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Desloratadine Tablets BP 5 mg

Each film coated tablet contains:

Desloratadine BP

Excipients
Store in a cool dry place, below 30°C.

Colour; Briliant Blue FCF
Protect from light,
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Composition:

Desloratadine BP
Excipients

Colour: Briliant Blue
Dosage and Admin
| As directed by the P

Indication, Contra-indication, Precaution,
Side-effects and other information:
Please see the leaflet inside.

Storage:

Store in a cool dry place, below 30°C.

Protect from light.
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DESLORASTAL

. (Vién nén bao phim Desloratadin 5 m 2)
> dau fricu Iwu y va khuyén cdo khi dung thube

p huéng dan sir dung trude khi ding

Néu can thém thong tin, xin hoi y kién bdc st

Khong ding thuéc qud liéu chi dinh

Khong sir dung thubc da qua han dung

Dé xa tam tay tré em

2. Thanh phin cl‘:‘mg thirc thude
Mai vién nén bao phim c6 chira:
Hoat chat:  Desloratadin BP .. .5 mg
Ta dwoc:  Cellulose vi tinh the tmh bot ngo, natri croscarmellose talc tinh ché, tinh bot natri

glycolat, magnesi stearat, ta dugc colorezy white, ta duoc brilliant blue FCF.
3. Dang bao ché

Vién nén bao phim

4. Chidinh -
Desloratadin duo'c chi dinh & ngudi 16n, thanh thiéu nién trén 12 tudi nhim lam giam cac
chung trong: /8’2 Q/
- Viém miii di ing
- Nbi may day

5. Cich dung, liéu dung
Thube duge dung theo duong udng, c6 thé dung cung bira dn hoac khong.
Ngwoi l6n va tré trén 12 tudi:
Liéu khuyén céo cho nhém déi twong nay 1a 1 vién/ngay.
Viém mili di img gian doan (cdc triéu chimg xuat hién it hon 4 ngay mdi tudn hodc it hon 4
tudn): can phai danh gi4 tién sir bénh cta bénh nhéan, ¢6 thé ngimg diéu tri sau khi céc triéu
chimg da dugc giai quyét va chi dinh lai khi céc triéu chimg di img tai xut hién.
Déi voi viem mii di ing kéo dai (céc triéu chimg xudt hién nhiéu hon 4 ngay mdi tudn va trong
hon 4 tuan), ¢6 thé chi dinh tiép tuc diéu tri cho cac bénh nhéan thudng xuyén tiép xuc véi tac
nhén gay di ing.
Céc nghién ciru thir nghiém danh gia tinh hiéu qua vé mit 1am sang trén thanh thiéu nién tir 12
dén 17 tudi van con han ché.
Chua xac dinh dugc tinh an toan va hiéu qua cua vién nén bao phim desloratadin trén tré dudi 12
tudi.

6. Chong chi dinh
Man cam véi desloratadin, loratadin hodc bat cir thanh phén nao cua thube.

7. Céanh bdo va than trong khi ding thudc
Thén trong khi chi dinh desloratadin cho bénh nhan suy than néng.
Ché phim thubc nay cé chirta lactose, bénh nhan ¢ vén dé vé di truyén hiém gap nhu khong
dung nap véi galactose, thiéu men lactase hodc kém hép thu glucose-galactose khong nén ding
thudc nay.

8. Sir dung thudc cho phu nir ¢6 thai va cho con bi
Thoi kv mang thai
Céc dit lidu trén hon 1000 phu nit mang thai cho thiy desloratadin khong ¢6 doc tinh ciing nhu




khf")ng gy di tat & thai' nhi va tré so sinh. Céc nghién ctru trén dong vat ciing khéng phat hién
thdy anh huong tryc tiép hogic gian tiép lién quan dén doc tinh sinh san, tuy nhién, chi sir dUJ;g
desloratadin trong thoi ky mang thai khi that sur cin thiét. '
Thoi ky cho con ba

Df‘:slorata‘din da quqc tim thdy trong co thé cua tré so sinh hodc tré bt me khi ngudi me dugc
diéu trj bang thude ndy. Chua xéc dinh duge anh huéng ciia thue trén tré so sinh/ dang b me.
Can can nhac gifram loi ich va nguy co cia viéc ngimg cho tré bu me¢ hodc nging ding
desloratadin & me dé dua ra quyét dinh chinh xéc nhat.

..Anh hudng ciia thudc 1én kha nang lii xe, vin hanh may méc

Desloratadin khong tic dong x4du dén kha nang lai xe va van hanh mdy méc trong céc thir
nghiém lam sang. Can thong béo v6i bénh nhan ring hiu hét cac truong hop dung thuée déu
khong bj budn ngu. Tuy nhién, su dap (mg clia timg bénh nhén véi thudc khong giéng nhau, nén
khuyén cdo bénh nhan khong nén tham gia vio céc hoat dong doi hai su tap trung cao nhu lai xe
hay van hanh mdy méc, cho dén khi da xac dinh dugc mic d§ dap tmg ctia bénh nhan d6 véi

~ thuoe.

10.

11.

Twong tic, twong ky thudc

desloratadin v6i erythromycin hodc ketoconazol.

Céc tuong tac thuée méi chi duge nghién ctru & ngudi truong thanh.

Trong mét thir nghiém duogc 1y trén lam sang, sir dung desloratadin cing véi rugu khong quan
sat thiy kha ning lam gidm tdc dung ctia rugu. Tuy nhién di c6 céc bdo cdo vé cdc trudng hop
kém dung nap va ngd doc ruou trong thoi gian thudc duoc luru hanh trén thi truong. Do dé, cin
khuyén céo than trong khi udng rugu trong thoi gian ding thude.

Téac dung khong mong mubn cia thude

Chua quan sat thdy tuong tac thubc cé y nghia ldm sang khi st dung ddng thoi vién 1?// /

Tinh an toan

O muc lidu khuyén cdo, trong céc thir nghiém 1dm sang trén ngudi trudng thanh va thanh thiéu
nién dé diéu tri viém miii di tng hodc may day v cin man tinh, & liéu khuyén cdo 5 mg/ngay,
cac tac dung khong mong mudn xuit hién trén 3% bénh nhan dung desloratadin, cao hon so
voi nhom ddi tugng dung gia dugc. Céc tac dung khong mong mudn duoc bdo céo xuét hién
nhiéu hon so v6i nhom ding gia duoc 14 mét moi (1,2%), kho miéng (0,8%) va nhirc diu
(0,6%).

Trong mot nghién ctru 1am sang trén 578 bénh nhan vi thanh nién & do tudi tir 12 dén 17, tac
dung khéng mong mudn thudng gip nhit 13 dau diu (5,9% & nhom ding desloratadin va 6,9%
& nhom dung gia dugrc).

Cac tac dung khong mong muén

Tén suét xuét hién cia cac phan tmg bt 1¢i s& dugc trinh bay duéi déy, trong d6: rat thuong
gip (> 1/10), thuomg gip (> 1/100 va < 1/10), it gap (= 1/1000 va < 1/100), hiém gé_‘lp ('2
1/10000 va < 1/1000), rat hiém giip (< 1/10000) va chua xac dinh (chua xac dinh dugc tan suit
dua trén cac dir liéu hién co).

Co quan/ h¢ co quan Tan suit Téc dung khéng mong muén
Téam than Rét hiém gip Ao giic, hoang tudng
Than kinh trung wong Thuong gap Chong mat
R4t hiém gap Chéng mit, budn ngi, mat ngu, ting
dong, co giat
Tim mach Rét hiém gap Nhip tim nhanh, d4nh trng nguc

ﬁf



12.

13.

Chua xac dinh Kéo dai khoang QT
Tiéu hda Thuong gap Khé miéng
Rt hiém gap Dau bung, budn nén, nén, kho tiéu, tiéu
chay
Gan - mat Hiém gap Tang cao cac enzym gan, ting bilirubin,
viém gan.
Chua xéc dinh Vang da
Co xuong khép Rét hiém gip Dau nhirc co
Toan than Thuong gap Mét moi
Rét hiém gap Phén tmg qua mén: séc phan vé, phu
mach, khé tho, ngira, phat ban, may day.
Chua xac dinh Suy nhugc co thé.

Qui liéu va cich xi tri // /(/

Qud li¢u

Céc biéu hién do qua lidu tuong tu nhu cac tac dung khong mong mudn cé thé gép phai do ding
thudc, nhung mire do anh hudng c6 thé cao hon.

Mot thir nghiém l4m sang trén ngudi 16n va thanh thiéu nién cho thdy, khi su dung téi mic lidu
45 mg (gap 9 14n lidu 1am sang), khong quan sat thay anh hudng cé ¥ nghia vé mat lam sang.

X tri

Trong trudmg hop qua liéu, nén xem xét cac bién phap nhim loai bd hodc ngan chan qua trinh
hap thu thudc. Khuyén khich sir dung cac bién phap hd trg ciing nhu diéu trj triéu chimg.

Khong thé loai bo desloratadin ra khoi co thé bang loc mau, dong thdi chua xac dinh duoc kha
ning loai bo desloratadin bing thAm phan phtc mac.

Pac tinh dwge lwe hoe

Desloratadin 12 mot thudc khang histamin khong gay budn ngu, téc dung kéo dai va khéng chon
loc trén thu thé H, & ngoai vi. Sau khi dung thudc theo dudng udng, desloratadin trc ché chon loc
trén thu thé H; & ngoai vi, khong cho chét nay di vao hé théng than kinh trung wong.

Kha ning chdng di img ctia desloratadin dd dugc chimg minh trong cic nghién ctru in vitro, bao
gdm trc ché giai phong cac cytokine tién viém nhu IL-4, IL-6, IL-8, IL-13 tir nhén té bao mast va
bach ciu ua base & ngudi, tir d6 trc ché biéu hién cua cac phan tir két dinh P-selectin trén céc té
bao ndi mo. Sy lién quan vé mit 1am sang cua nhitng nhén xét nay hién van duoc tiép tuc nghién
ciru.

Hiéu qua lam sang va tinh an toan

Trong mdt nghién ctru da liéu trén 1am sang, desloratadin di dugc chi dinh véi liéu 1én téi 20
mg/ngay trong 14 ngiy, chua quan sat thiy bt ky anh hudéng trén tim mach ndo c¢é y nghia
théng ké. Trong cic nghién ciru duge hoc trén 1am sang, desloratadin da dwoc chi dinh véi lidu
45 mg/ngay (gip 9 14n liéu khuyén cdo) trong 10 ngiy, khong quan sat thiy xuét hién tinh trang
kéo dai khoang QT.

Khong quan sat thdy thay déi c6 y nghia lam sang cia ndng d6 desloratadin trong huyét tuong
khi dung da liéu trong cac thir nghiém tuwong tac véi ketoconazol va erythromycin.

Desloratadin rit it di vao hé than kinh trung wong. Trong céc thir nghiém 14m sang c6 dbi chimg,
& lidu khuyén cdo 5 mg/ngay, ty 18 ngudi dung gip phai tinh trang budn ngi khéng cao hon so
v6i ty 16 nady & nhom ngudi st dung gia duge. Khi sir dung desloratadin véi lidu don 7,5



mg/ngay, khong quan st thdy anh huémg dén than kinh van ddng. Nghién ciru don liéu trén
nguoi tru(mg‘ thanh cho thay, & liéu 7,5 mg, desloratadin khong anh huéng dén kha niing thao tic
cua nguoi di€u khién may bay, bao gdm viéc khong lam tang kha ning budn ngu hodc cac hoat
dong lién quan khac. .
Trong cac thir nghiém dugce 1y 1am sang, dung thudc ddng thoi cung véi ruou khong lam ting
cac tac dung do rugu, bao gom chim hoat dong hoic budn ngu. Khong quan sét thdy su khac
biét dang ke trén két qua thir nghiém tam ly gifta nhom ngudi dung desloratadin va nhém nguoi
ding gia dugc, khi sir dung don dc hodc ciing véi ruou.

Doi véi bénh nhan viém miii di tng, desloratadin c¢6 hiéu qua trong viéc lam giam cac triéu
chimg nhu hét hoi, chdy nuéc miii va ngira, ciing nhu tinh trang ngira mit, chay nudc mit va
do/ngira vom miéng. Desloratadin c6 thé kiém soat hi¢u qua tri¢u chimg cua bénh trong vong 24
gio.

Hi€u qua cta desloratadin dang vién nén chua duoc x4c dinh 1 rang trong cac thir nghiém trén
thanh thi€u nién & do tudi 12-17.

Ngoai phén loai bénh thanh viém mii di ¢ng theo mua va quanh nam, viém miii dj tmg con ¢o6
thé phan loai thanh viém miii di (mg gian doan va viém miii di ung kéo dai theo mirc do va thoi

gian xuét hién cic triéu chimg bénh: Viém miii di img gian doan dugc dinh nghia 1a loai viém //[ /(
/.

mili di (mg ma céc triéu chimg xuét hién it hon 4 ngay mdi tudn hodc it hon 4 tuén. Trong khi
do, & bénh viém mii di {mg lién tuc, c4c triéu chimg xuét hién nhiéu hon 4 ngdy mdi tudn hoic
nhiéu hon 4 tuan.

Desloratadin c6 hi¢u qua trong viéc lam giam anh hudng tiéu cuc clia viém miii di tmg theo
mua. Thudc céi thién 15 rét céc tri¢u chimg bénh, va 1am giam anh huéng ctia bénh dén céc hoat
dong thuong ngay ctia bénh nhan.

N&i may day tu phat man tinh di dugc nghién ciru trén ndi may day c6 nguyén nhan trén 1am
sang, vi sinh 1y bénh vé co ban 1a giéng nhau, bit ké 14 vi nguyén nhan gi, thi céc tic nhan gay di
ing s& dé dang xuat hién lai trén bénh nhan man tinh. Vi giai phong histamin chinh 14 mgt nhan
t6 tryuc tiép trong tat ca cac bénh may day, do d6 desloratadin s& ¢ hiéu qua trong viéc 1am giam
triéu chimg ciia cc bénh may day c6 didu kién, cling v6i ca may day vo cin man tinh.

Trong 2 thir nghiém d6i chimg véi gia duge trong 6 tuin trén bénh nhan may day vé cin man
tinh, desloratadin c6 hiéu qua trong viéc 1am giam ngtra va giam kich thuée ciing nhu s luong
phat ban vao cubi ngay dung lidu thudc diu tién. Trong mdi thir nghiém, tic dung da dugc duy
tri trong khoang thoi gian 24 gid sau khi dung thude. Khi thir nghiém ciing véi céc thude khang
histamin khéc trén bénh nhan may day vo cin man tinh, s6 it bénh nhan khong dép ting véi cac
thudc khang histamin dwoc loai trir. Triéu chimg ngira dugc cai thién dén hon 50% trén 55%
bénh nhéan duge diéu tri bing desloratadin, so véi 19% bénh nhan duge diéu tri bing gia dugec.
Diu tri bing desloratadin ciing lam giam déng ké anh hudng cua bénh dén gidc ngi va céc sinh
hoat hang ngay ctia bénh nhan.

14. Dic tinh dwge dong hoc

Hap thu

C6 thé do duoc ndng do desloratadin trong huyét tuong trong vong 30 phut sau khi sir dung
desloratadin & ngudi 16n va tré vi thanh nién. Desloratadin hap thu t6t qua dudng tiéu hoa va dat
duoc ndng t6i da sau khoang 3 gid, thoi gian ban thai cia thude vao khoang 27 gi. Muc dé tich
lily desloratadin phu hgp chu ky ban thai cia né (khoang 27 gid), khi dung 1 lan/ngay. Sinh kha
dung cua desloratadin ty 1& véi liéu ding trong khoang mirc lidu tir 5 mg dén 20 mg.

Trong mdt loat cac thir nghiém duge dong hoc va lam sang, 4% bénh nhén dat dugc noéng do



15.

16.

17.

desloratadin cao hon. Ty 1& niy c6 thé thay doi tuy thudc vao mau da, némg do desloratadin tbi
da cao gap khoang 3 lan sau thoi gian 7 gior v6i pha ban thai cudi cing sau khoang 89 gid. Tinh
an toan ctia thudc trén cac ddi tugng nay khong khac nhidu so véi cac nhém dan sb khc.

Phin b

Desloratadin lién két vira phai véi protein huyét tuong (83-87%). Khéng c6 biang chimg 1am
sang vé su lién quan giita kha ning tich lily cta desloratadin sau khi ding 1 1in/ngdy hodc dung
Smg dén 20 mg trong 14 ngay & ngudi 16n va tré vi thanh nién.

Két qua nghién ctru don liéu, chéo dbi cua desloratadin cho thdy, dang vién nén va dang siro
tuong duong sinh hoc. Do d6, v6i desloratadin dang siro chira cing ham lugng hoat chit, khong
can thiét phai danh gia tuong duong sinh hoc.

Chuyén héa

Chua xéc dinh dugc enzym tham gia chuyén hoa desloratadin, do d6, tuong tac cta desloratadin
véi cac thube khac chua duge xéc dinh day du. Desloratadin khong trc ché CYP3A4 trong cic
nghién ctru in vivo, trong cac nghién ciru in vitro cho thiy thudc khéng trc ché CYP2D6, dong
thoi cling khong phai 1a co chét hay chét trc ché P-glycoprotein. /f/[ / (
Thii trie f e
Trong thir nghiém trén mot lidu duy nhit 7,5 mg desloratadin, qué trinh thai trir desloratadin qua
phan khong bi anh hudng béi thire an (céc chit cao dam, gidu calo). Trong mot nghién ciru khéc,
thi nudce ép budi ciing khong anh hudng dén qué trinh dao thai nay cua desloratadin.

Bénh nhan suy thin

Dugc dong hoc cua desloratadin trén bénh nhan suy giam chirc nang thian da dugc so sanh véi
nguoi khoe manh trong mt nghién ciru don liéu va da liéu. Trong nghién ciru don liéu, dién tich
dudi dudmg cong cua desloratadin theo thir tu cao hon 2 va 2,5 1an & ngudi suy giam chirc ning
than nhe dén vira va ning, khi so sanh v6i ngudi khoe manh. Trong nghién ciru da liéu, ndng do
n dinh cua thudc dat dugc sau ngay thir 11, khi so sanh véi nguoi khoe manh thi dién tich duéi
dudng cong ciia desloratadin tang 1,5 1an & nguoi suy than mic do nhe dén vira, va ting 2,5 lan
& ngudi suy than ning. Trong ca 2 nghién ciru nay, su thay doi trong céc thong s6 duge dong
hoc (AUC va Cpay) cta desloratadin va 3-hydroxydesloratadin khong c6 lién quan vé miat 1am
sang.

Quy cach déng goi

Hop 3 vix 10 vién

Diéu kién bio quin, han dung, tiéu chuén chit hrong

Diéu kién bao quan: Bao quan noi kho mét, & nhiét do dudi 30°C. Tranh anh sang.

Han ding: 36 thang ké tir ngay san xuét

Tiéu chudn chét lvong: Nha san xuat

Tén va dia chi co s& sian xuit thube

San xuét tai An Do boi:

STALLION LABORATORIES PVT. LTD

CI1B, 305/2, 3, 4 & 5 GIDC, Kerala (Balva), Dist.: Ahmedabad (Gujarat), An Do
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