGn, ilia chi cta co sO sin *udt:

cONc ry co rHAN DrIqc - vAr rtI y rr rH,q.NH HoA
Vdn phbng: 232 Trdn Phil - Phudng Lam Son - TP. Thanh Htia

CO s0 sdn xudt: SO 04 - Quang Trung - Tp. Thanh H6a

DiQn tho4i: (037) 3852.691 -Fax: (037) 3724.853

18. Ngny xem x6t sfra tl6i, cip nhft [i nQi dung hutimg dfin sfr dgng:

B. NQr DUNG HrJOr.{c nAN Sr/ uqNc THUoc cHo cAN ng y TE

1. Cric rl[c tinh dugc lqc hgc

Nh6m ducr. c ly vd md ATC cria Loratadin:

- Nh6m: Thu6c kh6ng Histamin kh6c t6c dgng todn th6n.

- Ma ATC: R06A Xl3.

Loratadin ld thu6c kh6ng histamin 3 vong c6 t6c dgng k6o dai d6i kh6ng chgn lgc trOn thr,r th6

H1 ngoQi bi€n vd kh6ng c6 tiic dpng lim diu tr6n thin kinh trung uong. Loratadin thuQc nh6m

thu6c AOi rurang thg thrl Hr thi5 h0 thri hai (kh6ng an thAn). Loratadin c6 tiic dgng ldm nhe bot

triQu chimg cta vi6m mfii vi viOm ktit m4c di img do gi6i ph6ng histamin. Loratadin cdn c6

t6c dgng ch6ng ngria vir n6i may day li6n quan dtin histamin. Loratadin dung ngdy mQt lAn,

t6c dpng nhanh, <tac biQt khdng cb tic dpng an than, le thu6c lya chgn itAu ti6n il6 di6u tri

vi6m mti di ung ho{c mdy ilay dirmg.

2. Cic il[c tinh duqc dQng hgc

Loratadin h6p thu nhanh sau khi u6ng. N6ng d0 dinh trong huy6t tuong trung binh cua

loratadin vd ch6t chuyiSn h6a c6 ho4t tinh cria n6 (descarboethoxyloratadin) tuong img ld 1,5

vd3,7 gitt. 97% loratadin li6n ktit vdi protein huytit tucrng. Thdi gian ban thai cta loratadin ld

17 gio, DQ thanh th6i cira thu6c la 57 - 142 ml/phtt/kg vd khdng bi anh huong bcvi ur6 m6u

nhtmg giim o ngudi bQnh xo gan. ThO tich phdn b6 ctra thu6c la 80 - 120litlkg. Loratadin

chuy6n h6a nhi6u khi qua gan l6n dAu bOi hQ enzym microsom cytochrom P450, chuy6n h6a

i. ^ r"ch[ y6u qua Cyp3A4 vi Cyp2D6; loratadin chri yOu chuy€n h6a thenh

descarboethoxyloratadin, ld ch6t chuytin h6a c6 t6c dpng duqc lf. KhoAng 80% t6ng li6u cira

loratadin bni titit ra nudc tii-Au vi phdn ngang nhau, dudi dqng ch6t chuyen h6a, trong vdng 10

ngdy. Sau khi u6ng loratadin, t6c dpng ktulng histamin cira thu.5c xu6t hiqn trong vdng I - 4

gio, d4t tOi tta sau 8 - 12 gid,vi k6o dii hcvn 24 giit.

3. Chi dinh, li6u dtng, crlch dtng, chSng chi ilinh:

a. Chi tlinh:

Ldm gidm triQu chimg cria vi6m mfli di img vd miry day m4n tinh v6 cdn.
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b. Li6u dtng, cich dtng:

- Nguoi lcrn vi tr6 em > 12 tudi: u6ng I vi6n/ I lAn / 1 ngey.

-T162-12 tu5i: >: 30 kg: uting I vi6n x 1 lAn/ngdy;

- Ngudi suy gan ho{c suy th4n: u6ng ll2vi€n x I lAn/ngiy ho{c cilch2ngdy u6ng I vi6n.

An todn vd hiQu qu6 khi dtng loratadin cho tr6 em dudi 2 tu6i chua dugc x6c dinh.

c. Ch5ng chi dinh:

Khi m6n cim voi U6t ti thenh phdn ndo cria thu6c.

4. Cictrudrng hgp thfln trgng khi dtng thu6c

a. Cfc tinh trSng cAn thfln trgng khi dirng thu6c:

- SAn phAm ndy c6 chria lactose, do d6 bQnh nhdn kh6ng dung n4p galactose, thitlu hut lactase

hoflc k6m hdp thu glucose-galactose kh6ng n6n dung thudc ndy.

- Cho ngudi suy gan.

- Khi dung loratadin, c6 nguy co kh6 miQng, ttac biQt d ngudi cao tu6i, vd ting nguy co sdu

rdng. Do d6, cAn phni vQ sinh ring miQng s4ch sE khi dirng loratadin.

b. Cic khuy6n c6o dtng thu6c cho phg nii c6 thai vir cho con bri:

I(hdng n6n st dgng cho phg nt c6 thai, cho con bir.

c. Anh hu&ng cta thudc a6i vrni cdng viQc (Nguli vfln hinh miy m6c, dang l6i tiu xe,

ngucri lirm viQc trOn cao): NCn thdn trgng vi tdc dgng kh6ng mong mu5n cta thu6c c6 dau

diu, ch6ng m{t.

5. Tuong trlc cta thu6c v6,i c6c thu6c khic vir crlc logi tuong tdc khic

- Di€u tri tl6ng thdi loratadin vi cimetidin d6n dOn tdng n6ng tlQ loratadin trong huy6t tuong

60%o, do cimetidin irc chti chuy,Sn h6a cira loratadin. Ei€u niy kh6ng c6 biOu hiQn ldm sing.

- Di6u tr! d6ng thoi loratadin vi ketoconazol d6n tdi tdng n6ng dQ loratadin trong huytit tucrng

edp 3lAn, do tc ch6 CYP3A4. DiAu d6 litr6ng c6 bi6u hien l6m sdng vi loratadin c6 chi s6

-. Ioleu trl rQng.

- Di6u tri <t6ng thdi loratadin vi erythromycin d6n dtin tlng n6ng dQ loratadin trong huy6t

tu<rng.

- C6 th0 xtry ratuong t6c v6i c6c thu6c ric chti Cyp3A4 hoflc Cyp2D6 ddn dtln ting n6ng dQ

loratadin trong huy6t tuong lim tlng tdc dpng kh6ng mong mu6n.

6. Tr[c dUng kh6ng mong mu6n

Khi sir dqng Loratadin vdi liOu lon hcrn 10 mg hing ngay, nhirng t6c dpng kh6ng mong mu6n

sau ddy c6 th€ xiy ra:

Thudng gfip, ADR> 1/100

Than kinh: Dau dAu.

Ti6u h6a: Kh6 miQng.
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h Sdp, 1/1000 < ADR < 1/100

fhan nnh: Ch6ng m{t.

H6 h6p: I(h6 mti vd hit hoi.

Kh6c: Vi6m ki5t m4c.

HiAm g\p, ADR < t/1000

ffran nnn: Trim c6m.

Tim mach: Tim dfp nhanh, loan nhlp nhanh tr6n th6t, drinh tr6ng ngpc.

Ti6u h6a: Bu6n n6n.

Chuyi5n h6a: Chric n6ng gan U6t Uintr thulng, kinh nguyQt kh6ng tl6u.

Kh6c: Ngo4i ban, n6i mdy day, vi choring phan vQ.

7. Qui lidu vir cich xfr tri
O nguoi lon, khi u6ng qu6li6u vi6n n6n loratadin (40 - 180 mg), c6 nhirng bi6u hiQn:

Budn ngri, nhip tim nhanh, nhric <tAu. Di6u tri qu6liOu loratadin thudrng h di6u tri trieu chimg

vn h6 trg, bit ttiu ngay vd duy tri chimg ndo cdn can tniiSt. Trudng hqp qu6li6u loratadin c6p,
,J

gdy n6n bdng siro ipeca d6 th6o s4ch da dny ngay. Dirng than ho4t sau khi g6y n6n c6 th6 girip

ich d0 ngdn ngira h6p thu loratadin. NiSu gdy n6n kh6ng k6t qun ho{c ch6ng chi dinh (thi ds

ngu<ri benh bi ng6t, co gift, ho{c thitiu phan xp n6n), c6 th6 ti6n hanh rua d4 ddy voi dung

dlch natri clorid 0,9%o vit dat 6ng nQi khi quan d6 phong ngtra hit phni dich da ddy.

Loratadin kh6ng bi loai beng thArn t6ch m6u.
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