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Desloratadine
Syrup

1
1 THANH PHAN
Mé! Ip 80 ml dung dich si rd chiva:

| Dasloratadine 30 mg |

e LUGNG VA
- | CACHDUNECHONG CHIBINH:
4 Xin xem & hulmg din sl dung
| eAoquin 7
Nhist d& duiST 30°C, tréinh dnh sdng.

Colour : Sunaat Yelow FCF il |
§6 BK, 24 16 §X, ngay SX, han ding: |

Dosage | ;
Asd by the Physician. )Ef;lnm\ﬂllﬂu..EmNu.. M. Date, |
Storage  Store below 30C.

Pratect fram kght. Nha nhgp khiu:

Keep the madicine out ol reach
of childran,

Snake well bafors use.

Mig. Lic. No. : RAWNa. 1639

Cic théng tin khic xam tér hiséng din |
si¥ dyng kam theo ]

DE XA TAM TAY TRE EM

poC Kl HOWG DAN S0 DUNG
Visa No.: .| TRUOC KHIDUNG
Batch No.: ;
Mfg. Date:
Exp. Date:

Manufsctured in Indla by :
GRACURE
PHARMACEUTICALS LTD.
E-1105, RIICO Industrial Area, Phase Il
Bhiwad|, Alwar (Rajasthan),

San xuft tal An D8 bisi: ‘r
GRACURE |
PHARMACEUTICALS LTD.

E-1105, RHCO Industrial Area,

Phase Ill, Bhiwadi, Awar (Rajasthan). l
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DESBEBE

Desloratadine
Syrup
2.5mg/aml

=T
MiglicNo: RaNotsas |
Batch No.
Mig. Data :

b 1%

Dasloratading Swup
2.5mg /Sml
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Poc kj hwéng dén siv dung truéce khi ding.
Néu can thém théng tin xin héi y kién thdy thubc.
Thubc nay chi ding theo sy ké don cia thay thubc.

DESBEBE

(Desloratadine si r6 2.5 mg/5 ml)
THANH PHAN:
Mdi lo 60 ml si rd chira:
Hoat chit: Desloratadine 30 mg
Ta dugce: Sucrose, glycerol, propylene glycol, dinatri edetate, citric acid monohydrate, colour
sunset yellow supra, natri benzoate, natri citrate, essence mix fruit, purified water.

CAC PAC TINH DUQC LUC HOC:

Desloratadine 1a chét doi khang véi histamine c6 chon loc ¢ thy thé H, ngoai bién, tac dung kéo
dai, khong an than. Sau khi ufmg, desloratamine (rc ché chon loc cac thu thé histamin H, & ngoai
bién, vi thudc khong vao hé than kinh trung wong.

Trong nhitng nghién clru in vitro, Desloratadine da dugc ching minh c6 tac dung khang di tng.
Bao gdm (rc ché sy giai phong cla cac cytokine tién.'?v?ém nhu [L-4, IL-6, IL-8 va IL-13 tir cac té
bao mast/té bao basophil, ciing nhu e ché su phoi ma?y’c'fﬁéc phén tir két dinh nhu P-selectin
trén céc té bao ngi mod. Sy thich hop lam sang cho nhiing nghién ctu nay vin con dang duge xac
nhan.

CAC PAC TINH DUQC PONG HOC

Hip thu: C6 thé tim thay ndng do Desloratadine trong huyét trong sau khi udng 30 phat & nguoi
16n va thanh thiéu nién. Desloratadine dugc hdp thu tét dé dat nong d¢ tdi da trong huyét twong
khoang 3 gid sau khi udng, thi gian ban thai cudi cung sau khoang 27 gio. Dd tich lily cua
desloratadine phii hop véi thoi gian bén thai (khoang 27 gid) va tan s liéu mot lan duy nhat
trong ngay. Sinh kha dung cua desloratadine ti 1¢ thuan véi liéu lugng trong khoang 5 - 20 mg.
Phan bd: Khoang 82% dén 87% desloratadine va 85% dén 89% 3-hydroxydesloratadine gin vao
protein huyét tvong. Sy gin vao protein cla desloratadine va 3-hydroxydesloratadine 1a khong
thay ddi & nhiing c4 thé bi suy than.

Chuyén héa: Desloratadine (cht chuyén hoa chinh cta loratadine) dugc chuyén héa manh thanh
3-hydroxydesloratadine, 12 mgt chat chuyén hoa c6 hoat tinh, sau d6 sé bi glucuronic héa. Nhimng
enzyme tham gia hinh thanh 3-hydroxydesloratadine chua dugc xac dinh. Dir liéu tir nhirng thur
nghiém 1am sang cho thdy ring mét phin nho trong quan thé bénh nhéan c6 su giam kha nang

hinh thanh 3-hydroxydesloratadine, va lam chiam qué trinh chuyén héa desloratadine. Trong
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desloratadine (dwoc xac dinh la ddi tuong c6 ti 16 AUC cua 3-hydroxydesloratadine so vdi
Desloratadine dudi 0,1, hoac 1a di tugng co thoi gian ban huy Desloratadine vugt qua 50 gio).
Nhiing nghién ciru duge déng hoc nay bao gdm nhiing ddi twong trong do tudi tir 2 dén 70 tudi,
trong d6 977 ddi tuong tudi tir 2 dén 5 tudi, 1575 ddi tuong tudi tir 6 dén 11 tudi, va 1196 dbi
tugng tudi tir 12 dén 70 tudi. Khong 6 su khac biét nao trong qua trinh chuyén héa cham giira
cac nhém tudi. Tan suat cic dbi tugng c6 chuyén héa chim & ngudi da den cao hon (17%,
n=988) so véi ngudi da trang (2%, n=1462) va ngudi gbe Hy Lap (2%, n=1063). Nong dd trung
binh trong huyét tuong (AUC) ciia Desloratadine & nhiing ngudi chuyén héa cham Ién hon
khoang 6 lan so véi nhiing déi tugng khong phai la nhitng ngudi chuyén héa cham. Khéng thé
x4c dinh truéc nhitng ngudi cé chuyén héa chdm ddi v6i Desloratadine va s& ¢6 AUC
Desloratadine trong huyét tuong cao hon sau khi ubng Desloratadine theo diing liéu dé nghi.
Trong nhitng nghién ciru da lidu [dm sang an toan, noi ma tinh trang chuyén hoéa duoc xac dinh.
c6 94 dbi tugng chuyén héa cham va 123 déi twong chuyén héa binh thuong da dugc phat hién
va diéu tri bing Desloratadine tir 15 dén 35 ngay. Trong ﬂ]ﬁmg nghién ctru nay, khong cé su khac
biét tdng thé vé& sur an toan da duoc quan sat giita nhit Mﬂg ¢6 su chuyén hoa cham va
nhitng ddi tugng c6 su chuyén hoa binh thuong. Mic du chua c6 nhitng nghién cuu duge dong
hoc vé vén dé nay, nhung nhitng bénh nhan c6 chuyén héa chdm déi véi Desloratadine s& nhay
cam hon véi nhitng tac dung ngoai ¥ lién quan dén lidu luong.

Do thai: Thoi gian ban huy trung binh cua desloratadine 1a 27 gid. Céc gia tri ndng do dinh
Cmax and AUC tang ty 1€ theo liéu ding sau liéu mgt lan duy nhét giira 5 va 20 mg. Murc dé tich
ltly sau udng 14 ngay di d6i voi thoi gian ban hiy va tn sudt lidu dung. Mot nghién ctru vé can
bang khdi lvong & ngudi cho thay c6 sy phuc hdi khoang 87% cua liéu 14C-Desloratadine, tim
thay trong nudc tidu va phan nhu 12 nhiing chét chuyén héa. Phén tich 3-hydroxydesloratadine
trong huyét twong cho thdy nhiing gia tri twvong tu cia Tmax va thoi gian ban hay so voi
Desloratadine.

CHI PINH:

Viém miii di ing theo mua: DESBEBE dugc chi dinh dé lam gidm nhanh céc triéu ching viém
miii di img theo mua & nhimg bénh nhan tir 2 tudi tra 1én.

Viém mii di ing 13u nim: DESBEBE duoc chi dinh dé lam giam nhanh céc triéu chimng viém
miii di Ung l4u nim & nhiing bénh nhan tir 2 tudi tré 1én.

Chirng may day ty phat man tinh: DESBEBE dugc chi dinh dé lam giam nhanh cac triéu
chimg nga, giam sb luong va kich thude phét ban ¢ nhitng bénh nhan may day ty phat man tinh
tir 2 tudi tré Ién.

LIEU LUQONG VA CACH DUNG:

Nén str dung DESBEBE phii hop véi 1ta tudi bing cach dong bing ng nho giot hodc xi lanh dé
ldy tir 2 ml t6i 2,5 ml (1/2 mudng tra).

Nguroi 16n va tré em trén 12 tudi: Liéu dung duoc khuyén céo 1a 2 mudng tra diy (5 mg trong

_-.L0 mL) méi ngdy mét lan.
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Tré em tir 6 dén 11 tudi: Lidu dung duoc khuyén céo 1a 1 mudng tra day (2,5 mg trong 5 mL)
mdi ngay mot lan.

Tré em tir 2 dén 5 tudi: Lidu ding dugc khuyén cdo 1a Y2 mudng tra (1,25 mg trong 2,5 mL) moi
ngay mot lan.

V6i bénh nhén suy gan hodc suy thén, lidu dung caa desloratadine dugc kh uyén cdo la Smg. ubng
cach ngay.

CHONG CHI PINH:
Khong ding cho bénh nhin qua man véi desloratadine hodc bit cir thanh phdn nao cta thude
hoic qua man véi loratadine.

TUONG TAC THUOC:

Desloratadine lam ting ndng do va tac dung cua rugu, thudc khang cholin, thude tre ché than kinh
trung wong, thudc (rc ché chon loc thu héi serotonin.

Nong do va tac dung cia desloratadine ¢ thé tiang 1én boi droperidol, hydroxyzin, chat trc ché P-
glycoprotein, pramlintid.

Desloratadine 1am giam ndng do va giam tic dung cia thudc Gc ché acetylcholinesterase.
benzylpeniciloyl polylysin, betahistin, amphetamin, thuc cam Gmg P-glycoprotein.

Thire an khong anh hudng dén sinh kha dung cia d@sloratadme

C6 tiém ning tuong tic dugc dong hoc cua des‘l’o_,a.ted'lﬁ véi cac thude anh hudng dén enzym
chuyén hoa & microsom gan nhu azithromycin, cimetidin, erythromycin, fluoxetin, ketoconazol.
Tuy nhién khéng c6 thay ddi quan trong nao vé ECG ciing nhu triéu chimg lim sang, thay déi
chirc nang séng, hay tac dung phu ndo dugc ghi nhan.

CANH BAO VA THAN TRONG:

Than trong khi diing desloratadine cho nhiing bénh nhén c6 tién sir dong kinh.

Cén than trong khi ubng desloratadine do s& ¢6 nhiing phén trng do man cam véi thanh phan cia
thudc nhur phat ban, ngira, néi may day, phti, khé thé. Néu nhitng phéan (g nay xay ra, nén dirng
lai viéc diéu tri bing desloratadine va thay bing phuong phap diéu tri khac.

Do thanh phén cé sucrose, khong diing thude khi khong dung nap fructose, kém hap thu glucose-
galactose hoc thiéu sucrose-isomaltase.

Do thanh phan c6 colour sunset yellow supra nén co thé giy ra phan tng di ing, do dé can phai
than trong.

PHU NU CO THAI VA CHO CON BU

Desloratadine khong gay quadi thai & chudt véi lidu luong 48 mg/kg/ngay (udc tinh gia tri didu tri
ctia Desloratadine va chét chuyén héa Desloratadine khoang 210 14n AUC & ngudi dua vio liéu
udng hang ngay duoc khuyén cdo) hoic & tho véi lidu luong 60 mg/kg/ngay (ude tinh gia tri didu

_.trj_cua Desloratadine khoang 230 lan AUC & ngudi dua vao lidu ubng hang ngay duoc khuyén
mace
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c40). Sir dung Desloratadine voi liéu lugng 9mg/kg/ngdy hodc nhiéu hon s& lam giam trong
lugng co thé va cham phan xa anh sang & cho khi mang thai (udc tinh gia tri diéu tri cua
Desloratadine va chét chuyén héa Desloratadine khoang 50 1an AUC & ngudi dua véao liéu udng
hang ngay duge khuyén cao). Desloratadine khong gdy anh huéng dén su phat trién bao thai o
ché véi lidu luong 3mg/kg/ngdy (wdc tinh gia tri didu trj cia Desloratadine va chat chuyén hoa
Desloratadine khoang 7 1dn AUC & ngudi dua vao lidu ubng hang ngay dugc khuyén cdo). Tuy
nhién chua c6 nghién ciru thich dang va c6 kiém sodt & phu nir mang thai. Boi vi nhitng nghién
clru sinh san & dong véat khoéng phai lic nao ciing cho két qua gibng nhu & con nguoi,
Desloratadine nén dugc str dung trong thai ky

néu that can thiét.

Phu nir cho con bii:

Desloratadine dugc bai tiét vao sira me; vi thé can quyét dinh ngung cho con bu me hodc ngung
ding Desloratadine dua trén tm quan trong ctia thude ddi véi me.

TAC PONG CUA THUOC KHI LAl XE VA VAN HANH MAY MOC:
Thén trong khi 1ai xe va van hanh may méc do thude cé thé gay ra cac tac dung khéng mong
mudn nhur chéng mit, budn ng.

TAC DUNG KHONG MONG MUON:

Trong nhiing thir nghiém 1am siang & tdng sb 246 tré em tir 6 thang dén 11 tudi dugc cho udng si
rd desloratadine, ti 1 méc phai tac dung khéng mong mudn tdng thé & tré 2 téi 11 tudi 1a tuong
nhau giita nhém uéng si ré desloratadine va nhé ka dugc, & tré so sinh va tré nho twr 6 dén 23
thang tudi, hau hét céc truong hop sau khi udng si:rﬁ’aggloraladine c6 mot sb tac dung khong
mong mudn nhur tiéu chay (3,7%), sot (2,3%) va mat ngu (2,3%).

Véi lidu ding khuyén céo, trong nhiing thir nghiém lam sang lién quan dén ngudi 16n va thanh
thiéu nién trong cac chi dinh bao gdm viém miii di ing va n6i may day tu phat man tinh, tac
dung khéng mong muédn véi desloratadine duoc ghi nhan & 3 % bénh nhin so véi thude gia duoc.
Hau hét nhitng truong hop déu co tac dung khdng mong mudn khi so sanh véi thude gia duoc la
mét moi (1,2 %), khd miéng (0,8 %) va nhirc dau (0,6 %). Béo cao tac dung khéng mong mubn
khéc rét hiém gip trong qué trinh theo d&i hau mai dugc liét ké trong bang sau:

Roi loan tim than | Ao gidc

Robi loan h¢ thc‘mg than kinh Chéng mat, budn ngu, mat ngu, van dong
than kinh qua muc, dong kinh

Réi loan tim mach 'Tim dap nhanh, danh tréng nguc
Roi loan tiéu hoa ' Dau bung, budn ndn, ndn mua, khé tiéu, tiéu
chay

‘ DACAG PHARG A ~DiREC A
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R6i loan gan mit Tang cao cac men gan, tang bilirubin, viém
gan

Co xuong khép va céce rbi loan mé lién két | Chirng dau co

Réi loan toan théin INhi.'rng phan (mg man cam (nhu di Gmg, phu
'mach, khé thé, ndi man, ngira, va ndi may
 day)

Thong bdo cho bic st néu cé bt ky tic dung phu nao lién quan dén viéc ding thubc.

SU DUNG QUA LIEU:

Trong truong hop qué lidu, cdn c6 nhitng bién phap chuin dé loai bo phan hoat chit chua duoc
hép thu ra khoi co thé.

Cén c6 bién phap diéu trj triéu chimg va diéu trj hd tro.

Dua trén céc thir nghiém lam sang {6i cac liu ding khac nhau & ngudi I6n va thanh thiéu nién
voi lidu dung khuyén cao dén 4Mratadine (gdp 9 lan lidu dung théng thuong), khong
thdy c6 nhimg tac dung trén lam sang c6 lién quan.

Khong loai bo Desloratadine dugc bing thdm phan méu, chua rd c6 dao thai dugc bing thim tach
mang bung hay khang. \

BAO QUAN: Bao quan & nhiét dé dudi 30°C, tranh anh sang.
Dé thubde xa tam tay tré em.

PONG GOI: Hop ! lo x 60ml.

HAN DUNG: 36 thang ké tir ngay san xuét.

SAN XUAT TAI AN PO BOI :
GRACURE PHARMACEUTICALS LTD.

TUQ. CUC TRUONG
P.TRUONG PHONG

e/ l'()rﬂffyﬂ}f: Jluy Jittng
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