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MAU HOP Siré HATADIN
(HOp 10 6ng x 5 ml)

FA pimed GMP-WHO

Each ampoule of 5 ml contains 2,5 mg desloratadine

Syrup
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Thanh phiin: M8 dng 5 mi chira Chéng chi djnh, céch ding v cdc théng tin khic SO/ Visa No
Desloratadin 25mg Xin doc trang té hudng aln sir dung
Té duoc vira dd Smi Béo quin: A
Chi djnh: Gidm nhanh céc tridu chirng lign quan dén viém mdi B4 noi khd rho, trdnh &nh séng, nhiét 4 khéng qua a0t S walt
dj img (hiit hol, chiy nude moi, ngira métmai, nghet mii, 48 D4 xa thm tay tré em. 95':'9,,?4‘,‘3::?2, C APIMED
mit, chiy nirdre mat, ) va ndi miy day. Boc kif huirng dilin sir dyng trudre khi diing. Firpbs Mivom Trach Tk Exbeng N
< >
180 mm

Tile 7:10

110 mm

o

Aoy
i..(‘ PN S .



upeesopsap B ¢'z emp pu g Bug o

be'. = .
5/ CONG TY

cO PHAN

MAU HOP Siré HATADIN
(H6p 20 6ng x 5 ml)

GMP-WHO

NIGQV.L1VH

Each ampoule of 5 ml contains 2,5 mg desloratadine

Syrup

Each amp of 5 mi

SBK/ Visa No
$6 18 SX /[ Batch o
NSX / wig Date

Storage:In a dry place, protect from light,
do not store above 30T

[ ) 2.5 MG z
ipients g.s. SRS e, s 5mi Keep out of reach of children. s
Relief of iated with allergic mindis Read the package insert carefully before use. &
(sneezing, runny or itchy nose, stuffy, red or watery eyes,..) and Simed b
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Méi 6ng 5 ml chira 2,5 mg desloratadin 110 mm

Sird

Thanh phdn: M3i dng 5 mi chiva
- :

Té dugrc vira ... praEe— Smi
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nuwéng din sir dung

180 mm

Tilé 6:10

Bao quan: B4 noi khd réo, trdnh 4nh sdng,
nhigt 4 khéing qua 30,

Bé xa tdm tay tré em.

Boc ki hurdng diln sir dyng trrére khi ding.

40 mm
Afimed

Shn vt tei

CONG TY CO FHA_N DUQC APIMED

Cum Céng nghidp Phi Thanh - Vinh Thanh,
Hunylir Mhem Trach, Tinh Ddng Nai '

Daw

HD [ e

“< med



{MAU NHAN Sir6 HATADIN
| (Chai 30 ml)

Kich thudc:
Rong: 40 mm

Dai: 95 mm
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Composition: Thanh pr_l-in:
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A\MAU HOP Siré HATADIN

O PHAN (Chai 30 ml)
D‘iﬁ&uﬂc

HATADIN

ml chua 2.5 mg

30 ml

Composition: Thénh phén:

Each 5 mi (1 teaspoonful) contains: , MBi 5 mi (1 muding ca phé) chira >imed
Desloratading....................2,5mg ADimEd Desloratadin 25mg A [haw
Excipients q.5... ....5ml Ta duoc vira di.. 5mil

Indications, administration, Chi djnh, cach ding, chéng chi
contraindications and other dinh va céc théng tin khac

precations: Read e package [l B AN AN D] | y\ | 7 Coc vona ¢ nuena cin st HATADIN

insart inside dyng
Storage Bia qudn
" D& noi khé réo, tranh dnh sang,
In & dry place, protect from light,
do not store above 30°C nhiét 66 khong qué 30T
Keep out of reach of children. Sil‘é Dé xa thm tay tré em. syrup
Read the package insert carefully Boc ki hweéng dén sir dung
before use. trwedrc khi ding.
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AU NHAN Sird HATADIN
(Chai 60 ml)

Kich thudc:
Rong: 46 mm

Read the package insert inside
Storage In a dry place, protect from light,
do not store above 30T

Keep out of reach of children.
Read the package insert carefully
before use.

APIMED JOINT STOCK
Pru Thanh - Vink Thanh indusirisl Cluster Nhon Trach Distriet
Diong hai Prenince

120,00 mm

Dai: 120 mm

Composition: o Thanh phin: )

Each 5 mi (1 teaspoonful) contains: Abm M&i 5 ml (1 mubng ca phé) chira
Desloratading................ocociiiiian 25mg ERAR Desloratadin,........ ... R & Y|
Excipients .5 "sm T4 duoe vira 8 ..o, . 5mi

i Chi dinh, cach dang, chéng chi dinh vi
indleatinne; sinipisiaton, cic théng tin khae: Xin doc rong t&r hudng
And oo dn sir dung.

Béo quan: D& non khé rdo, tranh anh sang,
nhidt 5 khong qua 30°C

Dé xa thm tay tré em.

Boc ki huémg din st dyng truée

khi ding.
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Composition
Each 5mi (1t
Desloratadine
Excipients g.s.

Indications, administration,
contraindications and other

MAU HOP Sir6 HATADIN
(Chai 60 ml)

HATADIN

t Thanh phin:

easpoonful) contains: A imed M&i 5 mi (1 mubng ca phé) chira: s oim

3 2.5mg T'\EL R M A Desloratadin.... T A i_ Ed
s 2l Taduwpcviradd. ... .5mil

Chi djnh, cach ding, chéng chi
djnh va cac théng tin khic

P Read the packag HA AD'N Xin doc trong 1o huéng dn sl HA AD'
insart inside dung
Maoi 5 michuoa 2.5 mg == 1 5297
Storage: 1 Béao quan:
In & dry place, protect from light, Dk noi khd réo, tranh anh séng,
do not store above 30T nhiét 46 khéng qua 30T
Keep out of reach of children. Sird Dé xa thm tay tré em.
Read the package insert carefully Doc ki huémg diin sir dyng
before use. truére khi dung.
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AL HO SO HANH CHINH &
Ammem i THONG TIN SAN PHAM | Trang: 1/7
7-8. TO HUONG DAN SU DUNG
Ngay ZS. thang Q1. nam 2014
Co s& ding ky va sin xuit thudc
Pham Bdo Anh
Siro HATADIN

1. To& hudng dan sir dung cho bénh nhén.

2. Té huéng din sir dung cho can bd y té.
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Siro HATADIN

“Boc ky hwong dan si dung truwde khi ding”
“Dé xa tam tay tré em”

“Thong bdo ngay cho badc si hodc dwgc st nhitng tac dung khong mong muén gap phii khi sit dung
thuoc”

“Khong sw dung thubc qud han ding ghi trén vi/hgp”
THANH PHAN, HAM LUQNG
Thanh phan trong 5 ml sird

e DESIOTALAAII 1.nveveeeeeeeeeesesersessesesssssssssnssenssnensessassseseastsssessonsessenssnssssssatastassissssssanssasaseassesssssserssnss 2,5mg

- Ta dugc: Natri citrat, sucralose, dudng trang, sorbitol 70%, acid citric khan, natri benzoat, dinatri
edetat, alura red, huong anh dao long, nudc tinh e vira di 5 ml

MO TA SAN PHAM
Chét 16ng trong, mau d6 nhat, hwong anh do, vi ngot.
QUY CACH BONG GOI
Hop 10 6ng x 5 ml.

Hop 20 6ng x 5 ml.
Hop 1 chai x 60 ml.
Hop 1 chai x 30 ml.
THUGC DUNG CHO BENH GI
Sird Hatadin chira hoat chét 14 desloratadin, 13 mot thubc khang histamin H.

Sir6 Hatadin la thuéc chéng di tmg khong gy budn ngi, dugc sir dung @@ giam nhanh céc triéu chimg
lién quan dén:

. Viém mii di tmg: nhw hat hoi, chay nue mii, ngira mét/ mili, nghet mui, do mét, chiy nudc mat,
ngtra hong va ho.

- Nbi may day: nhu ngira va phat ban.
NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUGNG

Cidch diung: Thubc ding dudng ubng.

Liéu ding:
Naguoi I6n va thanh thiéu nién tie 12 tuoi trg lén: 10 mlx 1 lan/ ngay.
Tré em tir 6 dén 11 tuéi: 5 ml x 1 1an/ ngdy.
Tré em tic  dén 5 tuéi: 2,5 ml x 1 1an/ ngay.
Tré tir 6 thing d@én 11 thang tuéi: 2 ml x 1 1an/ ngdy.

Thoi gian dicu tri phu thuge vao tinh trang bénh va khac nhau déi v6i timg bénh nhan, do d6 nguoi
bénh nén ding theo chi dan cua béc si hodc duge si.

Khong dung thubc qua liéu quy dinh.

- ae - A - - - - - A A Ao qai -
Hay héi y kién ctia bac sT hodc dugc st néu muon thay doi licu dung.

* N\ 1>/ 2~ 2 2\%\
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KHI NAO KHONG NEN DUNG THUOC NAY:

Khéng ding thubc nay cho ngudi bénh bi di img véi desloratadin, loratadin hodc bat ky thanh phan
nao cua thudc.

TAC DUNG KHONG MONG MUON
Giéng, nhu tit ca cac loai thudce, sird Hatadin c6 thé gy ra tac dung phu, mdc du khong phai xay ra
trén tat ca nguoi st dung.
Ngirng diing thuéc va lién hé vdi bac si, dugc si i hodc dén bénh vién ngay ldp tirc néu ngudi bénh bi
phan img di img nang: kho tha, the kho khe, ngira, n6i may day va sung phu.

Hay bdo cho bdc si, dwgc st néu nguoi dung thude nhén thdy bt ky tic dung phu sau diy hodc co
bat ky tac dung nao khdic chwa dwoc liét ké:
- Phadn iimg phu rat thwong gap (ADR > 1/10)

Pau dau.

- Phdn img phu thuong gép (1/100 < ADR < 1/10)
Mét moi, ngu ga, chong mat.
Dau bung kinh.
Khé miéng, budn ndn, khé tiéu.
Pau co.
Viém ving hau hong
NEN TRANH DUNG THUGC HAY THUC PHAM GI KHI SU DUNG THUOC NAY

Khéng nén dung chung véi bt ky san phim khéc ¢6 chira desloratadin.

- Khéng ubng rugu khi dang diéu tri voi thude nay.
Chua phat hién tuong tac thudc cua sird Hatadin v6i cac thube khéc.

Hay bdo cho bac si hodc dwge st néu ngudi bénh dang ding hodc c6 thé dung bat ky loai thube
nio khac dé dwoc twr van trudc khi sit dung thube.

CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC
Khi quén uéng 1 lidu thudc, ngudi bénh ubng ngay khi nhé.
Tuy nhién, néu gin thoi gian uéng liéu tiép theo thi bd qua liéu da quén.
Khong ubng gap doi lidu dé bu liéu da quén.
CAN BAO QUAN THUOC NAY NHU THE NAO:
Bao quéan noi kho réo, tranh 4nh sang, xa tAm tay cia tré em, nhiét do khong qua 30°C.
Déng kin nip sau khi ding.
CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO

Khi dung qua liéu khuyén cdo phéi bdo ngay cho béc si hodc duge siva dua ngudi bénh dén bénh
vién gin nhat cang sém cang tot.

NHUNG PIEU CAN THAN TRONG KHI DUNG THUOGC NAY
Cén thén trong vi bdo cho bc si hodc duge si khi ding thudc nay cho ngudi bénh 6 nhing van

dé sau:

Nguoi bénh bi suy than nang.

w
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Ngudi bénh c6 tién sir ca nhan hodc gia dinh bi déng kinh.
Sir dung thube cho phu nir mang thai va cho con bu:
Khéng khuyén cao sir dung sir6 Hatadin cho phu nit mang thai va phu nit cho con bu.
Hay tham khao ¥ kién béc st hoéc dugec si khi sir dung thuéc cho cdc doi tigng nay
Lii xe va sir dung may mdc:

Sir6 Hatadin it anh hmmg 1én kha nang lai xe va sit dung may méc. Tuy nhién, c6 the c6 anh
huéng tuy timg ca thé riéng biét. Chi 13i xe hay van hanh may méc khi biét chéc chén ring thudc
khong gy budn ngi hay chéng mit.

KHI NAO CAN THAM VAN BAC Si, DUQC SI
Nguoi bénh cin hoi y kién bac si, dugc si khi:
- Nguéi bénh dang ding cc thubc khéc dé diu tri hogic phong bénh.

- Khi ding thudc cho nhing d6i tuong dic biét nhu: ngudi gia, ngudi suy nhugce, ngudi suy gan, suy
than, phu ni c6 thai va cho con bu.
- Xay ra cac tac dung phu khi ding thudc.
“Néu cin thém théng tin xin héi y kién béc si hodc duge si”
HAN DUNG CUA THUOC
24 thang k& tir ngdy san xuét
CO SO SAN XUAT
Céng ty C6 phin Dugc APIMED
- Dia chi tru s& : 263/9 Ly Thuong Kiét, Phuong 15, Quén 11, thanh phé Ho Chi Minh
- Dia chi nha miy : Pudng NI, cum cong nghiép Phit Thanh - Vinh Thanh, xa@ Vinh Thanh, huyén
Nhon Trach, tinh Péng Nai .
NGAY XEM XET SUA BOI, CAP NHAT LAI NQI DUNG HDSD THUGC
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e dia s (RRs SO CRYT:

CAC PAC TINH DUQC LUC HQC, BUGC BONG HQC
Pic tinh dugce lue hoc
Nhém duoc 1y: Thube khang histamin H.
Mi ATC: RO6AX27

Desloratadin 1 chat khéng histamin tac dung kéo dai, khong an thin, c6 hoat tinh déi khang chon
loc thu thé H; ngoai bién. Sau khi d}‘mg liéu udng, desloratadin ngin chin thu thé histamin H, ngoai
bién mét cach chon loc vi khéng thim vao hé than kinh trung wong.

Tac dung chéng di tmg cua desloratadin bao gom kha ndng ngan chin sy phong thich cha cac
cytokin géy viém nhu IL-4, IL-6, IL-8, va IL-13 trong té bao mast hodc bach cau ua ki€ém trong co
thé ngudi, dong thoi ngin chin sw gan két phén tir P-selectin 1én té bao ndi mo.

Pic tinh dugc dong hoc:

- Hép thu: Sau khi ding desloratadin duong uéng, thoi gian bét dau c6 tic dung 1a 1 gio, thoi gian
dat dinh tic dung 12 3 gio, duy tri tic dung trong 24 gi¢. Thic dn va nudc €p budi déu khong anh
huéng 1én sinh kha dung cua desloratadin.

Phén bé: Ty 1é gin véi protein huyét tuong cua desloratadin 12 82 - 87%, cia 3-
hydroxydesloratadin 12 85 — 89%. Kha néng gan ket véi protein huyét twong cta desloratadin va 3-
hydroxydesloratadin khong thay doi & ngudi bi suy chirc nédng than.

Chuyén héa: Desloratadin chuyén hoa & gan thanh chit chuyén héa c6 hoat tinh la 3-
hydroxydesloratadin (chwa rd qua enzym dac hiéu nao), thai trir theo con duong lién hgp véi acid
glucuronic. 0 lidu diéu tri, desloratadin khéng anh huéng hodc khong bi anh huong boi hé thong
enzym chuyén hoéa CYP ¢ gan.
Thdi trir: Thoi gian ban thai 1a 27 gid, thai trir qua nuéc tiéu va qua phan (duoi dang chét chuyén
hoa).
CHI BINH, LIEU DUNG, CACH DUNG, CHONG CHI BINH

Chi dinh:

Sird Hatadin dwoc chi dinh dé giam nhanh c4c triéu chimg lién quan dén:
Viém miii di ing: nhu hit hoi, chay nudc mili, ngra mat/ miii, nghet mii, d6 mét, chay nudc mit,
ngtra hong va ho.
N6i may day: giam ngira, giam kich c& va sé luong ban.

Cich ding va liéu lwgng:

e Cich ditng: Thubc ding dudmg ubng.

o Liéu din gt

- Nguoi lon va thanh thiéu nién tir 12 tuéi tré lén: 10 ml (5 mg) x 1 14n/ ngay.
Tré em tir 6 dén 11 tuéi: 5 ml (2,5 mg) x 1 1in/ ngay.
Tré em tir 1 dén S tuéi: 2,5 ml (1,25 mg) x 1 1an/ ngay.

Tré tir 6 thang dén 11 thang tuéi: 2 ml (1 mg) x 1 130/ ngay.

Thoi gian di€u tri phu thude vao tinh trang bénh va khac nhau déi véi timg bénh nhan:

i
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Viém miii di tmg khong lién tyc (triéu chimg xuét hién <4 ngay/tudn hodic < 4 tuan) nén duge diéu
tri phu hop dua trén dz'u}h gi4 tién sir bénh cua bénh nhén va nén ngung diéu tri khi hét triéu chimg
va tai diéu tri khi tai xuét hién tri€u chimg.
Viém mili di img kéo dai (triéu chimg xut hién > 4 ngay/tudn va kéo dai > 4 tuin), c6 the didu tri
lién tuc trong thoi gian tiép xic vdi di nguyén.

Chéng chi dinh:
Qué mén véi desloratadin, loratadin hozc bét ky thanh phan nao clia thudc.

CAC TRUGNG HQP THAN TRONG KHI DUNG

- bénh nhan suy thin ning, sird Hatadin nén dugc ding than trong.
Desloratadin nén dung thén trong ¢ nhimg bénh nhén c6 tién sir ca nhan hodc gia dinh bi dong
kinh. Dic biét ¢ tré nho, dé bi chimg dong kinh khi diéu tri voi desloratadin.
Tinh an toan va hiéu qua ciia sird Hatadin chwa dugc danh gid trén tré dudi 6 thang tudi.

Sir dung thudc cho phu nir mang thai va cho con bi:

Phu ni cé thai: Desloratadin dugc nghién ctru khong gy quai thai trén dong vat. Tuy nhién, tinh
an toan khi sir dung thudc trong thoi ky mang thai chua duge bao cao. Do d6, khong khuyén céo st
dung desloratadin trong thoi ky mang tha.

- Phu nit cho con bii: Desloratadin vao duoc sira me, do d6 khdng khuyén céo sir dung desloratadin
& phu nir dang cho con bu.

Téc déng ciia thudc khi 14i tau xe va vin hanh may moéc:

Mic dit hiém gip ngi ga & cic thuc khang histamin thé hé 2 hon thé hé 1, song c6 thé xuit hién &
mdt sb bénh nhan, do d6 phai than trong doi v&i nhimg nguoi 1ai xe hodc van hanh may moc.

TUGNG TAC CUA THUOC VGI CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC

Desloratadin lam ting ndng d6 va tang tac dung cta ruqu, thubc khang cholin, thubc tc ché than
kinh trung wong, thudc e ché chon loc thu hoi serotonin.

- Nong @6 va tac dung cia desloratadin c6 thé tang 1én boi droperidol, hydroxyzin, chét trc ché P-
glycoprotein, pramlintid.

Desloratadin lam giam .n(‘“mg 4o va giam tac dung cua thubc trc ché acetylcholinesterase,
benzylpeniciloyl polylysin, betahistin, amphetamin, thuoc cam ng P-glycoprotein.

Thirc in khéng anh hudng dén sinh kha dung cta desloratadin.

Cb tiém ning tuwong tac dugc dong hoc cua desloratadin véi céc thubc anh hudng dén enzym
chuyén héa & microsom gan nhu azithromycin, cimetidin, erythromycin, fluoxetin, ketoconazol.

Tuy nhién, khong c6 nhimg thay i quan trong nao vé ECG ciing nhu triéu chimg 1am sang,thay
di chirc nang sbng, hay tac dung phu ndo dugc ghi nhan.
TAC DUNG KHONG MONG MUON
Phadn tmg phu thuong gap (1/100 <ADR < 1/10)
Dau dau.
Kho miéng.
Mét moi.
Phan 1mg phu rdt hiém gap (ADR < 1/10 000)

Bénh ao giac.
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- Chong mit, budn ngii, mat ngy, réi loan ting dong, dong kinh.
- - Nhip tim nhanh, d4nh tréng nguc.
Pau bung, budn nén, nén miura, kho tiéu, tiéu chay.
Tang men gan, tang bilirubin, viém gan.
Dau co.
Phén img qué man (nhu séc phan vé, phit mach, khé thé, ngira, phét ban, ndi may day).
Phan img phu khéng xdc dinh duge tan suat
Thém an.
Khoang QT kéo dai.
- Vang da.
Nhay cam v6i anh sang.
- Suy nhuoc.
Tang can.
QUA LIEU VA CACH XU TRI
Chua phét hién ra nhimg thay d6i 1am sang dang ké khi ding desloratadin t6i liéu 45 mg/ ngay (gép 9
lan liéu diéu tri). Trong trudng hop quéa liéu, diéu tri nhu céc bién phép diéu tri thong thudng khéc, bao

gdm gidm hép thu va diéu tr triéu chimg. Desloratadin khong dwoc dio thai bing dwdng thim phan
phic mac.
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