https://trungtamthuoc.com/

// “'\
/ \‘
/ ".
/
/
Rx Prescription Only 3 Blisters x 10 Tablets 22
EE
EE
£
33
gig
I Log
asd
Desloratadine Tablets USP 5 mg
g -
/( Z 9
3 TITAN 23
‘ 111 AIN =228
| LABORATORIES PVT. LTD, =5
= Composition: Indications / Dosage & Admil ion /
Each film coated tablet contains: Side Effects / Contra-Indications: |
Desloratadine USP 5 mg Refer to the package insert for details. |
Excipients q.s. Specification: USP
Dosage: » Manufactured by:
As directed by the Physician. ( .
Store below 3t C. Protect from light. ( Titan Laboratories Pvt. Ltd.
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Vién nén bao phim CONCILERT  SPK: .
M3i vién chira:
Desloratadine USP 5 mg
Quy cach dong goi: Hop 30 vién (3 vi x 10 vién)
B30 quan dudi 30°C. Tranh anh séng.
Bé xa tAm lay tré em. Boc k§ hudng dan sir dung
- trudre khi ding.
S~ Chi dinh, chéng chi dinh, cach ding, liéu ding va céc
R théng lin khéc xem trén t& huéng dan sir dyung thube.

Dosage:

| Excipients
. Dosage:

KCO N C I L E RT Store below 3d°C.

Desloratadine Tablets USP 5 mg

Composition:

Each film coated tablet contains:
Desloratadine USP 5 mg
Excipients q.s.

g
As directed by the Physician.

CONCILERT  supzmnase CON

Desloratadine Tablets USP 5 mg
Composition:

Each film coated tablet contains:
Desloratadine USP 5mg

Protect from light.

f e

Keep out of reach of children. slaadine Faplots!

Manufactured by: g" n il cof————
ach film co

7 Titan Laboratories Pvt. Ltd. Desloratadin

Plot No. E-27/1, E-27/2, M.1.D.C., Excipients |

Mahad, Village - Jite, Raigad 402309 Dosage:

Maharashtra State, India. As directed Ii

Mfg. Date: dd/mm/yy
Exp. Date: dd/mmiyy

Batch No.:

Protect from light.
Keep ot of reach of children. Desloratading
Manufactured by: Compositioh:

Each film coated lablet c¢
ff Titan Laboratories Pvt. Ltd. Deslorl.aladins USP 5mg

Plot No. E-27/1, E-27/2, M.I.D.C., Excipients g.s.
Mahad, Village - Jite, Raigad 402309 Dosage:
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( DUCC PHAM

CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC
Pé xa tAm tay tré em.
Doc k¥ huéng dan sir dung trude khi dung.

THANH PHAN CONG THUC THUOC

M&i vién nén bao phim chira:

Thanh phin hoat chit

Desloratadine.................... 5 mg.

Thanh phan ti dwge

Microcrystalline cellulose pH-101, dibasic calcium phosphate dehydrate, pregelatinised starch,
hypromellose, colloidal anhydrous silica, hydrogenated vegetable oil, brilliant blue lake, titanium

dioxide, polyethylene glycol 400.

DANG BAO CHE
- Dang bao ché: Vién nén bao phim.
- MO0 ta: Vién nén bao phim, tron, mau xanh, hai mét 181, tron.

CHi PINH

CONCILERT duogc chi dinh & nguoi 16n va thanh thiéu nién tir 12 tudi trd 1én lam giam céc triéu
chimg lién quan dén:

- Viém miii di Gmg.

- May day.

CACH DUNG, LIEU DUNG

Cach dung

Ding dudng udng. :

Ubng cling hozc khong cling véi thirc n.

Liéu diing

Ngum [6n va thanh thiéu nién (> 12 tudi)

Liéu khuyén cdo ding CONCILERT 1 vién, m0t ngay mot lan.

Viém miii di u’ng khong lién tuc (céc triéu ching dudi 4 ngay mdi tudn hosc dudi 4 tuan) nén
dugc danh gia vé tién st bénh cta bénh nhan va viée didu tri c6 thé duoc nglmg lai sau khi céc
tridu ching duogc giai quyét va tai phat sau khi xudt hién tro lai.

Trong trudong hop viém miii di tng kéo dai (su hién dién ctia céc triéu ching trong 4 ngay tré Ién
mdi tudn va trong hon 4 tuin), diéu tri tiép tuc c6 thé dugc dé xut cho bénh nhén trong thoi gian
bi di Umg.

Bénh nhdn nhi
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C6 kinh m\gﬁiemf wéthiéu qua thir nghiém 1am sang han ché véi viée st dung desloratadine &

‘than/ﬁ“t}ﬁémm@nm?r\u den 17 tudi.
Su/ ‘an(gtoarf ) hidu q>a;cua CONCILERT & tré em dudi 12 tudi chua duoc thiét 1ap. Khong c6 dit
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Man cam voi Bat ot thanh phan nao cta thude hoc loratadin.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Trong trudng hop suy than ndng, CONCILERT nén dugc st dung thén trong.

Desloratadine nén dugc st dung than trong & nhitng bénh nhéin c6 tién st bénh dong kinh va chu
- yéu 1 tré nho, d& bj tai co giat khi didu tri bang desloratadine.

C6 thé xem xét ngimg ding desloratadine & nhitng bénh nhan bj dong kinh trong khi diéu tri.

Bénh nhan c6 van d di truyén hiém gap vé khong dung nap galactose, thidu hut Lapp lactase

hodc kém hip thu glucose-galactose khong nén ding thudc nay.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nit mang thai

Mbt lugng 16n dit liéu vé& phu nit mang thai (hon 1000 phu nit mang thai) cho thiy khong c6 di
dang hay dgc tinh & tré so sinh cta desloratadine. Cac nghién ctru trén dong vat khong chi ra tac
dong truc tiép hodc gian tiép vé doc tinh sinh san. Nhuw mot bién phap phong ngira, nén tranh st
dung desloratadine trong thai ky.

Phuy nit cho con b

Desloratadine da duoc tim théy & tré so sinh bu sita me ma me chung di dugc didu tri. Tac dung
ctia desloratadine dbi véi tré so sinh khong dugc biét. Can phai ¢6 quyét dinh c6 nén ngimg cho
con bu hodc ngiig stt dung desloratadine, xem xét o1 ich cta viéc cho con b va lgi ich cua viée
diéu trj cho ngudi phu nit.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Desloratadine khong c6 hogc anh huwéng khéng dang ké dén kha nang l4i xe va st dung may méc
dura trén cac thir nghiém 1am sang. Bénh nhan cin duoc thong bao réng hau hét moi ngudi khong
bi budn ngti. Tuy nhién, vi dap tmg ciia thudc & céc bénh nhan khac nhau, khuyén céo bénh nhan
khong nén tham gia vao cac hoat dong doi héi su tinh tdo vé tinh than, nhu l4i xe hodc sir dung
may méc, cho dén khi ho khong bi phan g v6i san phim thudc.

TUONG TAC, TUONG KY CUA THUOC

1. Twong tac cia thudce

Khong c6 su twong téc vé 1am sang gitta cdc thir nghiém l&m sang véi thubc CONCILERT khi
duoc ding ddng thoi véi erythromycin hosc ketoconazol.

Bénh nhén nhi

Céac nghién ctru tuwong tac chi duoc thuc hién & nguoi 16n.

Trong mdt nghién ctu duge 1y 14m sang, udng CONCILERT ciing véi rugu khong lam ting
nguy co suy giam hanh vi ctia rugu. Tuy nhién, cac truong hop khong dung nap va ngo doc ruou
da du’orc bdo céo trong qua trinh sir dung sau khi dwa thudc ra thi trudong. Do d6, can than trong
khi ubng ruou ciing véi thude.

2. Twong ky ciia thudc
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MONG MUON CUA THUOC

To&n% td\b’:‘i i0n t arj/

Tror;g ca}:\sfh N“ “hf”/ lam sang véi cac chi dinh vé viém miii di tng va may day tuw phat man
tinh, Véuf]iéu dé~ 39 i 5 mg/ngay, nhitng tac dung ngoai y do desloratadine dugc bdo cdo & 3%
bénh nhan va cao hon so véi bénh nhén dung placebo. Nhiing tac dung bt loi thuong gip nhét
v6i tAn xudt cao hon placebo 1a mét moi (1,2%), kho miéng (0,8%) va nhirc dau (0,6%).

Bénh nhi

Trong mot thir nghiém ldm sang véi 578 bénh nhan thanh thidu nién, 12 - 17 tudi, cac tac dung
phu thudng gap nhét 1a nhitrc dau; didu nay xay ra & 5,9% bénh nhan diéu tri véi Desloratadine va
6,9% bénh nhan dung gia dugc. :

Danh séch céc téc dung khong mong muén _

Tan sut c4c phan tmg phu cua thir nghiém 14m sang d3 béo cdo nhiéu hon gia duoc va céc tic
dung khéng mong mudn khéc duge béo céo trong thdi gian sau khi dua thude ra thi truong duogc
liét ké trong bang sau.

Tan sudt dwoc xdc dinh rdt thuong gdp (= 1/10), thieong gdp (= 1/100 - < 1/10), khéng thieong
gdp (= 1/1000 - < 1/100), hiém gép (= 1/10.000 - < 1/1.000), rdt hiém (<1/10,000) va chuwa biét

ro (khong thé woc tinh tir cac dit liéu co san).

Hé théng co quan Tén suit T4c dung khong mong mudn
Réi loan tAm thin R4t hiém Ao giac
Chua biét 18 Hanh vi bat thudng, hung hing
Réi loan hé théng thin kinh Thuong gép Pau déu
Réat hiém Chéng mdt, ngu ga, mat ngu,
ting hoat dong tdm than vén
dong, con dong kinh
Réi loan tim Rét hiém Nhip tim nhanh, d4nh tréng nguc
Chua biét 15
Kéo dai QT
Réi loan tiéu héa Thuong gap " [Kho miéng
Rét hiém Pau bung, non, budén ndn, kho
tiéu, tiéu chay
'|R6i loan gan mat R4t hiém Tang men gan, tidng bilirubin,
viém gan
Chua biét r6 Vang da
[Réi loan da va cdc md lién két Chua biét o} Nhay cam anh sang
Réi loan co xwong va cic md lién két R4t hiém Pau co
Réi loan chung va tai vi tri ding Thuémg' gap Mét moi
Rat hiém Cac phan Ung méin cam (nhu
chimg qua man, phu mach, kho
thd, ngira, phat ban va ndi may
day)




https://trungtamthuoc.com/

‘” ”‘ N Chura biét & Suy nhugce
Blé«:’/ tracﬂghﬁén c Chua biétrd Tang can
Rpl tloagzjghnyf@p h$;1 Hfa dinh dwong |Chua biét rd Thém &n tdng
BénRahaf i /s /
Céc' \té(;y i ? r}g mong mudn khac duoc bdo cdo trong thoi gian sau khi dua ra thi truong &
bénh nhI“VGI'tﬁ'n sudt khong 1o bao gdm kéo dai QT, loan nhip tim, nhip tim chém, hanh vi bt
thuong va hung hang.

QUA LIEU VA CACH XU TRi

Tac dung ngoai y lién quan dén viée sir dung qué lidu, nhu da thdy trong qua trinh sir dung sau
khi dua ra thi truong, tvong tu nhu véi lidu diéu tri, nhung mirc d6 anh hudng c6 thé cao hon.
Diéu tri

Khi cé qua liéu, c4n nhic dung céc bién phdp chuin dé loai bo phdn hoat chit chwa dugc hip thu.
Nén-diéu tri triéu chung va diéu tri hd tro.

Desloratadine khong duoc bai tiét qua thAm phan mau; chua 18 liéu c6 duge bai tiét qua thim
phén phtic mac hay khong.

Triéu chimg
Trén mot nghién cuu lam sang da liéu & nguoi 1ém va thanh thiéu nién st dung desloratadine 1én

dén 45 mg (cao gép 9 14n lidu 14m sang) dd khong quan sat thay biéu hién 14m sang ctia qud lidu.
Bénh nhi

Céc tac dung ngoai y co lién quan dén viéc st dung qué liéu, nhur d4 thdy trong qua trinh st dung
sau khi dua ra thi trudng, trong tu nhu véi lidu diéu tri, nhung mic d6 anh hudng c6 thé cao hon

PAC TINH DUQC LUC HQC

Nhém duoc 1y: Thude khang histamin H;.

Ma ATC: RO6A X27

Co ché téc dung

Desloratadine 1a mot chit khong c6 tinh an than, chét d6i khang histamin hoat dong lau dai va
hoat tinh d6i khang thu thé H1 ngoai vi chon loc. Sau khi uéng, desloratadine ttc ché chon loc
thu thé histamin H, & ngoai bién do thudc hoan toan khong thAm vao hé than kinh trung wong.
Desloratadlne dd ching minh tinh chéng di tmg tlr cdc nghién ctru in vitro. Céc ngmen cliru nay
bao gdbm uc ché su phong thich céc cytokin nhu IL-4, IL-6, IL-8, va IL-13 tir cac té bao mast /
cic bach cdu ua bazo & ngudi, cling nhu tc ché sy bidu hién cua phéan tir bAm dmh P-selectin
trén cac té bao ndi bao. Su lién quan dén 14m sang clia nhitng quan st nay van can dugc khing
dinh.

Bénh nhén nhi

Hiéu qua cta vién nén desloratadine chua dugc chvmg minh 16 rang trong céac thir nghi¢ém véi

bénh nhén vi thanh nién tir 12 dén 17 tudi.

PAC TINH DUQC PONG HQC

Hdp thu

Desloratadine c6 thé dugc tim thiy trong huyét tuong trong vong 30 phut sau khi uéng.
Desloratadine duoc hdp thu nhanh véi ndng do t6i da dat dwoc trong khoang 3 gio; thoi gian ban
thai giai doan cudi khoang 27 gid. Mirc do tich liiy ctia desloratadine phu hop v6i thoi gian ban
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/tha/ o@@l‘ﬂﬁu&' Hodng 27 glor) va lidu ding mot 1an/ngay. Sinh kha dung cua desloratadine ty 1&
;‘ﬂth an Y& 1N dung b me dén 20 mg. .

i"f'P 3 HC PHAN [

Des VA MEA /két v6i protein huyét tuong (83% - 87%). Khong ¢ bang chig vé viéc tich
luy thum: 7én 1afh sang sau khi ubng lidu hang ngay (5 mg dén 20 mg) trong 14 ngay.
Chuye’\ﬁoa

Chua x4c dinh dugce enzym chiu trach nhiém chuyén héa desloratadine va vi vay chua loai trir
hoan toan mdt vai tuong tac voi céc thube khac. Desloratadine khong trc ché CYP3A4 trong
nghién ctru in vivo va cac nghién ctru in vitro cho thdy thudc khong trc ché CYP2D6 va ciing
khong phai 14 chét nén hodc chit trc ché P-glycoprotein.

Thdi trve

Trong mdt nghién ctru lam sang dung 1 lidu desloratadine 7,5 mg, thirc &n (bita sang nhiéu chét
béo, giau calori) khong anh huéng dén duoc dong hoc cuia desloratadine. Trong mét nghién ctru
khac, khong thiy nudc budi anh huéng dén duoc dong hoc cta desloratadine.

Bénh nhan suy than

Duoc dong hoc cua desloratadine & nhung bénh nhéin suy thdn man tinh (CRI) so v6i nhung
nguoi khoe manh trong 1 nghién ctru lidu don va 1 nghién ctru da lidu. Trong nghién ctru lidu
don, su phoi nhiém desloratadine cao hon khoang 2 va 2,5 14n so v&i ngudi khoé manh, tuong
ung & nhitng bénh nhan CRI nhe dén trung binh va ning. Trong nghién ctru da liu, trang thai 6n
dlnh dat dugc sau ngay 11 va so vdi cac d6i twong khoe manh th1 phOl nhiém véi desloratadine
gap 1,5 14n & nhimg bénh nhan ¢6 CRI nhe dén trung binh va glp 2,5 14n & nhitng bénh nhan c6
CRI niing. Trong ca hai nghién ctru, sy thay d6i d6 phoi nhiém (AUC va Cpay) cta desloratadine
va 3-hydroxyDesloratadine khong lién quan dén 14m sang.

QUY CACH PONG GOI
Hop chira 3 vi x 10 vién.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Béo quan: Bao quan ¢ nhiét do dudi 30°C. Tranh 4nh séng va im.

Han dung: 24 thang ké tir ngay san xudt.

Tiéu chuén: USP 41.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC
TITAN LABORATORIES PVT. LTD. ’
Plot No.E-27/1, E-27/2, M.LD.C., Mahad, Village - Jite, Raigad 402309, Maharashtra State, An

Do.





