https://trungtamthuoc.com/

A

Ictit 60 ml Syrup Carton
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Rx. Prescription only

Ictit

Desloratadine 2.5 mg/5 mi

Ry, Prescription only Rx. Prescription only

Ictit Ictit

Desloratadine 2.5 mg/5 mi Desloratadine 2.5 mg/5 mi

Composition:
Each 5 ml syrup contains
Desloratadine INN 2.5 mg.

60 mi 60 mi

Batch No.

Mig. Date
Exp. Date

dd/mmdyy
: ddimmdyy

Quality Specification: In-house
indication, contra-indication,
administration, precautions,
adverse effects and other
information: see the package
insert.

Keep out of the reach of children.
Store below 30°C protect from
light and moisture.

Carefully read the accompanying
instruction before use.

arma Limited

a Pho.rrrlc Limited

60 ml Syrup Label
Label Size : 95 x 42 mm
Color: CMK
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Rx, Prescription only

Ictit

Desloratadine 2.5 mg/5 mi

Rx Thuftc bin theo dom. Si rd
Ietit. Hop 1 lo 60ml si rd. MBi
5ml si rd chifa Desloratadine
2,5mg. SPK: XX-XXXX-XX.
Chi dinh, cich diing, chdng chi
dinh, thén trong, tic dung phu va
cic thong tin khic: xin doc trong
1y hirng déin sit dung, S 16 X,
NSX, HD: xem “Batch No.”,
“Mfg. Date”, “Exp. Date" trén
bao bi. Giil thudc & nhigt 6 dudi
30°C tranh anh sang vi 0 dm.
B¢ xa tim tay tré em. Doc ki
huéng din =it dung tride khi
diing. Sin xufit tai Bangladesh
bdi: DELTA  PHARMA
LIMITED, Tarakandi, Pakundia,
Kishoreganj, Bangladesh. Nha
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| Ra Thubic ban thes don, Si 1é beilt,
Hop 1 lo 60mi i rd. Mol Smi si 16

2
gss
5%

3
=3

dha @ l!ll tratie kbl llh; Sin
xubl tgi Bangladesh bei: DELTA
PHARMA LIMITED, Tarakand:,
Pakundia, Kallnupq Blalhduh
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Thuéc nay chi dimg theo don ctia bdc st
 Doc ky hudmg dan st dung trude khi dung.
Néu can thém théong tin xin hoi y kién cua bdc si.

ICTIT
Si ro Desloratadine 2,5mg/5ml

THANH PHAN

M3i 5ml si rd co chira:

Hoat chdt: Desloratadine Smg

Ta dwoc: sucrose, dung dich Sorbitol 70%, glycerin, Methyl Paraben, Propyl Paraben, disodium
EDTA, acid citric (monohydrate), sodium citrate, ethanol, hwong vi du tay (dang long), mau do
cam, nude tinh khiét.

CAC PAC TINH DUGC LU'C HQC

Desloratadin 13 chdt chuyén ho4 chinh ¢6 hoat tinh theo duong ubng cia Loratadine 1a chat
khang histamine H1 khong gay budn ngu.

Desloratadin 1a mét chit khang Histamin 3 vong cé tac dung kéo dai véi tac dong khan

Histamin chon loc trén thu thé H1 ngoai bién. S6 liéu vé su véi gin thu thé cho thay & nong do 2-
3mg/ml (7nanomol), Desloratadin thé hién tuong téc dién hinh véi thy thé H1 ngoai bién.
Desloratadin irc ché su giai phong histamin tir cac dudng bao trong thir nghiém in vitro. Nghién
clru & tha vat trén chudt va chudt Iang cho thiy Desloratadin khong qua hang rao mau néo.

Téc dung va co ché cia thuoc Thude khang histamin thé hé Il chdng di (mg-may day, giam ngira.
Nhitng nghién ciru vé nbt may day do Histamin gy nén ¢ da nguoi sau khi dung liéu duy nhat
hay nhitng liéu lap lai 5mg Desloratadin cho thay thudc nay cé tac dung khang Histamin sau 1
glﬁf tac dung nay c6 thé kéo dai 24 gid. Chura thiy c6 bing chimg vé mién dich nhanh di véi
may day do Histamin gy nén & da ngudi (ddu hiéu 16n thudc) trong nhém ding 5 mg
Desloratadin trong 28 ngay. Su tuong quan 1am sang trén may day do histamin gdy nén & da
nguoi chua dugce rd.
CAC PAC TINH DUGC PONG HOC /f:/
Hap thu: g

O nhimg ngudi tinh nguyén khoe manh, sau khi udng lidu 5 mg/ngay trong 10 ngay,
Desloratadin dugc hip thu nhanh véi thb‘l gian trung binh dé dat nong do t6i da trong huyet
tuong (Tmax) la khoang 3 gi¢ sau khi uong, trung binh néng dé dinh 6n dinh trong huyét twong
(Cmax) va dién tich dudi dudng cong ndng do-thoi gian (AUC) duge ghi nhan tuong (g 1a 4
ng/ml va 56,9 ng.gio/ml. Thirc dn va nuée budi khdng co tac dong ddi véi sinh kha dung cta
Desloratadin (Cmax va AUC).

Phan bd:

Khoang 82% t6i 87% Desloratadin va 85% dén 89% 3-hydroxydesloratadin gén vao proteln
huyét tlrcmg Sur gén vao protein ctia Desloratadin va 3-hydroxydesloratadin khéng thay déi &
nhimg ca thé bi suy than.

Chuyén héa:

Desloratadin (chat chuyén héa chi yeu cua Loratadine) dwgc chuyén héa manh thanh 3-
hydroxydesloratadin 1a mét chit chuyén hoa hoat dong, sau d6 s& bi Glucuronid hoa Nhimng
enzym chiu trdch nhiém trong su tao thanh 3-hydroxydesloratadin chua ducrc X4 5 ligu
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thir nghiém 1am sang cho thiy 1 mot phin nho trong quan thé bénh nhan ¢6 su giam kha ning
hinh thanh 3-hydroxydesloratadin va cac chét chuyén héa cham ctia Desloratadine. Trong nhing
nghién ciru duge dong hoc (n=1087), khoang 7% dbi trong c6 chuyén héa cham Desloratadin
(dugce xéc dinh 1a doi tugng co ti 1€ AUC cua 3-hydroxydesloratadin so v@i Desloratadin dudi
0,1 hodc la dbi trong c6 thoi gian ban hity Desloratadin vuot qua 50 gir ) Tan suét cac dbi
tugng ¢6 chuyén héa cham & ngudi da den cao hon (khoang 20% nguoi da den 1a ngudi cé
chuyén héa cham trong cac nghién ciru dugc dong hoc, n=276). Nong dd trung binh trong huyét
tuong (AUC) cua Desloratadin ¢ nhitng ngtroi chuyén héa chdm I6n hon khoang 6 14n so v6i
nhitg dbi tU'O'ng khong phai la nhu'ng nguoi chuyen hoa cham. Khong thé xac dinh trude nhimg
ngudi c6 chuyén hoa cham dbi véi Desloratadin va 0 nhimg ca thé nay s& ¢6 AUC ctia
Desloratadin trong huyét turong cao hon sau khi uéng Desloratadin theo dung liéu dé nghi. Mic
dii chua c6 nhimg nghién ciru duge dong hoc vé van dé nay, nhung nhitng bénh nhan ¢6 chuyén
héa cham ddi v&i Desloratadin s& nhay cam hon vdi nhirng tac dung ngoai y lién quan dén lidu
lrong.

Thai trir

Thai gian ban huy trung binh cta Desloratadin 1a 27 gio. Cac gia tri ndng d¢ dinh Cmax va
AUC ting ty 1€ theo lidu dung sau liéu mot lan duy nhat gilra 5 va 20mg. Mtre d9 tich liy sau
khi udng 14 ngay di doi vdi thoi gian ban hay va tan suat lidu dung. Mot nghién ctru vé can bing
khéi lvgng & ngusi cho thay ¢6 sur phuc hdi khoang 87% cia lleu 14C-Desloratadin
(Desloratadin dugc danh du bing C14) tim thiy trong nudc tiéu va phan, nhu 1a nhimg san
phim chuyén héa. Phan tich 3-hydroxydesloratadin trong huyét twong ciing cho thdy nhimg gi4
tri trong tu cia Tmax va thoi gian ban hay, nhu véi Desloratadine.

CHI PINH

Giam céc tri¢u chimg viém mili di img theo mua, viém miii dj irng quanh nam nhu hét hoi, s6
mili, ngira, nghet miii, kém kich (mg mét, chay nuéc mét & do mit, ngira hong & ho. Gidm cac
triéu chirng may day man tinh tu phat

LIEU LUQNG VA CACHDUNG %

Tré tir 2-5 tudi: 2,5ml (1,25mg) si rd/lan/ngay, dung cung hodc khong cung véi bira an.

Tré tir 6-11 tudi: Sml (2,5mg) si rd/lan/ngay, ding cing hodc khdng cling véi bita an.

O ngudi 16m va thidu nién (tir 12 tudi tror 1én): 10ml (Smg) si rd/lan/ngay, ding cling hoic khéng
cling voi bita an.

CHONG CHI DPINH

Bénh nhan man cam véi bat ki thanh phén nao cua thudc, hodc véi Loratadine.

CANH BAO PAC BIET VA THAN TRONG PAC BIET KHI SU DUNG
Thén trong khi ding cho tré dudi 2 tudi vi d§ an toan va hiéu qua cua thubc trén lira tudi nay
chura duoc thiét lap.

Nén than trong khi chi dinh liéu dung cho ngu'orl gia, ngudi suy giam chirc ndng gan, than, tim
mach hodc cac bénh khac hoac khi két hop véi cac thude khéc.

TUONG TAC THUOC

két hop
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Ketoconazol: ketoconazol 1am ting Cmax cia desloratadin 1én 45% va AUC 1én 39% khi uéng
két hop.

Fluoxetine: fluoxetine lam ting Cmax ctia desloratadin 1én 15% khi ubng két hop

cimetidin: cimetidin lam ting Cmax cia desloratadin Ién 12% va AUC 1én 19% khi udng két hop.

SUDUNG THUOC CHO PHY NU' CO THAI VA CHO CON BU

Chi dung Desloratadin trong thai ky néu nhu that su cﬁn thlét

Mg cho con bu: Desloratadin di qua sira me, vi thé can quyet dinh ngung cho con bu me hay
ngung dung Desloratadin dua trén tm quan trong ctia thudc déi véi me.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Trong cac nghién clru 1am sémg ¢6 kiém sodt, ty 18 tac dung phu do dung desloratadin nhur mét
moi, budn ngd va nhirc dau... déu tucmg duong vdi placebo. trong cac nghién ciu nay
desloratadin cho thiy kha nang gay budn ngi, anh hudng dén tdm thén van dong khong dang ké
trén 1am sang. Tuy nhién cin than trong tinh trang mét tép trung khi sir dung thudc cho cac bénh
nhan van hanh may mée va phuong tién di lai do qua man cam vdéi thube.

TAC DUNG KHONG MONG MUON

Hiém: cam gidc mét moi, khd miéng, nhirc dau. R4t hiém: ndi man & phan vé.

O nhirng bénh nhan dung 5 mg/ ngay, ty 18 tac dung phy tuong tur nhu nhau giita nhitng bénh
nhén diing Desloratadin va nhirng bénh nhén diéu tri bing gla dugce. Phén trim bénh nhin ngung

thudc sém do phan img phu 12 2,4% & nhém Desloratadin va 2,6% & nhém gia duge. Khong c6

phan tmg phu nghiém trong ¢ nhirng thir nghiém trén bénh nhan ding gia duoc.

Téc dung phu dugc bao cao bdi mot s6 it bénh nhan (I6n hon hay bﬁng 2% s6 bénh nhan) 1a dau gy
dau, budn ndn, mét moi, chong mat, viém hong, kho tiéu va dau co. Céc tac dung phu ciing dugc
béo c4o: nhanh tim, va hiém ¢6 cac phan (g qiia min (nhu ndi mén, ngira, ndi may day, phu,
kho tho va phan vé) va tang cac enzym ciia gan ké ca bilirubin.

Ghi chu: XIN THONG BAO CHO BAC SI CAC TAC DUNG KHONG MONG MUON GAP
PHAI TRONG QUA TRINH SU DUNG THUOC

SU DUNG QUA LIEU

Trong truomg hop qua_ liéu, diing céc bién phap co ban dé loai phéan thudc chua duge hap thu.
Ciing cAn tién hanh diéu tri triéu chimg va diéu tri hé trg. Desloratadin va 3- sloratadin
khong dugce loai trir bang thdm phan loc méau. £ {

TIEU CHUAN CHAT LUQGNG /
Nha san xuét

HAN DUNG
36 thang ké tir ngay san xuét. Sau khi m& chi dung thuoc trong vong 14 ngay"
KHONG DUNG THUOC QUA THOI HAN GHI TREN NHAN

O CyC TRUGNG
BAO QUAN

Béo quan ¢ nhiét do dudi 30°C tranh 4nh sang va do im.
GIU THUOC XA TAM TAY CUA TRE EM
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TRINH BAY
Hop 1 lo 60ml si ré

NHA SAN XUAT
DELTA PHARMA LIMITED
Tarakandi, Pakundia, Kishoreganj, Bangadesh.




