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10 blisters x 10 tablets

Each tablet contains :

Desloratadine INN 5 mg
Ry Prescription Drug

Neocilor Tablet

Desloratadine film-coated tablet ;
Manufactured by

Cﬁ/—rc;pk: Incepta Pharmaceuticals Ltd.,

Dewan |dris Road, Zirabo,
Savar, Dhaka, Bangladesh
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Ry Thube kit dom

Neocilor Tablet

el vikn ndn bao phim chira: Desloratading 5 mg
Chi finh, chéing chi dnh, libu ding, cach ding
v céc thiing tin khéc xam trong Ky hudng din
sir dyng kém theo.

K

Ry Prescription Drug

Neocilor Tablet

Each tablet contains Desloratadine INN 5 mg

Hop 10 vi x 10 vién

PR Moi vién nén chira :
oy nfaions/racaupora/Sice Efvcs Desloratadine INN 5 mg
Saa the inser lealiat for use instruction.

Keap out of the reach of childran.

Read insert leafist carefully bafora use,
Storage: Stors below 30°C, protect from light
in a cool, dry place.
Specification: In-House
Visa No

Ry Thubc ké don

Neocilor Tablet

Vién nén bao phim Desloratadine

S8
S4 14 X, NSX. HD: Xem ‘Batch No© “Mig Date”,
“Exp Date’ trén bl
Béc quin dudi 30°C. noi khé mal. Tranh anh sdng
Dk xa thm tay cua tré om
Doc ki hweomg din sl dyng tredre khil ding.
Sdn xudl bér Incepta Pharmacauticals Ltd,
Dewan |dris Road, Zrabo
Savar, Dhaka, Bangiadesh

¥ San xuat boi:
@Pm Incepta Pharmaceuticals Ltd.,

Mfg. Lic. Na Dewan |dris Road, Zirabo, iR
Baich No = E &

MigDate  ddimmiyy Savar, Dhaka, Bangladesh.

Exp Date  : ddimmidyy
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HUONG DAN SU DUNG THUOC
Doc ky hwong din six dung trude khi ding.
Néu cén thém théng tin, xin héi y kién thdy thudc.
Dé xa tim tay tré em.

NEOCILOR TABLET

Desloratadine 5 mg

THANH PHAN:

Hoat chat: Desloratadin 5 mg

Td duge: Cellulose vi tinh thé; tinh bdt ngd; povidon K30; natri starch glycolate; magnesi
stearat; hydroxypropyl methylcellulose 15cps; hydroxypropyl methylcellulose Scps; titan dioxid;
polyethylen glycol 6000: talc tinh khiét; polysorbat 80, oxid sit do.

MO TA SAN PHAM

Vién nén bao phim hinh tron, mau nau dé, c¢6 vach bé & mot W

DUQC LUC HQC/ DUQC PONG HQC

Dwgec lwe hoe :

Desloratadin 12 mdt chat khang histamin 3 vong cé tac dung kéo dai v6i tac dong khang histamin
chon loc trén thu thé H1. S6 lidu vé sur véi gén thu thé cho thdy & ndng do 2-3mg/ml (7nanomol),
desloratadin thé hién tuong tac dién hinh voi thu thé H1 ¢ nguoi. Desloratadin (e ché sy giai
phdng histamin tir cac dudng bao trong thir nghiém in vitro. Desloratidin ¢6 tac dong kéo dai va
khong gy budn nga do né khong d& di qua hang rao mau nio.

Dwoc dong hoc:

Hﬁp thu:

Desloratadin dugc hap thu t6t voi ndng do cao nhét dat duoc sau 3 gio. Dién tich dudi duong cong
(AUC) la 56.9ng.gio/ml va ndng d6 dinh trong huyét tuong trung binh & trang thai 6n dinh vao
khoang 4ng/mL. Sinh kha dung cua desloratadin ti 1& thuan v¢i liéu dung trong khoang tir Smg dén
20mg.

Chuyén hoa:

Desloratadin dugc chuyén héa hau hét thanh chit chuyén hoa chinh la 3-Hydroxydesloratadin, sau
d6 tham gia vao phan ung glucorinat hoa.

Phin bé:

Desloratadin va 3 — Hydroxydesloratadin 1an lugt gin két véi protein huyét tuong 82-87% va 85-
89%.

Thai trir:

Thoi gian ban thai trung binh cua desloratadin 1a 27 gi¢. D¢ tich Iliy sau 14 ngay st dung phit hop
v6i thoi gian ban thai va tin sb st dung.

Poi twong dic biét:

Bénh nhan suy than: O bénh nhan suy than nhe dén trung binh, néng d6 Cmax trung binh va gia
tri AUC tang lén tuong tmg khoang 1.2 va 1,9, so voi ngudi binh thuong. O bénh nhén suy than
nang hay nhimg ngudi phu thudc vao tham phén mau, Cmax va gia tri AUC tang lén tuong Umg
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xép xi 1,7 va 2,5 lan. Desloratadin va 3-Hydroxydesloratadin it bi thai trir khi thdm phén mau. Nén
diéu chinh liéu dbi voi bénh nhan suy thén.

Suy gan: Bénh nhin suy gan, khéng ké dén mirc d6 nang nhe, AUC tang xép xi 2,4 lan so voi
ngudi binh thudng. D6 thanh thai khi ding duéng udng ¢6 thé do duge & bénh nhan suy gan nhe,
trung binh, va ning tuong ung 1a 37%, 36% va 28% so v¢i nguoi binh thuong. Ciling ghi nhén su
tang thoi gian bdn thai trung binh & bénh nhin suy gan. Nén diéu chinh lidu déi véi bénh nhan suy
gan.

CHi PINH

Viém miii di wng theo mua:

NEOCILOR duge chi dinh dé giam céc triéu chimg lién quan dén mii hodic khdng lién quan dén
miii ¢iia bénh viém miu di (g theo mua.

Viém miii di é¥mg quanh nim:

NEOCILOR dugc chi dinh d giam nhe céc tridu chimg lién quan dén mfii hodc khdng lién quan
dén miii ciia bénh viém mii dj img quanh nam.

Bénh may day man tinh tw phat:

NEOCILOR duge chi dinh dé giam tri¢u chimg ngira, giam sé lugng phat ban ngodi da.

LIEU PE NGHI
Thubc nay chi ding theo sy ké don ciia thiy thuéc. ; 5
- Nguai lén va tré tir 12 tudi trd 1én: 1 vién Smg desloratadin/ ngﬁf%
- Bénh nhin suy thin hodc suy gan: trén bénh nhén suy thin hodc\suy gan liéu khéi dau

khuyén dung la 1 vién Smg desloratadin/ cdch ngay dua trén cic théng sé duge dong hoc.
- Dung trong hodc sau bifa an.

CHONG CHI PINH

Desloratadin chéng chi dinh trén bénh nhan mén ¢am hodc cé phan ung dic biét voi desloratadin,
voi loratadin hodic bét ky ta duge nao ciia thude.

Chéng chi dinh desloratadin cho phu nit ¢6 thai.

CAC CANH BAO VA THAN TRONG

Hiéu qua va an toan cia NEOCILOR trén tré em dudi 12 tudi chwa dwoge xéc lap. Trong truomg
hop suy thén ning, Desloratadin cé thé duge str dung than trong. Bénh nhan gép vAn dé di truyén
khong dung nap galactose, bénh nhan thiéu men lactase hodic hdp thu glucose-galactose kém
khdng nén diing thubc nay.

St dung ¢ phu nit cé thai va cho con ba.

Phu nik ¢6 thai: Chua c6 nhimg nghién ctru diy du va duge kiém soat t6t khi st dung desloratadin
trén phu nir co thai. Khéng nén dung desloratadin trong thai ky trir khi lgi ich diéu trj mong dgi
cho ngudi me vuot trdi nhimg nguy co cé thé xay ra di voi thai nhi.

Phy nir cho con bu: Desloratadin ¢6 thé qua sita me, do do, ¢dn quyét dinh c6 nén ngung thude
trong thai gian cho con bu hay khong, cén luu ¥ vé& tdm quan trong cua thude cho ngudi me.

Tac djng l1€n kha niing lai xe va vin hanh mdy moc.

Trong nghién ciru 1dm sang vé kha nang lai xe, khong c6 trudng hop xdu nao xay ra ¢ bénh nhin
st dung desloratadin. Tuy nhién, bénh nhan cin duge théng bao vé nhitng tridu chimg hiém gip
nhu budn ngi. diéu nay c6 thé anh hirong dén kha nang l4i xe van hanh may méc.
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TUONG TAC VOI CAC THUOC KHAC

Cac thudc khang histamin gy ngii c6 thé lam ting tac dung an than cua ruou, thubc ngu, thude an
thin giai lo du va thudc chéng loan thin. Tuong tac an thin xay ra & mirc do thip hon véi cac
thude khéng histamin khong gay ngu nhu desloratadin. Mac du chua thdy cé su twong téc giita
rugu va desloratadin tuy nhién ciing c4n than dé tranh qu4 liéu.

Thubc khang histamin c6 thé lam giam dép img cta da voi cac chét gay di tmg, do d6 nén ngimg
thude vai ngay trude khi thir nghiém da.

TAC DUNG KHONG MONG MUON

- Nhin chung desloratadin duoc dung nap tét. Nhimg phan tng phu thudmg thiy duge ghi
nhén trong sudt thoi gian diéu tri bz"mg desloratadin 1a: mét moi, nhirc dau, kho miéng.

- Céc phan img hiém gip khac: Hoa mét, budn ngt, mat ng. mach nhanh, danh tréng nguc,
dau bung, budn nén, ndn, khé tiéu, tiéu chay, ting men gan. tang bilirubin, viém gan, dau
co, phan tmg qua man (phan vé, phit mach, khé tho, ngira, ban dé va ndi mé day).

Théng bdo cho bdc sy nhitng tic dung khdng mong muén gip phdi khi ding thuéc.

—~ L

QUA LIEU VA CACH XU LY
Trong truong hop qua liéu, can dung nhimg phuong phép chudn dé loai bo hoat ch | chua ¢ hap.”
thu. C6 thé diéu tri triéu chimg va diéu tri h trg. Dua trén thir nghiém 1am sang da iéu, trong dé
sir dung mdt luong desloratadin 1én dén 45mg (gap 9 lan liéu diéu tri), khong cé hau qua lam sang
nao duoc ghi nhan. Desloratadin khong bi thai trir khi tham phan mau, chua biét rd thude c6 bi thai
trir khi tham phan mang bung hay khéng.

PIEU KIEN BAO QUAN
Bao quan & noi khd mat, nhiét do dudi 30°C, trénh anh séng.

HAN DUNG
36 thang ké tir ngay san xuit.

Dang bao ché: Vién nén bao phim.

DANG BAO CHE VA QUY CACH PONG GOI SAN CO %/
Quy cach déng goi: Hop 10 vi x 10 vién.

TIEU CHUAN CHAT LUQNG
Nha san xuét

NHA SAN XUAT
Incepta Pharmacruticals Ltd.

pHQ CUC TRUONG
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