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Hiomg dan st dung thuoce

ESRATADIN

(Desloratadine 5 mg/ vién)

Dé xa tam tay tré em
Poc ki hudng dan si dung trude khi ding.

Khong ding qud liéu chi dinh

THANH PHAN CONG THUC THUOC:

M3i vién nén bao phim c6 chira:

Thanh phan hoat chdr: Desloratadine 5 mg

Thanh phan td dwge: Dibasic calcium phosphat dihydrate, Avicel 102, Tinh bot ngd, Tale, HPMC
E15, PEG 6000, Lactose monohydrat, Titan dioxyd, Aerosil, FD&C Blue #2 Aluminum Lake.

DANG BAO CHE: Vién nén bao phim

Mo ta: Vién nén bao phim hinh try det, mau xanh. thanh va canh vién lanh lin.

CHI PINH

Esratadin dugc chi dinh ¢ ngudi [6m va tré em trén 12 tudi lam giam cdc tri¢u chimg lién quan dén

- Viém miii di (mg: nhu hat hoi, s6 miii va ngira miii, sung huyét/ nghet mii, cling nhu ng(ra, chay
nude mat va do mat, ngua hong va ho.

- May day: giam ngtra, giam kich c& va so lugng ban.

LIEU DUNG VA CACH DUNG:

Esratadin ¢ thé udng cling hodc khong ciing bira an dé giam céc triéu chimg lién quan dén viém mii
di (mg (bao gdm viém mii dj tng khong lién tuc va viém mii di img kéo dai) va may day.

Nguoi lon va thanh thiéu nién (> 12 tuéi): 1 vién, ubng 1 lan/ngay.

Viém miii di img khong lién tuc (trigu chimg < 4 ngay/ tuan hodc < 4 tuan) nén duge diéu trj phi hop
dura trén danh gia tién st bénh ciia bénh nhan va nén ngimg diéu tri khi hét triéu chimg va tai diéu tri
khi tai xudt hién tri¢u chimg. Trong viém miii di img kéo dai (triéu chirmg xudt hién > 4 ngay/ tudn va
kéo dai > 4 tuan), c6 thé diéu trj lién tuc trong thoi gian tiép xdc véi di nguyén.

CHONG CHI DINH:

Chong chi dinh v&i nhimg ngudi ¢o tién sir man cam véi desloratadin, loratadin hodc man cam véi
bat ky thanh phin nao cua thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC:
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Qua lieu va nhiém dac (bao géln ca tur vong) da dugce bdo cio o tr¢ nho dudi 2 tudi dung céc ché
pham khéng ké don chira thude khang histamine, giam ho, long dom va chdng xung huyét miii don
thuan hodic phbi hop dé giam cac tri¢u chimg ctia dudng ho hép trén. Ciing chua ¢6 bing chimg cho
thdy hiéu qua rd rang cua céc ché phdm nay ¢ do tudi dudi 2 tudi va liéu thich hgp ciing chua duge
cong bd. Vi vdy. nén than trong khi ding céc thude khong ké don (don thudn hodc phdi hop) chia
thube khang histamine, giam ho. long dom va chdng xung huyét mii dé& giam ho, giam trigu chimg
cam cim cho tré dudi 2 tudi.
Udng rugu ciing nén tranh trong khi dang thude.
D&i khi c6 nhiing bao cdo vé co gidt xuat hién & bénh nhan ding thude khang histamine, do do ciing
can than trong khi diing desloratadin cho nhiing bénh nhén ¢o tién sur ddng kinh.
Bénh nhan suy than:
. Duge dong hoc cua desloratadin & bénh nhan suy than man da dugce so sanh véi ngudi tinh nguvén
khoe manh trong mot nghién ciru don liéu va mot nghién ciru da liéu.
Trong nghién ciru don liéu, viéc tiép xdc vdi desloratadin & nhimg ngudi suy thin nhe dén vira 1a lén
hon xdp xi 2 ldn, va & nhitng ngudi suy than nang 1a 16n hon 2,5 ldn so véi nhimg ngudi tinh nguyén
khoe manh. Trong mdt nghién ciru da li¢u, trang thai 6n dinh dat duge sau 11 ngay. va viée tiép xic
véi desloratadin & nhitng ngudi suy than nhe dén vira 1a 1on han xdp xi 1.5 lin, va & nhimg nguoi suy
thdn nang la 1én hon 2.5 1an so v&i nhitng ngudi tinh nguyén khoe manh. Desloratadin can sir dung
than trong & b¢nh nhan suy than ning.
Canh biao ta duge:
Esratadin chita Lactose
Bénh nhan ¢6 van dé hiém gap vai dung nap fructose, roi loan hép thu glucose-galactose. thiéu men
. sucrase-isomaltase khong nén ubng thude nay.

SUDUNG THUOC CHO PHU NI’ CO THAI VA CHO CON BU

Thoi ky mang thai:

Mac di céc nghién ciru trén dong vat cho thay desloratadin khong gay quai thai, song cling nén than trong

khi dung desloratadine cho phu nir ¢6 thai.

Thoi ky cho con bui:

Desloratadine qua duoc sita me. vi thé khong khuyén céo sur dung desloratadine cho phu nir cho con ba.

ANH HUONG CUA THUOC KHI VAN HANH MAY MOC VA TAU XE:

Mac du hiem gip ngu ga & cac thude khang histamine thé hé 2 hon thé hé 1. song ¢6 thé xuat hién & mat

50 bénh nhan. Mot s ngudi ¢6 thé gap phai chong mat, budn ngi, dau diu, 4o gide, do d6 phai than trong

vOI nhimg nguai lai xe va van hanh may mac.
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TUONG TAC, TUONG KY CUA THUOC:

Desloratadine lam tang nong d¢ va tang tic dung cia rugu., thude khang cholin, thube we ché TKTU,
thude tre ché chon loc thu hoi serotonin.

Néng do va tac dung cia desloratadine ¢6 thé tang 1én boi droperidol, hydroxyzin, chat e ché P-
glycoprotein, pramlintid.

Desloratadine lam giam nong do va giam tic dung cua thuéc (¢ ché acetylcholinesterase.
benzylpeniciloyl polylysin, betahistin, amphetamine. thude cam (g P-glycoprotein.

TAC DUNG KHONG MONG MUON (ADR):

Nhom bénh nhin nhi:

Trong céc thir nghiém lam sang trén bénh nhan nhi, Desloratadine si rd duogc ding cho 246 tré tir 6 dén
|1 thang tudi. Nhin chung ty I¢ tic dyng bat lgi & tré 2 dén 11 tudi twong ty & ca hai nhém ding
Desloratadine siro va gia dugc. O tré em va tré nho tir 6 dén 23 thang tudi, nhimng tac dung bét lgi thuomg
gdp nhat duge bao cao nhiéu hon so vai gia duge 1a tiéu chay (3,7%), sot (2.3%) va mat nga (2,3%).
Trong mot nghién ciru bo sung, khong quan sat thiy tac dung phu nao & nhitng bénh nhén tir 6 dén 11 téi
sau khi dung siro desloratadine li¢u 2.5 mg.

Trong mgt thir nghiém lam sang voi 578 bénh nhén vi thanh nién, tir 12 dén 17 tuéi, tac dung phu thuong
géip nhat la nhirc ddu; didu nay xay ra & 5,9% bénh nhan diéu tri véi desloratadine va 6,9% bénh nhan
dung gia dugc.

Nhom bénh nhan truong thanh va thanh thiéu nién:

Trong céc thir nghi¢m ldm sang trén ngudi 16n va vi thanh nién, khi dung lidu khuyén cao Desloratadine
cho céc chi dinh bao gdm viém miii dj (mg va chimg nglra man tinh khéng triéu chimg, di bdo cdo cod
nhimg tac dung khéng mong muén & 3% bénh nhén vuot qua nhom ding gia duge. Céac tac dung ngoai v
thuong gap nhat la mét moi (1.2%). kho miéng (0,8%) va nhirc dau (0.6%).

Bang danh muc cdc tic dung phu

Tan suat tac dung phu trude khi luu hanh thude va sau khi luu hanh thude ngoai thi trudmg duge trinh bay
trong bang I. Tan sudt rat thudng gap (> 1/10). thuong gap (> 1/100 dén < 1/10), it gap (= 1/1.000 dén <
1/100), hiém gap (= 1/10.000 dén < 1/1.000), rit hiém gap (< 1/10.000) va khong biét (khéng danh gid

dugc tir cac dir liéu c6 san).

H¢ co quan 5. Tihn suit Phin trng phu
Dinh dwimg va chuyén hoa ~ Khong biét Tang them an
'I'l‘ﬁm.th-?lil_“_mm- R Rat hiém Ao giac

Khong biét Cu xir bat thuong, hung hing
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Hé than kinh trung wong Thong thuomg  Pau dau
Thong thuong (tré Mat ngu
dudi 2 tudi)
Rat hiém Chéng mat, budn ngd, mét nga, tim than van dong

‘qua muc, dong kinh

Rét hiém _:_Nhip tim nhanh, danh lréhg_rgl}c
Khong biét QT kéo dai

Tlmmach

" Théng thuong  Kho miéng
Thong thuong (ré  Ia chay

dudi 2 oi)

Rét hiém Dau 0 bung. nén. chimg khé tiéu, ia chay
‘Gan mat ~ Réthiém "I‘a‘mg ndng do men gan, ting bilirubin, viém gan
| Khong biét Vang da
|.Da va mé dudida BB Khong biét * Man cam véi anh s“éhg.
Coxwongvimédlienkét | Réthiém - Pwcr ) -
i.(.?hu_ng - | “Thc‘)ng thu&ng Mu moi

' Théng thuéng (tré  S6t
dudi 2 woi)
Rat hiém Phan (mg qua mén (nhu chimg qua man, phi mach,
kho tha, ngtra. phat ban va ndi may day)

Khong biét Suy nhugc
Nhom tre em:
Céc phan img khong mong mudn khac duoc béo céo trong thai gian luu hanh thude & bénh nhan nhi khoa
v6i tan sb khong rd 1a QT kéo dai, loan nhip tim, nhip tim chdm, hanh vi bat thudng va hung hang.
QUA LIEU VA CACH XU TRIi:
Khi ¢6 qué liéu, can nhic ding cac bién phap chudn dé loai bo phin hoat chat chua duge hip thu. Nén
diéu tri triéu chimg va diéu tri nang do.
Trén mét nghién clru 1am sang da lidu & nguoi 16n va thanh thiéu nién sa dung desloratadine Ién dén 45
mg (cao gip 9 lan liéu lam sang) da khdng quan sat thay biéu hién lam sang cua qua liéu.
Desloratadine khong duge bai tiét qua tham phan mau: chua rd liéu ¢6 duoe bai tiét qua tham phén phic
mac hay khong.
QUY CACH PONG GOI: Hop 3 vi x 10 vién, hop 10 vi x 10 vién
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PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:

Diéu kién bio quan: Noi khd mat, nhiét do dudi 30°C, tranh énh sang.

Tiéu chuin dp dung: TCCS.

Han dang: 36 thang ké tir ngay san xudt.

TEN, PIA CHI CO SO SAN XUAT:

Nha sin xuit: CHI NHANH CONG TY CO PHAN DUQC PHAM TRUONG THO.

Nha may: Lo M1, dudng N3, khu cong nghiép Hoa X4, xa Loc Hoa, thanh phd Nam Binh, tinh Nam
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