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X Zealargy

Ciic dédu higu luu ¥ va khuyén céo:

* Doc k¥ huimg din sir dung treie khi ditng.

= PN v tdm tay e em .

= Thing bio ngay cho bie s¥ hoje duoe s§ nhimg tée dung Khong mong mubn gip phai khi s dung thuoe.
Thude ndy chi dime then don thude

L Thinh phiin eng thire thude:

Mdi vién nén chira:

Thinh phin hogt chiit: Rupatadin fumnarat twemg duong rupatadin 10 mg B .
Thinh phan ta duge: Lactose monohydrat, microcrystallin cellulose, pregolatinised starch, oxid sit dé. axid sat
vang, magnesium stearat,

2. Dang bao chi:
Dang bao che: Vicn nén
M td diic diém thude: Vicn nen khing bao min hiug cam. hinh ton, hai mét ok nhan,

A dinh:
ENEW 1 ¢ himg viem mi de mng vamay day o ngud lon va thanb thico men (ieén 12 i)

4. Lidu ditng, cich ding:

vl A thanh thiew neen Gren 12 1o
s L b me G vien ) imos ngdy mor L cung hode khdng con thise an,

R dung supataain cho ngaon cao o

Khing khuyén eio si dung vign nén rupatadin 10 mp cho e em dudd 12 wdio O e em e 2 dén 11 tuoi, khu)‘én
cio s dung dung dich udng rupatadio | mg'ml

Bénh nhin suy thin hoic gan

V_i ichlt'rng o kinh nghigm Him sing o nhimg bénh ahan bj suy gam chie ning thim bode gan. hidn khong khuyéﬂ
cio sirdung vién nén 10 mg rupatadin ¢ nhilng bénh nhin iy,

5. Ching chi dinh:
o i vt beat char hogic v bat by o nde coa thude

6. Caih hio vi thin trong khi ding thuic:

Khong Khuyen cao s dung rugatadm von nde b chiim,

Nen trinh ket hop rupatadin v e char e ehe CYPIAL manh vanén dimg thiin uosg khi két hop véi cic chit fic

che CY P3AL trung binh.

Civihe vin dicw chinh II|C-u Turerng cum el thude 1 chit nen nhay cam CY PIAD (vi dy simvastating lvastating va chat

nen CYPIAL co el soe licu hep (v du: cielisporin, tacrolimus, sirolimus, everolimus, eisaprid) vi rupatadin co

the Fim ting nong G rong huyer iweng cua ede thude nay.

e danh gii trimg mot il i QO RS ludng, Licu rupatdin w
1 heromyz nda 1o it o v du B0 kbmg T g Jo nggn v an

s Teis arhin sen i dunge mupatidin mdt eaeh Min thome vl sbing benhenban b keo Qi khodag OT. b

: i b co tinh trang locn nhip, chiing bhan nhe
WL LT el tinl

Vien rupatadin 101 e thim tre s Benh nhin Cae ol 165 Wwai to 120 Mae di khong co s
Kl hict totage e v Ten qua biode (g an tedn duie gquin it by treny ¢ac thie nghicm Fin simg. nhimg khang the
by drir dip niyg st ar a0 s el tuai dee sineig benh abai cho ol dang Ky tham gia thi

Ve :n il Tis e i dureri 12 tuon va benh nhin sy thiam hode gam, xem phin Liée g, Cech ding

D_u !'u;h";? dign cua luctose matohydrat trong vien nen rupatadin 10 my, nhing bénh nhin co vin d& di truvén hiém
ip vé khdng dung nap galsetose, thidu Lapp lactase hode kém Bdip thu glucose-galactose khang nén J[h;g thiite
niy.

7- 5w dyng thude cho phy nir i thai vi cho con bii:
Sur dung thuic cha phy nir ¢ thai:
Hién ¢a ioU Ve vige s i g i&
d{};: ;.: ::;Itl'll' |IJ-§1.:.E¢ ;:\,} m.rdung mr:amlllln o phy o thin. Cle mehién G (rén deing vt khang chi ra nhimg tic
il :l_mh “;:;’hu"-‘:élf!:"_ "C‘F; doi ‘l-'ff' thai nzhén, s phit teién cua phiai thar { bdo thai. sy 5ink no e sy phiit
. 10 phap phong ngi, o nbat I isdinh s ! T o]l i
J'q"' i kit e H ',"i:“nl"l'i‘:h 2 it ot nhat i tsinh s g g rupatadin eong thei kv mng thai
Rupatadin duoe bi e i i 3 !
F’hapr Py :j'l' l!ltlﬁllﬂ_l i o dong var Hidn char riy hiéu rupatadin o ban (¢ vin siv me @ ngiedi hay khing
e dqmy\:oi LI;:.- :l I;:':., l'-l‘tl-"!rﬂ_l.!'l:i'lﬁl “.i]“ du":n b hode nplmpbo diéy 1 biing rupatadin cé tinh dén ki fch coa vide
algnich cua dicu tr) don vii moied
Kha niing sinh sin ! Il
Khéing ¢6 dir ligu lam sa ¢ kh inl s ; ién ot
Mig il 6ot :"fx%\‘ﬁ khi nang sinh san, Cée nghién ciry irén dong vit cho thity kha ning sinh san giam
PRt nhiem cao how so véi mire quan sit duge o neu o lidy didu tri toi da.

$.Anh hudng cira thude 16 Khi ning 14 xe, vin hinh may méc: : = ot oo Khi 1
Rupatadin 10 g khang atih hucmz dén kha nang b xe v st dung méy moc. Tuy nhién, nén can thin truos ki i
x¢ hode st dung may moc cho dén khi dap img v nhn cia bénh shia vi rupatadin duge thidt p.

9. Turong tic. twong ky cia thube:
Twong tée: )
Nghién el twong tac véi vién nén 10 mg rupatadin chi duge thie hign & ngudi 1dn
tudi
Anh huong cia cdc joa thute khic _ﬂg’il_mmg; o
Nén trink dung ding thiri voi cac chat e ¢hé CYP3A4 manh (vi du: itraconazol, ketoconazol, vorigonazol,
posaconazal, cic chil e ché protease HIV, clarithromycin, nefazodon) v nén thin trong ki sir dyng dong thai
thuie vin cac ehiat (¢ ché CYP3A4 vira phai (erythromycin, fluconazel, diltiazem). et B et st
Diing déng thisk rupatadin 20 mg vé keloconazol hods erythromyein 1im ting mic d9 phoi nhiém 1080 thin Vo
rupatadin Iin heot 10 1dn va 2-3 lin, Niing thay déi nay Khose lién quan dén nh huéng dén khoing QT hodc vl
sur gia tang cac phan img khong mong mudn so vai cae thude khi st dung riéng 12, ; : ’
Turomge tic ver buen chiim: Udng ding thai voi nude budi chim lam tang 3,5 Jiin phai nhim 10dn than eds rupatadin,
Khing ném udng dong ther o mude buei chiim.
Anh hi W i v caic | .
Thin trong khi dung chung repatadin voi cac Lh.u«_ic chuyén héa khac 6 khodng tri lidu hep vi Kién thire ve tde dung
cua rupatadin do1 voi cac thuoe khac con han ché i e
Tuitmg 1 vl e San khi udng neow, 1iéu 10 me rupatadin gay ra i dung khéng mong mudn treng mét s bal
Kiém tra higu sudt tm thin vin ddng méc di ching khéng khac bigt déng k¢ so vai tic dyng khong mong mucn chi
#dy ra khi udng regu. Liéu 20 mg lam tang kha ning suy giam do uéng nhiéu reou. S
e vai thude e che thin kinh trung treomg: Ciing nhe cée thude khing histamin khéc, khong the foai ri

vi thanh thidu nién (trén 12

Nromg 136 voi thuwoc e ché thin kinh frung wong. .
Turong e vii siatin: Tang CPK khéng trigu chimg da duge bio cio it gip trong cée thiy nghidm lam sing véi
rupatadin. Mot 36 statin cling duge chuyen hoa boi iscenzym cylochrom P450 CYP3A4, nguy co twong . v
statin vin chua duwee bic Vi nhimg |y do nay, nén than trgng kb su dung rapstadin cling voi statin, ]
Twang tic ver midazolam; Sau khi ding 10 mg rupatadin két hop voi 7.5 mg midazolam, £6 si gia ting nhe nong
dj (Cmax va AUC) cua midazolam. Vi viy, rupatadin hoat dong nhu mét chat irc ¢hé nhe CYP3A4,

Tuemng ky:

Do khong ci cic nghién o vé tinh tuong ky ¢da thudc, khiong trén lin thube nay voi cic thude khic

10, Tic dung kiing mong mubn cia thube: .
Vién nén rupatadin 10 mg ¢4 duee st dyng che hon 2043 bénh nhin ngudi km va thanh thigu nién trong cie nghién
ciru lam sang, 120 nguin trong s6 ho da dimg rupatadin trong it nhat I nam, .

Ciic tac dung khong meng muon thizing gap nhat trong cac nghién ein lim sing co 461 chimg i budn ngi (9,4%),
nhire daw (6,9%), suy nhige {1,5%), kho migng ( 1,2%) va chong mat (1,03%), W

Phin lim cae tie dung khing mong muin o mire di nhe dén tung hinh va thudng khiing cin ngimg dicu ti.

Cak tin 50 cua phan fmyg co hai duge quy ute nhy sau:

* Thusemy gip (= 1000 dén < 1/10)

w1 g £ 121NN dlim = 100}

= Fiém g (=1 7 10000 déw <1 4 1 (008

Tiin suiit cua cée tie dung khong mong mudn duee bao edo & nhimg bénh nhin dirge didu i bing vién nén 10 mg
rupatadin trong cide thie nghiém lam sing va bao cdo nf phar nbr sau:

Thrimg gap

it gap (= 1/1000
{11100 din <1/10)

l Hé o uan dén <1/100)

Viém hong
viem mii
Tang cdm gidc them an

» Nhifm trimg va mhidm ky sinh trimg

= Roi loan chuyén hoa va dinh dwdng
= Rii loan h§ thiin kink nhire diiu
chong mat
budn ngl

R6i loan cha

ho

khe hong |

chey mau cam

Kbt mii !
| dau hong

* R6i loan hib hip, King nguc va trung thit

khi riéng dau bung r
dau bung trén

tiéu chidy

khi tiéu

bisdn non

nin

| tdo bom

* Roi loan tiéu hia
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Phat ban

« Rii loan da v mé dundi da

dau cor
| dan khop
| dau limg

| = Rii loan co xwong, mb lién két va xwong

* Rii logn tedn thin va tinh trang noi sir dung suy nhuge kho chiu
met moi S0

khat nurde
| Kh chiu

|I * Xét nghi¢m Ting alanin aminotransferase
Tang aspartat aminotransferase
| Tiang creatin phosphokinase
huyét
‘ Xeét nghigm chino ming gan
hat thutmg

Téng cin |

ot ra, hai e dusg khang mong muon iém gip 8 dige bio cdo sau khi dua ra thi tnremg 2om: nhip tim nhanh

by : S N < v Gty M 2 £
va dinh trang ngire va cae phan ime qua man (bao gom phan ung phan vé. phi mach va noi me day) da dirge bido
clio st hiu mai

1. Qui lidu vi cach i tri; .
Khiing ci mirimg hop qua lién da duoe bde cao, Trong mat nghién cir an todn lam sing, rapatadin & lieu hing ngdy
| (M} myg teong 6 ngav duge dung nap tot. Phan img bit i pl;ﬁ bién nhat [& budn nee. Neu vo tinh udng phai lien ra
cad. thi nén didis 1y tricu chime cimg voi cac bién phap ho tre cin thict.

12. Djc tinh duge hee hoe:

Nhom duge 1¥: Thude khang histamin khac sir dung toks thén

M ATC: ROGAX2E

Rupatadin | thude khing histamin thé hé thir hai, i khang histamin te dung kéo dai, vl hoat tinh ddi khing thy
1heé H, ngoai vi ed ehon loe. Mt sé chét chuyin hoa (desloratadin va cae chiit chuyén hia hydroxy| héa cia nd) gitt
durgre hoat tinh khang histamin vi ca thé gop phin mt phin vio higu gua tng the cua thude.

Caw nghién cir in viees ven rupatadin g nong di cao 43 cho thily sir e ehé su suy giam cia & bio mast do cie kich
thich mién dich vi khdng mién dich cing nbur giai phong cic cytokin. dic bt 13 TNF, trong 18 hao mast vi bach
cibu don nhan. Su lién quan vé mit am sang cria cic dir ligu thi nghiém guan sit dise vin con duoe xac nlan
et nglugm En smy oo ngirs tinh aguyén (n = 393) va bénh nhin (n.= 26500 bi viém mii & (g va may day
e phat man tinh khong cho thiy e dung ding ké trén dién tim 46 kh ding rapatadin ve lidu ur 2 mg dén 100 mg
Me day tr phat man tinh duge nghidn eir nhor mdtmd hinh lam sing cho cde tinh trang ndi mé day. vi sinh v bénh
cor ban Ja uomg fur nhau. bat ké nguyén nhan iy bénh, va vi bénh nban man tinh co the dé dang dirge chidu mé hon
Maswr g phong histamin K mie yéu to nguyén nhin trong 14t ca che bénh néi mé day, nén rupatadin durge k¥ vong
& GO hidu qua trong vide aim eridu chimg doi véi cic tnh g ndi mé day khic. ngodi bénh mé day 1 phar man
sinh, abur < duwge khuyén cdo trong hirdmg din 1am sing.

Trong mot thu nghiém eo ddi chimg vai gia dige & binh shin mé day vi can man tinh, mupatadin cd hidu qua m
gham diem ngta trung binh so voi ban dau rong thin gian didu 4 tuin (thay déi so vai ban dau: rupatadin 37.5%,
it upons 9" v gdai so T e rit (54.3%, 5o voi 39, 7%)

13, D tinh duoe dong hoe:

Flagr thin sisioh kb dung

Rupatadi disw hap thu nhanh chéng sau khi udng. v T khoang 0,75 gis sau khi udng € twung binh [a 2.6
el s khiuong gt Biéu duy bt 10 g v 6 gl s moe Hée aonge duy nhin 20 mg. D:tl-m.' dong hot cua
cupataddin Lty en tnb @i van b ur 10 dén 20 mg saukhi dimg it chom v lichs B Bk S 1iéu 10 migx ) lin'ngay
it 7 nginy truing binh li 3.8 ngml W b tromge by et o giam theo bk hivm mis voi thoi gian ban thai
triing bind ki 53,8 gios Ty g gin ket eda rupatadin voi protemn huver irong la 98 5-99%,

Wi rupatadin chua bav g duoe s dung cho g héng dirimy iém 1inh maeh, khdng ¢6 dir igu ndo ve sinh kha
dyng tuyét dol cua no.

Anh hirong cui thire in

Thirc an lan ting fromge it Udn (ALIC) coa ruparadin kén khoang 23%, N dé ¢ mo! trong cac chat chuyen
B co hesat b v chat ehuyen hoa chink khing hoat tinh tén dwie té 13 nhie nhay (giam rong (ng khoang 5% va
b Then g de dan duge nong 4§ thi da trong huyétwong (T, ) e rupatadin bi chim lai 1 gic, Néng 4o (i da
buy et fapemg (0 ) khong bi anh hurong boi wong thite 40 Nhimg khac biét nay khang co ¢ nghia lim sang.

[ mok nghien e vé e bii 6o ngud (40 g “Coupatading, 34.0% loatdd phong xa st dung Qe thu hdi
frong nuow ueu van 60.9% nong phin dige thu thip wong 7 ngay. Rupatadin (rin gua qué irinh chuyén hoa déng ké
trude khi vio vong wan hoan wan than khi ding dugng aong. Luong hoat ¢hit khing thay 08i dupe tm thiy trong
ntrae tiew va phin 1 khong ding k& Dicu nay ¢o mghia [ rupatadin dwes chuyén hoa gan nhu hoan todn. Thong
thutmg, cac chat chuyén hoa co hoat tinh destoratadin vi Gie din suit hydry] hoa khac lin hrot chism 27% va
48% trong tong so phoi nhigm toan thin cua cae chidl hoat tinh. Cae nghién eiru vé chuyén hba in wrre trén
mlcrosrorn ean nguén chi ra rang rupatadin duee chuvén hia chu yéli hini cytochrom P430 (CYP 3A4)

Dy trén cic nghién eiru in vitrs, kha nang tre ché cua rupatadin 481 vai CYPIA2, CYP2B6, CYPICE, CYPIC1Y,

UGTIAI va UGT2B7 I khéng thé xéy ra. Rupatadin du kidn s& khong drc che cdc chat van chuyén sau ddy trong
hé tuan hoin nhe OATPIBIL, OATPIB3 va BCRP (protein khing ung thur via) gan v ruét. Hon nira, mt su Ge che
nhe di duge phit hién déi vai P-gp (P-glycoprotein) trong rudt. - .
Mt nghién ciru fn viers vé cam ing CYP trén nguy co cam ang CYP1A2, CYP2B6 va CYP3A4 o gan in vivo bai
rupatadin duge coi 13 Khéng cin thiét. Dira trén nghién cin in vivo, rupatadin 14 chdt irc ché nhg CYP3A4.

Ci . : d -Eh-ﬂ- T o . 2
Trong mijt nghién ciru trén nhitng nguer tinh nguyén khoe manh dé so sinh ket qua & nguéi tugng thinh va nguol
cao i, gid tr AUC vi €, cus rupatadin & ngudi cao i cao hon & nguti truéng thinh. Didu nay €6 thé 12 do
i chuyén hoa qua gan o ngwei cao 1di, Nhitng khic biét nay khong dugc quan sit théy trong céc chat chuyo
héa diegre phin tich, Thai gian bén thii trung binh ciia rupatadin &ngud tinh nguyén cao o va u:anh nién 1an lul:'}
13 8.7 gifr va 5,9 gié. Vi nhitng két qua nay 86 voi rupatadin vi ede chit chuyén hoa cla n¢ khong co !"1'8;'}{“ e
miit lim sang, nguwi ta két luin ring khéng cin thié phai didu chinh khi sit dung liéu 10 mg & ngudi cao tuai.

14. Quy cach dong goi: Hop 3 vi x 10 vien; Hop 10 vi x |0 vién

15. Dieu ki¢n bae quin, han ding, tiéu chuan chat lwgng cia thuoc:
- Diéu kign bao quan: Bao quan dudi 30°C.
- Han ding: 24 thang k¢ tir ngay sén xuat.
- Tiéu chuin chir lugng cia thube: TOCS

16. Tén, dja chi co sivsin xufit thufc:
CADILA PHARMACEUTICALS LTD. .
Plot No. 1389, Trasad Road, Dholka, City: Dholka- 382225, Dist. Ahmedabad. Gujarat State, An D

OVT 445



