:“7 CONG TY cO PHAN DU'Q'C PHAM AN THIEN

AN THIEN PHARMA 314 BOng Sao, Phudng 5,.Qu;_§n 8, TP. HCM MAU NHAN, HOP BANG K? LAN DAU

1 - M3u nhén hp chiva 20 éng dung dich uéng
2 - Mau nhan 6ng dung dich uong 5 mi
(S6 16 SX, Han dung duoc dép néi trén dng)

GMP - WHO
DUNG DICH UONG

AT Loratadin 1 mgimi

LOfatadin KHONG DUQC TIEM
5 mg/5 mi (Co—")

Hop 20 éng nhya udng x 5 ml/
&

i-
\ 3 CONG TY COPHAN DUQC PHAM AN THIEN
AN THEH FHARMA 314 BOng Sao, Phurdmg 5. Quin 8, TP, Hb Chi Minh

Loratadin
5 mg/5 ml

AT Loratadin 1 mg/mi

DUNG DICH UONG

Thénh phin: M3 5 mi dung dich chira: Tiéu chuén: TCCS BB s

Loratadin ..... 5mg DE XA TAM TAY TRE EM.

Té duge vira di. BOC K¥ HUONG DAN SUF DI UG KHIDLU
Chi dinh - Chéng chi dinh - Lidu ding va cich ding ONG DAN sif il KHinUnG,

- Thin trong - Tdc dung khéing mong muén vé céc
théng tin chi tiét khac: Xem trén ty HDSD kém theo.

Bdo qudn: Noi khd rdo, nhiét ¢4 khdng qua 300C,
tranh dnh séng.
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:“7 CONG TY cO PHAN DU'Q'C PHAM AN THIEN

ANTHENPHARMA 314 BONg Sao, Phudng 5, Quén 8, TP. HCM MAU NHI\N, HOP DANG KY LAN DAU

1 - Miu nhan hop chira 30 6ng dung dich uéng
2 - Mau nhan éng dung dich uodng 5 mi
(S6 16 SX, Han dung duoc dép néi trén éng)

DUNG DICH UONG
AT Loratadin 1 mg/mi
Loratadin | wwoweeugc ntw

5 mg/5 mi (=x]
Hop 30 éng nhwa uéng x 5 mi /
&

a—
K > CONG TY CO PHAN DUQ'C PHAM AN THIEN
AN THIEN PHARMA 314 Bdng Sao, Phudag 5, Quan 8, TP. Hb Chi Minh

Loratadin
5 mg/5 ml

DUNG DICH UONG

AT Loratadin 1 mgimi

Thénh phin: MBi 5 ml dung dich chira: Tiéu chudn: TCCS B i

Loratadin ........ooomeimrssnisasinnes img BE XA TAM TAY TRE EM.

Té duoc vira du. HUGNG DAN SUF DUNG TRUGIC KHIDUNG,
Chi dinh - Chéng chi dinh - Liku ding va céch ding ookt s S s

- Thén trong - Tac dung khong mong muén v céc
théng tin chi tiét khic: Xem trén ty HDSD kém theo.
Bdo quan: Noi khd rdo, nhigt 40 khdng qua 30°C,
trarth Anh sang.
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'-“/‘ CONG TY O PHAN DU'QC PHAM AN THIEN

ANTHIEN PHARMA 314 Bong Sao, Phudng 5, Quén 8, TP. HCM MAU NHAN, HOP DANG KY LAN PAU

1 - M&u nhén hp chira 50 éng dung dich uéng
2 - Mau nhan 6ng dung dich udéng 5 ml

(S6 16 SX, Han diing duoc dép ndi trén dng)

DUNG DICH UONG

AT Loratadin 1 mg/m

E
o)
E
-
CE<E
Loratadin | woseeugenew Vv
i Ve
(4]
5 mg/5 ml| (CT—X) o B 8¢
. : = © —~
Hép 50 6ng nhwa uéng x 5 ml 2
® S
7 [ |
o
Q‘T CONG TY CO PHAN DUFQC PHAM AN THIEN = h
ANTHEN PHAma 374 Bong Sao, Phudmg 5, Quin 8, TP, Hb Chi Minh :n} ‘
Thinh phﬁn: MBI 5 mi dung dich chira: Tigu chudn: TCCS E=1 37 R
ol i e Smg _ PEXA TAM TAY TRE EM.
CR DOC KY HUONG DAN SUF DUNG TRUG'C KHIDUNG.

Chi dinh - Chong chi dinh - Liéu diang va cach dimg
- Thén trong - Téc dung khéng mong mudn vi céc
théing tin chi tiét khac: Xem trén ty HDSD kém theo.
Bdo qudn: Noi khi rdo, nhiél 24 khdng qua 309C,
tréinh anh sdng.
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e Q CONG TY €O PHAN DU'O'C PHAM AN THIEN

AnTHIEN PARMA 314 Bong Sao, Phudng 5, Quan 8, TP. HCM MAU NHAN, HQP DANG KY LAN DAU

1 - Mau nhan hép chira 20 4ng dung dich udng
2 - Mau nhian 6ng dung dich uéng 10 mi
(S6 16 SX, Han dung dugc dép ndi trén 6ng)

T
DUNG DICH UONG 5
\ E
ATloratadinimgm - __
Loratadin | woncouocnew Ocw
T O
5 mg/5 mi © .g S E
Hép 20 éng nhwa ubng x 10 ml/ s9P-w
® 5 0
g CONG TY CO PHAN DU'QC PHAM AN THIEN g |-.'.
ANTHIEN PHARMA 314 Bang Sao, Phudang 5, Quin 8, TP. H Chi Minh 3 ‘
Thanh phan: M&i 5 ml dung dich chira: Tiéu chudn: TCCS -
Loratadin ..o s 5mg DE XA TAM TAY TRE EM.

Ta duge vira 4l KY HUONG DAN SUF DUNG TRUGC KHIDUNG.
Chi dinh - Chédng chi djnh - Lidu ding va cach ding Boe

- Thén trong - Tac dung khong mong mudn v céc
théng tin chi tiét khac: Xem rén Iy HDSD kém thea.

Bdo quan: Noi khd rdo, nhiét 49 khing qua 30°C,

tranh dnh séng.
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Q 7 CONG TY CO PHAN DU'Q'C PHAM AN THIEN A A L s
AN THIEN PHARMA 314 Bong Sao, Phudng 5, Quan 8, TP. HCM MAU NHAN, HQP EANG KY LAN BAU

1 - Mau nhan hdp chira 30 éng dung dich ubng
2 - Mau nhan 6ng dung dich uéng 10 mi
(S6 16 SX, Han dung duoc dép néi trén 6ng)

GMP - WHO -é
DUNG DICH UONG 5
\ E
AT Loratadin 1 mgm - __
Loratadin | xwonesuecnew VS °
5 mg/5 ml o B EE
Hop 30 éng nhwa ubng x 10 ml/ s E =1
® s O
) O mll
CONG TY CO PHAN DU'Q'C PHAM AN THIEN g h
mnnmnum 314 Béng Sao, Phiréng 5, Quén 8, TP. H& Chi Minh g ‘
Thanh phin: M3I 5 ml dung dich chira: Tiéu chudn: TCCS F=5
Loratadin -3 mg DE XA TAM TAY TRE EM.

tadebvan BOC KY HUGNG DAN SUY DUNG TRUGC KHI DUNG.
Chi djnh - Chéng chi dinh - Lidu ding va cich ding : ;

- Than treng - Tac dung khéng mong mudn vé cic

théng tin chi 1iét khic: Xem tré&n to HDSD kém theo.

Bdo qudn: Noi khd rdo, nhidt dd khdng qud 300C,

tranh dnh sdng.
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/; CONG TY CO PHAN DU'Q'C PHAM AN THIEN
AN THIEN PHARMA 314 Bong Sao, Phwong 5, Quan 8, TP. HCM

MAU NHAN, HOP DANG KY LAN BAU

1 - Mu nhan hép chira 50 éng dung dich ubng
2 - Mau nhan 6ng dung dich uéng 10 ml

(S6 16 SX, Han dung duoc dép néi trén 6ng)
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AT/
K T CONG TY COPHAN DUQCT PHAM AN THIEN
ANTHEN PiARA 314 BOng Sao, Phudmg 5, Quén 8, TP. Hb Chi Minh

=

DUNG DICH UONG s

N\ E
ATloratadinimgm - __
Loratadin | renesugcnem "-5 E %
5 mg/5 mli BSoc
Hép 50 éng nhwa ubng x 10 ml/ E et

L

b=

<

Thanh phin: M&i 5 mi dung dich chira:
L

T4 dirgre vira dil.

Chi dinh - Chdng chi dinh - Lidu diing va cach ding
- Thén trong - Tac dung khéng mong mudn v cic
théng tin chi tiét khic: Xem Irén iy HDSD kém theo.

Bdo quén: Noi khi rdo, nhigt 8} khdng qua 300C,
trénh anh sang.
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DUNG DICH UONG

Tiéu chudn: TCCS T

BE XA TAM TAY TRE EM.

BOC KY HUONG DAN SUF DUNG TRUG'C KHI DUNG.
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Loratadin 5 mg/5 mi
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PHAM AN THIEN

Q '7 CONG TY CO PHAN DUQC

AN THIEN PHARMA 314 BOng Sao, Phudng 5, Quan 8, TP. HCM

h uéng
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g 5ml
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1 - M3u nhan h
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AT Loratadin 1 mgimi

Loratadin
5 mg/5 ml
Géi 5 ml
DUNG DICH UONG \
&
<t/

AN THIEN PHARMA
GONG TY CO PHAN DU'Q'C PHAM AN THIEN
314 Bbng Sao, Phueng §, Qudn 8. TP, HCM

Thanh phén: M&i 5 ml dung dich chira:
BRI v i s Smg
Ta duwge vira 40,

Chi dinh - Chéng chi dinh - Libu diing va
céch dung - Thin trong - Tac dung khong
mong mubn va céc thbng tin chi tiét khéc:
Xam trén t& HDSD kém theo.

Bao quan: Noi khd rdo, nhigt & khéng qud
309¢, trénh &nh séng.

DE XA TAM TAY TRE EM.

DOC KY HU'ONG DAN SUF DUNG TRUOC
KHI DUNG.
Tiéu chudn: TCCS  SBK: seuuammrmmsremser
Sén xudt tal nhi mdy:
CONG TY CO PHAN DU'QIC PHAM AN THIEN

L8 C18, Bueng S0 8, KON Hifp Phuorc,
Huy&n Nha Ba, TR HS Chi Minh

SLsX:
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AT Loratadin mg/ml

Loratadin
5 mg/5 mli

DUNG D|CH UONG
Hop 20 g6ix 5 ml
@
ﬂhﬂ.\ CONG TY C& PHAN DU'QIC PHAM AN THIEN
ANTHEN PrARMA 314 BAng Sao, Phudng 5. Quén B. TP, KCM

et
Thanh phin: M3i 5 mi dung dich chira:
Loratadin ....ccnnneinniiiniiniiing: 5mg
T4 dugre vira dd.

Chi dinh « Chéng chi dinh - Libu ding
va céch ding - Than trpng - Tite dung
khéng mong muén va céc théng tin
chi tiét khic: Xem trén t& HDSD kimtheo,

Bao qudn: Nei khd réo, nhigt d8 khing
qué 30°C, franh énh sang.

DE XA TAM TAY TRE EM.

BQC KY HUONG DAN s DUNG
TRUOC KHI DUNG.

86 16 sén xuét
Ngay sén xuét:
Han ding:

[awp - wHio]

AT Loratadin 1 mg/mi

Loratadine
5 mg/5 ml

ORAL SOLUTION
Box of 20 sachets x 5 ml

.l

27}
@ AN THIEN PHARMACEUTICAL CORPORATION
ANTlEN faRMA 314 Bong Sao Strest, Ward 5, District 8, HCMC

Tiku ehudin: TCCS 8BK: ...,

8an xuat tgi nha may:
CONG TY CO PHAN DLPQIC PHAM AN THIEN
Lb C18, Buéng 56 9, KCN Hiép Phudr,
Huyén Nha B&, TP HS Chi Minh
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Q .7 CONG TY CO PHAN DU'Q'C PHAM AN THI
ANTHIEN PHARMA 314 Bong Sao, Phuwrdng 5, Quén 8, TP. HCM
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Thanh phin: M3 5 mi dung dich chira: .w o] J
Larmtadin ... i sesy Smg b B o
T4 duge vira dU. | a
oh._m dinh - Chéng chi djnh - Lidu ding va o M m
edch diing - Thin trong - Tac dung khd .
AT Loratadin 1 mg/mi mong muln v ol thing tin chi e Khics Qu.w.. < =\
Loratadi Xem trén t& HDSD kém theo. o © AN
oratadin Bao quan: Noj B a0, nhiet 86 knbng Gu o G T \»«\/
5 mg/5 ml 309C, tranh dnh séng, prd B e gl £ W
umx»xﬁpx_._.ﬁ._ﬂm EM. S ety o __“_,WHD.
5 G6i 5 mi mnhoon_”_zm G DAN SU¥ DUNG TRUGC IS MWH = ‘.,.M_
jw g/obw g DUNG DICH UONG Tiés chudn: TO0S 8B 1o XN EBoS = _x:w\
0. = >
uipelelo ® 15 ST
A1) Sy
Iw/bw | UIPRIIOT L'y b LB
A BT CONG TY CO v:»uo DLCIC PHAM AN THIEN S
G057 5 hihay Bk ki e TN L& C16. Butmg 56 8, KCN Kigp Phute,
314 Bing Seo, Phudng 5, Qudn &, TP, HCM Huygn Nha Ba, TP Hb Chi Minh
SLEX:
— HD:
oMM - dfiS]
ey PR .
M - wo] Thanh phén: M3i 5 mi dung dich chua: [aMP - wHo
LOratdin ... cesiessmsamenssisesnisiissirssy S MG

Ta dugre vira di.

Chi djnh « Chéng chi dinh - Lidu ding
va céch ding - Than trong - Tée dung

AT Loratadin mgmi | Summeasanes | AT Loratadin mg/mi

: Ba in: Noi khd réo, nhigt d& khéi g u chudn: TS .
Loratadin P Loratadine o R
DE XA TAM TAY TRE EM. San xult tai nha may:
5 amxm mil POC KY HUONG DAN SU' DUNG 5 -.-._Q\m mil nozmioovzxnzu:mnnnwsrz;mz
TRUSC KHI DUNG. L C18, Bursmg 84 8, KCN Higp Phue,
e Huyén Nha B, TR M Chi Minh
e T e e e
DUNG DICH UONG ORAL SOLUTION
Hép 30 géix & ml $6 16 san xuat: Box of 30 sachets x 5 ml 7
L \ Ngay sén xuét & \
AT CONG TY G PHAN DU'O'C PHAM A Ung: AT
ﬂ . N THIEN Han ding: N

1 - Mau nhan h
2 - Mau nh
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AT Loratadin 1 mgmi
Loratadin
5 mg/5 mi

Géi 5mi
DUNG DICH USNG \

4
AN THIEN PHARMA

CANG TY CO PHAN DUC/C PHAM AN THIEN
314 Bong Sao, Phuréng 8, Quan B. TP. HCM

Thanh phin: M& 5 m! dung dich chira:
T R e S e 5mg
Ta duwge vira di.

Chi dinh - Chéng chi dinh - Lidu ding v
cich diing - Thin trong - Téc dung khéng
mong muon va cic théng tin chi tiét khic:
Xem trén to HDSD kém theo.

Bao quan: Noi khd rdo, nhiét 48 khong qua
30°C, tranh anh séng,

DE XA TAM TAY TRE EM.
DOC KY HUFONG DAN SU DUNG TRUGC
KHI DUNG,

Tiéu chudn: TCCS  8DK: .umissrrmmsssnnn

San xubt tal nhd may:
CONG TY CO PHAN DU'Q'C PHAM AN THIEN
L& C16, Budmg S6 9, KCN Higp Phudre,
Huyén Nha Ba, TP Ho Chi Minh

SLEX:
HD:

lue—

Ngay 30 Thang 06 Nam 2021
OC NH
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AM

GIAM D

AN THLEN /.

, TP. HCM

Quan 8
h uéng 5 mi

]

ic

tra 50 g6i dung d

O PHAN DU’Q'C PHAM AN THI

p ch
0i dung d

CONGTYC

an goi

Mau nh

o

AN THEN PHARMA 314 Béng Sao, Phuwréng 5

[GuP - vrro]

AT Loratadin 1 mg/mi

Loratadin
5 mg/5 mli

DUNG DICH UONG
Hép 50 gdix 5 mi

@._‘ CONG TY CO PHAN DUOC PHAM AN THIEN
ANHEEN PHARMA 314 Bang Sac, Phudng 5, Qudn 8, TR, HCM

Thanh phéan: M&i 5 ml dung dich ehia:
LOratadin .. vosvsemeurieneseressrenireseres 5MG
T4 dugs vira da,

Chi djnh = Chéng chi dinh - Lidu ding
va cach ding - Than trong « Téc dung
khéng mong muén va cic théng tin
chi tiét khic: Xem trén t& HDSD kémtheo.
Béo quédn: Noi khd réo, nhift d& khing
qué 30°C, tranh anh sang.

DE XA TAM TAY TRE EM.

POC KY HUONG DAN SU' DUNG
TRWEE KHI DUNG.

N S

Sé |6 sén xuat:
Ngay sén xuat:
Han ding:

[GME . wio]

AT Loratadin 1 mgimi

Loratadine
5 mg/5 mi

ﬂhn'._.u
AN THIEN PHARMACEUTICAL CORPORATION
AN THIEN FRARMA 314 Bong Sao Street, Ward 5, District 8, HCMC

ORAL SOLUTION
Box of 50 sachets x 5 mi

Tidu chudn: TCCS SBK: e

8an xult tai nha may:
CONG TY CO PHAN DU'Q'C PHAM AN THIEN
L& €16, Budmg 84 B, KCN Hige Phude,
Huy§n Nha B&, TP H& Chi Minh

I;_____E___‘____::_:_

1 - Mau nhan ho
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Ol, HOP DANG K
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TP. HCM
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1

uéng 10 mi

ich

20 g6i dung d

p chira
0i dung d

an goi
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CONG TY CO PHAN DU'Q'C PHAM AN THIEN

1 - Mau nhin h
MAau nha

K;"\T

AN THEN PHARMA 314 Bong Sao, Phwéng 5, Quan 8

2 -

ANTHEN PHaRvA 314 Blng Sac. Phudng 5, Quan B, TP HEM

ANTHEEN PaRsa 314 Bong Bao Sireet, Ward 5, District 8, HOMG

>
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Thanh phin: M3i 5 ml dung dich chira: .m .0
Lomamtntlien ...cu.piuei cosisiivimsinssmirissnsasinis 5mg L [}
Ta duge vira du. —_
Chi dijnh - Chéng chi djnh - Lidu ding va o =
ich ding - Tha - Tic dung khé . r
AT Loratadin 1 mg/mi ﬂ”:o = M mﬁ_.no..sha tin chi it khie: o.h‘.u.. ! b
. Xem trén t HDSD kém theo. ® Gﬁ ;
_Io_..m._“mﬂ_ﬂ Bao quan: Nei khé rdo, nhigt 66 khang qua o el
5 _._.—Q...m mi 30°C, tranh anh sang. = _\_ﬂ = -
DE XA TAM TAY TRE EM._ \ _w__, &
G6i 10 mi Mm_nomw a_._qoza. DAN Si¥ DUNG TRUGT ,n.w\\, /i <
jw g/Bw g DUNG DICH UONG \ Tia chubn: TO0S 9BK: oo /é .
uipeeloT *— 'SR
. .qta.—‘ San xudt thl nhé may:
Iwbw | UNPRIRIOT LY v L
CONG Y CO PHAN DU BHAMN AN THIEN L6 C16, Buéng S8 9, KCN Higp Phudr,
314 8ng Sao, Phutrng 5, Quén 8, TP, HCM Huyén Nna Ba, TP Hb Chi Minh
SLEX:
[OHM + diD =
[Gwme - wHo| Thanh phan: M3i 5 mi dung dich chia: [GMe . wHO]
Loratadin ... 9 Mg
Té duge vira dil,
Chi djnh «Chéng chi dinh - Lidu ding
va cach ding - Than trong - Tic dung
khéng meng muén va cac théng ti N
LH- Foqanams 1 :.-Q\-.S_ hi igt khac: Xem tién s HDSD ki oo, LH Foqnaa-z 1 mg/mil
. Bao quidn: Noi khé rde, nhigt 46 khéng % Bu chudin:
Fqu.m.HmQ _3 qua u_“_uan,w.m__..: »:o:ﬂh_._m _Io Wm._..ma_jm EERENE =
Sn xuét tai nha may:
5 —.—..O\ 5mi MMM r_“._% :.._.._“w%_,_._.o_amumm.m &P DUNG 5m Q\ 5ml CONG TV €O PHAN u_._.m.n PHAM AN THIEN
TRUG'C KHI DUNG. ; L6 C18, Buong S6 8, KCN Higp Phuec,
e Huyén Nha Be, TP HO Chi Minh
DUNG DICH UONG ORAL SOLUTION
Hp 20 g6i x 10 mI $616 sén it Box of 20 sachets x 10 mi EE__ :__ _i____: : =
© Ngay sén xuét: @
@d‘ CcONG TY CO PHAN DU'G'C PHAM AN THIEN Han ding: Aﬂ.—n AN THIEN PHARMACEUTICAL CORPORATION
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AT Loratadin 1 mg/mi

Loratadin
5 mg/5 ml
G6i 10 mi
DUNG D|CH cozo\
@
1
AN THIEN PHARMA

CANG TY CO PHAN DUQC PHAM AN THIEN
314 8dng Sao, Phubrng 5, Quén 8. TP, HCM

Thanh phén: M3i 5 m! dung dich chira:
LI . svccrrerermnsammmminme st S5mg
Taduec vira di.

Chi dinh - Chéng chi dinh - Lidu ding va
céch ding - Than trong - Téc dung khong
mong mubn va cic thdng tin chi tiét khac:
Xem trén t& HDSD kém theo.

Bao quan: Noi kho rdo, nhiét @5 khong qua
30°C, tranh 4nh sdng,

DE XA TAM TAY TRE EM.

DOC KV HU'ONG DAN SUr DUNG TRUOC
KHI DUNG.

Tiu chudn: TCCS  SBK: v iesvmrinens

Sén xubt tgl nha may:
CONG TY CO PHAN DUQ'C PHAM AN THIEN
L3 C18, Dutng 88 9, KGN Hitp Phude,
Huyén Nha Bé, TR Hb Chi Minh
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AT Loratadin1 mg/mi

Loratadin
5 mg/5 mi

DUNG DICH UONG
Hop 30 g6i x 10 mi

@.—‘ CONG TY CO PHAN DUCIC PHAM AN THIEN

ANTHEN FHARVA 314 BdOng Sap, Phuong 5, Quan B, TP, HCM

Thanh phan: M&i 5 ml dung dich chta:
Loratadin ... vuuunscsrssceiinsianireres S MG
Ta duge vira du.

Chi djnh -Chéng chi dinh - Liéu ding
va céch ding - Than trong - Tac dung
khéng meng muén va cac théng tin
chi tiét khac: Xem trén t HDSD kémtheo.
Béo quan: Noi khd rdo, nhiét 46 khang
qué 30°C, tranh énh séng.

DE XA TAM TAY TRE EM,

DOC KY HUONG DAN sSU' DUNG
TRUOC KHI DUNG,

TR

S6 16 sén xuét:
Ngay sén xuat:
Han ding:

[aMe - who

AT Loratadin 1 mgimi

Loratadine
5 mg/5 mi

ORAL SOLUTION
Box of 30 sachets x 10 ml

ﬁmm._.u
s AN THIEN PHARMACEUTICAL CORPORATION
ANTHEN PamMa 314 Bong Sao Street, Ward 5, District 8, HCMG

Tiéu chulin: TCCS SBK! ...,

San xuét tai nha may:
CONG TY CO PHAN DU'QIC PHAM AN THIEN
L6 €16, Butng 56 8, KCN Hisp Phugre,
Huydn Nha Ba, TP H Chi Minh
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Thanh phin: M5i 5 mi dung dich chira: .w .0
LOrBRRelN .. oovns i maaman et e 5mg K B
Ta dugre vira 4o, -
Chi dinh - Chéng chi dinh - Lidu ding va o M
cdch diing - Than trong - Tac dung khé . =
AT Loratadin 1 mg/mi mong muédn va cic théng tin chi tidt khae: ah. m \\M\m.ﬂ
. Xem trén t& HDSD kém theo. B
A ‘m i
Loratadin Blo quan: Noi kho 8o, nhigi 46 knong qua NQ \m_a \
30°C, tranh 4nh sang. ~/ = Z-
5 mg/s ml B TR TR T - ls/ 22
: BOC KY HUONG DAN S(* DUNG TR I~ ¥ =
Géi 10 ml 4 DU ; | w -
\w g/Bw g S \%\ &8
DUNG DICH UONG Tidu chubn: TCCS  SBK: mvvcorsrcmsrn _ S
uipejelo .
w/bw | UIPRO 1 4 il i
sy b : u ho.ﬂ ‘ S THER PHARIAA CONG TY CO PHAN %_.36 PHAM AN THIEN
L6 €18, Buéng 54 8, KCN Higp Phuée,
314 B Bao, Prutmg 3.t . 9. ot Huyén Nna B8, TP Hb Ghi Minh
SLEX:
[oHA* diis] HO:
[cwie - wHO] Thanh phén: M3i 5 mi dung dich chia: [GmP - wHo|
Loratadin ... vty 5mg
Té duoe vira dii.
Chi djnh -Chéng chi dinh - Lidu ding
va cach ding - ._._ww_.. trong - Tée dung iy
khéng meng muon va cic thang tin L q F
AT Loratadin mgimi | S mme més v e vem e T Loratadin 1 mg/mi
. Bao qudn: Nei khd rao, nhigt 48 khing ¥ : :
Loratadin qué 30°C, trénh &nh sng, Loratadine TS e
DE XA TAM TAY TRE EM. San xult tai nha may:
5 :‘_Q\m mi POC K¥Y HUONG DAN SU DUNG 5 —,_._m\m mi GONG TY CO PHAN DUIC PHAM AN THIEN
TRUEC KHI DUNG. L6 C16, Buéng 56 9, KCN Higp Phudr,
Huyén Nha Bs, TP H& Chi Minh
DUNG DICH UONG
! ORAL SOLUTION
° Hép 50 géi x 10 ml 6 16 sén xudt Box of §0 sachets x 10 ml _
Ngay sén xuét: [
ﬁhﬁ. CONG TY CO PHAN DUG'C PHAM AN THIEN Han ding: Aﬂ‘ AN THIEN PHARMACEUTICAL CORPORA
Annen miasia 314 Bong Bao, Phudng 5. Quan 8. TR. HCM AN THENPrAEMa 314 Bong Sao Street, Ward 5, N_.u._..ﬁ &, 1%20
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ﬁﬂl} CONG TY cO PHAN buwgc PHAM AN THIEN
AN THIEN PHARMA 314 Bong Sao, Phudng 5, Quan 8, TP. HCM

MAU NHAN, HOP PANG KY LAN BbAU

1 - Mau nhan hgp chira 1 chai 30 mi dung dich uéng
2 - Mau nhan chai 30 ml dung dich uéng

HNON HOIa 9NNa
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uipejelon
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‘manh phin M55 mmmm
Smg

Tadc.mcn‘ram

Chvi cinh - Chiing chi dink - Lidu dimg

vacu:hd.ng ‘lhanm Tac dung

Iﬂm&mﬂng mudn va cac thong tin
khac: Xem trén t&¢ HDSD

kém theo.

Bdo quan: Nu'l khé rdo, nhigét do

khéng qua 30°C, trénh anh sang.

Tiéu chuan: TCCS

GMP - WHO

DE XA TAM TAY TRE EM,

DOC KY HUONG DAN SUF DUNG

AT Loratadin 1 mg/ml

Loratadin

5mg/5 ml
DUNG DICH UONG

SR
Chai 30 mi

TRUOC KHIDUNG.

K’._‘T) CONG TY CO PHAN DUAG'C PHAM AN THIEN

AN BWEN PHARMA 314 Bdng Sao, Plurimg 5. Osdn

AT Lloratadini mg/ml
Loratadin

5 mg/5 mli

DUNG DJCH UONG

Hép 1 chai 30 ml
Kém 1 cde dong

Thanh phin: M&i 5 ml dung dich chira:
Loratadin 5mg
Ta duge viva di.

Chi dinh - Chéng chi djnh - Liéu ding
va cach diing - Than trong - Téc dung
khong mong mudn va cac théng tin chi
tiét khdc: Xem trén t& HDSD kém theo,

Bao quan: Moi khd rdo, nhiét dd khing
qué 30°C, trénh 4nh séng.

Tiéu chuan: TCCS - SPK: ..o

DE XA TAM TAY TRE EM.
POC KY HUONG DAN SIF DUNG
TRUO'C KHI DUNG.

8, TP. Hé Chi Minh

AT Loratadin 1 mg/mi

Loratadine
5 mg/5 mi
ORAL SOLUTION

Box of 1 bottle of 30 ml
With 1 measuring cup
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AN THIEN PHARMA
CONG TY CO PHAN DU'QC PHAM AN THIEN

314 Bong Sao, Phuong 5, Quan 8,
TP. Hb Chi Minh

S6 16 san xudt:
Ngay s3n xudt:
Han ding:

San xufit lai nha méy:
CONG TY €O PHAN DIFQ/C PHAM AN THIEN
L& C16, Burdrmg S8 9, KON Higp Phurdc,
Huyén Nha Be, TP. Hd Chi Minh

AT Loratadinimg/mi
Loratadin

5 mg/5 mi

DUNG D|CH UONG

Sén xuét tai nha m
CONG TY €0 PHAN DU'QC PIRM AN THEN
L& C16, Brrémg sb 9, KCN Hisp Phuér,
Huyén Nha Bé, TP. H& Chi Minh
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AN THIEN PHARMA

MACEUTICAL CORPORATIO|
314 Bong Sao Street, Ward 5, District 8

Ho Chi Minh City
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Q“] CONG TY CO PHAN DUQ'C PHAM AN THIEN
ANTHIEN PHARMA 314 BOng Sao, Phwong 5, Quan 8, TP. HCM

MAU NHAN, HOP PANG KY LAN DAU

1 - Mau nhan hp chira 1 chai 60 mi dung djch udng
2 - Mau nhan chai 60 ml dung dich uéng
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(A= awg)

AT Loratadin 1 mg/mi

Loratadin
5 mg/5 ml

DUNG DICH UONG

Hop 1 chai 60 ml
Kém 1 cdc dong

Thinll phin msmm@m
Smg

laawcmau

Chyi dinh - Glﬁl!gduﬁil-(ﬁum
va cich ding - Than trong - Téc dyng

mong mudn va cic théng tin
chi khac: Xem trén t& HDSD
kém thao.

Bao quan: Noi khd rdo, nhigt do
khdng qué 30°C, tranh 4nh sédng.
Tiéu chudn: TCCS

AT Loratadin1mg/mi

Loratadin

5 mg/5 ml
DUNG DICH UONG

Chai 60 mi

rall
\ ;’ CONG TY CO PHAN DUQ'C PHAM AN THIEN
AHTHEN RARMA 314 Bdng Sao, Phudmg 5, Cudn 8, TP. HS Chi Minh

Thanh phén: msmdungmmua
Loratadin .. .. 5mg
Tudtmcv&adu

Chi dinh - Chéng chi djnh - Liéu ding
va céch diing - Than trgng - Tic dung
khéng mong muédn va céc théng tin chi
tiét khac: Xem trén t& HDSD kém theo.

Bao quén Noi khd rdo, nhigét dd khang
qua 30°C, tranh 4nh sdng.

DE XA TAM TAY TRE EM.
POC KY HUONG DAN SUF DUNG
TRUGC KHIDUNG.,

/]

L}
E:\I ?
AN THIEN PHARMA

CONG TY GO PHAN DUQ'C PHAM AN THIEN
314 Bong Sao, Phirong 5, Quan 8,
TP. H& Chi Minh

86 16 sén xudt
Ngay sdn xudt:
Han ding:

San xuél tai nha may:

AT Loratadin1 mg/mi
Loratadine

5 mg/5 ml

ORAL SOLUTION

Box of 1 bottle of 60 ml
With 1 measuring cup

A

AN THIEN PHARMA
RMA

314 Bong Sao Street, Ward 5, District 8,

Ho Chi Minh City

CONG TY CO PHAN DUGFC PHAM AN THIEN
L6 C16, Dudmg S6 9, KCN Higp Phurdre,
Huy@n Nha B¢, TP. Hb Chi Minh

!_

AT Loratadini mg/mi
Loratadin

5 mg/5 mi

DUNG DICH UONG

Sdn xuét tai nha ma
GONG TY CO PHAN DUOC PHAM AN THIEN
L& C16, Buwdng s6 9, KON Higp Phuérc,
Huyén Nha Ba, TF. Hé Chi Minh
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Q"-“] GONG TY ¢O PHAN DU'Q'GC PHAM AN THIEN
AN THIEN PHARMA 314 Béng Sao, Phudng 5, Quén 8, TP. HCM

MAU NHAN, HOP PANG KY LAN PAU

1 - Mau nhan hgp chira 1 chai 100 ml dung dich uéng
2 - Mau nhan chai 100 ml dung dich udng

s

T phd: "‘5'5“"“‘"9‘*‘“’“‘* DE XATAM TAY TRE EM,
Ta S ibn di Smg DOC KV HUGNG DAN SUF DUNG
cnianh-cvimdrh- Gams AT Loratadinimgimi  ™UoCkHDNG.
h va cach ding - Théntong Tac dung 3 SLSX:
9NON HOIa ONNa mong mudn va cac théng tin Loratadin o
chi tiét khdc: Xem trén t& HDSD
jw g/Bw g keém theo. 5 mg/5 ml
Bao quan: Noi khd réo, nhigt do
uIpeelo A sl et o 90, shiae DUNG DICH UONG
w wm . Tiéu chuin: TCCS
juy/Busy Iy e o
Chai 100 mi
' San xuél tai nha may:
| ‘7“'? CONG TY CO PHAN DUQIC PHAM AN THIEN
i K ’ CONG TY CO PHAN DUQ'C PHAM AN THIEN Ld C16, Budg $6 9, KCN Hiép Phuére,
LA ANTHEN MiARMA 314 Bang Sao, Phudng 5, Gudn 8, TP. HA Chi Minh Huyen Nha B2, TR, Hé Chi Minh
| l
ATLoratadinimg/mi  Thanh phn: M3i5mi dung dich Memg AT Loratadin 1 mg/mi AT Loratadin1mg/mi
Loratadin T*“"""““;" — Loratadine Loratadin
Chi dinh - Chong chi dinh - Liéu ding
5 mgf5 mi va cach dung - 'g:an trong - Tac dyng 5 mgfs ml 5 mgfs mli
khéng mong mudn va cic théng tin chi
DUNG DJCHUONG | o D e o 1IDED ko s, ORAL SOLUTION DUNG DI|CH UONG
Bdo qwin. Noi khd rao, nhiét d§ khing
qwim C, tranh dnh sdng.
Tiéu chudin: TCCS-SBK: ...
DE XA TAM TAY TRE EM. )
B 5o wons oin s ouwe P

Hop 1 chai 100 ml

TRUGC KHI DUNG.

Box of 1 bottle of 100 mi
With 1 measuring cup

Kém 1 cdc dong /

&
<A
AN THIEN FHARMA
GCONG TY CO PHAN DU'Q'C PHAMAN THIEN

314 Bong Sao, Phudng 5, Quan 8,
TP. Hé Chi Minh

56 16 san xudt:
Ngay sdn xudt
Han ding:

L6 C16, Budmg s6 9, KCN Higp Phwéc,
Huy&n Nha Bé, TP. Hé Chi Minh

HI! I
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AN THIEN PHARMA
ARMACEUTICAL CORP!
314 Bong Sao Street, Ward 5, Di slr!r:t
Ho Chi Minh City
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TO HUONG DAN SU DUNG THUOC

Dung dich uéng A.T LORATADIN 1 mg/ml

Pé xa tam tay tré em.

Doc ky huong dén sir dung trude khi ding.

THANH PHAN: M3i 5 ml dung dich uéng chua:
Hoat chit: Loratadin ...........ocoovroirainnriinnns 5mg

Ta dwge: Via du.
(Propylen glycol, dudng tring, sucralose, glycerin, acid citric,
natri benzoat, huong dau, nude tinh khiét).

DANG BAO CHE: Dung dich ung.

Mo ta san phdm: Dung dich trong sudt, khéng mau dén mau vang nhat, huong déu.
CHI PINH

Pidu trj viém miii di tng va ndi may day man tinh v0 cin & ngudi 16n va tré em tir 2 tudi tro 1én.
LIEU DUNG VA CACH DUNG

Liéu ding

Nguoi I6n va tré em trén 12 tudi: 10 ml x 1 1an/ngay.

Tré em tic 2 tudi dén 12 tudi

- Trong luong co thé > 30 kg 10 ml x 1 1an/ngdy.

- Trong lwgng co thé <30 kg: Smlx 1 lan/ngy.

Tré em dwdi 2 tudi: Khong dung cho tré em dudi 2 tudi vi an toan va hleu qua cua thubc & do
tudi nay chua dugc thiét 1ap.

Bénh nhén suy gan
- Ngwoi 16m va tré em > 30 kg: Lidu khoi dau 1a 10 ml, 2 ngay ubng 1 lan.
_ Tré em < 30 kg Lidu khoi ddu 14 5 ml, 2 ngay ubng 1 lan,
Bénh nhén suy gan ning nén ding lidu ban du thip hon vi & ddi tugng nay do thanh thai cua
loratadin ¢6 thé giam.
Bénh nhin suy thin, nguoi cao tudi: Khong can diéu chinh lidu.
Cach dung
Thubc ding dudng uébng. C6 thé ubng bit ctr lic ndo, khong phu thudc vao bita an.
CHONG CHi PINH
MAn cam véi loratadin hoic bt ky thanh phin nao cia thude.
CANH BAO VA THAN TRONG KHI DUNG THUOC
Than trong khi dung thudc cho bénh nhén suy gan ning.
Trong xét nghiém: Nén ngung st dung thudc 48 gio trudce khi tién hanh céc thir nghiém trén da.
Canh bao ta dwoe
Thanh phan thubc ¢6 chira dudng tring va sucralose, bénh nhan bi 16i loan di truyén hiém gép
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nhu khong dung nap fructose, kém hép thu glucose-galactose hodc thiéu hut enzym sucrase-
isomaltase khong nén dung thudc nay.
SU DUNG CHO PHU NU CO THAI VA CHO CON BU

Phu nit c6 thai
Dit liéu trén luong 16n phu nit mang thai ding thudc cho théy ring loratadin khong gy ra doc
tinh doi vdi thai nhi/tr¢ so sinh. Cac nghién ctru trén dong vat khong chi ra tac hai tryc tiép hodc
gian tiép nao dén ddc tinh sinh san. Tét nhét nén tranh st dung loratadin & phy nit mang thai.
Phu nir cho con ba
Loratadin dugc b?ni it vao sita me. Do d6 viéc sir dung loratadin & phu ntt dang cho con bu
khéng duge khuyén cao.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Trong céac nghién ciru ldm sang, khong thdy c6 su suy giam kha nang lai xe & bénh nhén st dung

loratadin. Tuy nhién, trong mdt s truong hop rét hiém ggp bénh nhan bi budn ngh sau khi dung
thude, diéu nay c6 thé anh hudng dén kha néng lai xe va van hanh may moc cia ho.

TUONG TAC, TUONG KY CUA THUOC

Twong tic thude
Khi dung dong thoi véi ruou bia, loratadin khong lam ting téc dung cla ruou qua cac khao
nghiém thuc hién vé tdm than vén dong.
Tuong tc tiém tang c6 thé xay ra véi tht ca cac chat e ché CYP3A4 va CYP2D6, lam téng ndng
d6 loratadin trong huyét tuong, ¢6 the dan dén gia tang cdc tic dung khdong mong mudn.
Nong do trong huyét thanh cta loratadin ting 1én khi dung dong thoi voi ketoconazol,
erythromycin hogc cimetidin, nhung khong ¢4 thay doi dang ké v¢ mét 1am sang.
Tuwong ky: Do khong co cac nghién ciu vé tinh tuong ky cta thubc, khong tron 1An thuée nay
voi céc thuoe khac.

TAC DUNG KHONG MONG MUON CUA THUOC (ADR)
Trong c4c nghién ctru 1dm sang, khi sit dyng loratadin & nguoi 16n va thanh thiéu nién, mot sb tac
dung khong mong mubn sau déy c6 thé xay ra: budn ngu, dau dAu, ting su thém &n va mat ngl; ¢
tré em tir 2 dén 12 tudi, cdc tac dung khong mong mudn thuong gip 1a: dau dau, hoi hop va mét
moi.
Cic tac dung khong mong mudn sau dy duge bao cdo véi cac tan sult tuong tng: Rdf thuong
gép (ADR > 1/10), thuong gap (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gdp
(1/10000 < ADR < 1/1000), rat hiém gép (ADR < 1/10000) va khéng biét (khong thé wdc tinh tir

dit liéu c6 sén).
Réi loan hé théng co quan Tén suit Téac dung khong mong muén

Réi loan h¢ théng mién dich | Rdt hiém gdp | Phan (ing qua mén (bao gdm phu mach
va soc phan vé).

Réi loan h¢ than kinh Rét hiém gép Choéng mit, co giat.

Réi loan tim Rét hiém gdp | Nhip tim nhanh, dénh trdng nguc.
Réi loan tiéu héa Rét hiém géip | Budn ndn, kho migng, viém da day.
Réi loan gan mét Rt hiém géip Chtrc ndng gan bit thudng.

Réi loan da vamd dwoi da | Rdr hiémgdp | Phat ban, rung tc.
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Réi loan chung va tai vi tri | Rdt hiém gdp | Mét moi.
dung thudc
Céc xét nghiém Khéng bitt Tang cin.

Théng bdo ngay cho bdc si hodc dugc si nhitng phén ting cé hgi giip phai khi sic dung thubc

QUA LIEU VA XU TRi
Qué lidu: O ngudi 16n khi ubng qua lidu thuong ¢6 biéu hién: budn ngd, nhip tim nhanh, dau
dau.
Cich xir tri: Diéu trj qua liéu loratadin thudng la didu tri triéu chimg va ho tro chire nang sbng.
C6 the dung than hoat (dang hon dich). Rira da day cling co the xem xét. Loratadin khong bi loai
trir bang tham phan mau va khong bi€t c6 duge loai trir bang thdm phan phuc mac hay khong.
Ngudi bénh can dugce nghi ngoi va theo dai y té chét ché.

CAC DAC TINH DUQC LY
Nhém duoe 17: Déi khang thu thé histamin Hi
Ma ATC: RO6AX13
Dwoc lue hoe
Co ché hogt dong
Loratadin 1a mdt chét khang histamin ba vong c¢6 hoat tinh chon loc vai thy thé H, ngoai bién.

Tdc dung dugc luc

Loratadin khéng c6 ddc tinh an than hay khéng cholinergic dang ké trén 1am sang & da sd bénh
nhén va khi ding véi lieu dugc khuyén céo. Khi dung thube lau dai, khong c6 thay doi déang ké
trén 14m sang vé cac dau hi¢u sinh tdn, két qua xét nghiém, kham thyc the hay dién tdm do.
Loratadin khong c6 hoat tinh déng k& voi thy thé Ha. Thudc khong te ché sy tiéu thu
norepinephrin va gan nhu khdng ¢ anh hudng nao dén chirc ndng tim mach hay dén hoat dong
diéu nhip ndi tai ctia tim.

Dwgc dong hoc

Hép thu

Loratadin hip thu nhanh sau khi ubng. Cac thong sc':) sinh hoc cua loratadin va chat chuyén hoa c6
hoat tinh ti 1& véi lidu dung. Thirc &n lam chim hap thu loratadin nhung khong anh huéng dén
hiéu qua 1am sang.

Phdn b6

Loratadin lién két véi protein huyét tuong rét cao (97 - 99%) va chit chuyén hoa cia nd ciing
lién két twong doi vai protein (73 - 76%).

Dbi v6i nhitmg ngudi khée manh, thoi gian ban huy trong huyét tuong cua loratadin va chét
chuyén hoa co hoat tinh ctia n6 trong ing la khoang 1 giova 2 gio.

Chuyén héa

Loratadin hdp thu nhanh chéng v trai qua chuyén hoa lan dAu & gan chu yéu boi CYP3A4 va
CYP2D6. Cac chit chuyén hoa chinh cua loratadin 1a desloratadin ¢6 hoat tinh dugce ly va chiu
trach nhiém phén 16n hiu qua ldm sang cua thube. Loratadin va desloratadin dat dugc ndng do
t6i da trong huyét tuong (Cmsx) twong g la gita 1 - 1,5 giorva 1,5 - 3,7 gid sau khi dung.

Thai tru
Khoang 40% liéu ding dugc bai ’tiét trong nudc tiéu va 42% dugc bai tiét trong phén trong
khoang thoi gian 10 ngay va chu yéu dudi dang lién hop chat chuyén hoa. Khoang 27% li€u dung
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duoc thai trir trong nude tiéu trong vong 24 gio dau tién. It hon 1% dang c6 hoat tinh duoc bai
tiét dusi dang khong déi nhu loratadin hoge desloratadin.

Thoi gian ban thai trung binh ¢ ngudi khoe manh cta loratadin 1a 8,4 git (khoang tir 3 - 20 gi®)
va ctia chit chuyén héa chinh ¢6 hoat tinh 1a 28 gio (khoang 8.8 - 92 gio).

Bénh nhdn suy thdn

(j bénh nhan suy than man, ndng do dinh trong huyét tuong (Cinax) va AUC ctia loratadin va chét
chuyén hoa ctia né ting so véi bénh nhén ¢ chirc nng than binh thuong. Thoi gian béan thai ctua
loratadin va chat chuyén hoa 6 hoat tinh so v6i thoi gian ban thai trén nguoi thuong khong co
khac biét dang k&. Thim phan mau khong anh hudng dén dugce dong hoc cua loratadin hogc chat
chuyén héa ctia né ¢ nhiing bénh nhan bi suy thdn man tinh.

Bénh nhdn suy gan

O nhitng bénh nhén bi bénh gan man tinh do ruou, ndng d6 dinh trong huyét tuong (Cumax) va
AUC cta loratadin thi gap d6i, trong khi ctia chét chuyén hoa cé hoat tinh thi khong thay doi
déng ke so véi nhiing bénh nhan ¢ chirc nang gan binh thuong. Thoi gian béan thai cua loratadin
va chét chuyén hoa c6 hoat tinh tuong tng 1a 24 gid va 37 gid va ting theo mirc do nghiém trong
ctia bénh gan.

Nguoi cao tuéi: Céc thong sb duge dong hoc khong co6 thay déi dang ké gitta ngudi 16n tinh
nguyén khoe manh va ngudi cao tudi khoe manh.

QUY CACH PONG GOI

Hop 20 éng, 30 dng, 50 éng x 5 ml.

Hop 20 goi, 30 goi, 50 goi x 5 ml.

Hop 20 bng, 30 éng, 50 dng x 10 ml.

Hop 20 goi, 30 goi, 50 goi x 10 ml.

Hop | chai 30 ml, 60 ml, 100 ml (kém 1 coc dong).

BAO QUAN: Noi khé réo, nhiét do khong qua 30°C, tranh dnh sdng.
Chai thudc sau khi mé nép: chi st dung trong vong 1 théng.

HAN DUNG: 24 théng ké tir ngay sn xuat.

TIEU CHUAN: TCCS

San xuit tai nha may
CONG TY CO PHAN DUGC PHAM AN THIEN
L6 C16, Pudng S6 9, KCN Hiép Phudce, Huyén Nha Be, TP H6 Chi Minh

TP. Hd Chi Minh, ngay 30 thang 06 nam 2021
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