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MAU NHAN SAN PHAM

Thanh phén: Chi dinh: Didu tri:
LOTAEAIN crrervevsereveereevcereeeernnennnne 10mg  Viem mili dj ting véi cdc trigu chiing nhu: Hit hoi,

Td dugt: Vit di I vién 56 miii, ngifa mii.

Bio quan: Bio quan & noi kho rdo, nhiét  Vigm ket mac dj ting v6i cdc triéu chiing nhu ngiia
d0 khong qud 30°C, trinh dnh séng truc ti€p.  va chiy nudc mét.

Tiéu chuéin: TCCS Ngita vi may day va cdc bénh vé da do di dng khdc.
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MAU NHAN SAN PHAM

Thanh phén: Chi dinh: Dicu tri:
LOratadin vovevueveveerseesseveressssseres 10mg  Viém mi di dng v6i chc trigu ching nhut: Hit hoi,
T AUOC: oooeeevevvrerarrinenn, VU di1vién sd miii, ngita mai.

Béo quan: Bio qun & ndi kho rdo, nhift  Viem két mac dj ing véi cdc triéu ching nhut ngita
16 khéng qud 30°C, trénh 4nh sdng tryc i€p.  va chiy nude mit.

Tiéu chuéin: TCCS Negiia va may day va cdc bénh vé da do di ing khic.

Redtadin*TAB
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DWW 0L NIGYLYHO]

gy.L uippipay

bup jp bupys ngiy wolio

Hop 2 vix 10 vién nen

Chéng chi dinh, lidu dimg - cich diing  pOC K¥ HUGNG DAN SUDUNG TRUGC KHI DUNG

vh céc théng tin khac: DE XA TAM TAY TRE EM
Xem trong t3 hudng din sit dung
SPK (RegNo): Costrsinxudt: CONG TY ¢ PHAN DUQC VAT TU'Y TE HAI DUONG

el Dia chil ry s chinh: $5 102, phd CFi Lang, phuting Nguyén Tral, P Hai Duang, linh Hai Dudng.

5610 X (Lot.No): i diém sin it N MAY HOPHARMA £l - CONGTY G PHAN DUGE VAT TU Y TE WAl DUONG
NSX (Mfg.Date): Bl chi: Thia dét s6 307, Cym céng nghiép Cam Thugng, phuéng Cém Thugng, TP Héi Duong,
HD (Exp. Date): tinh Hi Duong * BT 02203.853.848

S)2|qel 0L X s12151|q Z O X0g

‘saseasip sa1b1a||e upjs pue euediyn
‘saAa A1ajem pue buiy| #

*asou Ayl ‘asou Auuny #

buizaaus »

D 0L ANIAVYLVHOT

Relieve allergy symptoms

LORATADINE 10 MG

Redtadin TAB

o
L L\ i g 41
) "W « ‘HR““ AB m 2 i \\i\‘“‘mﬁ
; .
e A - R * -



o th“Ps://nhathuocngocanh.com/
MAU NHAN SAN PHA

Thanh ?hﬁm Bio quan: Bio qudn & ndi kho rdo, nhiét do
Loratadin .......coiiimmmammmininississosisiness 10mg  khongqué 30°C, tranh dnh sdng tnfc ti€p.
TR AGICT s vas St Vitadi | vién I

Tiéu chuin: TCCS

Chi dinh: Digu tri: = -
Viem mii di dng véi céc riéu chitng nhy: H&thoi, gg‘;ﬂﬂﬁg plEe e TMICKRIG

8 miii, ngda miii.

Viém k&t mac di dng v6i céc triéu ching nhu ngita o sé sin xult CONG TY ¢ PHAN DUGC VAT TU Y TE HAI DUUNG
3 Bia chil try s& chinh: §6 102, phb Chi Lang, phuting Nouyén Trél,

vachdy nude mat, 3 TP i Ducing, inh HAi Dukong.

Ngita vi may day va cic bénh vé dado di ing khéc.  pja diém sin xult: NHA MAY HOPHARMA EU - CONG TY ©8 PHAN DUgE

- s o . - " AT TUY TE HAI DUONG
Chéng chi dinh, liu ding - cich ding VA €8¢ g, oy o 6 sb 307, Gum cng nghiép C4m Thigng, phudng CAm

théng tin khde: Xem trong td hudng dAnsidung Thugng, TR Hai Duang, tinh Hai Duang * DT: 02203.853.848
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Composition: Specifications: In-house

Loratadin 10 mg

Excipients:... q.s.f 1 tablets Read the package insert carefully before use.
Indications: Trestment: Keep out of reach of children

Allergic rhinitis with symptoms such as sneezing, .

Tunny nose, itchy nose. Sﬂ[f (Reg.No):

Allergic conjunctivitis with symptoms such as itching 8816 SX (Lot.No):

and watery eyes. NSX (Mfg.Date):

Ttching, urticaria and other allergic skin diseases. HD (Exp. Date):

Contra-indications, administration, and other

i . R Manufactured by: HOPHARMA. JSC
information: Please see the package inserl. fiky el

Manufacturing site: HOPHARMA EU PLANT - HAl DUONG PHARMACEUTICAL
. F MEDICAL MATERIALS JOINT STOCK COMPRNY.

Storagg. Store in aﬁdry lplatxlce, at temperature mot o 307, Cam Thuong industril park, Cam Thiong wrd,

exceed 30°C, protect from light. Hai Duong city, Hal Duong province, Vietnam,
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HUONG DAN SU DUNG
Tén thuéc: REDTADIN TAB
Doc ky huéng déan sir dung truée khi dimg. PE xa tam tay tré em.

1. Thanh phin céng thire thude:

Thanh phin hoat chit: Ham lwong

Loratadin 10 mg

Thanh phan ti dwec: Microcrystalline Cellulose M101D+, | Vira di 1 vién

Lactose, Primellose, PVP K30, Talc, Magnesi stearat.

2. Dang bao ché: Vién nén hinh oval. Mau tring,

3. Chi dinh: Piéu tri:
Viém miii di ing vé6i cac tridu chimg nhu: hét hoi, s6 miii, ngira mii.
Viém két mac di tmg véi céc triéu chiing nhu ngira va chay nuégce mit.
Ngira va may day va céc bénh vé da do di img khéc.

4. Cach dung, liéu dung:

4.1. Cach diing:

DPudng udng.

Thoi gian sir dung thube khong phu thude bita n.

4.2. Liéu dimg:

Ngueoi [0m va tré em tiv 12 tudi tré lén:

Dung 1 vién mét 1an trong ngay.

Tré em 2 - 12 tudi:

Trong lwong co thé > 30 kg: 1 vién/ 1 lan/ngay.

Trong lugng co thé < 30 kg: vién nén 10mg khong phl‘l hop v6i tré em co trong luong
co thé nho hon 30 kg.

An toan va hiéu qua khi ding loratadin cho tré em dudi 2 tudi chua duoc xac dinh, do
d6 viée st dung khong dugc khuyén céo & nhitng bénh nhan nay.

Suy gan nang:

Lidu khéi dau 1a 1 vién, 2 ngay mot 14n cho ngudi 16n va tré em c6 troﬁg lugng co thé
>30 kg.

Suy thdn nhe va ngudi cao tuéi: Khong cin diéu chinh lidu.

Suy thdn ndgng (Cler < 30 ml/phut):

Liéu 1 vién, 2 ngay mot 1an cho ngudi 16n va tré em trén 6 tudi.
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5. Chéng chi dinh:

Qua man véi bat clr thanh phin nao cia thude.

6. Canh bao va than trong khi ding thudc:

Suy gan.

Khi ding loratadin, ¢6 nguy co khoé miéng, dic biét & nguoi cao tudi, va ting nguy co

sdu ring. Do do, cin phai vé sinh rang miéng sach s& khi dung loratadin.

Bénh nhan bi rdi loan di truyén hiém gip nhu khéng dung nap galactose, thiéu hut {f"‘,
lactase hoan toan hodc kém hip thu glucose-galactose khong nén dung thudc nay. 36
7. Sir dung thudc cho phu nir ¢6 thai va cho con bu: ‘
7.1. Phu nit co thai p-.
Chua c6 nhitng nghién ctu day du va kiém tra tdt vé sir dung loratadin trong thai ky.

Do d6 chi dung loratadin trong thai ky khi can thiét, dung liéu thip va trong thoi gian

ngan.

7.2. Phu nit cho con bu

Loratadin va chit chuyén héa descarboethoxyloratadin tiét vao sita me. Do d6 chi

dung loratadin khi can thiét, dung liéu thip va trong thoi gian ngén.

8. Anh hwdng ciia thube 1én kha niing 1di xe, vAn hanh may méc:

Thude c6 thé gdy tac dung phu dau dau va chong mit, cAn than trong khi lai xe, van

hanh may moéc, nguoi lam viée trén cao va cac truong hop khac.

9. Twong tac thude, twong ky ciia thude:

Loratadin dugc chuyén hoa bdi cytochrom P450 isoenzym CYP3A4 va CYP2D6, vi

vy st dung dong thoi voi nhiing thude e ché hodc bi chuyén héa bang nhiing

enzym nay c6 thé tao ra thay ddi vé ndng do thude trong huyét twong va c6 thé co tac

dung khong mong mudén. Cac thude di biét co tc ché enzym trén bao gdm:

Cimetidin, erythromycin, ketoconazol, quinidin, fluconazol va fluoxetin.

Didu tri ddng thoi loratadin va cimetidin din dén ting ndng do loratadin trong huyét

twong 60%, do cimetidin e ché chuyén hoa cua loratadin. Didu nay khong c6 biéu

hién ldm sang.

Diéu tri dong thoi loratadin va ketoconazol din t6i ting nong do loratadin trong huyét

twong gép 3 ldn, do uc ché CYP3A4. Pidu do khong c6 biéu hién 1am sang vi

loratadin ¢6 chi sb diéu tri rong.

Diéu tri ddng thoi loratadin va erythromycin din dén ting ndng do loratadin trong
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huyét twong. AUC (dién tich duéi duong cong ciia ndng do theo thoi gian) cia
loratadin, tdng trung binh 40% va AUC cua desloratadin tdng trung binh 46% so véi
didu tri loratadin don doc. Trén dién tim dd khong co thay ddi vé khoang QTc. Vé
mat 1dm sang, khong co biéu hién sy thay dbi tinh an toan cua loratadin va khong c6
thong bao vé tac dung an thin hodc hién twong ngit khi didu tri ddng thoi 2 thube
nay.

Chéng chi dinh ding dang két hop loratadin va pseudoephedrin khi dang va di dung
céc thude (rc ché MAO trong vong 10 ngay, vi cac thude nay c¢6 anh hudng dén tac PH
dung trén huyét ap cta pseudoephedrin. T
10. Tac dung khong mong mubn ciia thube:

Khi st dung loratadin véi lidu 16n hon 10 mg hang ngay, nhiing tdc dung phu sau day
c6 thé xdy ra:

Thuong gdp, ADR > 1/100

Than kinh: Dau dau.

Tiéu hoa: Kho miéng.

It gap, 1/1 000 < ADR < 1/100

Than kinh: Chong mat.

H6 hap: Kho miii va hat hoi.

Khéc: Viém két mac.

Hiém gdp, ADR < 1/1 000

Thén kinh: Trdm cam.

Tim mach: Tim ddp nhanh, loan nhip nhanh trén that, danh tréng nguc.

Tiéu héa: Budn ndn. |

Chuyén hoa: Chirc ning gan bit binh thuong, kinh nguyét khong déu.

Khéac: Ngoai ban, ndi may day, va choang phan vé.

11. Qua lidu va cach xi tri:

O nguoi 16n, khi udng qué liéu vién nén loratadin (40 - 180 mg), c6 nhitng biéu hién:
Bubn ngu, nhip tim nhanh, nhirc dau. O tré em, c6 biéu hién ngoai thap va danh tréng
nguc, khi udng siro qua liéu (vugt 10 mg).

Xu tri qua lidu 1a didu tri triu ching va hd tro chic ning Séng. Co thé dung than hoat

(dang hdn dich). Rira da day ciing c6 thé xem xét. Loratadin khéng bi loai trir bang
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thAm phan phic mac hodc thAm tach mau. Nguoi bénh cin duoc nghi ngoi va theo

doi y té chit ché.

12. Pic tinh dworc lue hoc:

Nhém dwgce Iy: Thubc khang histamin, d6i khéng thu thé H1.

Ma ATC: RO6AX13.

Loratadin 12 dan chit piperidin lién quan dén azatadin, 1a thubc khang histamin tac

dung kéo dai. Loratadin thudc nhom thude dbi khing chon loc thu thé H1 ngoai vi ”
thudc thé h¢ tht hai, khong an than, khong c6 hoat tinh muscarinic dang ké. AN
Loratadin ¢6 tac dung giam nhe triéu chimg cta viém mii va viém két mac di tmg do
giai phong histamin. Loratadin con c6 tac dung chdng ngira va ndi may day lién quan
dén histamin. Tuy nhién, loratadin khoéng c6 tac dung bao vé hodc tro gitip 1dm sang
ddi voi truong hop giai phéng histamin néng nhu choang phan vé. Trong trudong hop
d6, diéu tri cha yéu 1a dung adrenalin va corticosteroid.

Thudc khang histamin khong c6 vai trd trong diéu tri hen.

Téc dung kéo dai cta loratadin 1 do thudc phan ly chdm sau khi gén vé6i thu thé H1
hoic do tao thanh chit chuyén hoa c6 hoat tinh 1a desloratadin
(descarboethoxyloratadin)

Nhitng thude khang histamin khong cé tc dung chita nguyén nhén ma chi trg gitap
lam nhe b6t triéu chimg. Bénh viém miii di tng c6 thé 1a bénh man tinh va tai dién;
dé didu tri thanh cong thuong phai ding céc thude khang histamin lau dai va ngit
quang va stt dung thém nhitng thude khic nhu glucocorticoid dung theo dudng hit va
dung kéo dai.

C6 thé két hgp loratadin vé6i pseudoephedrin hydroclorid dé 1am nhe bét triéu chimg
ngat miii trong diéu tri viém mii di trng c¢6 kém ngat mi.

13. Dic tinh dwoe dong hoc:

Loratadin hap thu nhanh sau khi udng, tac dung khang histamin ctia thudc xuit hién
trong vong 1 - 4 gio, dat toi da sau 8 - 12 gio va kéo dai hon 24 gid. Nong d6 cia
loratadin va descarboethoxyloratadin (desloratadin) dat trang thai én dinh & phén 16n
ngudi bénh vao khoang ngay thtr nim ding thude. |

Néng d6 dinh trong huyét tuong trung binh ctia loratadin va chit chuyén héa c6 hoat
tinh clia n6 (desloratadin) twong tmg 1a 1,5 va 3,7 gio. Sinh kha dung cta thude ting

va thoi gian dat néng dd dinh bi kéo dai boi thire an.
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98% loratadin lién két v6i protein huyét twong. Nira doi thai trir cua loratadin 1a 8,4
gidy va cua desloratadin 1a 28 git. Nira doi cta thude bién dbi nhiéu giiia cac cé thé,
khong bi anh hudng boi uré méu, ting 1én & ngudi cao tudi va ngudi xo gan.

Do thanh thai ctia thube 1a 57 - 142 ml/phut/kg va khong bi anh huéng boi uré mau
nhung giam & ngudi bénh xo gan. Thé tich phan bé ctia thude 12 80 - 120 lit/kg.
Loratadin chuyén héa nhiéu khi qua gan 1an ddu boi hé enzym microsom cytochrom
P450 chu yéu thanh desloratadin, 1a chit chuyén héa co tac dung duoc ly.

Khoang 80% tong lidu cua loratadin bai tiét ngang nhau ra nudc tidu va phéan dudi
dang chat chuyén hoa, trong vong 10 ngay.

Loratadin va desloratadin vao sita me va dat nong do dinh twong duong voi nong do

thude trong huyét tuong. Khéng qua hang rao mau - no ¢ lidu thong thudng.

14. Quy cach déng goi:

Hop 1 vix 10 vién, hop 2 vi x 10 vién, hop 3 vi x 10 vién, hop 10 vi x 10 vién.

15. Piéu kién bio quan, han dung, tiéu chuin chét lwgng ciia thude:

- Diéu kién bao qudn: Noi kho rdo, nhiét do khong qua 30°C, tranh anh sang truc tiép.
- Han dung: 36 thang ké tir ngay san xuét.

- Tiéu chuén chét luong: TCCS.

16. Tén, dia chi ctia co s& sdn xuét thumdnm

Bia diém san xudt: Nha mday HDPHARMA EU- Cong ty ¢b phan duge VTYT Hai
Duong.
Dle: Thira dit s6 307, cum Cong nghiép Cam Thuwong, phwong Cam Thirong, TP Hai
Duweong, tinh Hai Duong
DT: 0220.3853848



