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NON-SEDATIVE

ANTIHISTAMINIC

Lordes 5-

s °, Bilnt Céoted Tablét *,

Desloratadine 5 mg

Box of 02 blister x 10 tablet

S6 ding ky: 868100138623
Dé xa tam tay tré em.
Boc ky hudng dén sir dung tnrée khi ding

San xuét tai Thd NhT Ky bai:

NOBEL ILAC SANAYII VE TICARET A.S.
Sancaklar Mah. Eski Akcakaca Cad.

No: 299 81100 DUZCE / TURKEY

HOBEL

R Prescription medicine

T

Desloratadine

B
Lordes 5-
Film Coated Tablet
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KHANG HISTAMIN
KHONG GAY BUON NgUl

Lordes 5-

Film Coated Tablet

Desloratadine 5 mg

Hép 02 vi x 10 vién

Each film coated tablet contains 5 mg of desloratadine.
Exciplents: Titanium dioxide (E171), ysllow iron oxide
(E172) and indigo canmina lake (E132) as coloring agents.
Stora below 30°C, in its own pack.

Keep out of the reach and sight of children.

Consult your doctor if you notice an undssirable effect.
See leaflet before use.

12016189

Sold with medical prescription.

HOBEL

Thubdc ké don

NOBEL Desloratadine

Batch No:

NOBEL Desloratadine

Batch No:

Lordes 5mg FILW COATED TABLET

Manufactured in Turkey by: NOBEL ILAC SANAYII VE TICARET AS.
R Each film coated tablet contains 5 mg of desloratadine.

Mig. Date:
ddimmiyyyy

Lordes 5mg FIL COATED TABLET

Manufactured in Turkey by: NOBEL ILAC SANAYIIVE TICARET A.S.
R Each film coated tablet contains 5 mg of desloratadine.

Mfg. Date:
dd/mmiyyyy

Lordes 5mg FILW COATED TABLET

Desloratadine
Manufactured in Turkey by: NOBEL ILAC SANAYIIVE TICARET AS.

NOBEL
R Each film coated tablet contains 5 mg of desloratadine,
NOBEL

Exp. Date:
ddimmiyyyy

Batch No: Mfg. Date:

ddimmiyyyy

Exp. Date:
ddimmlyyyy

Lordes 5mg FILM COATED TABLET

Desloratadine
Manufactured in Turkey by: NOBEL ILAC SANAYIIVE TICARET AS.
Each film coated tablet contains 5 mg of desloratadine,

Exp. Date: Batch No:

ddimmlyyyy

Mfg. Date:
ddimmiyyyy

Exp, Date:
ddimmiyyyy
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LORDES 5 mg FILM COATED TABLET
(Vién nén bao phim desloratadin 5 mg)

CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC:

Boc kj huéng dén sir dung trueée khi diung

Dé xa tém tay tré em

Thong bdo ngay cho bdc sy hode dugc st nhifng tdc dung khong mong mudn gdp phai khi sir
dung thuéc

THANH PHAN CONG THUC THUOC:

Mai vién nén bao phim c6 chira:

Thanh phdn hogt chdt: DESIOTAtadin .............veveeeveeeeeeseessoeosooooeooooooooooooooooooeoooss oo 5mg
Thanh phan td diwoc: calci hydro phosphat dihydrat (dicalci phosphat dihydrat), cellulose vi tinh
thé PH 102, tinh bot ngo, talc, ta duge bao phim sb 14 (Opadry II Blue 85F20578) (chira
polyvinyl alcohol, polyethylene glycol (E 1451), titanium dioxide (E 171), talc (E 553b), FD &
C Blue #2 Aluminium Lake (E 132), iron oxide yellow (E 172)).

DANG BAO CHE )
Vién nén bao phim mau xanh da tréi, hinh tron, khéc logo Nobel & mot mit

CHi PINH:

Desloratadin dugc chi dinh & ngudi 16n va thanh thiéu nién tir 12 tudi tré lén dé giam céc triéu
chimg sau:

- Viém miii di ing

- Mé day

LIEU DUNG VA CACH DUNG:

Liéu dung:

Ngueoi Iom va thanh thiéu nién (trén 12 méi)

Liéu d& nghi caa desloratadin 1a mét vién nén mot ngay.
Trong trudng hop viém mii di img khéng lién tuc (triéu chimg xuét hién it hon 4 ngay trong mot
tuan hogc kéo dai it hon 4 tuin) nén sir dung phit hop v6i mirc d§ tinh trang bénh va viée diéu tri
c6 thé ngirng lai sau khi céc triéu chimg dan bién mét cho dén khi chang xuét hién trd lai.
Trong trudng hop viém mii di img kéo dai (triéu ching xua‘it hi¢n trong 4 ngay hodc hon trong
mot tuan va kéo dai hon 4 tuin), viée tiép tuc diéu tri véi thubc c6 thé dugc khuyén céo véi bénh
nhén trong suét thai ky di ing.

DOi véi tré em s

Céc thir nghiém 1am sang vé tac dung cua thudc desloratadin trén tré em thanh thiéu nién trong
dd tudi tir 12 dén 17 con han ché.

D6 an toan va tic dung cia vién nén bao phim desloratadin 5 mg & tré em dudi 12 tudi chua
dugc dam bao. Céc dir liéu cy thé vin chua duge nghién ciru.

Cich dung:

Vién nén dung theo dudng uéng.

C6 thé ubng thube khi déi hodic khi no.

CHONG CHI PINH: ) i
Man cam véi desloratadin, véi bat ky thanh phén nao ctia thubc hodc vdi loratadin.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Trong trudng hop suy thin ning, desloratadin nén duoc sir dung cén than.

Desloratadin nén dugc dung than trong & nhimg bénh nhén c6 tién sir bi dong kinh, va chir yéu
1a tré nho, dé bj chiing déng kinh khi diéu tri véi desloratadin. Béc sT ¢6 thé xem Xxét ngung sir
dung desloratadin & nhitng bénh nhan bi dong kinh khi dang diéu tri.
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SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:

Phu ni¥ co thai

Mot luong I6n dir liéu trén phu nir mang thai (hon 1000 két qua trén phu nir mang thai) da chi ra
khong c6 di dang ciling nhu gdy ddc cho tré thiéu thang khi sir dung desloratadin. Nghién ciru
trén dong vat ciing khong cho thdy tic dung gay hai truc tiép hay gian tiép vé mjt san sinh ra
ddc t6. Nhu mét 16i canh béo trude, phu nir mang thai nén han ché sir dung thudc desloratadin
trong sudt thai ky.

Phu ni¥ cho con bii

Desloratadin dugc xéc dinh c6 trong sita me & nhitng phu nir dang nuéi tré so sinh/tré nhé béng
stra me va dang diéu tri voi desloratadin. T4c dung ciia desloratadin trén tré so sinh/tré nhé van
chua biét r5. Quyét dinh khong tiép tuc cho con bu hay khong tip tuc/tranh sir dung desloratadin
phu thude vao lgi ich ciia viéc cho con bii va loi ich diéu tri.

Kha ndng sinh sin

Khéng ¢6 sén dir liéu vé kha nang sinh san cia nam va nir.

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOCS:
Desloratadin khong énh huéng hodc anh huong khong déng ké dén kha ning 14i xe va van hanh
mdy méc dya trén céc thir nghi¢ém 1am sang. Bénh nhén nén biét ring hiu hét nhig nguoi sir
dung thuéc nay khéng c6 cam gidc ngu ga ngu gat. Tuy nhién tiy vao dép @mg véi thude khéc
nhau ciia nhimg cé the riéng biét, nén khuyén cdo bénh nhén khéng tham gia vao céc hoat ddng
doi hoi tap trung tinh thén cao d9, nhu l4i xe va diéu khién may moc, cho dén khi bénh nhan da
bét d4u thich nghi véi thube nay.

TUONG TAC, TUONG KY CUA THUOC: ) 3
Khéng quan sét thiy tuong tic ¢6 ¥ nghia 1am sang khi ding két hop vién nén desloratadin véi “ COn
- A yb S iACH NH
erythromycin hoic ketoconazol trong c4c thir nghiém 1am sang. WETTH
Voi tré em . ) DUCC
Céc nghién ciru ve tuong tac thudc chi dugc thuc hién trén ngudi lom. ) VIE
Trong mot thir nghiém 14m sang vé duoc dong hoc, desloratadin khi uong cung v6i regu khong o
¢6 hi€u qua 1am giam tac dung cla ruou. Tuy nhién, cdc truong hop khong dung nap va ngd doc Q

rugu da dugce bdo cdo trong sudt qué trinh sir dung sau khi luu hanh thube. Vi 18 d6, nén khuyén
céo khi ding desloratadin cting vé6i ruou.

TAC DUNG KHONG MONG MUON CUA THUOC:

Tém tit hd so an toan

Trong cédc thir nghiém 1am sang bao gdm céc chi dinh vé& viém miii di ing va chimg may day
man tinh ty phat, v6i liéu khuyén cdo la 5 mg mdi ngay thi tc dung khong mong muén ctia
desloratadine da duoc bio cdo trén 3% bénh nhan hon hén nhém diéu trj bing gia dugc. Téc
dung phy thuong gip nhét & nhém dung gia duoc 1a mét moi (1,2%), khé miéng (0,8%) va dau
dau (0,6%).

Déi trgng tré em :

Trong mdt thir nghiém 1am sang v6i 578 bénh nhan vi thanh nién, tir 12 dén 17 tudi, tac dung
phu thudng gip nhit 1a nhirc du; didu ndy Xay ra & 5,9% bénh nhan diéu tri voi desloratadin va
6,9% bénh nhén dung gia dugc.

Béing phan loai va liét ké cic tic dung phy

Tan suét cita cée tae dung phy trong thir nghiém 14m sang dugc bao cdo nhidu hon nhém dung
gia dugc va céc tac dung khong mong mudn khéc van duge bao céo trong sut thdi gian sau khi
dua ra luu hanh trén thi truong dugc liét ké trong bang sau.

Céc tan suat bao gom rét phd bién (> 1/10), phé bién (> 1/100 dén <1/10), khdng phé bién (> 1
/ 1.000 dén <1/100), hiém gdp (> 1/ 10.000 dén <1 / 1.000), rit hiém gip (<1 / 10.000) va chua
rd (khong thé uée lugng duge tir di lidu sin c6).
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Phin loai hé thong co Tén suat Té4c dung khéng mong muon ciia Desloratadin
quan
Roi loan tim than Rét hiém gip Ao gidc
IRSi loan hé than kinh  [Phd bién Pau dau
R4t hiém gap Hoa mit, tinh trang ngl lo mo, mét ngd, vén dong]
thin kinh qua mic, dong kinh
Réi loan tim mach Rat hiém gip INhip tim nhanh, d4nh tréng nguc
| Khoang QT kéo dai
R4i loan dwong tiéu hoa [Phd bién Khé miéng
Rét hiém gap iPau bung, budn ndn, ndn, kho ticu, tiéu chay
[R6i loan gan mit Rat hiém gip Enzym cia gan va ndng do bilirubin ting, bénh viém
Chira ro oan Jaundice
[ROi loan mé da vamé  |Chuard Nhay cam 4nh séng
dwéi da
Roi loan md co xwong va Rit hiém gap Dau co
ma lién két
[Réi loan chung Phd bién Mét moi
R4t hiém gip Phan tmg qua mén (nhu qua mén, phit mach, kh6
Chua 1 tha, ngira, phat ban va ndi mé day), hen suyén

Doi tuong tré em
Cac phan ing klgéng mong muon khac dugc bao cao trong suot thoi gian sau khi dua ra thi trudong
& bénh nhi vdi tan suat khong rd bao gom kéo dai khoang QT, loan nhip tim, va chdm nhip tim.

QUA LIEU VA CACH XU TRi: ST
Téc dung khong mong mudn lién quan dén viée sir dung qua liéu, quan sat dugc trong qua trinh aTY g
sit dung sau khi luu hanh thudc trén thi trudng 13 twong ty nhu vai lidu giéu tri, nhung & mirc do W HOU HA
anh hudng cao hon. 4H VIEN

Triéu chimg i)

Duya vao mét thir nghiém lam sang da liéu, trong d6 c6 sir dung 45 mg desloratadin (gip 9 14n so : ‘:E}
véi licu 1am sang), khong gly ra tac dung li€n quan trén 1am sang. w o
Diéu tri =

Trong trudng hop qua lidu, hdly can nhic cac bién phap chuin dé loai b6 hoat chét chua duoc
héap thy. Khuyén c4o diéu tri triéu chimg va hd trg.

Desloratadin khong bi loai trir bang thdm tach mau, khong biét r5 12 ¢6 dwogc loai bd bing thim
phan phiic mac khong.

Tré em

Téc dung khéng mong mudn lién quan dén viéc sir dung qua liéu, quan sat dugc trong qud trinh
sir dung sau khi lru hanh thudc trén thi trudng 1 twong tu nhur v6i lidu didu tri, nhung & mic d6
anh hudng cao hon.

PAC TINH DUGC LUC HOQC::

Nhém dwge ly: thudc khang histamin-thudc d6i khang H1.

Ma ATC: RO6A X27

Co ché tic dung

Desloratadin 13 thudc déi khéng histamin tic dung kéo dai, khéng giy budn ngi voi hoat tinh
d6i khang chon loc v6i thu thé H1. Sau khi udng, desloratadin Gc ché chon loc cac thu thé
histamin H1 ngoai vi vi hoat chét nay khéng thé vao dugc hé thin kinh trung wong.
Desloratadin d3 dugc chimg minh tac dung chéng di vmg trén nghién ciru in-vitro. Bao gom uc
ché sy phéng thich cac cytokin nhwr IL-4, IL-6, IL-8 va IL-13 tir cic dudng bao va bach cau ua
base ctia ngudi, ciing nhy irc ché sir bam dinh ciia phén tir P-selectin trén c4c té bao ndi md. Su
lién quan 1dm sang cuia nhimg quan sat ndy van chua dugc xac nhan.
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PAC TINH DUQC PONG HOC:

Hap thu

Nong d6 desloratadin trong huyet tuong ¢6 thé dugc phat hién sau 30 phit ubng thude.
Desloratadin duoc hip thu tdt véi ndng do dinh dat dugce sau khoang 3 gi0. Thoi gian ban thai
l1a khoang 27 gio. Mirc d9 tich lity cia desloratadin phit hgp vai thoi gian béan thai (khoang 27
gid) v6i lidu mot 13n mdi ngay. Sinh kha dung cua desloratadin 1a ty 1€ thuén trong khoang lidu
tir 5 mg ¢ dén 20 mg.

Phén b6

Desloratadin lién két vira phai (83% - 87%) db6i voi protein huyet tuong. Khong c¢6 bang chimg
vé sy tich liiy thudc lién quan dén 1am sang sau khi ding thudc desloratadin m&i ngay mét 1in
(Smg dén 20 mg) trong 14 ngay.

Chuyén héa

Enzym chiu trach nhiém vé su trao dbi chét cia desloratadin chua durge x4c dinh, va do d6, mét
s6 trrong tac véi cac thude khéc khong thé loai trir hoan toan.

Desloratadin khong trc ché CYP3A4 trén in-vivo, va c4c trén cac thir nghiém in-vitro cho thiy
thudc khong trc ché CYP2D6 va khong phai 14 chét e ché P-glycoprotein.

Thai trir

Trong mdt thir nghiém liéu don 1& 7,5 mg desloratadin, khong c6 tac dong cua thirc &n (chét béo
cao, bira sang nhiu calo) ddi véi viéc sir dung desloratadin. Trong mot nghién ciru khéc, nude
&ép buoi khong c6 anh hudng dén viéc sir dung desloratadin.

Bénh nhan suy thin

Dugc dong hoc ciia desloratadin & bénh nhan suy than man tinh (CRI) dugc so sanh voi cac dbi
tugng khoe manh trong mot nghién ciru don lidu va nghién ciru da lidu. Trong nghién ciru don
lidu, sy tiép xtc voi desloratadin 1a cao gép 2 va 2,5 1an twong tng & nhimg bénh nhan c6 CRI
nhe dén trung binh va CRI niing so v&i ngudi khoe manh. Trong nghién ciru da liéu, , trang thai
4n dinh dat dugc sau ngdy 11 va so véi cac d6i tugng khoe manh thi muc do t:ep xic véi
desloratadin gép 1,5 lin & nhitng bénh nhén ¢6 CRI nhe dén trung binh va gép 2.5 lan & nhimg
bénh nhan c6 CRI ning. Trong ca hai nghién ciru, su thay dbi muc d tiép xic (AUC va Cmax)
cla desloratadin va 3-hydroxydesloratadin 13 khong c6 lién quan 1am sang.

QUY CACH PONG GOI:
Hop 2 vi x 10 vién

PIEU KIEN BAO QUAN: ‘
Bao quan duédi 30°C, trong bao bi ban dau, tranh anh sang.

TIEU CHUAN CHAT LUQNG:
Tiéu chuan nha san xuit

HAN DUNG: ,

24 thang ke tir ngay san xuat. )

S6 16 san xuat (Batch No.), ngay san xuat (Mfg. date), han dung (Exp. date): xin xem trén nhin
hop va vi.

San xudt tai Thé Nhi Ky boi:

NOBEL ILAC SANAYII VE TICARET A.S.

Tru s¢: Saray Mah. Dr. Adnan Buyukdeniz Cad. No: 14 (34768) Umraniye / ISTANBUL/
TURKEY

Nha mdy: Sancaklar Mah. Eski Akcakoca Cad. No: 299 §1100 DUZCE / TURKEY.





