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Centl'a| HUGONG DAN SU DUNG
pharmacy - Tén thube: REDTADIN
PHAN THONG TIN DANH CHO BENH NHAN

TrungTamThuoc.com
- P ky fneching cliin sie dhiwng drirce ki oiong. 16 xa Jam lay 1Fe el
Théng bde ngay cho bae 57 hode diece sTilifong wde ding khong mong s
gap phai khi sic dung thide.

1. Thiinh phin, him legng:
[ Thanh phdn (INN) | Chai | Chai |
| | Ghml | T5ml
Loratadin . ' T 6hmg | Timg !

Ti r.l’lr? ljll;:‘l'l_l__!.{ sucrose, mp‘@r‘: n lp;"t:cr_l matri saccharin, acid citric | vira di “viradn |
i khan, glyeerin, propylen glycol, huong dao, nude tinh khidt 60 ml i T3 ml |

N 2. M ti siin phiim: Chitt Iong sdnh, trong, méaw trding hofc hoi ving, mii thom, vi ngot,
3. Quy cich dong gbi: Chai 60 ml, chai 75 ml. Hop | chai. kém thia nhyra phan liéw, kém hudmg
diin st dung.
4. Thuile diing cho bénh gi?
- Vidm midli di tmg vai cac wrigu chimg ahur hét b, 56 mii, ngira mii.
= Viém két mae di img voi cde tridu chimg nlwe ngira vi ehay nude mit
= Maira vd may day lién quan dén histamin,
5. Nén ding thude niy nhu thé nie vi lifu lugng?
- Dimg dwimg udng, -
- Neeeri ldm vér teé ear rén 12 iz Udng mdi ln 10 ml ngdy 1 Lin,
- Tré em tie 2-1 2 fwidi:
+ Trong luong co thé > 30kp: Udng mdi 1an 10 ml, ngay 1 lin,
N + Teong lugng cor thé < 30kg: Udng mdi lan 5 ml, ngay 1 lin.

- Tré dhedi 2 fuoiz An todn va hidy gust khi dimg foratadin cho 1ré duai 2 tudi chum duwoe xic dinh. -
- Swy o niige:

Nawdi 16m v iré em ¢ teong Tuong co thé > 30kg: Licu khoi diu Fa 10 ml, 2 ngiy mot lin,

- Suy thiin nhe vi ngudd cao neoi: Kidng cin did chinh lidy,

= Suy thin ngng (Clee < 30mlphin);

+ N [6m v tré em trén 6 i Udng mdi lin 10 ml, 2 ngdy mt Lin,

+ Tré em 2-5 1udi: Uéng mai lin 5 ml, 2 ngdy mi lin,

6. Khi nio khing nén ding thube niy?

- Khéng ding cho ngudi min cam vai bit ki thinh phin ndo cua thude.

- Khiding diing cho e en didi 2 i,

7. Tie dung khing mong mudn:
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( ’ central Khi sir dung loratadin voi lidu 1on hon 10 mg/ngdy (e lom hon 10 il Sird REDTADIN mét

pharmacy ngiy) nhitng tie dung phy sau diy ¢ thé xay ra:

TrungTamThuoc.com Fhecing gap:
+ Thiin kinh: Dau diu
+ Tiéw hoa: Khé migng
I gap:
+ Thiin kinh: Chdng mjt

+ Hé hiip: Khé miii v hiit hoi

+ Khie: Viem kit nye

Hiém iip:

4 Thén kinh: Trim cam

+ Tim mach: Tim ddp nhanh, logn nhip nhanh tréi thit, dédnh tréng nae,
+ Tidu hoa: Budn ndn

S + Chuyén héa: Chire nang gan bat binh thudme, kinh nguyét khong déu.
+ Khdc: Ngogi ban, ndi mé day va choang phan v&.
8. Nén triinh ding nhirng thuie hode thyre |'.~I'|=;im ai khi dang s dung thude nay? =
- Cie thudc ire ché hodic b chuyén hoa bai eviochrom Piss isoenzym CYPIA4 vi CYP2D6 nhur: ;
Cimetidin, erythromycin, kewokonazol, quinidin, fuconazol va fluoxeting i
- Khéng ding két hop loratadin vi pseudocphedrin khi dang v da dimg cic thude de ché MAO 2
tremg vong 10 ngiy. vi cic thube ndy cb anh huwong dén wic dung 1én huvét dp cia _:\_
pseudoephedrin. =]
9, Ciin lim i khi mdt lin quén Khing ding thude: _
néu mt Ein quén khong ding thude, bo qua va dimg thude tidp tue theo dimg lidu luimg chi dan.
Khéng duwge pip doi lidu dimg sau khi quén diing thube,

- 10, Ciin bio quin thude niy nhu thé nio? :
Bao quan noi khé rio. nhi¢t dg khong qua 30°C. trinh dnh sdng tryce 11'+f'p. 7
11, Nhitng ditn higu v tricu ehimg khi ding thude qui licus i

Khi uéitg qui lidu Loratadin, xust hién cic triéu chimg nhur:

+ €3 nguwdi lém: Budn ngh, nhip tin nhanh, nhic diu.

+ (3 tré em: ed bidu hign ngogi thap va dank tring ngye.

12. Cin phii lim gi khi dimg qui lidu khuyén cdo:

Piéu tri trigu chimg vi hd trgy chite niing sdng. Co the diing than hoat (dang hon dich). Ria da
dity cling ¢ the xem xét. Loratadin khdng bi lod trir bing thim phin phie mge hode thim tdch
mdu. Nauiri bénh edn dirge nghi ngoi vi theo doi v té chat chi,

13. Nhirng diéu ciin thin trong khi ding thudc niy:

131, Cie tinh trang cin thin trong ki diveg thude:

(o]
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ce n t ra I - San phim nay chira 6 gam sucrose méi 10 ml, 3 gam sucrose mdi 3 ml. nén thin wong voi bénh

) nhdn ticu duime. Bénh nhdn oo ede vin d& di truvén biem gip nhye khong dung nap fructose,
pharmacy han tidu dwimg. Bénh nh 16 di truyén hiém gdp nhe khong dung nap fruct
TrungTamThuoc.com giam hi:lp thu glucose-galactose hojie thidu sucrose-isomaltase cling khong nén ding thude ndy,

- Trong thanh phiin thudc ¢ cde paraben ¢6 thé gay di img.

- Suy gan,

= Khi ding loratadin, ¢ nguy cor khd migng, dic bigt 1 & nguid cao b, va Wing nguy oo s
ring. Do do. ciin phii v¢ sinh ring migng sach & khi ding loratadin,

- Phiai ngng dimg loratadin it nhit 48 gi¢s tnrde cde thie nghi¢m trén da vi thude khing histamine
¢6 thé ¢in tréchode lam giam cde phan dmg dwong tinh véi ¢hi $6 hoat 4o da.

13.2. Khiyén cio dimng thudc cho i i e thai:

Chura e6 nhimg nghifn el ¢y di v kidm w10t v st dung loratadin rong thai k¥, Do dé chi
dimg loratadin trong thai ky khi cin thide, ddng 1idu Udp vi rong thi gian ngdn,

13.3. Khuyén cdo ditng thuic ehoe phu niv dang eho con bit:

~ Loratadin va chit chuyén hba desearboethoxyloratadin tiét vio sta me. Do dé clu ding loratadin
khi ¢én thidt, ding lidu thip va trong thai gian ngin,
13.4. Anlt huedng ciia thede ki 160 xe vi vin hinh nrdy inde:
J Lidw théng thrimg, hidm gdp tnh trong ngd gd bhay thidu tinh e, song 6 thé xudt hida & mét i
50 bitnh nhin: Do do. edn thin wong vii nhimg ngwdi 140 xe hode van hinh may moe.
14. Khi nao ¢fin tham viin bie §¥, duge si: ,:
Ciin tham vén bide s§ khi dang ding thude khde, hofic khi ¢o bt cir diu hidu bit thuong ndo.
Néu céin them thong tin xin hoi ¥ kién beic 57 hode digc 57 -
15. Han ding eta thude: 36 thing ké tir ngiy san xudn i
16, Tén, dia chi, bidu twyng (néu c6) cia ‘_s{ir:w;.ilm ﬁ g ey

T N’l *
HDBHARM
— 1 4

CaMiNG S

: ﬁﬁ/y(l TU Y TE HAI DUONG -
. o

102 Chi Lang - Plhdng J"r];'uyéjr Trii- TP Hiii Doy - Tinhy Hei Dhreng
IXr: 02203842398 - Fax: 022003853848

17. Ngiy xem xét saa i, ciip nhiit lai ndi dung hwéng diin sir dung thude:

PHAN THONG TIN DANH CHO CAN BQ ¥ TE
1. Cie diie tinh duge lre hoe, duge ding hge:
1.1 Deeere luee oe:
« Nhom duge 1y Thude khing histamin
- M2 ATC: ROGAXI13
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ce ntra I Loratadin B ddn ehit piperidin lién quan dén azatadin, 13 thude khang histamin e dung kéo dai.
pharmacy Loratadin thupe nhom thude doi khing chon loe thy thé Hy ngogi vi thude thé hé thic hai. khdng

TrungTamThuoc.com an thin, khong <6 hogt tinh muscarinic dang k&,

Leratadin ¢ t¢ dung gidm nhe tricu chimg ciia vidm mii va viém kétmac di g do eidi phong
histamin, Loratadin eon ¢6 tac dung chdng ngiva va ndi may day lién guan dén histamin, Tuy
nhién, loratadin khong ¢d tae dung bio v¢ hode trg gitip lm sing doi vai tnrimg hop gidi phong
histamin ndng nhw chodng phin vé.

Tée dyng kéo dii com loratadin [ do thude phin Iy chim sau khi gﬁn véi thy thé Hy hede do tao
thanh chit chuyrf‘n hixa co hogt tinh 1 desloratadin (descarboethoxyloratading.

1.2, Dupe ding hoe:

Loratadin hfnp thu nhanh sau khi ufmg. tde dung khdng histamin cia thude xuit hicn trong vong
1-4 gidv, da 161 da sau 8-12 gily va kéo dal hom 24 gidy, Néug 4% cira Loratadin dat wang thii on

dinl & phan lon ngudi bénh vie khoang ngdy thir ndem ding thude.

S Noéng do dinh trong huyét tuomg trung binh cia loratadin 13 1.5 gidr. Sinh kha dyng cia thuoe
ting vi thoi gian dat ndng g dinth b kéo dai boi thire an.
98% loratadin lién két voi protein huyét wromg. Nita dbi thai teir cia loratadin 1 8.4 gitr, Nira did
ctia thude bidn dbi nhidu gifra cde cf thd, khdng bi dnh hudng bii uré miu. @ing 1én & ngudi coo .
tudi vt ngudi xo gan, .
Do thanh thai cia thude 13 57-142 mg/phiavkg vi khdng bi anh hudng boi uré mdu nhung gidm ¢
nwrdi bénh xo gan, Thé tich phin bo etia thude 12 80-120 livke. 3
Loratadin chuyén hoa nhidu khi qua gan lin ddu boi hé cnzym microsom eviocrom Paxy el véu #
thanh desloratadin, 1& ehdt chuyén hoa cd the dung duwge 19, ;
Khoang 80% tong lidu coa loratadin bai tié1 ngang nhau v ra mudre tidu va phin dudi dang chi
chuyén héa, trong vong 10 ngiy. ‘
- Loratadin vio sita me va dat nong ¢ dinh tong duong vii ning do thude trong huyét wemg.
Khong qua hing rdo maw - ndo & licu thing thudmg, e
2. Chi dinh, lidu diing, cich ding, clu?‘m:: el dinb:
P

2.4, Chi dinh:

Biéu iri:

- Viém miii dj tmg vai cde trigu chimg nhu hit hoi, 56 mii, ngda mi,

- Viém két mac di fmg voi cae tridu chimg nbir ngita va chay nuede mit,

- Nedra vl may day li¢n quan dén histamin,

2.2, Lidu ding, cdeh ding:

- Diing dutmg udng.

- Nagiedi It vér tr¢ e trén 12 teor: Udng mdi 1in 10 ml. ngdy 1 lin,

= T et 2412 tudi;

+ Trong lugng co thé > 30kg; Udng mdi ln 10 ml, ngay 1 ln, &

+ Trong leomg eo theé < 30ke: Ufmg mdi kin 3 ml, ngahy | lin. k/
4
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C} ce n t ra I < Tré diedd 2 gredic An todn vi Bidu qui khi ding lormadin eho wé dudi 2 wdi chia dige xie dinh,
pharmacy < Sy gun nimg:
TrungTamThuoc.com Wawdi 1ém v tré em cd trong hrong cor thé > 30ke: Lidu khoi ddula 10 ml. 2 ngdy mot lin.

- Sy thgir nhe vit ngaedi cao gz Khong cin didu chinh lidu.

= Suy Hedne nding (Clee < 3miipinii);

+ Mot lom vi e em trén T l‘fén}__v. mi En 10 ml, 2 Ny mt lin.

+Trié em 2-5 wdi: Lidng mdi lin 5 mi, 2 ngdy min Fin,

2.3. Chéng chi dinh:

- Khéng ding ¢ho ngudi min cam véi bat k¥ thinh phin nio cia thude,

- Khéng ding cho tré em dudd 2 i,

3. Ciie trwdmg hop thiin trong khi diing thude:

3.1, Cac tinh trgng citn thin trong ki divng thude:

- San pl:a:nm ndy chidra 6 gam sucrose mai 10ml, 3 LM SUCTOSe moi 5 ml. nén thin wong voi bEnh

~ nhin tidu diring. Bénh nhin ¢6 che viin dé di truvén hidm gap nher khong dung nap fructose,
giam hip thu glucose-galactose hode thidu sucrose-isomaltase ciing khong nén dimg thude nay,
- Trong thinh phiin thude ¢6 cic paraben ¢o thé gy di tng,
- Suy gan.
- Khi ding loratadin, ¢6 nguy co kho miéng, dde bidt 13 ¢ ngwdi cao tudh: v ing nguy cor siu N\
ring. Do dé. cin phai v sinh ring migng sach s¢ khi ding loraadin, \J
- Phai ngumg dimg loratadin it nhit 48 ity trrde ede the nghiém rén da vi thuic khing histamine __;‘
6 thé can trér hode Fum gidm cde phan img duong tinh vdi chi s6 hoat 49 da. /J-
32 K fm_pé:u cio ding thuie eho Pl e oo thai: ;;
Chua €6 nhitng nghién el EIE:I:,' dir v kidm i v s dung loratadin trong thai kv. Do do chi .
dimg loratadin trong thai k¥ khi ¢in thidr, ding lidu thip va wong théi gian ngin. %
o 3.3, Khuyén cdo ding thuée cho pha nie dang cho con bii: o

Loratadin vi chat chuvén hoa descarbocthoxyloratadin iél viw siva me. Do d6 el ding loratadin

khi cin thidt, dimg liéu Urip va trong thod gian ngiin,

NP

34 Anh luvdnug eiia thide khi li xe vi vin fanl mdy mde:

O liéu thong thdmg, hidm gdp tinh trang ned g hay thidu tinh tdo, song ¢6 thé xwit hién & mat
50 benh nhin, Do d6, cin thin trong vai nhimg ngudi 14 xe hodic vin hanh may moc.

4. Twong tic cuia thude vii thube khie va ede Lo tiromg the khdie:

Loratadin duge chuyvén hoa b eytochrom Pigy isoenzym CYPIAG va CYP2DG, vi viy sir dung
ddng this voi cic thude e ché hodic bj chuyén hoa biing nhitng enzym niy ¢o the tao ra thay doi
vé ndig do thude rong huyét tromg va ¢6 thé ¢6 tde dung khong mong mudn. Cic thude da bidt
¢o (e ché enzym rén bao gdm: Cimetidin, crvthromyein, ketokonazol, quinidin, Nuconazol vi
flugxetin.

Didu 1 déng thin loratadin va cimetidin ddn dén dng ndng 46 cia loratadin trong huyét wong
60%, do cimetidin e ehé chuyén hoa loratadin, Didw ndy khang ¢ bidu hidn lim sing, y

: r
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-
' t I ; ; .
cen r a Diéu tri déng thén loratadin va ketoconazol dn 161 1ang nong dd loratadin trong huvét twong pap

pharmacy - 3 1in, do ir ché CYP3A4, Didu d6 khong co bidu hidn lim sing vi loratadin ¢o chi 5o didu i

TrungTamThuoc.com rong.
BYicu tri dfmg thai loratadin v erythromyein dén dén g nong 40 loratadin trong huySt wong.

AUC (dién rich dwdi duime cong cia nong d6 theo thi gian) cia loratading tng tung binh 40%
s0 v6i didu tri loratadin don dée. Trén didn 1dm dé khong ¢6 thay d&i veé khoing Qe V& mat
lim sing, khong ¢6 bidu hién sy thay ddi tinh an todn cia loratadin vi khing ¢ thdng bio vé tie
dung an thin hofe hidn wong ngdt khi didu 1 ddng thn hai thude nay.

{_'hf‘mg ¢hi dinh dimg két hop lormadin vé pscudoephedrin khi dang v di ding cde thude e cheé
MAD trong vong 10 ngdv. vi cde thude nay b anh hedng dén we dung wén buvét ap cua
pseudoephedrin,

5. Tde dung khing mong muin;

Khi sir dung loratadin vai lidu 1on hon 10mg/hgdy (tire lon hon 10ml Sird REDTADIN mét

i ngiy) nhimg tic dung phy sau diy 6 thé xay ra:
Fheng adp: (ADR = 17100}
+ Thin kinh: Bau ddu P
+ Tiéu hoa: Ko miéng E %
ft gdp: (1000 < ADR < 1/100)
+ Thén kinh: Chéng mit
+ Hé hip: Khé mii va hit hoi
+ .’r{‘hé.c: Viem két mage TUQ CUC TRUBNG 3
Hiém gip: (ADR < 1/1000) PTRUUNG PHONG 3
+ Thin kinh: Trim ¢am -ﬂ}'&‘;"ﬂ‘f‘i’f gé:’ Zﬁgﬁ ‘-{g.éﬂ;f ;
# Tioy mach: Tim ddp nhanh. loan nhip nhanh trén thiit, diinh tréng Ny, ' }
+ Tidu hoa: Bubn ndn
=

+ Chuyén héa: Chire nang gan bit binh thudme, kinh nguvit khong déu.

+ Khic: Ngoai ban, ndi mé day va chodng phdn v

6. Qui lidu va edch xir tri:

Kl ufnu_: qud lidw Losatadin, xudt hign cde wi¢u chimg nhue:

+ O ngudst 1om: Budn ngtt. nhip tim nhanh, nhircc &u.

+ O 1ré em: 0 bidu hign ngoai thip va danh tréng ngwe.

Xirtri qua lidu 12 didu wj widu chimg va hé e chite nding sdmg. C6 1hé ding than hoat (dang hdn
dich). Ria dg diy ciing ¢ thé xem xét. Loruadin khing b logi wir Iaé'ing thim phin phic mae
hoje thim tiach miu, Newdi bénh ean dirge nghi ngod vi theo ddi v 1& chit chd,

7. Cie diu higu efin hea § v kKhuyén cio: Khing co.

: 4



