YIv = 2 ot ’)i—

.{M/'@G

https://trungtamthuoc.com/

‘imsnmfa )
ME ol rriln pUgC mmw

DESDINTA

Drslie slading bmg.
ﬂmmmJﬂ

DESDINTA

T

_;CM;ENMMMMTM

00 T 08 Pl B peulan B - Pl

DESDINTA
ety Qe Sy
(HATAY PHARMACEUTICAL L5.0

it i

DAYING] - FRANCE PRARMACEUTICAL 1.5.C

DESDINTA

m"qﬁmmmm q_,»‘

mmmmmmmm

B guibn: Mot kb, bl 8 dus 8T
3 104 wa o tayy trd o
Do ky hindng dia o dyng trudc khi dung.

S mudt ok CONG TV 08 PHAN DUIOC Pk i TAY

74 e e 1.8 < Ln K < B Dby - TR Wk il

Phin phai b COMG TY OO PHEN DUGE Prol Caveeds - Priie
40501 Thamh Xudn Ble phusing Thash Xule Bl guis Thash
Hudn, T8 M W3

B g R ¢

S N fLoa b

NLE (Mg

PO i Dt

~“DESDINTA

Hép 3 vix 10 vién nén bao phim

Desloratadin Smg

Fom attor v

ﬂw{th\hiwmm

'-Hilﬂmﬂ-l

= 1Mmﬂhﬂlt

Deovnge and
m%fmmuwmm
Spad shoations! WMaswie
Mh‘m-hmmm
Ko out of reach of childres,
Carvlully read tha SoCompsnying Sitri 1 aas Bedons uid.

Manetactured by

HA TAY PHARMACEUTICAL J5.C

Fopulation grougrs Nod - La e - Ha Deesg « Ha b Tiry
Diributed by

DAVINGI - FRANCE FHARMADEUTICAL 5.0

40501 Thanh Kuaey B - Thlnh Kuan fac waed, Thank
T ciirich, Ha Mol City

i

HATAPHAR

‘DESDINTA

Box of 3 blisters x 10 film coated tablets

Desloratadine Smg

Far daittar e

3L
m_;-up ITIC
l\u\h\!; -
ot e
4 o |3 7 2
T;-l (=13
z‘;ﬂl"i
e .. = ik
2 olm™ s
ol 3
Ohws 3T
ga 3
- b

Danlaratatn Loy

“DESDINTA

3



1. Tén thubc; DESDINTA.
2. Thanh phin: M3i vién nén bao phim chira:
Desloratadin Smg

_Té dugc vira du ~ lvién

(Ta dwge gom: Lactose, tinh bt san, gelatin, amidon, pregelatifize

stearai, crospovidon, opadry white).

3. Dang bio ché: Vién nén bao phim.

4. Dic tinh dwrgre lre hoe, duge ding hoce:

- Durge liee hye: Desloratadin 1a chét chuyén héa chinh ¢é tac dung cua loratadin - mét

thude khéng histamin ba vong thé hé 2, it ¢6 tac dyng irc ché thén kinh trung uong hon thé

hé 1, Thubc c6 tic dung khing chon loc thy thé H) ngoai bién, ldm gidm kéo dai trigu

chimg cua dj img, nhu: viém mii di img, may day.

- Duegre diing hoc:

+ Hép thu: Thai gian bit diu tic dung: | gio, thoi gian dat dinh tic dung: 3 gid, duy tri tic

dung trong 24 gid.

+ Phan bé: Ty 1¢ gin voi protein huyét twong cia desloratadin 1a 82-87%, cia 3-

hydroxydesloratadin la 85-89%.

+ Chuyén héa: Chu}'en héa & gan thanh chit chuyén héa cd i

hydroxydesloratadin. O liéu diéu tri, desloratadin khong dnh hudmg hodc khéng bi anh

huémg béi hé théng enzym chuyén héa CYP & gan

+ Thai trir: Thoi gian bén thﬂn la 27 gid, thai trir theo con dudmg lién hop véi acid

glucuronic. Thai trir qua nude tiéu va qua phén (dudi dang chét chuyén hoa)

5. Quy cich déng goi:

Hop 3 vi (nhom - nhom) x 10 vién nén bao phim, kém theo t& huéng din sir dung thude

bén trong hp.

6. Chi djnh, liéu ditng, cich ding v chéng chi dinh:

- Chi dink:

e Viém mii dj ing.
o May da}'

- Liéu legng va cdch ding:

+ Cdch dimg: Thubc dugc ding biing dudmg udng, khong bj anh huéng béi thirc in.

+ Liéu liwgng:

Nguweoi lom va tré em trén 12 tu6i: 1 vién / 1n / ngay.

Tré em duedi 12 tudi: Syt an todn va hiéu qua cia thube chua duge xdc dinh. Nén ding dang

bao ché khic c6 ham lhrong thich hop (nhu dang sird).

Bénh nhan suy gan hodc suy thdn: Liéu diing dugc khuyén cdo 1a Smg, udng cich ngay.

- cnéng chi dinh:

Min cim véi bit ki thanh phéin ndo cia thudc va loratadin.

7. Thiin trong:

& tré em dudi 2 tdi, viée chan dodn viém mili d| img rit kho dé phén bit vdi cdc thé

viém mili khie. Do do, cén phai xét xem c6 sy nhiém tring dwémg hé hap trén hay khéng,

fién st clia bénh nhin va str dung cc xét nghiém thich hl;:rp

Thén trong khi dung desloratadin cho nhimg bénh nhén ¢6 tién sir ddng kinh.

Desloratadin thi trir qua thin dudi dang cht chuyén héa c6 hoat tinh, do d6 cin gidm liéu

trén bénh nhén suy thén, suy gan.

Do trong thanh phén cia thube ¢ lactose nén khéng ding cho ngudi bj galactose huyét

bam sinh, héi chimg kém hip thu glucose va/hodc galactose hodc thiéu lactase (cdc bénh

vé chuyén héa hiém gip).
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Céc nghién ciru trén djng vt cho thiy desloratadin khdng gy quéi thai, song ciing nén
thin trong khi ding desloratadin cho phy nit mang thai.
- Thei ky cho con bii:
Desloratadin qua dugc sira me, vi thé khdng khuyén céo sir dung desloratadin cho phy nit
dang cho con b,

- Tic dfng ciia thube khi ldi xe hofic vin hank mdy méc:
Mic dit hiém gap ngil ga & cdc thudc khing histamin thé hé 2 hon thé hé 1, song ¢6 thé
xudt hién & mt s8 bénh nhan, do d6 phai thin trong khi sir dung cho ngudi 14i xe holic vén
hanh mdy moc.
8. Tuong tic thude:
- Lam tang ndng d9 va tang tde dung ciia nrgu, thube khang cholin, thude e ché thin kinh
trung wong, thube ire ché chon loe thu héi serotonin.
- Nﬁng d9 va téc dung ciia desloratadin c6 thé ting 1én béi droperidol, hydroxyzin,
ché P-glycoprotein, pramlintid.
- Desloratadin lam giam nﬁng d va gidm téc dung cia thude 1rc ¢
benzylpeniciloyl polylysin, betahistin, amphetamin, thude cam img
- Thize &n khéng énh hwémg dén sinh kha dung cla desloratadin.
9. Tac dung khéng mong mudn ciia thube (ADR):
- Thirdmg gap, 1/100 < ADR < 1/10:
Rm loan hé than kinh: Nhirc déu, ngi ga.
Réi loan hé tidu hoa: Khd miéng.
Réi Ic-an todn thian: Mét moi.
- Rit hiém ggip, ADR < 1/10000:
R6i loan tém thin: Ao gide.
Réi loan hé than kinh: Chéng mit, huﬂ-n ngl, mét ngt, ting ddng, co gidt.
Rm logn tim: Nhip tim nhanh, dénh trﬂmg nguc.
Rﬁl loan tiéu hoa: Pau bung, bubn nén, ndn, khé tiéu, tiéu chay.
Rol loan gan: Téng men gan, ting bilirubin, viém gan.
R&i loan co xwong khép va cdc md lién kél Nhirc gan.
Ri loan toan than: Phan § mg qud mén (séc phan vé, phit mach, khé thé....).
10. Qua liéu va cich xir tri:
- Qud lidu: Cic téc dung khéng mong mudn lién quan dén qué liéu trong ty nhu & liéu
diéu trj nhlmg & mire dd cao hon.
- Cdch xir tri: Trong trudng hop qua liéu, ding cac blén phip co bin dé loai hoat chit
dugce hap thu. Piéu trj tri¢u chimg v hd trg dwgc khuyén céo.
11, Khuyén cho: Khong cé bdo cédo.
12. Diéu ku;n bdo quin va han ding:
- Bio quan: Noi kho, nhiét 4 dudi 30°C.
- Han diing: 36 thing ké i ngiy sdn xu&t Khéng dirgre diing thudc 43 qué han dung.
* Lueu y: Khi thy vién thube bj am mée, nhan thude in s6 18 SX, HD md..hay ¢6 céc biéu
hién nghi ngdr khic phai dem thubc toi hoi lai noi ban hodc noi san xuét theo dja chi trong
dom.
13. Tén, dja chi ciia co s6' sén xufit:
Tén cosé sin xudt : CONG TY CO PHAN DUQC PHAM HA TAY
Dia chi: Té din phd s6 4 - La Khé - Ha Déng - TP. Ha Noi

PT: 04.33522203 FAX:04.33522203

Hotline: 0433522525.
14. Ngay xem xét sira adi, cap nhit l1ai ndi dung hwéng diin sir dyng thudce:
Ngdy..........thing........... [11: 7 S
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G DAN S G THUOC CHO NGUOT BENH
1. Tén thuoc DESDINTA
2. Khuyén cio:
Bo-l: ky huémg din str dung trudre khi diing”
“Pé xa tim tay tré em”
"Thang béo ngay cho bac sy hodfic duge si nhimg tic dung khong mong musa
khi sir dung thude™
3. Thanh phan, him lwgng :
M@i vién nén bao phim chira:
Desloratadin Smg dUIC PHAM
T4 duge vira di 1 vién >\ HA TAY /5
(Td diege gom: Lactose, tinh bt sdn, gelatin, amidon, pregelatinized s{aiir—oiap
stearal, crospovidon, opadry white).
4. MO t sin phim:
Vién nén hinh thuén dai, bao phim méau trﬂng, mot mit c6 vach bé, mét mét nhin, thanh
va canh vién lanh lan.

5. Quy ciach déng gdi:
Hop 3 vi (nhém - nhém ) x 10 vién nén bao phim, kém theo t& sir dung thude
bén trong hop.

6. Thube diing cho b¢nh gi?
Thude diing dé diéu tri:
e Viém mii dj img.
« May day.
7. Nén ding thube nay nhw thé nio va liéu lwgng?
- Cdch dimng: Thube duge diing bing dwémg udng, khong bj dnh hudémg béi thirc in.
- Liéu duug'
Ngudi ldn va tré em trén 12 tuéi: 1 vién/ 1an / ngay.
Tré em diedi 12 tudi: Sy an todn va hidu qué cia thuéc chura duge xdc dinh. Nén diing
dang bao ché khéc ¢6 ham lugng thich hgp (nhu sird).
Bénh nhdn suy gan hodc suy than: Lidu dung duge khuyén cdo 1a Smg, udng cich ngay.
8. Khi ndo khing nén diing thudc nay?
Khéng nén ding thube ndy cho ngudi bénh mén cim véi bit ki thinh phin ndo cia thude
vi loratadin.
9. Tihe dyung khéng mong mubn (ADR):
Téc dung khéng mong mudn c6 thé glip phii khi ding thude ndy la:
- Thieong gdp, 1/100 < ADR < I/10:
R&i loan hé thin kinh: Nhic diu, ngu ga.
Réi loan hé tiéu hoa: Khd miéng.
Réi loan toan thin: Mét méi.
- Rﬁr hiém gdp, ADR < 1/10000:
Rc-l loan tim thén Ao gidc.
R&q loan hé than kinh: Chéng mat, buén ngii, mét ngil, ting ddng, co gidt.
R&i loan tim: Nhip tim nhanh, dinh Ircng ngye.
Réi loan tiéu hoa: Pau bung, budn nén, nén, khé tiéu, tiéu chay.
Réi loan gan: Ting men gan, ting bilirubin, viém gan.
R&i loan co xuong khop va céc md lién két Nhirc gin.
Réi loan toan than: Phan mg qui mén (séc phan vé, phi mach, kho thé....).




10. Nén tranh Jﬂ&tﬁﬁm/ Atmﬂg@mﬂ}nwgn Q H%é thude nay?

Viée ding két hop thude ndy v6i mét s6 thude khic co thé lam thay doi tic dung ciia
thude hojc gia ting cdc tic dung khong mong muén.

- Desloratadin 1dm téng nong d§ va ting tc dyung cia rugu, thudc khéng cholin, thudc irc
ché than kinh trung vong, thude irc ché chon loc thu hdi serotonin.

- Néng d§ va tac dung cia desloratadin c6 thé ting lén béi droperidol, hydroxyzin, chét
trc ché P-glycoprotein, pramlintid.

- Desloratadin lam gidm néng d¢ va gidm tic dung ciia thudc tre ché acetylcholinesterase,
benzylpeniciloyl polylysin, betahistin, amphetamin, thudc cdm img P-glycoprotein.

- Thirc &n khong dnh hudng dén sinh kha dung ciia desloratadin.

Hay viét mét danh sach nhimg thuéc ban dang diing (bao gdm thude dugcliden,
ké don vi thyc phdm chizc ning) vé cho bic s§ holic duge s ciia ban xpfh. Rehong§
¥ diing thude, ngumg hodc thay doi liéu lugng cia thude ma khong/s

bic s¥.

11.Céin lam gi khi m{t lin quén khong diing thudc?
B6 sung liéu ngay khi nhé ra. Tuy nhién, néu théi gian gia ‘ :
ngén thi bo qua liéu da quén va tiép-tyc lich ding thube. Khf
cho liéu da bj bo 15.

12.Cin bio quan thude nay nhwr thé nao?
Gir thube trong hdp kin, ngodi tdm véi cla tré em. Bao quan thubc & noi kh, nhiét 4o
dudi 30°C.

13.Nhirng ddu hiéu va trigu chimg khi diing thube qud lidu? )
Diing thuoc qua lidu ¢6 thé gly ra cdc tic dyng khong mong mudn twong ty nhu & liéu
diéu trj nhung & mirc dd cao hom.

14.Céin phii lam gi khi dung thudc qué litu khuyén cio? _

Trong truémg hgp qud liéu, ding céc bién phdp co bén deé logi hoat chat dugce hép thu.
Diéu trj triéu chimg va hd trg duge khuyén cdo.

15. Nhirng diu cin thin trong khi ding thude nay? )
O tré em dudi 2 wdi, vige chin dodn viém mii dj tmg rdt khé dé phin bigt véi cic thé
viém mili khdc. Do d6, ciin phdi xét xem ¢6 si nhiém tring dudmg ho hip trén hay khéng,
tién sir cia bénh nhin va sir dung céc xét nghiém thich hop.

Thin trong khi ding desloratadin cho nhimg b¢nh nhén <6 tién sir dng kinh.
Desloratadin thai trir qua thin duéi dang chat chuyén héa ¢6 hoat tinh, do d6 cin giam
liéu trén bénh nhin suy thin, suy gan.

Do trong thinh phin ciia thudc cé lactose nén khéng ding cho ngudi bj galactose huyét
bdm sinh, hoi chimg kém hip thu glucose va/holic galactose hojic thiéu lactase (cdc bénh
vé chuyén héa hiém gip).

- Thai ky mang thai:

Céc nghién ciru trén ddng vit cho thiy desloratadin khéng giy quai thai, song ciing nén
thén trong khi ding desloratadin cho phu nir mang thai.

- Thoi kp cho con bii: ) .

Desloratadin qua dugc sita me, vi the khdng khuyén céo sir dung desloratadin cho phuy nit
dang cho con bu.

- Tdc djng ciia thude khi ldi xe hodc vin hanh mdy mdc: .

Mic dii hiém gip ngu ga & cdc thude khang histamin thé h§ 2 hon thé hé 1, song ¢6 thé
xudt hién & mdt sb bénh nhén, do d6 phai thin trong khi sir dung cho ngudi 14i xe hofic
viin hainh mdy moée.
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16. Khi nio cin tham vin béc sy, duge si?
Khi thay c6 nhimg téc dung khéng mong mudn gap phai khi sir dung thuéc.

Khi dung thude ma théy triéu chung cua bénh khong thuyén giam.

Néu can thém thong tin xin hoi y kién bac sy hodc dugc si.

17.Han diing ciia thudc:

- Han dung 36 lhéng ké tir ngay sén xuat Khong dwgc ding thube da qua han ding.

* Lwu y: Khi thay vién thude bi 4m méc, nhan thudc in sé 16 SX, HD mod...hay c6 céc
biéu hién nghi ngd khac phéi dem thudc téi héi lai noi ban hodc noi san xudt theo dia chi
trong don.

18. Tén, dia chl, bleu twgng cia nha sin xudit: k
Tén co sé sin xuit : CONG TY CO PHAN DUQC PHAM HA/

Dia chi: T6 dan pho s6 4 - La Khé - Ha Pong - TP. Ha Noi
DT: 04.33522203  FAX:04.33522203
Hotline: 0433522525.

Biéu tiwong:
I»._I i

HATAPHAR
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19. Ngay xem xét sira d6i, cip nhit lai nji dung hwémg din sir dung thube:

S/ CONG TY
CO'PHAN
DUGC PHAM




