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Rx Prescriplion Drug Rx Prescription Drug

TAN N

100ml 100ml

100ml

Desloratadine l]asl;;:::dine Desloratadine DES‘;;::TMB
Syrup Syrup
2.5mg/Sml 2.3mg/aml 2 5mg/5ml 2.mg/aml

E'F.Th\
pESTAGURE  DESTACURE | peoracung | DESTACURE .

100ml

Sird DESTACURE SBK:
(Deslwaladma 25 INDICATIONS / DOSAGE & ADNINISTRATION/
- Quy cach don mp 1 chal 100mi. SIDE EFFECTS | comRA-m§l Al dg: o
- Burding ding: Lﬂ'mg ubng. Refer W the package insert for defail i,
- Bdo quan nai khd va mat. Tranh anh s&ng CAREFULLY READ THE AC YING |
- B4 xa tm tay ré em. Bgc ki huémg ddn sir dung INSTRUCTIONS BEFORE USE
tnrre khi diing. Store in & cool and dry place, protected from | s
- Chi djnh, chéing chl dinh, each dung, 18u ding va Mig, Lic. No.: light. 157
f:: thng tin khac xem trén I huréing sir ding VisaNo.  : KEEP OUT OF REACH OF CHILDREN.
- 54 188X, NSX, HD: Xern *Batch No” “Mg. date", MR ity | o Spasifctlas: berooe
*Exp. dale” kén bao bi. : ] g
& - Nhép khéu bi: & ExpDals | ; dd/mmfyy hﬁiﬁlfaduwd In India by:
{ - Sén xull boi: @ : GRACURE ¢
V GRACURE PHARMACEUTICALS LTD. PHARMACEUTICALS LTD.
iwadi E 1108, Indusu'lal Area, Phase-lll, Bhlwafﬁl(&

E-1105, Induslrial Area, Phasa-|ll, Bhiwadi,
e 04

GRACURE GRACURE

B,

Desloratadine
Syrup
- 2.amg/aml

Each 5mi canlains; : Sy I N :
Desloratadine 2.5 mg A Mfg. Lic. No.: _ ﬁ ESTA c“RE
100ml Bach No B et

INDICATIONS / DOSAGE & i :
ADMINISTRATION { :"9-23:" g ‘:‘::':‘;Yy:
SIDE EFFECTS / xp.Date
CONTRA-INDICATIONS: Desloratading Syrup
Relor lo the package insert
for delails. 25mﬂ/ fml
Store in a caol and dry*place, DESTABURE
protected from light.

Manufactured in India by:

GRACURE

@ PHARMACEUTICALS LTD.

KEEP OUT OF REACH GRACURE E-1105, Industrial Area,
OF CHILDREN. Phase-Iil, Bhiwadi, (Ra.) India.
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Doc ki hieong din sii dung trieée kit dimg.
Néu cin thém théng tin xin héi Y kién thiy thuic.
Thude nay chi diung theo sw ké don ctia thity thuie.

DESTACURE
(Desloratadin syrup 2.5 mg/5 mL)

THANH PHAN

M3di 5 mL si rb chia:

Hoat chit:

Desloratadin ..ot 2,5 mg

Td _dwgc: Sucrose, Natri benzoat, Dinatri edetat, Bronopol, Dung dich sorbitol 70 %, Propylen
Glycol, Acid citric khan, Mau Sunset Yellow Supra, Ess. Sweet Orange No.l, Aspartam, Nudc
tinh khiét.

CAC DAC TINH DUQC LUC HQC:

Desloratadin la chét d6i khang véi histamin ¢6 chon loc ¢ thy thé H, ngoai bién, tc dung kéo dai,
khong an than. Sau khi uéng, desloratadin wc ché chon loc céc thy thé histamin H, & ngoai bién, vi
thube khéng vao hé thian kinh trung vong.

Trong nhitng nghién ciu in vitro, desloratadin da dugce chimg minh ¢o téc dung khang di g bao
gdm tic ché sy giai phéng cua cée cytokine tién viém nhu I1L-4, 1L-6, IL-8 va [L-13 tir céc té bao
mast/té bao basophil, ciing nhu trc ché sy biéu hién cua cac phan tir két dinh nhu P-selectin trén

cde té bao ndi md. Tac dung diéu tri trén 14m sang van dang duge theo doi.

e
CAC PAC TINH DUQC PONG HQC
Hép thu: C6 thé tim thiy ndng d6 desloratadin trong huyét trong sau khi udng 30 phat ongyor
Ién va thanh thiéu nién. Desloratadin duge hAp thu tt d& dat ndng d6 t5i da trong huyét drohg/” :
khoang 3 gio sau khi ubng, thoi gian ban thai cudi ciing sau khoang 27 gio. PO tich Ii ‘clia * '
desloratadin phti hgp vdi thoi gian ban thai (khoang 27 gid) va stir dung mdt 1An duy nhit trong é:;
ngay. Sinh kha dung ctia desloratadin ti 18 thufin véi lidu luong trong khoang 5 - 20 mg. "

Phan bé: Khoang 82% dén 87% desloratadin va 85% dén 89% 3-hydroxydesloratadin gfn vao
protein huyét tuong. Su gﬁn vao protein ctia desloratadin va 3-hydroxydesloratadin 1a khong thay
ddi ¢ nhiing ¢4 thé bi suy than. f

Chuyén héa: Desloratadin (chat chuyén héa chinh ciia loratadine) dwoc chuyén hoa manh thanh
3-hydroxydesloratadin, 12 mot chét chuyén héa 6 hoat tinh, sau d6 s& lién hop vdi acid glucuronic.
Nhirng enzym tham gia hinh thanh 3-hydroxydesloratadin chua duge xdc dinh. Dir liéu tir nhiing
*thir nghiém 1am sang cho thiy ring mdt phin nho trong quin thé bénh nhén c6 su giam kha ning
hinh thanh 3-hydroxydesloratadin, va lam cham qua trinh chuyén hoa desloratadin. Trong nhiing
nghién ctru duoc ddng hoe (n=3748), khoang 6% dbi tuong ¢o sy chuyén hoa cham desloratadin
(dugce xdc dinh 1a déi tugng ¢6 ti ¢ dign tich dudi duong cong (AUC) cia 3-hydroxydesloratadin
so voi desloratadin dudi 0,1, hodic 1a dbi tugng ¢ thai gian ban hiy desloratadin vuot qua 50 gid).
Nhiing nghién ciru duoe dong hoe nay bao gdm nhiing ddi tugng trong do tudi tir 2 dén 70 tudi,
trong d6 977 dbi twong wdi tir 2 dén 5 tudi, 1575 dbi twong tudi ti 6 dén 11 tudi, va 1196 dbi



twong tudi W 12 dén 70 tudi. I'y 1& chuyén hoa chim giva cac ddi tuong khong phu thude vio
nhom tudi. Tan sudt cdc déi twong cé chuyén hoa chdm ¢ ngudi da den cao hon (17%, n=988) so
vai ngudi da tring (2%, n=1462) va ngudi gbe Hy Lap (2%, n=1063). AUC cia desloratadin &
nhitng ngudi chuyén hoa cham I16n hon khoang 6 1dn so véi nhiing dbi trgng khong phai 1a nhiing
ngudi chuyén héa cham. Khéng thé xdc dinh trudce nhiing ngudi ¢6 chuyén hoa chim dbi voi
desloratadin va s& c6 AUC desloratadin trong huyét twong cao hon sau khi udng desloratadin theo
dting liéu dé nghi. Trong nhiing nghién céu 1am sang, noi tinh trang chuyén héa duoc xdc dinh, ¢6
94 ddi tugng chuyén héa chdm va 123 déi tugng chuyén héa binh thuong da duge phat hién va
diéu trj bing desloratadin tir 15 dén 35 ngdy. Trong nhiing nghién ctu nay, khdng cé su khéc biét
téng thé vé sy an toan da duoc quan sat giita nhitng doi tuong ¢6 sy chuyén hoa cham va nhiing
déi tugng 6 su chuyén hoa binh thuong. Mac di chua c6 nhitng nghién ciru duoe dong hoce vé van
dé nay, nhung nhimg bénh nhan c6 chuyén héa chim ddi véi desloratadin sé nhay cam hon véi
nhitng tac dung ngoai y lién quan dén liéu lugng.

Dio thii: Thoi gian bdn huy trung binh cua desloratadin la 27 gio. Céc gia tri ndng do dinh Cmax
vd AUC tang ty 1¢ theo lidu ding sau liéu mat 1an duy nhét gita 5 va 20 mg. Mitc d tich ldy sau
14 ngay sir dung thude phit hop véi thoi gian ban hiy va tAn sudt lidu ding. Mét nghién ctu vé cin
bing luong bai tiét & ngudi cho thay xip xi 87% lidu '*C-desloratadin duge phén b bang nhau
trong phédn va nude tiéu. Phan tich 3-hydroxydesloratadin trong huyét tuong cho thdy nhirng gié tri
tuong tu ctta Tmax va théi gian ban hiy so vaéi desloratadin.

CHI DINH:
Viém miii di &ng theo mia: DESTACURE duoc chi dinh dé lam giam cée triéu chimg viém mii
di ting theo mia & nhitng bénh nhan tir 2 tudi trd 1én. y
Viém miii di timg lan ndm: DESTACURE duge chi dinh dé lam giam céc triéu chl'mg‘\i

S

-

dj (mg lau ndm & nhitng bénh nhan tir 6 thang tudi tro 1én.
Chitng mé day tw phat min tinh: DESTACURE duge chi dinh dé lam giam céc triéu uhung
ngira, giam s6 luong va kich thuéc phat ban & nhitng bénh nhan mé day tu phat man tinh tor 6
thang tudi trd 1én.

LIEU LUQNG VA CACH DUNG:

Nén str dung DESTACURE phu hop v6i lia tubi bang cach dong bang éng nho giot hodic xi lanh
dé ldy tir 2 ml t6i 2,5 ml (1/2 mudng ua) ;

Ngwoi 16n va tré em trén 12 tudi: Lidu ding duoc khuyén céo clia DEST "ACURE 142 mudng tra
day (5 mg trong 10 mL) mdi ngay mot lan.

Tré em tir 6 dén 11 tudi: Lidu ding dugc khuyén cdo cia DESTACURE la 1 mudng tra déy (2.5
mg trong 5 mL) m&i ngay mot lan.

+Tré em tir 12 thang tudi dén 5 tudi: Lidu dung dugc khuyén cio ciia DESTACURRE la %
mui“3ng tra (1,25 mg trong 2,5 mL) mdi ngay mot lan.

Tré em tir 6 dén 11 thang tudi: Licu dung dugce khuyén cdo cia DESTACURE 13 2 mL (1,0 mg)

moi ngay mot lan.
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CHONG CHI DINH:
Khéng ding cho bénh nhan qua min vai DESTACURE hojc bt ¢t thanh phén nao cua thude
hogic qud man véi loratadin.

TUONG TAC THUOC:

Chit ire ché Cytochrom P450 3A4

Trong nhiing nghién cfru 1am sang c6 kiém soat cho thiy desloratadin udng két hop voi
ketoconazol, erythromycin, hodic azithromycin két qua la ting ndng dd huyét tuong cia
desloratadin va 3-hydroxydesloratadin, nhung khong thdy ¢6 biéu hién Iam sang nao lién quan dén
twong tac v6i desloratadin trong cdc nghién ciu ldm sang.

Fluoxetine

Trong nhiing nghién ctru 1dm sang c6 kiém soét cho thiy desloratadin udng két hop vai fluoxetin,
mét chét tre ché tai hp thu co chon loc serotonin (SSRI), két qua 1a ndng d6 huyét twong ting din
ciia desloratadin va 3-hydroxydesloratadin, nhung khéng thdy ¢6 biéu hién l4m sing no lién quan
dén twong tac voi desloratadin trong céc nghién i 1am sang.

Cimetidine

Trong nhitng nghién ctu 1Am sang c6 kidm soat cho thiy desloratadin udng két hop vai cimetidin,
mdt chit déi khang co thu thé histamin H2, két qui 1a néng d6 huyét tuong ting din cia
desloratadin va 3-hydroxydesloratadin, nhung khéng thiy c6 biéu hién lam sang nao lién quan dén
trong tac véi desloratadin trong cdc nghién ctiu 1am sang.

CANH BAO VA THAN TRONG:
Khi ¢6 nhiing phan (mg do man cam vé&i thanh phan cta thude nhu phél ban, ngia, ndi mé day,
phti, kho thé, nén ngirg desloratadin va thay bing phuong phép diéu tri khac.

PHU NU CO THAI VA CHO CON BU
Phén loai trong thai ky theo FDA: Loai C
Desloratadin khong gay quai thai & chudt véi lidu lugng 48 mg/kg/ngay (ude tinh giff’ i

cia desloratadin va chit chuyén hoa desloratadin khoang 210 1in AUC & ngudi dua vaq |ié Etn
hang ngay duge khuyén cdo) hofic ¢ tho vai lidu lugng 60 mg/kg/ngay (ude tinh gid tri didu tri fl'la
desloratadin khoang 230 lin AUC & ngudi dua vao lidu udng hang ngay duge khuyén c\éo). St
dung desloratadin vai lidu lugng 9mg/kg/ngay hogic nhidu hon s& lam, giam trong luong co thé va
chdm phan xa dnh sang & choé khi mang thai (uéc tinh gia tri diéu tri cua desloratadin va chit
chuyén hoa desloratadin khoang 50 lin AUC & ngudi dyua vao liéu udng hang ngéy duge khuyén
c40). Desloratadin khéng gy anh huong dén sw phét trién bao thai ¢ cho vai lidu luong
3mg/kg/ngdy (ude tinh gid tri diéu tri ciia desloratadin va chit chuyén hoa desloratadin khoang 7
lan AUC & ngudi dua vao lidu ubng hang ngdy duge khuyén céo). Tuy nhién chua ¢ nghién ciu
thich dang va cé kiém sodt & phy nit mang thai. B&i vi nhiing nghién ciru sinh san & dong vét
khéng phai lic nao ciing cho két qua giéng nhur & con ngudi, desloratadin chi duge sit dung trong
thai ky néu thét cin thiét.

Phu nit cho con bi:

Desloratadin duoc bai tiét vao sita me; vi thé cin quyét dinh ngung cho con bit m¢ hodic ngung

diing desloratadin dua trén tim quan trong cia thuée déi vai me.
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TAC DONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:
Thén trong cho ngudi 1ai xe vd vin hanh may mdac,

TAC DUNG KHONG MONG MUON:

Trong nhitng thir nghiém 1am sang & tong s6 246 tré em tir 6 thang dén 11 tudi duoe cho ubng Xi-
ro desloratadin. Ti 1& mac phai tac dung khong mong mudn tdng thé & tré 2 ti 11 tudi 1a tuong t
nhau gitta nhém ubng xi ré desloratadin va nhém gia duogc. O tré so sinh va tré nho tir 6 dén 23
thang tudi, hiu hét cac trudng hop sau khi udng desloratadin ¢6 mot s6 tic dung phu nhir tidu chay
(3,7%), sbt (2,3%) va métlngfl (2,3%).

Vi liéu ding khuyén céo, trong nhitng thir nghiém |am sang lién quan dén ngudi 1én va thanh
thiéu nién trong cac chi dinh bao gdm viém miii di tmg va ndi mé day ty phat mén tinh, tac dung
khéng mong mudn véi desloratadin dugc ghi nhin & 3 % bénh nhan so vai thude gia dugc. Ty 18
tdc dung phu twong ty nhu nhau giita nhimg bénh nhan ding desloratadin va bénh nhéan diéu tr
bang gia duge nhu mét moi (1,2 %), khd miéng (0,8 %) va nhirc diu (0,6 %). Béo céo tac dung ==
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suU DUNG QUA LIEU:

Trong truding hop qud lidu, ¢dn ¢6 nhitng bién phdp chudn dé loai bd phin hoat Lha{ chua duoc hép
thu ra khéi co thé.

Can c6 bién phap didu trj tridu chimg va diéu trj ho trg.

Dura trén cc thir nghidm 14m sang v6i cac lidu ding khac nhau & nguoi [6n va thanh thiéu nién véi
‘lidu ding khuyén céo dén 45mg desloratadin (gip 9 1An lidu dung thong thudng), khong thdy cé
nhiing tac dung trén lam sang co lién quan,

Khéng loai bod desloratadin dugce bang thdm phan mau, chua 15 ¢6 dao thai duoc bing thim tach
mang bung hay khéng.



TIEU CHUAN CHAT LUQNG: Nha san xuit.

BAO QUAN: Bao quan noi khé mat, tranh anh sang.
Pé thude xa tim tay tré em.

PONG GOI: Hop chira | chai 60ml hode 100ml.
HAN DUNG: 36 thang k& (i ngay san xut.
DPuoc san xuit E)(‘)‘ili

GRACURE PHARMACEUTICALS LTD.
E-1105, Industrial Area, Phase [11. Bhiwadi (Raj), India,
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