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Desloratadine 5 mg

Box of 1 blister x 10 film coated tablets
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Sedno

Box of 5 blisters x 10 tablets

Carton box: 127 x 52 x 32 mm

Blister: 122 x 47 mm

Sedno

Sedno

E Desloratadine 5 mg
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a Box of 5 blister x 10 film coated tablets
Oral route

R

>t

THANH PHAN: Desloratadin 5 mg va ta duge vira di mdt vién nén bao phim.
CHI BINH, CACH DUNG, CHONG CHI BINH VA CAC THONG TIN KHAC:
Doc td hudng dén sl dyng thudc.

BAO QUAN: Nhiét a0 khdng qué 30°C, trénh &nh séng va &m.

DE XA TAM TAY TRE EM.

DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG.

/

Nha san xust: CONG TY CO PHAN BV PHARMA
Ap 2, Xa Tan Thanh Tay, Huyén C Chi, TP HCM.

A

WHO-GMP

Sedno

Desloratadin 5 mg

Hop 5 vi x 10 vién nén bao phim
Thudc udng

SBK/Visa

S8 16 SX/Lot No.:
NSX/Mfd:
HD/Exp:

COMPOSITION: D dine 5 mg and excipi

Refer to package insert.
STORAGE: Temperature not exceeding 30°C, protect from light and humidity.
KEEP OUT OF REACH OF CHILDREN.

READ PACKAGE INSERT CAREFULLY BEFORE

Manufacturer: BV PHARMA JOINT STOC
Hamlet 2, Tan Thanh Tay Village, Cu Chi

1t sq. for one film coated tablet.
INDICATIONS, ADMINISTRATION, CONTRAINDICATIONS AND FURTHER INFORMATION:
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Sedno

Desloratadine 5 mg

Box of 10 blister x 10 film coated tablets
BVPHARMA
Oral route

Sedno .

Box of 1 blisters 10 x 10 capsules

Carton box: 127 x 72 x 52 mm

Blister: 122 x 47 mm

COMPOSITION: D 5 mg and pient sq. for one film coated tablet.

INDICATIONS: The drug is used for patients from 12 years old in the treatment of

- Allergic rhinitis: Symptomatic relieve of allergic rhinitis (seasonal or perennial) such as: sneezing, rhinorrhea, itching, watery
eyes, red eyes.

- Idiopathic chronic urticaria: Relieve itching, skin rashes.

DOSAGE AND ADMINISTRATION:

- Adults and children above 12 years old: take 1 tablet daily.

- For hepatic or renal impairment: Initial dose is 1 tablet, every each other day.

CONTRAINDICATIONS AND FURTHER INFORMATION: Refer to package insert.

STORAGE: Temperature not exceeding 30°C, protect from light and humidity.

KEEP OUT OF REACH OF CHILDREN.

READ PACKAGE INSERT CAREFULLY BEFORE USE. WHO-GMP

Manufacturer:
BV PHARMA JOINT STOCK COMPANY
HA?S! } Tan Thanh Tay Village, Cu Chi District, HCMC.
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Desloratadin 5 mg

Hop 10 vi x 10 vién nén bao phim
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THANH PHAN: Desloratadin 5 mg va té dugc viya di mot vién nén bao phim.
CHI BINH pifu TRE: Thudc ding cho bénh nhan ti 12 tudi trd i&n trong diéu tri
- Viém mai di Ung: Lam gidm céc tridu ching clia bénh viém mi dj ting (theo mia hodc quanh nam) nhu: hét hai, s8
mi, nghet mii, ngda, chdy nu6c mét va dd mét.

- N&i mé day ty phét man tinh: LAm gidm céc tridu ching ngda, phét ban & da.
LIEU LUONG VA CACH DUNG:

- Ngudi I6n va tré em trén 12 tubi: USng 1 vién mai ngay.

- B&nh nhan suy gan hodc suy than: Lidu khéi ddu Ia 1 vién, cach ngay mét Ién.
CHONG CHI BINH VA CAC THONG TIN KHAC: Doc t3 hudng dén sif dung thudc.
BAO QUAN: Nhigt do khdng qua 30°C, trénh &nh sang va &m.

DE XA TAM TAY TRE EM.

DOC K¥ HUONG DAN SU DUNG TRUGC KHI DUNG, WHO-GMP

Nha sén xuflt;
CONG TY CO PHAN BV PHARMA
Ap 2, X& T&n Thanh Tay, Huyén C{ Chi, T,
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Dak loratadin 5 mg

I/ PHANGHU ING'DAN SU DUNG CHO BENH NHAN
DOC KY HUONG DAN SU DUNG TRUOC KHI DUNG.
DE XA TAM TAY TRE EM.

THONG BAO NGAY CHO BAC SI HOAC DUQC ST NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI
SU DUNG THUOC, '

THANH PHAN : Deslora}tadin 5 mg va céc ta dugc gdbm: Cellulose vi tinh thé 101, calci hydrophosphat khan, tinh bt ng6,
talc, magnesi stearat, povidon K30, natri starch glycolat, hydroxypropyl methylcellulose 6¢Ps, polyethylen glycol 400, titan
dioxyd, mau sunset yellow lake vira dii 1 vién nén bao phim.

MO TA SAN PHAM: Thuéc dugc san xuit & dang vién nén bao phim (vién nén tron bao phim, mau cam nhat, mot mat
tron, mt mét c6 vach ngang).

QUI CACH PONG GOI:
Hop 10 vi x 10 vién (vi nhém - PVC)
Hop 1 vi, 5 vi, 10 vi x 10 vién (vi nhém - nhom)

d
THUOC NAY DUNG CHO BEXN GI ?
Thudc diing cho bénh nhan tir 12 tudi tro 1én trong diéu tri:
- Viém mii dj img : Lam giam céc trigu chimg cia bénh viém mili dj img (theo mua hoic quanh nim) nhu hét hoi, s mii,
nghet mili, ngira, chay nudc mat va dé mat.
- Néi mé day tur phéat man tinh: Lam giam cac triéu chimg ngira, phat ban & da.
NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG?
Liéu lwong:
- Ngudi 16n va tré em tir 12 tudi tr& 1én: Lidu dé nghi 1a 1 vién, mot 1dn m3i ngay.
- D6i voi viém miii di ng khong lién tuc (c6 triéu ching it hon 4 ngay / tudn hodc duéi 4 tuan) cin duoc didu tri dua trén
su d,énh gid bénh sir ctia bénh nhan va c6 thé ngung diéu trj khi hé{ tri¢u chimg va bét da‘i‘u lai khi c:f') té‘i phat. y
- Doi véi viém mili di ing kéo dai (c6 trigu chimg trén 4 ngay / tuan va kéo dai hon 4 tuan), c6 thé diéu tri lién tuc cho bénh .
nhan trong thi gian tiép xtc véi chat gdy di ing.
Tré em
Chua c6 day du kinh nghiém khi sir dung desloratadin & thanh thiéu nién tir 12 dén 17 tudi.
Tinh an toan va hiéu qua khi dung desloratadin cho tré dudi 12 tudi chua dugc thiét 1ap.
Cich diing: Ding duong udng, cing hodic khong cung thirc an.
e

KHI NAO KHONG NEN DUNG THUOC NAY ?
- Qua man cam véi desloratadin, loratadin hojc véi bat ky thanh phan nao cua thudc.
- Tré em duéi 12 tudi.

TAC DUNG KHONG MONG MUON CUA THUOC:

- Céc tac dung phu thudng gip: Pau diu, khd miéng, mét moi. .
- Cac tac dung phu hiém gap: Ao giac; chong mat, mo mang, mit ngu, ting tdm thin van dong, co giat, nhip tim nhanh, hdi
hép. Pau bung, budn nén, ndn mira, in khong tiéu, tiéu chay. Ting cic enzym gan, ting bilirubin, viém gan. Dau co, phan
(g quéa man (nhu phan tng phan vé, phii mach, khé thd, ngira ngéy, phét ban va may day).

- Céc tac dung phu tan suit chua rd: Kéo dai khoang QT, vang da. Nhay cam anh sang.

NEN TRANH DUNG NHUNG THUOC HOAC THU'C PHAM Gi KHI PANG SU DUNG THUOC NAY?

- Khéng c6 sy tuong téc trong céc thir nghi¢ém 1am sang khi dung chung desloratadin véi erythromycin hodc ketoconazol.

- Trong mdt thir nghi¢m 1am sang dung desloratadin cung lic v6i rugu khong lam téng téc dung lam suy yéu do rugu. Tuy
nhién, mot sb truong hop khéng dung nap va ngd dc rugu da dugce béo cao khi luu hanh. Do d6, can phai than trong néu
dung ddng thoi véi ruou.

CAN LAM GI KHI MQT LAN QUEN KHONG DUNG THUOC ? \ .
Néu quén mot 1an khong ding thudc thi udng ba ngay mdt liéu thudc khi ban nh¢ ra, ngoai trir luc d6 da sat gan thoi qlém
phai udng liéu thude tiép theo. Khong dugc udng 2 lidu thube ciing mét luc. Cac liéu thude con lai nén udng cho ding gio.
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Y NHU THE NAO ?
i nhiét d6 khong qué 30°C, tranh 4nh sang va 4m.

CAN BAO
Thudc nay ¢

NG DY
NHUNG n Héﬁjlﬁ CHUNG KHI DUNG THUOC QUA LIEU
Cac triéu chimg lién’quan diing thiybe qué liéu & ngudi 16n va tré em ciing gidng nhu cac tac dung phu nhung véi mirc do
ning hon. BV PHARMA g
CAN LAM Gl OC QUA LIEU KHUYEN CAO ?
Neéu nhu 15 d eu cin bao cdo ngay véi béac si cua ban hay dua dén co s y t& gan nhét dé dugc xir tri thich
hop.

NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY

- Dung thudc than trong cho ngudi suy thin ning.

- Do thudc c6 chira ta duoc sunset yellow, c6 thé gdy phan tng di ing.

- Vi ly do than trong, nén tranh sir dung thuc trong thoi ky mang thai.

- Thudc di vao sira me, sy tac dung trén tré so sinh con chua rd, do d6 can quyét dinh ngung cho con bu hoic ngung ding
thudc, sau khi can nhc loi ich cua viéc cho con b va lgi ich diéu tri dbi véi ngu’m me.

- Dung thudc than trong cho ngudi 14i xe hoc van hanh méy méc, do thude c6 thé gay chéng mit.

KHINAO CAN THAM VAN BAC S ?
Khi ban ¢6 diéu chi thdc méc hogc can biét thém thong tin, dimg ngin ngai hoi ngay y kién ciia bac si.

NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA BAC SI HOAC DUQC SI.

HAN DUNG CUA THUOC: 48 thang kétir ngy san xuét.
NHA SAN XUAT: CONG TY M BV PHARMA
Dia chi: Ap 2, Xa Tan Thanh T4y, Huyén Cu Chi, TP. HCM.

NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG TO HUGNG DAN SU DUNG THUOC: / /2017

1I/ PHAN HUONG DAN SU DUNG CHO CAN BO Y TE

DUQC LUC HQC: Ma ATC: R06 AX27. Nhém thudc: Thude khang hiatamin ding toan thén.

Co ché tac dung .

Desloratadin 12 mot chét khéng histamin khong gy budn ngu, c6 tac dung dai, c6 hoat tinh dbi khang chon loc trén thy thé
Hi ngoai bién. Sau khi ubng, desloratadin trc ché chon loc cac thu thé histamin H; ngoai bién do chit nay khong di vao hé
than kinh trung uong.

Téc dung dugc luc

Céc nghién ctru in vitro da ching minh desloratadin c6 tinh chéng di ing. Tac dung nay bao gdm su trc ché phong thich
cac cytokin tién viém nhu IL-4, IL-6, IL-8, va IL-13 tir c4c dai thuc bao / bach cu 4i kiém ctia ngudi, cling nhu ire ché sy
gén két ctia phan tir P-selectin trén céc ndi bao. Sy lién quan trén 1am sang clia nhitng quan sét nay van can dugc xac dinh
thém.

Tinh an toan va hiéu qua trén 1am sang

Trong mét nghién ctru 1am sang da liéu str dung desloratadin 1én dén 20 mg/ngay trong 14 ngdy, khong thé 4y 6 tac dong
trén tim mach c6 y nghia vé mét 1am sang hogic théng ké. Trong mot thir nghiém dugc ly 1am sang dung desloratadin véi
lidu 45 mg/ngay (cao gip 9 1an liéu diéu trj) trong 10 ngay, khong thdy kéo dai khoang céch QT.

Khong quan sat thay nhiing thay d6i |am sang lién quan dén ndng do desloratadin trong huyét tuong trong cac thir nghiém
twong tac da liéu voi ketoconazol, erythromycin. i

Desloratadin khong thim vao hé than kinh trung wong. Trong cac thir nghiém c6 déi chimg, dung lidu diéu tri 5 mg moi
ngay, ty 1¢ budn  ngu khong cao hon so voi gia duge (placebo). Str dung desloratadin voi liéu 7,5 mg mdi ngay khéng thiy
6 anh huong dén hoat dong tam than van dong. Trong mot nghién ciu don lidu & ngudi 16n, desloratadin 5 mg khong anh
hudng dén cac danh gia chudn myc vé thye hién chuyén bay bao gdm gy budn ngt hodc nhitng nhiém vu lién quan dén
chuyén bay. 5

Trong céc thir nghi¢m dugc 1y 1am sang, sur dung cung lic v6i rugu khong lam ting suy yéu hanh vi do rugu hojc ting budn
ngi. Khong thiy khac biét dang ké vé két qua thir nghiém tim than vin dong gitra nhém dung desloratadin va nhom ding
gia duge, cho di dung mot minh hodc ding cing véi ruou.

O céc bénh nhén viém miii di img, desloratadm c6 tac dung giam céc triéu ching nhu hit hoi. sd mii va ngira mii, ciing
nhu ngtra mit, chay nudc mét va do mét, ngtra vom hong. Thudc c6 thé kiém soat triéu chirng hiéu qua trong 24 gidr.

Tré em: )

Hiéu qua cua thube chua duge chirmg minh 1 rang trong céc thir nghi¢m cho tré em tir 12~ 17 tudi.

B sung cho phan loai d ¢6 cita viém mili dj tmg theo mua va quanh nam, ¢6 thé phan loai viém mii dj tng theo cach khac
nhu viém miii di ing khong lién tyc va viém mili di img kéo dai tay theo thoi gian xuat hién triéu chimg. Viém mii di ting
khong lién tuc duge xac dinh khi céc trigu ching xuét hién < 4 n“av/tu‘m hoic < 4 tudn. Viém miii dj ing kéo dai dugc xac

dinh khi cac triéu chiing xuét hién > 4 ngay/tuan va kéo dai > 4 tudn.

e
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Deslordla <H Wéc giam gdnh ndng cua viém mii dj img nhu da duge chimg minh boi tong diém trong
bang ci /! QIQ hﬁm;dQ(ehat/ lu'ﬁ}: udc séng lién quan dén viém miii — viém l\et' mac. Cai thién 16n nhit dugc ghi nhan la cac
linh vuc|lié quap ﬂeg_g/gg‘ vén| @é|thuc hanh va hoat dong hang ngay bi han ché béi céac triéu chiing.

May day) tw phat i in Juog nghién ctru nhu mot moé hinh 1am sang doi va4i céc tinh trang may day, vi ¢6 sinh ly bénh
co ban gi h &9/ nhan va vi cac bénh nhan man tinh c6 thé d& dugc tuyén chon hon . Viéc phéng thich
histamin 1 Gia hau hét cac bénh may day nén desloratadin dugc cho 1a cé hidu qua lam giam triéu
chimg déi v ay day khac ngoai may day tu phat man tinh, nhu da dugce khuyén nghi trong céc hudéng dan

lam sang. o
Trong hai nghién ciru 6 tuan c6 dbi chimg vai gia duoc & cac bénh nhan bi may day mén tinh tu phat, desloratadin c6 hi¢u
qua trong viéc lam giam ngira, giam kich thudc va s luong phat ban khi két thic khoang liéu dau tién. Trong mdi thir
nghi¢m, tac dung kéo dai trong khoang thoi gian ding thudc trong 24 gid. Ciing nhu nhing thir nghiém khang histamin
khéc trong chimg may day ty phéat man tinh, mgt 6 it b¢nh nhan dugc xac dinh la khéng dap tmg véi thudc khang histamin
da dugc loai trir. Nguoi ta thdy tinh trang ngira dugc cai thién hon 50% trong s6 55% bénh nhan diéu tri voi desloratadin so
v6i 19% & bénh nhan diéu trj bing gia dugc. Piéu tri bang desloratadin cling lam giam dang ké su anh huong dén gidc nga
va hoat dong lic ban ngay, khi do biang mot thang diém 4 dugc ding dé danh gia cac thay ddi nay.

DUQC PONG HQC: '

Hap thu

Nong d6 desloratadine trong huyét twong c6 thé dugc phét hién trong vong 30 phiit sau khi ding. Desloratadine dugc hip
thu t6t voi ndng do t6i da dat dugc sau khoang 3 gi&. Thoi gian ban thai 1a khoang 27 gi¢. Mirc d¢ tich Ifiy ctia desloratadin
cb dinh theo thoi gian ban thai (khoang 27 gio) va liéu dung mot 1an m&i ngay. Kha dung sinh hoc ca desioratadin Ia ty 1é
thuan vai liéu dung trong pham vi tir 5 mg dén 20 mg.

Phan b
Desloratadin g ;:,an két vira phai (83% - 87%) vai protein huyét twong. Khong ¢6 bing chimg vé viée tich liiy thudc trén 1am
sang sau khi udng lidu hang ngay (5 mg dén 20 mg) trong 14 ngay.

Chuyén hoa
Chua xac dinh dugc enzym chiu trach nhi¢ uyén héa desloratadin, va vi vy chua loai trir hoan toan mot vai tuong téc
véi cée thude khéc. Trong in vivo desloratadin khong trc ché CYP3A 4, va cac thir nghiém in vitro di chimg minh ring
thudce khong trc ché CYP2D6 va ciing khong phai 12 co chit hogc chét e ché P- glycoprotein.

Thai trir

Trong mét nghién ctu 1am sang dung lidu don desloratadin 7,5 mg, cho thiy thic dn (biva 4n sang nhidu chit béo, giau
calori) khong anh hudng dén dugc dong hoc cua desloratadin. Trong mét nghién ciru khac, khong thiy nude budi anh
hudng dén duge dong hoc cia desloratadin.

Bénh nhén suy than

Dugc dong hoc cua desloratadin & bénh nhén suy thdn man tinh da dugc so sanh véi cac déi tugng khoe manh trong mét
nghién ciru don liéu va mét nghién cira da lidu. Trong nghién ciru don lidu, sy phoi nhidm véi desloratadin da 1an lugt cao
gdp 2 va 2,5 lan & nhitng bénh nhan suy than man tir nhe dén trung binh va ning, so v6i ngudi khoé manh. Trong nghién
ctru da liéu, trang thai 6n dinh dat dugc sau ngay 11 va so vdi cac ddi tugng khoe manh thi phoi nhiém véi desloratadin gap
1,5 14n & nhirng bénh nhan suy than man tir nhe dén trung binh va gép 2,5 lan & nhirg bénh nhén suy than man nang .Trong
ca hai nghién ctru, sy thay déi do phoi nhiém (AUC va C max ) cta desloratadin va 3-hydroxydesloratadin khong c6 lién
quan dén 1am sang,

CHI PINH PIEU TRI: Thudc ding cho bénh nhén tir 12 tudi tr 1én trong diéu tri:

- Viém miii di ing : Lam giam cac triéu ching cua bénh viém miii di ing (theo mua hodc quanh ndm) nhu hiit hoi, s6 mui,
nghet miii, nglra, chay nudgc mét va do mit.

- Nbi mé day tu phat man tinh: Lam giam cac triéu chimg ngira, phat ban & da.

LIEU LUQONG VA CACH DUNG:

Liéu lwgng:

- Nguorl 16n va tré em tir 12 tudi tr 1én: Liéu dé nghi 1a 1 vién, mot lan méi ngay

- Déi voi viém miii di tmg khong lién tuc (c6 triéu ching it hon 4 ngay / tudn hogic dudi 4 tudn) cin dugc diéu trj dya trén
su danh gia bénh sir cia bénh nhén va co6 thé ngung diéu tri khi hét triéu chimg va bt dau lai khi c6 tai phat.

- Béi v6i viém miii dj ng kéo dai (co triéu ching trén 4 ngay / tudn va kéo dai hon 4 tudn), c6 thé diéu tri lién tuc cho bénh
nhén trong thoi gian tlep xtic véi chit gay di ung.

Tré em
Chua c6 day du kinh nghiém khi sir dung desloratadin & thanh thiéu nién tir 12 dén 17 tudi.
Tinh an toan va hiéu qua khi dung desloratadin cho tré dudi 12 tudi chua dugc thiét lap.

Cich diing: Ding dudng ubng, ciing hoic khong ciing thire dn.

CHONG CHI PINH:
- Qua min cam véi desloratadm, loratadin hoiic v6i bat ky thanh phan nao clia thude.

- Tré em dudi 12 tudi. /
W
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i suy than ning.
yellow, c6 thé gdy phan tmg di ung.

?A//CHO CON BU

\J
~
&) g u nir mang thai (hon 1000 két qua thai ky) cho thiy desloratadin khong gay quai thai hoic
doc tinh trén bao thal 0dc tré mai sinh.

Cac nghién ciru trén dong vat khong thy c6 doc tinh truc tiép hoic gian tiép vé sinh san. Vi ly do thén trong, nén tranh sir
dung thudc trong thoi ky mang thai.
Phu nit cho con ba

Thubc di vao sita me, sur tac dung trén tré so sinh con chua 18, do d6 can quyét dinh ngung cho con bu hodc ngung dung
thude, sau khi can nhéc lgi ich cua viéc cho con bu va loi ich diéu tri déi véi ngudi me.

TAC DUNG POI VOI KHA NANG LAI XE VA VAN HANH MAY MOC:
Dung thudc than trong cho ngudi lai xe hogc van hanh may méc, do thudc c6 thé gay chéng mit.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC

- Khdng c6 sy tuong tic trong cac thir nghiém lam sang khi dung chung desloratadin véi erythromycin hoéc ketoconazol.
- Trong mét thir nghiém 1am sang 14m sang dung desloratadin cung ltc véi rugu khong lam tang tac dung lam suy yéu do
rugu. Tuy nhién, mét s6 trucmg hop khong dung nap va ngd doc ruou da duge béo céo khi luu hanh. Do do, cin phai than
trong néu dung ddng thdi véi ruou.

TAC DUNG KHONG MONG MUON:
Cac tac dung phu sap xép theo phan loai va tan suat dugc liét ké trong bang sau:

Phan logi réi loan Thudng gip Hiém gip Rét hiém gip Tén sufit chua
(=1/100 - < 1/}@&/(1/10000 <1/1000) (<1/10000) ro
Tam than Ao giac
Hé than kinh Pau dau Chéng mdt, mo mang,

mét ngi, ting tim than
véan dong, co giat.

Tim Nhip tim nhanh, héi | Kéo dai khoang
hop. QT.
Tiéu hoa Khé miéng Pau bung, budn nén,

nén mua, an khong
tiéu, tiéu chay.

Gan — mat Téng cac enzym gan, | Vang da.
taing bilirubin, viém
gan.
Da va m6 dudi da Nhay cam anh
sang.
Co xuong va mo lién DPau co.
ket
Tdng quét Mét moi Phan Ung qua man

(nhu phan ung phan
vé, phit mach, kho tho,
ngira ngay, phat ban va
may day).

QUA LIEU VA CACH XU TRi
Céc triéu chimg lién quan ding thubc qua liéu & ngudi 16n va tré em ciing glong nhu cac tac dung phu nhung véi mirc do

ngng hon. Dya trén nghién ciru da liéu'trén 1am sang, st dung desloratadin dén 45 mg (9 lan cao hon lidu diéu tri), khong

thay ¢6 céc tac dung gi lién quan trén lam sang.
Xir tri: Trong trudng hop qua liéu, dung céc bi¢n phép co ban dé loai phan thudc chua hép thu, tién hanh diéu trj triéu ching

va diéu tri hé trg. Desloratadin khong tﬁé logi trir bang thdm phan phiic mac.
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