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Browse FDA Package » Search Hits Olopatadine Hydrochloride - F
i Pharmacology Review 020688 Part 02 |

8 documents found for distribution plus

SYNonyms -

AEe-

1 ] 2007-Feb-20 FOF(3516K)
Pharmacology Review > Pharmacology Review
021545/5-000 NDA 20-688 Page 54
of 0.3 ta 3 mgfkg, The volume of distribution at
steady-state was moderately low,..
found 24 Hmes in this document
o i
o 1996-Jul-16 POFI080%) ood o
ﬁ Pharmnacology Review > Pharmacalogy Review Bl
020688 Park 02 Flasma 0.0033 0.5 1.3
...and disposition: Gcular tissue Histributian of
radicactivity fallowing single... Aqueous Humor, dosed eyes 0.15% 1 1.4
Ffound 10 dirnas in bhis docurnent Conjunctiva, dosed eyes 0.3098 0.5 1.9
= Cornea, dosed eyes 1.85 0.5 1.8
k} l@ 1996-lun-20 POF(EETE) -
Statistical Review > Statistical Review 0206838 Iris-ciliary body, dosed 0.108 1 1.4
...applied az a two-tailed test to the distribution of eyes
rmacroscopic oF microscopic non-... Lens, dosed eyes 0.0026 2 9.0
found & timas in this docunnent
Choroid, dosed eyes 0.021% 0.5 0.9
4 ) 2007-Feb-20 PDF(2118) H Conjunctiva, control eyes 0.0014 0.5 WA
ey e T R—— Cornea, centrol eyes 0.0026 0.5 NA
e e o Above data suggest that olopatadine mostly distributed to the
Foumdd 2 bmmes in bhis document anterior ocular tissues. Most of the drug was concentrated in
conjunctival tissues. The in the peostericr ocular
tissues of the deses eye was minimal, Also, the contralateral eye |
5 I@ 1996-Dec-d FOF(E3EE) showed less than 0.0026 ¢ eq/g of the radio labeled olopatadine E
Environrmental Review > Environmental Review in conjunctiva and cormea. The amount ln_the conjunctiva and
020688 = cornea in the control eye was almost similar teo that in the
2 Blnnd
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NB (MK-0869 blended coated ——

water.

L-754030-0165001) with an average particle size of
batchaes of MK-0868 coated beads with purity ranging from 99.6 to 100.0%.
The vehicle for MK-0863 Formulation M was 5% methylceliuiose and
0.02% sodium lauryl sulfate in deionized water, The vehicle ‘or MK-086% Formulation NB
was 3% hydroxypropy! cellulose, 15% sucrose, and 0.14% sodium lauryl sulfate in deicnized

Drug, lot®, radiolabel, and % purity: MK-0869 Formulation M, lof numbear
004H031, had an average paricle size of ——pgm with 99,5% purity. MKE-0869, Formuiation
* beads), batch #X08690PP015C001 (also known as
was obtained by blending 3

L-T54030-

Pharmacology Review 021549/S-000 Part 03 (2003-Jul-6)

Drug, lot #, radiolabel, and % purity: Batch # P/1465/28, P/1465/26, P/1465/29, 99.9% w/w

Foermulation/vehicle:

Ingrodwonis Strength Strength Strmgth
placcho 2 9% wiv 1.9% % wfy
S iy Yo wiy YWy

1C1 182780 - 20 1.96

[ ] lu?ﬂﬂwlpm 1.0 n 0.0

Poloxamer 407 LISNF 100 10 16

Esrandt 96 % BP 80 100 100

Waier for injeciion Ph Eur w 100 % R0 8.0

Propy lene ghycol 6828 10 100 % 0 100 %
PI4652 |t

Formutntion baich reference P:1465:26 P/1465129

7

Pharmacoloaﬁ Review 021344/S-000 Part 02 i2002-Aﬁr-25‘
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= Yiew by name

Analgesics, non-narcotic

L pofecasib ¢vioxs, vioxs Forte
FHC0x-2 inhibitors

L pofecasib ¢vioxs, vioxs Forte
EFC0x-2 specific inhibitor

L pofecasib ¢vioxs, vioxs Forte
E-Monsteroidal anti-inflammator

L_pofecasib ¢vioxs, vioxs Forte

Coronary a

B Ischaemic g

Acute coro
Acute myor
Angina pec 4
Angina uns
Arteriospas
Microvascu,
Myocardial
Myocardial
Postinfarcti
Prinzmetal

Silent myod
Subendocal

Endocardial d

il I

E

preclinical Data (0) » Clinical

viewing 42 of 42 Mo filters applied

Too much data? Use filters to narrow

» viewing by area affected

Blood and lymphatic system disorders
= Gardiac disorders
Cardiac arrhythmias
Cardiac disorder signs and symptoms
Gardiac valve disorders
B CGoronary artery disorders

pharma

the essential drug safety resource

Browse Adv. Effects/Toxicity

--Blood and lymphatic system disorde#

i-Cardiac disorders (346304

Preclinical Clinical Post-Marketing
Data Data Reports {AERS)
view all 710 view all 2245 | view all 202293
43 39 3115
2 208 66632
no data 24 8485
2 19 8946
no data no data 2711
no data 136 38651

pendium,

all These Sources v

A-7

Anaemias nonhaemolytic and me
Coagulopathies and bleeding dia
Haematological disarders MEC (4
Haematopoietic neoplasms (excl

Haemoglobinopathies (47

Haemolyses and related conditic
Elatelet disorders (23148

Red blood cell disorders (1855
PU\ cythaemis (excl rubra ve -
Red blood cell abnormal findir

=

Spleen, lymphatic and reticuloer
White blood cell disorders (5376

Data (42)

Narrower Terms:

Blood and lymphatic system disarders = Red bload cell disorders

Red blood cell disorders

(%) Search Tip: (7) Halp E
i

Polycythaemia (excl rubra vera) (336), Red blood cell abnormal findings NEC

1519

Drugs *:

» Viewing by area affected

- Yiew by name

5-alpha-
reductase
inhibitors

£l

Post-Marketing Reports (AERS) (22624)

Abortifacients
Acidifiers, urinary

Preclinical

Data Data

Clinical

Post-Marketing
Reports (AERS)
view all 2814

Drug Name <4 | Adverse Effect / Toxicity | Species Dose
1 Rofecosi Myocardial infarction uman  therapeutic
fi ib dial infarcti hi h
drug infa
Myocardial infarction human therapeutic

- 2 Rofecarib

view all 264 view all 169

no data no data
no data no data

1 no data

3 no data

1 no data
no data no data

3 no data
no data 1

[Wiew Chemical Structures]  (Export Tablew. |

Specified  =0%-2 Inhibitars

Source Document

Dose Type | Route

Repeated  Not Mepler's Side Effacts of Drugs.
Specified  Rofecouh

Repeated Mot Meplar's Side Effacts of Drugs.

Year
2005

=

no data

5

no data

15
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“1think the amount of information contained within MEMEEDOSHIEROINEZITE R (SHFRE)
the database was great” -
MW RGFDAXEENRLBRERTE,. FATHS I (B
“Easy to navigate through: many possible W%E)
‘investigations’ that can be done rapidly” B RT—S S EIZBME BBHRALGED SN TIND S
| _ L oe houthe product T FALOTLDBERYS S | (EHHAEE)
“1 was very impressed to see how the product has o e~ e
taken shape. | am find that the searchable FDA TFDATR—LAR—U Ao DRRICEAENLT L (FiE
approval packages are even more useful than | MEE)

thought they would be at earlier stages.”

TR GEERR) [T HEIER - SHIFHREMEL

“This database is the first effort in putting all available TSR GRE - REHRE)

safety and related information on FDA approved TRAREITTE EEHDEZTANDSEIZEYETI(FH
products.” MEE-IH-—Tv—)

“Friendly interface. Very easy to get started. | quickly A BERTOIHE
found interesting information.”

MERLE. RREME. EVBE. REMER £5,

“| like the possibility to search the regulatory S AL TS R EE OEBE T RBN-ENTEYET

documents and to get compilations of
adverse/tox effects for various drug class etc.”

%t :PharmaPendium 87X TO i FDA% I Pa’rtyx—s
(200652 A A 525818, Bk D 11#%ES (FDAEEL) TR T - i
. TF’&EMQ 191308 DR E - HEBLEASM, ) PharmaPendiumZFI A eh ? ¢

EDAARDIOVallPECkagEEE A INE D=
F—I—F%& AN \

FD& approval packages Vviaxx

Search

Search Results

239 documents found for wioxx plus synonyms {(guery details) in FDA approval packages Mo filters applied

Too much data? Use filters to narrow.

Wiew Chernical Strudures Yiewing 1 - 10 of 239 [ Nexth Jurnp to results:

Document with context | Drug Name Source | Year |
1 Administrative documents Celecoxib FD& approwval 2002
FDF(1651k) drug info packages
...Celecoxib (Celebrex MDA 20-998) ROfecoqil (Viox: NDA 21-042, NDA& 21-
052)...
Ffound 149 Hmes in this decument
2 Administrative documents Celecoxib FD& approval 2002
POF(1404k) drug info packages

...or GI bleed were excluded. Rafecowib 4 search of the AERS database on...

Ffound 62 Himes in this document

3 FDA Approval Document Maproxen Sodium FD& approval 2005
PDF(354k) drug info packages

...selective NSAIDs (i.e., celecoxib, fofecosll , and valdecoxib) are
associated with...
fourd 46 times In this decument

4 EDA Approval Document Naproxen Sodium FD& approwval 2005
PDF(736k] drug info packages
...risk of the COX-2 selective NSAIDs, fofecosill and celecoxib, and a variety
of...
|
14 | - r‘v.ﬂ“ ok
ELSEVIER




Approval Packene e =0 PPESE 71

> Browse FDA Package Rofecoxib - FDA Approval Package

Administrative document 021647 /5-000 { ac-16;
LGN ICE) -1 Q HIBICIE N e T
: SR OF—T—FEyMEBIZ S v T

SUBJECT: Action Mema for NDA 21-647, for the use of [0 llteaeeny, in the
acute treatment of migraine

2005-Dec-16 POF (FEE1X])

Adrninistrative docurnent 021647/5-000

2002-Apr-11 FOF (1576
Adrninistfative docurnent 024 042/5-007
S-008,/5-010, 5-012, 5-013, §-014, 5-

Qo7 /s-008, S-009

NDA 21-647, for the use of [ELcaleinaodo) a non-steroidal anti-inflammatory
(NSAID) COX-2 inhibitor, in the acute treatment of migraine, was submitted by
Merck Laboratories on 5/23/03. is currently approved for the treatment of
the signs and symptoms of ostecarthritis (OA) and rheumatoid arthritis (RA), as
well as for the management of acute pain and primary dysmenorrhea. This
application contains the results of 2 randomized, single dose, controlled trials in

F-May-24 FPOF [(17005)
rninistrative docurnents 021042

999-May-20 FOF ($115)
Adrinistrative docurment 02104275
21052/5-000 Part 01

O[T R [T H

1999-May-20 FOF (§36K)

Adrninistrative docurnent 021042/5-000; patients with acute migraine, as well as a 3 month extension of one of the
021052/5-000 Part 02 4 controlled trials, and a 3 menth study of migraine prophylaxis. In addition, the
1999-May-20 POF (625K) T sponsor presents chronic safety data in patients with OA and RA in support of
Adrinistrative docurnent 021042/§-000 the chronic safety in patients with migraine.

021052/5-000 Part 03 -
1999-May-20 FOF (581K) l The application has been reviewed by Dr. Kevin Prohaska, medical officer
Adrninistrative docurnent 021042/5-000 (review dated 3/4/04), Dr. Sharon Yan, statistician (review dated 3/4/04), Dr.

021052/5-000 Part 04 Martha Heimann, chemist {review dated 2/3/04), Dr. Andrea Powell,

999-May-20 FOF (558K) pharmacologist (review dated 3/8/04), Dr. Ni Khin, Division of Scientific

drninistrative docurnent 021042/5-000 Investigations (review dated 1/14/04), Ms. Jeanine Best, Division of Surveillance,
Research, and Communication Support (review dated 2/25/04), Dr. Sharon

Hertz, Division of Anti-inflammatory, Analgesic, and Ophthalmologic Drug

21052/5-000 Park 05 I ] ination € avie . Dr.
1999-May-20 FDF (509¢) z . Divisior i : otk Al i
Adroinistrative docurnent 021042/5-000; Products (review dated 3/19/04), and Dr. Eric Bastings, Neurology Drugs Team

021052/5-000 Park 06 / Leader (memo dated 3/22/04). The review team recommends that the
042/5-000

application be approved. | will briefly review the relevant safety and
effectiveness data, and offer the rationale for the Division's action.

ul & [l 4[ == b b0 O]
LEZApproval Package D XE—E AN

ELSEVIER

1999-May-20 PDF (493K

tive docurment 0

1999-Man-20 2NE FETEw ]
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Advanced Searchiiys FH G 52)

Advanced Search®—FA~

Advanced Sea

words of one another §Bﬂl‘l3h Nowe

.owith atleast one of the waords:
Clear all

owithout the words: | |

Include synonyrms Eﬁiﬁi aﬁiﬁﬁjﬂ
BAHDX—I—FZEAN

h all of the words: rat micronucle® positivkwithin at least

Find results:

Limit to:

Drugs and Drug Classes [ select all %l

Sources B[ 5-alpha-reductase inhibitars
[ sbartifacients
[ acidifiers, urinary
[ &drenal steraid inhibitars
[ adrenergic agonists
[ aldose reductase inhibitor
B[ alkalinizing agents 3

1% | %
El SI—\ II“R
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Advanced Search

.owith atleast one of the words:

Clear All
sowithout the words:

Include synonyms

owith all of the words: |indicati0ns dermatitis |within at least wirds of one another @
Find results:

Limit to:

Drugs and Drug Classes
g g [Iselect All

@ #- [JEMEL approval documents

Tacrolimus - Drug Monograph
= [FD& approval packages ; S
sult™ - copyright 2004
I M Masby's Drug Consult™ I@

[(IMeyler's

mml Search Results

s Rejection, renal transplant, prophylasis
_ . «Dermatitis), stopic
42 documents found for [indications,dermatitis=100] without synonyms (gQuery d ’ s Rejection, heart transplant, prophylaxis
Too much data? Use filters to narrow. e Rejection, liver transplant, prophylaxis
viewing 1- 10 0%2 (Nemy Form: Capsules and Injection
Document with context | Drug Name | Source
1 Drug monograph for Clobetasol Propionate Clobetasol Propionate Masby's Drug
...perioral dermatitis, allergic contactﬁ , SECO ry infection, irritation,... drug info Consult™
found Idtimes in this decument
2 Drug monograph for Pimecrolimus Pimecrolimus Masby's Drug
...by Day 15, Of the key signs of atopic , erythema, drug info Consult™
infiltration/papulation, ...
found Gtimes in this document
17 3 Drug monograph for Tacrolimu Tacrolimus Maosby's Drug
e ...in lichenification slightly slower Indicationg Tacrolimus ointrment, both 0.03% drug info Cansult™

Wtz Az R e sl Gl e A 2 E Al 2o )i
DIRACEDER) ANERFHICIF..

Sea Results

42 documents found for [indications,dermatitis=100] without synonyms {Query details} Mo filters applied

Too much data? Use filters to narrow,

Yiewing 1 - 10 of 42 Jurnp to results:

[wiew chemical Structures)

Document with context | Drug Name Source | Year |
1 Drug monograph for Clobetasol Propionate Clobetasaol Propionate Maosby's Drug 2005
perioral dermatitis, allergic cuntactﬁ , secondary in ection, drug info Consult™
irritation,...
Filter records by: Apply |
Drugs and Drug Classes
g g [Oselect all
Sources = scidifiers, urinary(13
L OImethionine1)

= [ allergenic extracts(1)
I—DF‘DiSDn Tuy Extract(l)
E- [ aming acids and derivatives(1)
L Omethionine1y
1]
7Y jaL_,-C - - [] snti-infoctivas, ophthalmic(4)
RERART

Fe Tl hmtbicimfomtivne kel 1%

£l
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[DrugslRE>&5) v
pharma, endium, Come SO novese st ¢ oty ] trses e

the essential drug safety resource @ search Tips D hele | ke MI

all These Sources

» Browse Drugs A-F COR-2 inhibitars > Rofecoxib

e
FHAnalgesigs, non-narcotic

L pofectuib (Wiows, Wiowe Forte Brands: Alfof; Ceoxw; Dolib; Flanax; Refox; Rhuma-Cure; Rofetab; Rofiz Gel; Sivoz; Toroxx MT; Yersatil;
FHCOX-2 inhibitars Wik, Wioxx Forte

L pofecduib (iows, Wioxnw Forte Documents: @FDA approval package < :a)%ﬁua)Approval package

B CEX'Q specific inhibitor Drug monograph from Mosby's Drug Consult™
Rofechuib (Wioks, Vioxs Forte Ch.9 anti-Inflammatory, Antipyretic and Antigout Drugs = Ch.9.2 Non-Steroidal Anti-

FFMonsterojdal anti-inflammatory Inflarmatory Drugs = MSAIDs (Meyler's)
Lpofecquib (vioxs, Vioxs Forte Ch.9 Anti-Inflammatory, Antipyretic and Antigout Drugs = Ch.9.2 Mon-Steroidal Anti-

Inflammatory Drugs = COX-2 Inhibitors (Mevler's)
v Ch.9 Anti-Inflammatory, Antipyretic and Antigout Drugs = Ch.9.2 Non-Steroidal Anti-

%ﬁ“% "E*ﬁﬁ Inflarmmatory Drugs = Rofecoxib (Meyler's)
~

Drug Classes: Analgesics, non-narcotic

(;’éﬁ“gax-&o) COX-2 inhibitors

COx-2 specific inhibitor

*E'E:E)Ej"ﬁlé) Monsteroidal anti-inflammatory drugs

ELSEVIER

19|

033

Metabolism: [Show Known Metabolites |

o0 o_ .0 / 0. 0
o
T
O/N M=
| r
S

—

N

N%;

MOL Reaction Mumber : RMTBOODZEE27

=M

3 I

Ref.# |Literature Reference

1 Buter, H.; Mawis, G. ¥.; Waoittiez, A. 1. J.; de Zeeuw, D.; de Jong, P. E., Pharmacokinetics and pharmacodynarmics of
candesartan cilexetil in patients with normal to severely impaired renal function, Eur J Clin Pharmacol, 1999, 54{12% 953
Species EC.MNO Isoenzyme

Hurnan (Hypertensive)

2 Stenhoff, H.; Lagerstroem, P.-0.; Andersen, C., Determination of candesartan cilexetil, candesartan and a metabolite in
human plasma and urine by liquid chromatography and fluorometric detection, J Chromatogr, B: Biomed Appl, 1999, 731
P23, 411
Species EC.MNO Isoenzyme
Hurman
Human
2 Meineke, 1.; Feltkamp, H.; Hoegemann, &.; Gundert-Remy, U., Pharmacokinetics and pharmacaodynamics of candesartan ]
after administration of its pro-drug candesartan cilexetil in patients with mild to moderate essential hypertension - a
paopulation analysis, Eur J Clin Pharmacaol, 1997, 53(3/4%, 221
Species EC.MNO Isoenzyme
20 ‘ i
Human R
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» ¥iewing by area affected
= Yiew by name

Fanalgesics, non-narcotic
L pofecoxib ¢viows, vious Forte

Blood and lymphatic system disorders

= Cardiac disorders
FHCOX-2 inhibitors

L_pofecoxib (vioxx, Vioxs Forte
FHCOX-2 specific inhibitor

L pofecoxib ¢viows, vious Forte
EHHonsteroidal anti-inflammatory

L pofecoxib ¢viows, vious Forte

e

Cardiac arrhythmias

e

Cardiac disorder signs and symptoms

Cardiac valve disorders

e

|

Coronary artery disorders

Coronary artery disorders NEG

= Ischaemic coronary artery disorders

/'

FEEROAEIE
fEEIEShTEY,
KO- I~
‘AL TRRARE

Acute coronary syndrome

Ascute myocardial infarction
Angina pectoris

Angina unstable
Arteriospasm coronary
Microvascular angina
Myocardial infarction

Myocardial ischaemia
Postinfarction angina
Prinzmetal angina

Silent myocardial infarction
Subendocardial ischaemia

i I Endocardial disorders

HFzI ) THERT

Preclinical Clinical Post-Marketing
Data Data Reports (AERS)
view all 710 view all 2245 | view all 292293
43 39 3115
2 208 66632
no data 24 8485
2 19 8946
no data no data 2711
no data 136 38651
no data 59 7908
no data 27 30743
no data no data 342
no data 2 2629
no data i0 3143
no data 15 1118
no data 2 &3
no data no data 2
no data 42 22624
no data o data 704
no data no data 12
no data no data 7
no data no dat 107
no dat data 2
no data 6

Preclinical Data (0}

ng Reports (AERS) (22624)

Yiewing 42 of 42 Mo filters applied ﬁ%iﬁﬁﬁéﬁ —
g - R—
Too much data? Use filters to narrow. EXCEL§’~1711 S l~
- LTl
‘\74}b9—§§ﬁ= [Wiew Chemical Structures] [ExpoM Table.. |
Drug Name 4 | Adverse Effect / Toxicity | Species Dose | Dose Type | Route | Source Document | Year |
1 Rofecoxib Myocardial infarction human therapeutic  Repeated Mot Mepler's Side Effects of Drugs: 2008
drug info Specified Rofecoxib
2 Rofecoxib Myocardial infarction human therapeutic  Repeated Mot Mepler's Side Effects of Drugs: 2005
Specified £9%=2 Inhibitars
3 Rofecoxib Myocardial infarction human therapeutic  Repeated Mot Mepler's Side Effects of Drugs: 2008
Specified £9%-2 Inhibitars
4 Rofecoxib Myocardial infarction human therapeutic  Repeated Mot Moshy's Drug Consult™: 2005
Specified Drug monograph for Rofecoxib
& Rofecoxib Myocardial infarction human 25-50 mg/day Repeated oral FOA approval package dacument: 2002
Medical/Clinical Review (Page: 463
PDF(1391k)
6 Rofecoxib Myocardial infarction human 25-50 mg/day Repeated oral FOA approval package dacument: 2002
Medical/Clinical Review (Page:25%
POF(1687k)
7 Rofecoxib Myocardial infarction human 25-50 mg/day Repeated oral FOA approval package dacument: 2002
Medical/Clinical Review (Page: 24
PDF(1687k)
8 Rofecoxib Myocardial infarction human 25-50 mg/day Repeated oral FDﬂjpprffva:’_p?ckalge d0§umeft-' . 2002
22 |
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Clinical Data for Rofecoxib AND Myocardial infarction

Preclinical Data (0} » Clinical Data ( Post-Marketing Reports {AERS) (22624}

Yiewing 42 of 42 Mo filters applied

Filter records by: [(&pply Filters ] [Rernouve All Filters |
Adverse Effects / Taoxicit [select all Boply Selected Filters
Dose Types CMeyler's (2)
Drugs and Drug Classe Omoshy's Drug Consult™ (13

E-CJFD& approval packages (38)
[clinical Pharmacology and Biopharmaceutics Rawview {13

Routes of Administration

Sources . -
—— O Medical Officer Review (2)
¥ Medical/Clinical Review (35)
[Wiew Chemical Structures| [Export Table..,
Drug Name 4 | Adverse Effect / Toxicity | Species | Dose | Dose Type | Route Source Document | Year
1 Rofecoxib Myocardial infarction human therapeutic  Repeated Mot Mapler's Side Effacts of Drugs: 2005
drua info Specified Rofecoxib
2 Rofecoxib Myocardial infarction human therapeutic  Repeated Mot Meyler's Side Effects of Drugs: 2005

Specified  ©0%-2 Inhihitors

z3 | = b
ELSEVIER

AR A= =3 SR 0D ] 2 72

Post-Marketing Reports (AERS) for Rofecoxib AND Cardiac failure

396 Post-Market Reports (AERS) Export this table to see

Rofecoxib > Cardiac failure > Gender = M fields from the AERS dat.

AERS Report # Adverse Events @ EDA Date 4 | Gender Age Other Administered Drugs

1 3530923-7 Anaemia + Hospitalization - 2000-07-17 il &1 [@ Aspirin
Miew sERS Report  Cardiac failure Initial or Prolonged [@ atenolol
Chest pain [ atorvastatin Calcium
Dizziness [l Buspirone Hydrochloride
Dyspnoea [€ Digoxin
Hyperhidrosis [E Divalproes Sodium
Nausea [@ Fenofibrate
Red blood cell . [T Furosemide
sedimentation rate Concomltant(ﬁfﬁi) [ Gabapentin
increased Secondary Suspect — 3 [0 Isosorbide Mononitrate
Renal failure B [@ Lisinopril
|ntel‘aCtlng (*ﬁﬁﬂfﬁﬁ?’éiﬁ“) [€ Minerals; Multivitamins

[E Mirtazapine

[ Miacin
[E Mitroglycerin
[@ witamin E
2 3547745-3 Cardiac failure + Hospitalization - 2000-08-10 il g2 [ Phenprocoumon
Miew AERS Report | aft wventricular failure Initial or Prolonged
3 3550403-2 Blood creatinine increased e Hospitalization - 2000-08-14 il 77 [T acetylcysteine
Miew sERS Report  Cardiac failure Initial or Prolonged [@ cholecalciferol
Cardiac failure congestive [E Digitoxin
Cholecystitis [E Dipyridamola
Cough €l Furosemide

24|
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[Adverse effects / Toxicity] R &9 v
pharmapendium,, m m Adverse Effects / Toxicity (%) search Tips (F) Help !

the essential drug safety resource El

~

A-L

Blood and lymphatic systern dizorders > Red blood cell disarders

Red blood cell disorders

Narrower Terms:
nagulopathies and blesding dia Palycythaemia {excl rubra wera) {336), Red blood cell abnormal findings MEC
iical disaorders MEC {4 1519
*ﬁ?%n ﬁE ietic neoplasms {excl — - - —
FOAIRE otc neoplosns (oo EEOSAZ EIZRT
Haemoglobinopathies (473 Drugs *:
Haemolyses and related conditic
Platelet disorders (29148 » viewiffg by area affected Preclinical Clinical Post-Marketing
E-Red blood cell disorders (18553 - Yiew by name . Diiz) . Deliz) Re_ports (AERS)
view all 264 view all 169 view all 2814
Polvcvthaem\a (excl rubra ve -
I S5-alpha-
Eed blood cel.l abnurma.l findir reductase I S 1
Spleep! lyrmphatic and reticuloer inhibitors
Abortifacients no data no data 1
b - - . Acidifiers, urinary 1 no data no data
P Fol Fmeedlinl —ed genetic dis Adrenergic
BEREL TRoR = s s s
e L B1E) Aminoacidsand 1 dat dat
F-Eve disorders (1439663 derivatives B foeats o aata
F-Gastrointestinal disorders (6258293 Amphetamines no data no data 5
-General disorders and administratio Analeptics 3 e R
E-Hepatobiliary disorders (1109613 Analgesics
B-Immune system disorders (580547 A no data 1 15
18 SysSter narcotic
25 E-Infections and infestations (261401 analgesics
¥

EHERIES N

[Targets]R2>%29)vH
pharma,..cium, o com CrEEEYETE ® sea i Dt

the essential drug safety resource

By SuperFamily = Receptars » 7-Transmembrane Receptors > Prostanoid Receptors = IP Prostanoid Receptar :

IP Prostanoid Receptor

Drugs: peraprost
Cicaprost

FP Prostanc *ﬁ?\:&ﬁ]’ﬁg Ciprostene 17

1P PrDsta.nD Epoprostenol Sadium 1 )
Somatostatin Receptor Ioprost (0 (1

E-Thyrotropin-Releasin . . . .
i D_ _q Adverse Effects / Toxicity (for drugs that interact with this target) *:
Yasopressin-Owxytocin |

. — & » Viewing by area affected Preclinical Clinical Post-Marke
fEE{EL TRFR chomne A v e Data Data Reports (Al
. Y . . ;
F-Muclear Hormone Recepto view all 229 view all 1379 view all 4
dransporters i
Trans Drtgrs Blood andl:_l Iyrgphatlc 8 23 124
Inorganic Ion Transporter system disorders
InDr anic Ion Co-Trans Cardiac disorders 2 134 597
Inorganic Ion Primary £ Congenital, familial and 9 o data 9

Organic_Anionic_Transport genetic disorders

£-Organic &nion Transpa 5:’-"' agd labyrinth
|—Organic Anion Trans ISORCens
Sodiurn and Chloride Depe

=
1]
=
[&]

Endocrine disorders

1N
=
=]
[l
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All These Sources

Browse Adv. Effects /Toxicit

Blood and lymphatic system disorders Show me preclinical & clinical studies for these: EXtendEd Data SearCh
Cardiac disorders (20864) add
Congenital, familial and genetic disarc

Ear and labyrinth dizorders (42363 ad - &dd Drugs snd Drug Classes
- Add Drugs that hit a specific Tarqget or Target Clazs

Endocrine disorders (3850% add '\dear Al

Extracted Data Search Form

DRUGS:

Eye disorders (20323) add ADYERSE EFFECTS / TOXICITIES:

Gastrointestinal disorders (76537) adi | ndd Adueres Efferts Tnxicitiﬁ‘\l_‘ '¢ -— -—

General disorders and administration ¢

Hepatobiliary disorders (10117) add SPECIES: Ewgﬁiﬁ:b\é

Immune system disorders (7030) add | add Species «—

Infections and infestations {25463% a gﬁl/-tlj]

Investigations (71864) add Sources:
Metabaolism and nutrition disorders (21

EME& approval documents

Musculoskeletal and connective tissu
- [Y]FD& approval packages

—
Mutagenicity (95813 add T_ay_xjé
) . v ' ™ «—
MNeoplasms benign, malignant and uns [tasby's Drug Consult

Nervous system disorders (866207 ad MMDL® Toxicity (drugs only) ﬁﬁ
Pregnancy, puerperium and perinatal M meyler's
Psychiatric disorders {33603) add

Renzal and urinary disorders (15523% a

Reproductive system and breast disol
Respiratory, thoracic and mediastinal
Skin and subcutaneous tissue disorde
Wascular disorders (185200 add

27|
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(@) search Tips P Help | ik

pharma,endium, (orus: |

the essential drug safety resource

all These Sources

Fagel

b Browse Drugs Az Past Market Reports are the number of adverse event reports filed in the FDA AERS database.

8 Olopatadine

Metabolism: [Show Known Metabolites | Too
E-antihistamines, H1 b
L_olopatadine Hydrachloride

Nomenclature: Toe 3
Chemical DIBEMZ{B,E)OXEPIN-2-ACETIC ACID, 11-{3-{DIMETHYLAMINO)
Name(s) PROPYLIDENE)-6,11-DIHYDRO-, HYDROCHLORIDE, (112)-
Chemical
Structure an

Drug Information& & F £} D
Chemical Structureh\;E FA Rl &8
“similar structures”

“copy to search form”

Chemical C21H23I M O3, CIH
Formula

CAS 140462-76-6
Number(s)

Molecular 373.8776
Weight

Indications: Conjunctivitis, allergic

__SEVIER
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the essential drug safety resource CLSEVIER

all These Sources

Chemistry Search*=3—#\5

“Chemistry Search Form”Z#IEU 3

similarity search i SEEIRED RO
exact match Clear All

scture search

S|m|\ar|t search

Double -click this structure box
to create or edit a structure

\ FITNI)voLT E& MDL Draw for the Web
S #EEX T T 42(MDL Draw)

AT A ERE (R — B, 85— E |

EFUHT v+ [ [C]O] O/ Al ~E G
Additional search term(s): ?
| Minclude F_z
synonyms i
&
Sources: @
#- [V]FDa approval packages o g
[ Mashy's Drug Consult™ N e
Flmeyler's i OO
X ~
2
|~ BEXZENT.
e Z ED"Done”%&4") v

AN B A AT R ) (C))

Preclinical Data{1072) Clinical Data(2499) Post-Marketing Reports (AERS)(44911)

P Chemistry Search Results (1 -

15 results found for your chemical structure (at 60% similarity)ro filters applied

Too much data? Use filters to narrow.

viewing 1 - 10 of 15 Jump ta results:
Chemical Structure | Similarity %o Drug Name ‘
1 100.0% Candesartan Cilexetil
drug info

1H-BENZIMIDAZOLE-7-CARBOXYLIC ACID, 2-ETHOXY-1-((2'-{1H-TETRAZOL-5-YL){1,1'-BIPHENY L}-4-VL)METHYL)-, 1-

oHoTo 0 ({{CYCLOHEXYLOXY YCARBOMYLYORYIETHYL ESTER, (+-)-
& SE

z 66,95% Olmesartan Medoxamil

drug info
H,
;?\?I 1H-IMIDAZOLE-5-CARBOXYLIC ACID, 4-(1-HYDROKXY-1-METHYLETHYL)-2-PROPYL-1-(({2'-(1H-TETRAZOL-5-YL){1, 1'-BIPHENYL)-
o

O O 4-¥LIMETHYL)-, (5-METHYL-2-0X0-1,3-DIOX0OL-4-YLIMETHYL ESTER
i
M

Qx“w

3 64.51% Mizolastine
drug infa

4{ 1H)-P¥RIMIDINONE, 2-{{1-{1-{(4-FLUOROPHEMNYL)METHYL)-1H-BENZIMIDAZOL-2-¥L)-4-PIPERIDINYLIMETHYLAMINO -
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» FDA Approval Package. EMEA European Public Assessment Reports
[ZXI 9 HEXIRER

> 2DM A v—1riRFI RS (FDACEMEA) D X E4 R (ZE—
A THRRE. BE. tLEAgE
> gﬁg@ﬁﬁ?&ﬂjﬁﬂbﬁﬁﬁg AEFEMHEOSLVEERIE
bR
> BIEGER-FRPK- LR DEER-SE-AEEREBNTFTHA
OTVIRESNTINADT...
> —BRTTLAEBL. ZODTOELZDEFHOERETS
> EVRAUMNCS S -BIEROBREZELEES
> HIBSER-BEER - E TR DT —4%TERLANLKRHATESZDT. I L-
N TZEHL-BEEHT. 2HEEICTS
> ERBEBEEKRIBICRAE—F7YT
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FDA Approval Package

680LL L D EEHIIZ DLV T DReviews(1992~)

75080 E DFEFNZ DT D PR TE RO TEER(1992 LARIT A SR EEF ) 1992 LA B /0 53°)
EMEA European Public Assessment Reports

300LL £ D EFIIZ DLV T Dreviews(1995~)

80,000 — LU L DX EIFH

TAINTORERBEEZED
Meyler’s Side Effects of Drugs, 15t Edition

LRBERU., ZIHSHME SN T260,0004 LU EDEERT —2DLa—REIRER
Mosby’s Drug Consult, 2006. Oct.

7 A)H EHEST(2,000LLE)IZDLNT, Drug MonographsZ IR Ek(EE AR XEND £ )
RTECS (#B 434N %)

«  FDA, EMEAZGREEIZ DL TORIERR T —4%% # H L TURER (92,0002 A1)

Metabolite (EB 43R &%)

FDA, EMEAZGRZEIZDWNTO BT — 2% i H L TURER(#91,0005E %)
AERS

FAYALERREIZODVTO LHEAETERIMEZTUNER (92,0005 %)
REAIROIER

FDA Approval documents, xPharm, Mosby’s Drug Consultds &) 4R £%(#92,000ZE %)
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