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Khong dwoc tiém
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" CTCP DUGC PHAM 2/9

MAU NHAN NADY-DESLO
Nhan ong 10 ml

Dung dich thudc udng 6ng 10 mi

Nady-Deslo

Desloratadin 5mg

Sdn xudt tai
CONG TY €6 PHAN DUGC PHAM 2/9
930 C4, Buding C, KCN Cét L4l Cum 2, P Thanh My Lot, Quan 2, TP H& ChiMinh

Ngay # thang 5 nidm 2022
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CTCP DUGC PHAM 2/9

MAU NHAN NADY-DESLO

G6i S ml

XS Q108

‘aH

CONG THU'C: Mbi g6i 5 mi chifa:
Desloratadin 2,5mg
Té dugc 1.g6i 5ml

CHi DINH, LIEU LUQNG, CACH DUNG,
CHONG CHi BINH, THAN TRONG VA
CACTHONG TIN KHAC

Xem huéng dan st dung kém theo.

Dé xa tdm tay cla tré em

Doc ky huéng ddn str dung truée khi dang
Bao quan: § nhiét d6 khéng qua 30°C,
noi khé rdo, trénh dnh séng.

via du

CONG TY € PHAN DUOC PHAM 2/9
San xuit theo TCCS 9304, Dudng C, KCN C3t L, Cum 2, P Thanh My Lo,
SPK (Reg. No.): P ) Quén2,TP HS Chi Minh.

Dung dich thude ubng Coi Smi

Neay-Desle

25mg ‘?’

Desloratadin

Sdn xudt tai

Ngay /1 thang 5 nim 2022
Giam ddc Nghién ciru Phat trién
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: 2 Ngiy /f thang 3 nam 2022
+ CICPDUQC PHAM 2/% Giam doc Nghién ciru Phat trién

MAU NHAN NADY-DESLO
Hop 20 6ng x 5 ml

Dung dich thudc udng

(ot
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Sdn xudt tai

g
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== CONG TY €O PHAN DUGC PHAM 2/9
930 C4, Buding C, KCN Cat Lai, Cum 2,
P.Thanh My Loi, Quan 2, TP Hé Chi Minh
Naay=pDesio
Desloratadin 2,5 mg
CONG THUC: Mdi 6ng 5 ml chua: COMPOSITION: Each 5 ml contains:
Desloratadin 2,5mg Desloratadine 2.5mg
Téduge  viadd  16ng5ml Excipients  sqf 1ampoule of 5ml
CHI DINH, LIEU LUONG, CACH DUNG, INDICATIONS, DOSAGE AND ADMINISTRATION, =1
CHONG CHI DINH, THAN TRONG VA CONTRAINDICATIONS, PRECAUTIONS j
CACTHONG TIN KHAC AND THE OTHER INFORMATIONS | .
Xem hudng dan sir dung kém theo. Read the leaflet inside. 3 g
i)
[-<)
Dé xa tam tay ctia tré em Keep out of reach of children
Boc ky hudng dan sir dung trudc khi ding Read the leaflet carefully before use

Storage: Not more than 30°C,

Bao quan: O nhiét d6 khéng qua 30°C,
in dry place, protect from light.

nai kho rdo, trénh anh sang.

Specification: Manufacturer

56 16 5X/ Lot No.:
NSX/ Mfg. Date:
HD/ Exp. Date:

San xudt theo TCCS
SPK (Reg. No.):

Naay-Desie

Desloratadine 2.5 mg
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+ CTCP DUQC PHAM 2/9 Gidm déc Nghién ciu Phit trién

MAU NHAN NADY-DESLO
Hop 20 6ng x 10 ml

—— Dung dich thubc uéng Hﬁp 20 6ﬂg 10 ml
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;‘l m Sén xudt tai
o) ‘ CONG TY C8 PHAN DUQC PHAM 2/9
Q g E 930 C4, Buding C, KCN Cat L&, Cum 2,
P.Thanh My Loi, Quan 2, TP H6 Chi Minh
, ——
Nagay=0Desio
Desloratadin 5 mg
\
CONG THUC: Méi 6ng 10 ml chita: COMPOSITION: Each 10 ml contains:
Desloratadin 5mg Desloratadine 5mg
Té dugc vitadd  16ng 10 ml Excipients sqf 1ampoule of 10ml
CHIi PINH, LIEU LUQONG, CACH DUNG, INDICATIONS, DOSAGE AND ADMINISTRATION, | 5
CHONG CHi DINH, THAN TRONG VA CONTRAINDICATIONS, PRECAUTIONS ; f
CAC THONG TIN KHAC AND THE OTHER INFORMATIONS -
Xem huéng dan st dung kém theo. Read the leaflet inside. E
o
@

Keep out of reach of children
Read the leaflet carefully before use

Dé xa tam tay cta tré em
Boc ky hudng dan st dung trudc khi dang

Storage: Not more than 30°C,

Bdo quan: & nhiét d6 khéng qué 30°C,
in dry place, protect from light.

noi khé rdo, tranh anh sang.

Specification: Manufacturer

S616 SX/ Lot No.:
NSX/ Mfg. Date:
HD/ Exp. Date:

San xuit theo TCCS
SPK (Reg. No.):

Desloratadine 5 mg
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'CTCP DUGC PHAM 2/9

MAU NHAN NADY-DESLO
Nhan chai 30 ml

Sdn xudt tai

CONG TY €6 PHAN DUGC PHAM 2/9
930 C4, Budng C, KCN Cat Li, Cum 2,
P.Thanh My Lgi, Quan 2, TP H& Chi Minh

CONG THU'C: Mé&i chai 30 ml chuta:
Desloratadin 15mg
Tédugc viradl 1 chai30 ml

CHI DINH, LIEU LUONG, CACH DUNG,
CHONG CHi ®INH, THAN TRONG VA
CACTHONG TIN KHAC

Xem hudng dan sir dung kém theo.

San xuét theo TCCS
SPK (Reg. No.):

S8 16 SX/ Lot No.:
NSX/ Mfg. Date:
HD/ Exp. Date:

Dé xa tdm tay cia tré em
Boc ky hubng ddn sir dung trudc khi diung
Bao quan: & nhiét d6 khdng qué 30°C,

noi khé réo, trénh dnh sang. Barcode

Ngay /! thang > nam 2022
m déc Nghién ciru Phat trién

\.‘%.
> :
Nguyen Thi Lan Anh
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. CTCP DUQC PHAM 2/9

MAU NHAN NADY-DESLO
Nhan chai 60 ml
CONG THUC: Mi chai 60 mi chufa: i g (1o 60 1 (o PP
Desloratadin 30mg : 930 C4, Budng C, KCN CAt Lai, Cum 2,

Tédwge vimdd 1 chaisoml P.Thanh My Lgi, Quan 2, TP H8 Chi Minh

CHI DINH, LIEU LUQNG, CACH DUNG,
CHONG CHI DINH, THAN TRONG VA
CACTHONG TIN KHAC

Xem huéng dan sif dung kém theo.

San xuéat theo TCCS
SPK (Reg. No.):

Nady-Desle

S6 16 SX/ Lot No.:
NSX/ Mfg. Date:

D€ xa tdm tay cia tré em
HD/ Exp. Date:

Doc ky hudng dan sirdung trudce khi ding
Bao quan: & nhiét dd khéng qua 30°C,

nai khd réo, trénh @nh sang. B-arc.ot-ie

Ngay// thang > nam 2022
Giam doc Nghién ciru Phat trién
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6/C WYHd DONA dOLD

Naay-pesie

Desloratadin 15 mg/30 mi
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Naay-Desie

Desloratadin 30 mg/60 ml

w9 reyd | doy
O1SAA-AAVN NYHN NVIN

6/C WVHd DONA dD1D
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1/4
TO HUONG DAN SU DUNG

NADY-DESLO

Cic ddu hiéu lwu y va khuyén cdo khi ding thube:
Doc ky hudng dan sir dung trude khi dung.
Dé xa tam tay tré em.

THANH PHAN CONG THU'C THUOC:

Thanh phan hoat chdt: Desloratadin 0,5 mg/ml

Thanh phdn té duwoe: Propylen glycol, sorbitol 1ong, acid citric, natri citrat, kali sorbat,
dinatri edetat, sucralose, hypromellose, huong bubble, sunset yellow, nuéce tinh khiét.

DANG BAO CHE:
Dung dich thudc udng.

CHI PINH:

Desloratadin dugc dung & ngudi 16, thanh niéu nién va tré em tir 1 tudi trd 1én dé 1am giam
céac triéu chung lién quan dén:

—Viém miii di ing.

—May day.

LIEU DUNG, CACH DUNG:

Liéu ding:

Ngueoi I6m va thanh thiéu nién (tir 12 tudi tré lén): 5 mg (10 ml), 1 14n/ ngay.

Tré em:

Nguoi ké don can luu ¥ ring hau hét cac truong hop viém miii dudi 2 tudi c6 ngudn gbe
truyén nhidm va khong c6 dit liéu hd tro diéu tri viém miii nhiém trang bing desloratadin.
—Tré em tir 1-5 tudi: 2,5 ml (1,25 mg) 1 1an/ ngay.

—Tré em tir 6-11 tudi: 5 ml (2,5 mg) 1 1an/ ngay.

An toan va hiu qua cua desloratadin 0,5 mg/ ml & tré em dudi 1 tudi chua dugce xéc dinh.
Viém miii di tmg ngét quing (xuét hién cac triéu chimg dudi 4 ngay/ tudn hodc dudi 4 tudn)
nén diéu tri theo ddnh gia tién sir bénh ctia bénh nhan va c6 thé ngimg diéu trj sau khi cac
triéu chung d4 hét va bét dau lai khi céc tridu chung xudt hién tro lai.

Trong truong hop viém mii di ung dai dang (xuat hién céac triéu ching tir 4 ngay tro 1én/
tudn va kéo dai hon 4 tuin), bénh nhén co thé tiép tuc diéu tri trong thoi gian tiép xuc véi
chét gay di tmg.

Cach dung:

Dung dudmg udng, mot 1dn mét ngay, khong bi anh hudng bai thic an.

CHONG CHI PINH: ’ ‘ '
Min cam véi desloratadin, loratadin hosc bat ky thanh phéan nao ctia thudc.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Qué lidu, nhiém ddc (bao gdm tir vong) di dugc béo cdo & tré dudi 2 tudi ding cic ché
phédm khong ké don chira khéng histamin, giam ho, long dom va chéng xung huyét miii don
thudn hozc phdi hop dé giam ho, giam tridu chimg cam cim. Ciing chua c¢é bing ching cho
thdy hiéu qua rd rang cua ché phdm nay & d6 tudi dudi 2 tudi va lidu thich hop ciing chua
dugc cong bd. Vi vy nén ding thén trong cho tré em dudi 2 tudi.

Déi khi cling co nhimg bao cao vé co giat & nhimg bénh nhan dung thuoc khang histamine,
do d6 can than trong khi dung desloratadin cho nhitng bénh nhén c6 tién str dong kinh.

Y
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10.

11.

2/4
TO HUONG DAN SU DUNG

Desloratadin thai trir qua than dudi dang chét chuyén héa con hoat tinh, do d6 cin luu ¥
giam liéu trén bénh nhan suy than. Tuong tu, ciing can giam lidu desloratadin trén bénh
nhéan suy gan.

Chua danh gi4 an toan va hiéu qua cia siro desloratadin & tré dudi 6 thang tudi.

Tranh ubng ruou trong khi dung thube.

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:

Sir dung thudc cho phu nir cé thai:

Mic du cac nghién ciru trén ddng vét cho thiy desloratadin khong gy quai thai, song ciing
nén than trong khi dung desloratadin cho phu nit mang thai.

St dung thube cho phu nir cho con bi:

Desloratadin qua dugc sita me, vi thé khong khuyén céo sir dung desloratadin cho phu nit
dang cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Méc du hiém gép ngi ga ¢ thudc khang histamin the hé 2 hon the h¢ 1, song c6 thé xuat hign
¢ 1 s0 bénh nhén, do dé nén thén trong d6i v4i nguoi 14i xe hodc van hanh may méc.

TUONG TAC, TUONG KY CUA THUOC:

Desloratadin lam ting ndng d6 va tang tac dung ciia reou, thudce khang choline, thudc trc ché
than kinh trung wong, thube trc ché chon loc thu héi serotonin.

Nong d6 va tac dung cta desloratadin c6 thé ting 1én boi droperidol, hydroxyzine, chét trc
ché P-glycoprotein, pramlintid.

Desloratadin 1am giam ndng do va giam tic dung cia thubc tc ché acetylcholinesterase,
benzylpeniciloyl polylysin, betahistin, amphetamine, thuc cam tmg P-glycoprotein. —
Thitc an khong anh hudng dén sinh kha dung cta desloratadin. L
Céc thudc anh hudng dén enzym chuyén héa & microsom gan nhu azithromycin, cimetidin, :
erythromycin, fluoxetine, ketoconazol... c6 kha nadng twong tic dugc ddng hoc voi
desloratdin.

TAC DUNG KHONG MONG MUON CUA THUOC:
Rdt thuong gap, ADR > 10/100

Pau dau

Thuong gdp, 1/100 < ADR < 10/100

Mét ngu, tiéu chay, sét (tré dudi 2 tudi)

Mét moi, ngu ga, chong mat.

Dau bung kinh.

Kho miéng, budn nén, khé tiéu.

Viém ving héu hong.

Rt hiém gdp,(ADR <1/10 000)

Ao giac.

Nhip tim nhanh, danh tréng nguc.

Pau bung, budn ndn, non, kho tiéu, tiéu chay.

Tang men gan, tang bilirubin, viém gan, vang da.

Pau co.

Phan Umg qua mén (nhu sbc phan vé, pht mach, khé thd, ngira, phat ban va ndi mé day).

QUA LIEU VA CACH XU TRIi:
Qua liéu: ‘
Chua phét hién ra nhitng thay d6i 14m sang déng ké khi dung desloratadin t6i liéu 45 mg/
ngay (gép 9 lan liéu diéu tri). \
-
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13.

14.
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TO HUONG DAN SU DUNG

Cach xir tri khi dung thubc qua liéu:

Trong truomg hop qué liéy, diéu tri nhu cic bién phéap diéu tri triéu chimg théng thuong
khéc, bao gdm giam hép thu va diéu tri tridu ching.

Desloratadin khong dwoc dio thai bing duong tham phan phiic mac.

THONG TIN VE DUQC LY, LAM SANG:

Dic tinh dwgc luc hoc:

Nhém dugc 1y: thude khang histamin H;

Ma ATC: RO6AX27

Desloratadin 12 chit chuyén héa chinh c6 tic dung cia loratadin — mét thudc khang histamin
ba vong thé hé 2, it c6 tac dung wrc ché thin kinh trung uvong hon thé hé 1. Thubc c6 tac dung
khang chon loc thu thé H; ngoai bién, 1am giam kéo dai triéu ching cta dj tmg, nhu: viém
miii di tmg, may day. Desloratadin c6 thé ding 1 minh hodc phdi hop véi 1 thubc chéng
xung huyét nhu pseudoephedrin sulfat.

Dic tinh dugc dong hoc:

Hp thu, phén bo:

Desloratdin dugc hép thu tot qua duong uong v6i ndng d6 tbi da dat dwoc sau khoang 3 gio,
cd the dinh lugng duoc nong do trong huyét tuong cua desloratadin trong vong 30 phit sau
khi uong Desloratadin gan vdi protein huyét twong 82-87%, cia 3-hydroxydesloratadin
(chét chuyén héa cua desloratadin tai gan) 1 85-89%.

Chuyén héa

Desloratadin chuyén héa & gan thanh chét chuyén héa c6 hoat tinh 1a 3-hydroxydesloratadin.
O lidu diéu tri, desloratadin khéng anh hudng hozc khong bi anh hudng boi hé théng enzym
chuyén héa CYP & gan.

Thai trir

Desloratadin thai trir theo con dudng lién hgp véi acid glucuronic. Thoi gian ban thai 1a 27
gitr. Thai trir qua nude tiéu va qua phan dudi dang chét chuyén hoa.

Duoc dong hoc cho nhém bénh nhén déc biét

Bénh nhan suy thdn

Trong nghién ciru ding liéu don, mirc d9 phoi nhiém véi desloratadin & nhitng bénh nhan
suy than man (CRI) tir nhe dén trung binh va ning cao hon tuong img khoang 2 va 2,5 lan
so voi nhitng d6i tuong khoe manh.

Trong nghién ctru da lidu, trang thai én dinh dat dugc sau ngay 11, va so véi nhimg ngudi
khoe manh, viéc phoi nhiém véi desloratadin cao hon ~ 1,5 1in & nhitng ngudi c6 CRI nhe
dén trung binh va cao hon ~ 2,5 14n & nhitng ngudi 6 CRI ning.

Trong c& 2 nghién ciru, nhimg thay dbi vé& phoi nhiém (AUC va Cp,x) ciia desloratadin va 3-
hydroxydesloratadin khéng co lién quan vé mit 14m sang.

PON VI PONG GOI NHO NHAT, QUY CACH PONG GOI:
Hop 20 6ng x 5 ml; Hop 20 éng x 10 ml

Hop 20 goéi x Sml

Hoép 1 chai x 30 ml; Hop 1 chai x 60 ml

HAN DUNG CUA THUOC
24 thang ké tir ngay san Xut.
Sau khi m& nép ding trong vong 2 thang.

DIEU KIEN BAO QUAN, TIEU CHUAN CHAT LUQNG CUA THUOC:
Dicu kién bao quan: O nhiét 6 khong qua 30°C, noi khé réo, tranh anh sang.
Tiéu chudn chét luong: TCCS \‘

—~
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TO HUONG DAN SU DUNG

16. TEN, BPIA CHI CUA CO SO SAN XUAT THUOC:
CONG TY CO PHAN DUQC PHAM 2/9

NHA MAY: 930C4, duong C, khu cdng nghiép Cat Léi, cum 2, phudmg Thanh My Lo,
quéan 2, TP. H5 Chi Minh.
Ngay M thang 0% ndm 2022 /%‘f/
Giam déc Nghién ciru Phat trién
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