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Prehled vybranych zdroju informaci o 1éCivech

Léciva registrovana v CR - databaze SUKL: www.sukl.cz/modules/medication/search.php

Zahranicni databaze 1é¢iv: Rx List (USA): www.rxlist.com
DrugBank: https://www.drugbank.ca/

Micromedex: www.micromedex.com
Databaze s udaji o cilovych strukturach a biologickych ucincich ~1,4 mil. latek
ChEMBLdb: http://www.ebi.ac.uk/chembldb

Schvalena a zkouSena 1éCiva, predpisy, dokumenty
CR - SUKL: www.sukl.cz
EU - EMA: www.ema.europa.eu/ema/
USA - FDA: www.fda.gov ,
Abstrakta praci z 1ékarskych casopisu - databaze MEDLINE:
ptistup pres server Narodni Iékatské knihovny USA: www.ncbi.nlm.nih.gov
pres portal Medscape: www.medscape.com
aktualni udaje - Science Daily: Top Health News: www.sciencedaily.com/news/top/health/

Encyklopedické prirucky (v papirové formé, jako CD-ROM nebo online):
Merck Index, 15. vydani (zédkladni informace o substancich 1 riznych chemikaliich)

A. Kleeman, J. Engel, Pharmaceutical Substances, 5. vydani, Georg Thieme Verlag, Frankfurt,
New York, 2009 (1800 stran se schématy hlavnich postupti syntézy 2.500 substanci s odkazy
na patenty a dal$i podklady, pro ptedplatitele online pfistup s pravidelnou aktualizaci)

Martindale. The Complete Drug Reference, 39. vydani, Pharmaceutical Press, London, 2017 —
pravidelné aktualizovane¢ informace o hlavnich a vedlejSich u€incich 6 tis. lecivych latek
obsazenych ve 180 tis. ptipravkll vyrabénych v 43 zemich, s 54 tis. citacemi (v papirove formé,
na CD-ROM 1 online)


http://www.fda.gov/

SUKL - databaze 1éka

http://www.sukl.cz/modules/medication/search.php
s, SUKL

Statni ustav pro kontrolu 1é¢iv 72 185111
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Do vyhledavaciho formulafe na strance SUKL napiSeme nazev 1é¢ivého piipravku
nebo 1é¢ivé latky, popr. jiny udaj (napr. kod skupiny podle ATC Kklasifikace) a
klikneme na. Nap¥. hledame informace o 1é¢ivu s hydroxychlorochinem, o
némz se nyni piSe v souvislosti s onemocnénim COVID-19:

vyhledavani '

Zacatek nazvu lécivého piipravku:

Cesta podani:

Stav registrace:
hiny

modrym pruhem
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PIné hrazené ?

Dole na vyhledavaci strance strance se objevi udaj, z n€hoz vyplyva, Ze hydroxychlorochin
obsahuje pripravek Plaquenil. Na nazev pripravku klikneme.

OCHRANA OSOBNIicH UDAJU Potet nalezenvch ziznami: 1
QCel nalezenychn Zazl -

Registrovany nazev LP Doplnék nazvu
N ISZP Mart Kod SUKL Registracni Cislo spc? pIL? ATC sk. Stav registr. ?

zdr
= PLAQUENIL 200MG TBL FLM 60

0054424 25/ 209/00-C plaguenil.pdf R



Na obrazovce pocitace se objevi zakladni udaje o pripravku. Kliknutim na
jiné nabidky na liSté pod nazvem se dostaneme k dalSim udajum. Z téch nas
bude zajimat predevSim souhrn udaju o pripravku (SPC). K tomu se
dostaneme po kliknuti na Doprovodné texty*

PLAQUENIL

200MG TBL FLM 60
Doprt Ceny a Uhrady Dostupnost D Ve zZ im reZimu  Kontakty

Kéd SUKL 00
Registrovany nazev LP PLAQUENIL

Nazev LP | PLAQUENIL
Doplnék nazvu 200MG TBL FLM 60
Sila 200MG

Lékova forma Potahovana tableta
Velikost baleni

Cesta Perordlni podani

Jazyk obalu PLAQUENIL

200MG TBL FLM &0
Typ baleni Blistr

. e Zakladni L LLLERG M Ceny a thrady Dostupnost ) ve zvladtnim refimu  Kontakty
ReZim vydeje na lékaisky predpis

Uginna latka SPC - Souhrn adajid o
ATC skupina PO1BAOZ pripravku

Nazev ATC skupiny NR - Rozhodnuti o registraci
PIL - Piibalova informace

PAR - Vefejna zprava o
hodnoceni

Text na obalu

Braillovoe pismo

znete pifslusné texty v kolonce Product Information — C
nom souboru, a to souhrnné pro nebe




vorn. sukls3I5Z3643/ 2018
SOUHRN UDAJU O PRIPRAVKU
1. NAZEV PRIPRAVKU

Plaguenil 200 mg potahované tablety

2 KVALITATIVNI A KVANTITATIVNI SLOZEN

Jedna potahovand tableta obsahuje hydroxychloroquini sulfas 200 mg.
Pomocnd litka se zndmym Géinkem: monohydedt laktosy,

'l'.lpln}'- seznam pomocnych latek viz bod 6.1.

3. LEKOVA FORMA
Potahwované tablety.

Popis piipravku. oboustranné vypouklé potahované tablety bilé barvy s vyraZenym napisem , HOQ™
Jjedné strang a ,, 2007 na druhé sirané.

4. KLINICKE UDAJE
4.1 Terapeutické indikace

Revmatelogie a dermatologie:
Duspé
syatémovy lupus erythematodes;
»  diskoidni lupus erythematodes;
*  revmatoidni anritida;
« fotodermatdza.

Pediatrickd populace:
*  juvenilni idiopaticka artritida (v kombinaci s dal3i 1&8bou);
o diskoidni a systémovy lupus ervthematodes.

Muldrie:

*  profiylaxe a lécha akutnich atak maldrie zplsobené Plasmodim vivax, P. ovale a P. malariae a
citlivymi kmeny P. falciparum,

*  radikilni [é¢ba maldrie zplsobené citlivimi kmeny P. falciparum.

4.2 Divvkovini a gpusob podini

Poddva se pouze perordlng, spolu s jidlem nebo sklenici mléka. Uvedené divkovini se vatahuje k
hydroxychlorochin-sulfitu,

Daspeli

Hydroxychlorochin ma kumulativni Géinek a trvd nékolik t¥dnil, ne? se jeho terapeutické piisobeni

projevi, zatimeo mimé neZidowci adinky se vyskyviuji pomémé brzy. Pokud se objektivai zlepieni
1)

Nékteré studie uvide)i sniZeni kardiotoxicity hydroxychlorochinu po parenterdlnim podini
diazeparmu.

LI pacienta se po pledivkovani miide vyvinout | Sokovy stav, je tedy tieba ucinit pfisluind
protidokovd opatfeni.

5 FARMAKOLOGICKE VLASTNOSTI
51 Farmakodynamické vlastnosti

Farmakoterapeuticks skupina: antimalarika
ATC kod: POIBADZ

Hydroxychlorochin je d4-aminochinolinové antimalarikum, kieré ma dosti rychlou schizontocidni
a také urcitou gametocidni aktivitu. Jde také o pomalu plsobici amirevimatikum,

Na terapeutickém plsobeni hydroxvehloroching se pravdépodobné podili nékolik
farmakologickych Q¢inki: interakee se sulfhydrylovimi skupinami; ovlivnéni enzymové
aktivity (fosfolipiza, NADH- cytochrom-C-reduktiza, cholinesterdza, protedzy a hydrolizy),
vazrba na DNA; stabilizace lysozomdlnich membran; inhibice tvorby prostaglanding, inhibice
chemotaxe polymorfonukledrt a fagocytozy; modnd 1 interference s tvorbou interleukinu 1 v
monocytech a inhibice uvolhovini superoxidi 2 newtrofili.

Hydroxychlorochin se koncentruje v intracelulirnich vesikulich a zvyiuje jejich pH, ¢im# lze
vysvellit jeho Ocinky jak antiprotozoding, ak antirevmatické.

5.1 Farmakokinetické viastnosti

Hydroxychlorochinolin se po perordlnim poddni rychle wsifebdvi. Priméma biologicka
dostupnost Cini 74 %, Distribunje se firoce po celém organismu, kumuoluje se v krvinkdch,
jatrech, plicich, ledvinach a olich. V jitrech se Cdsteéné pfeméhuje na aktivai ethylované
metabolity a vylucuje se hlavnd moci (2 25 % v nezménéné podobé), ale také Huci. Vylutovini
je pomalé, konecny eliminaéni polotas ¢ini 50 dni (plnd krev) a 32 dni (plazma).
Hydroxychlorochin prochdzi placenion a pravdépodobné se siejné jako chlorochin vyluduje
matefskim mlékem.

5.3 Predklinickeé adaje vetahujici se k bezpednosti

Pro hydroxvehlorochin jsou k dispozici pouze omezené piedklinické idaje, proto jsou vzhledem k
) | | I f JE, ]

podobnosti strukiury a farmakologickych vlastnosti téchto 2 lédivych litek brina v dvahu data

chlorochinu.

Genotoxicita:

Udaje o genotoxicité hydroxychlorochinu jsou omezené. Dle ddajii 2 literatury nékteré ze systémi
testovani in vitre a in vive na hlodaveich uw chlorochinu podivaného intraperitonedlng prokizaly
venik mutaci genil a zlomi chromozomil. PFi perorilnim podivani chlorochinu nebyly klastogenni
acinky pozorovany.

Karcinogenita

Udaje o karcinogenité hydroxychlorochinu nejsou dostupné. Ve 2leté studii u potkani s
chlorochinem nebylo pozorovano zvideni neoplastickych nebo proliferativaich zmén. Nebyla
provedena Fidnd studie na my3ich. Ve studiich subchronicke toxicity nebyly pozorovimy
proliferativni zmény.

Reprodukeni a vivojova toxicita




Databaze 1éCiv Rx list (USA): http://www.rxlist.com

Pro ziskani informaci o 1éCivu, které nas zajima klikneme na ,,Drugs A-Z
na horni listé.

You have symptoms.

We have answers.

\ : What Drugs May Fight Caronavirus COVID-19?

R ; : A0 /4
r:\f\é‘, iR Clinical studies are ongoing for antiviral drugs like hydroxychloroguine, chloroguing, remdesivir, lopinavir and favipiravir, as well as COVID-19
A <5 vaccines. Learn why anti-fiu respiratory-drugs and home remedies ma}/ prove useful to treat or prevent serious coronavirus infections.”

|

TODAY'S TOP HEALTH AND DRUG NEWS

CORONAVIRUS (COVID-19)
C 9 'Infodemic': ep Up to Stop

WebMD
L)

. Canwearinga
FD DHD Drug mask protect
\ you against
PRINIVIL . coronavirus?
FDA Update
SHINGRIX Get the Facts >
FDAU

L}
FEATURED CONTENT

Breast Cancer
10Th



http://www.rxlist.com/

Na obrazovce se objevi pismena abecedy. Po kliknuti na pismeno, jimz zacina
nazev léCiva se objevi dvojice pismen, kterou vybereme. Tim se dostaneme k
seznamu, v némzZ vybereme nazev léCivé latky nebo pripravku. Informace o léCivu
pritom jsou zaloZeny na informacich pro profesionaly (fadek FDA), informace
urcené pro pacienta nebo dalSi udaje o vedlejSich ucincich jsou na radku Multum

A— Aa-Ac Ad-Af Ag-Al Am-Am An-Ao Ap-Ar As-At Au-Ay Az-Az

A-Methapred (Methylprednisolone Sodium Succinate)
Aalimumab-adaz Injection (Hyrimoz)

Abacavir and Lamivudine Film-coated Tablets (Kivexa)

H— Ha-Hh  Hi-Hz

Hydroxyamphetamine Hydrobromide, Tropicamide (Paremyd) -FDA
Hydroxychloroquine (Plaquenil) -FDA
Hydroxychloroquine (Plaquenil) - Multum
Hydroxyethyl Starch in Sodium Chloride Injection (Voluven) - FDA
Hydroxyprogesterone Caproate Injection (Makena) - FDA

Hydroxyprogesterone Caproate Injection (Makena) - Multum




Na strance, kterou jsme vyvolali, se objevi zakladni popis 1éCiva s udaji o
indikacich i kontraindikacich, davkovani, vedlejSich uc€incich s varovanim,
lékovych interakcich, opatrenich pri predavkovani a o klinické farmakologii

F;( PROFESSIONAL

Drug Description

home > drugsa-zlist » side e center » plag

quenil (hydroxychloroguine) drug

= R Pill Identifier Tool

WebMD

NEWSLETTERS o
Drug Description

Find Lowest Prices on WebMDRX' e

PLAQUENIL®
] health_ (hydroxychloroquine sulfate) Tablets, USP
information

Drug Interaction Tool
Support,
inspiration
and timely

Pharmacy Locater Tool
INDICATIONS
Malaria

PLAQUENIL is indicated for the treatment of uncomplicated malaria due to P. falciparum, P. malariae, P. ovale, and P. vivax.
PHYSICIANS SHOULD COMPLETELY FAMILIARIZE THEMSELVES

PLAQUENIL is indicated for the prophylaxis of malaria in geographic areas where chloroguine resistance is not reported.

Limitations Of Use In Malaria

« PLAQUENIL is not recommended for the treatment of complicated » PLAQUENIL is not recommended for malaria prophylaxis in geographic

malaria.

PLAQUENIL is not effective against chloroquine or hydroxychloroquine-
resistant strains of Plasmodium species (see CLINICAL
PHARMACOLOGY - Microbiology). PLAQUENIL is not recommended for
the treatment of malaria acquired in geographic areas where
chloroquine resistance occurs or when the Plasmodium species has not

areas where chloroquine resistance occurs.

PLAQUENIL does not prevent relapses of P. vivax or P. ovale because it is
not active against the hypnozoite forms of these parasites. For radical
cure of P. vivaxand P. ovale infections, concomitant therapy with an 8-
aminoquinoline compound is necessary (see CLINICAL
PHARMACOLOGY - Microbiology).

been identified.

Prior to prescribing PLAQUENIL for the treatment or prophylaxis of malaria, consult the Centers for Disease Control and Prevention (CDC) Malaria website
(http:/www.cdc.gov/malaria).

Lupus Erythematosus
PLAQUENIL is indicated for the treatment of chronic discoid lupus erythematosus and systemic lupus erythematosus in adults.
Rheumatoid Arthritis

PLAQUENIL is indicated for the treatment of acute and chronic rheumatoid arthritis in adults.




SIDE EFFECTS

The following adverse reactions have been identified during post-approval use of PLAQUENIL or other 4-aminogunoline compounds. Because these
reactions are reported voluntarily from a population of uncertain size, it is not always possible to reliably estimate their frequency or establish a causal
relationship to drug exposure.

Blood and lymphatic system disorders : Bone marrow failure, anemia, aplastic anemia, agranulocytosis, leukopenia, and thrombocytopenia. Hemolysis
reported in individuals with glucose-6- phosphate dehydrogenase (G-6-PD) deficiency.

Cardiac disorders : Cardiomyopathy which may result in cardiac failure and in some cases a fatal outcome (see WARNINGS and OVERDOSAGE). PLAQUENIL
prolongs the QT interval. Ventricular arrhythmias and torsade de pointes have been reported in patients taking PLAQUENIL (see OVERDOSAGE and DRUG
INTERACTIONS).

Ear and labyrinth disorders : Vertigo, tinnitus, nystagmus, nerve deafness, deafness.

Eye disorders : Irreversible retinopathy with retinal pigmentation changes (bull's eye appearance), visual field defects (paracentral scotomas) and visual
disturbances (visual acuity), maculopathies (macular degeneration), decreased dark adaptation, color vision abnormalities, corneal changes (edema and
opacities) including corneal deposition of drug with or without accompanying symptoms (halo around lights, photophobia, blurred vision).

Gastrointestinal disorders : Nausea, vomiting, diarrhea, and abdominal pain.
General disorders and administration site conditions : Fatigue.
Hepatobiliary disorders : Liver function tests abnormal, hepatic failure acute.

Immune system disorders : Urticaria, angioedema, bronchospasm CLINICAL PHARMACOLOGY

Metabolism and nutrition disorders : Decreased appetite, hypoglycemia,
Pharmacokinetics

Musculoskeletal and connective tissue disorders : Sensorimotor disordel

and atrophy of proximal muscle groups, depression of tendon reflexes and Following a single 200 mg oral dose of PLAQUENIL to healthy male volunteers, the mean peak blood concentration of hydroxychloroquine was 129.6 ng/mL,
reached in 3.26 hours with a half-life of 537 hours (22.4 days). In the same study, the plasma peak concentration was 50.3 ng/mL reached in 3.74 hours with
a half-life of 2963 hours (123.5 days). Urine hydroxychloraquine levels were still detectable after 3 months with approximately 10% of the dose excreted was
parent drug. Results following a single dose of a 200 mg tablet versus i.v. infusion (155 mg), demonstrated a halflife of about 40 days and a large volume of
distribution. Peak blood concentrations of metabolites were observed at the same time as peak levels of hydroxycholoquine. The mean fraction of the dose
absorbed was 0.74. After administration of single 155 mg and 310 mg intravenous doses, peak blood concentrations ranged from 1161 ng/mL to 2436 ng/mL
[mean 1918 ng/mL) following the 155 mg infusion and 6 manths following the 3as10 mg infusion. Pharmacokinetic parameters were not significantly
different over the therapeutic dose range of 155 mg and 310 mg indicating linear kinetics.

Nervous system disorders : Headache, dizziness, seizure, ataxia and extr:
with this class of drugs.

Following chronic oral administration of hydroxychloroquine, significant levels of three metabolites, desethylhydroxychloroquine (DHCQ),
desethylchloroquine (DCQ). and bidesethylhydroxychloroquine (BDCQ) have been found in plasma and blood, with DHCQ being the major metabolite. The
absorption half-life was approximately 3 to 4 hours and the terminal half-life ranged from 40 to 50 days. The long half-life can be attributed to extensive
tissue uptake rather than through decreased excretion. Peak plasma levels of hydroxychloroquine were seen in about 3 to 4 hours. Renal clearance in
rheumatoid arthritis (RA) patients taking PLAQUENIL for at least six months seemed to be similar to that of the single dose studies in volunteers, suggesting
that no change occurs with chronic dosing. Range for renal clearance of unchanged drug was approximately 16 to 30% and did not correlate with creatinine
clearance; therefore, a dosage adjustment is not required for patients with renal impairment. In RA patients, there was large variability as to the fraction of
the dose absorbed (i.e. 30 to 100%), and mean hydroxychloroquine levels were significantly higher in patients with less disease activity. Cellular levels of
patients on daily hydroxychloroquine have been shown to be higher in mononuclear cells than polymorphonuclear leucocytes.

Microbiology - Malaria
Mechanism Of Action

The precise mechanism by which hydroxychloroguine exhibits activity against Plasmodium is not known. Hydroxychloroquine, like chloroquine, is a weak
base and may exert its effect by concentrating in the acid vesicles of the parasite and by inhibiting polymerization of heme. It can also inhibit certain
enzymes by its interaction with DNA.




Databaze Evropské agentury pro 1éCiva (EMA):

https://www.ema.europa.eu/en

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

Medicines v Human regulatory v  Veterinary regulatory ¥  Committees v

News & events v

Partners & networks v About us v

NOVEL CORONAVIRUS PUBLIC HEALTH

31/03/2020

Advancing regulatory science in the EU — new strategy
adopted

EMA has published its Regulatory Science Strategy to 2025 today.
The strategy provides a plan for advancing regulatory science
over the next five years, covering both human and veterinary
medicines. It comes in response to the dramatic acceleration

31/03/2020

Update on treatments and vaccines against COVID-19
under development

Supporting the rapid development and approval of effective and
safe treatments for and vaccines against COVID-19 is EMA’s top
priority to help save lives during the pandemic. Over recent weeks
and months, the Agency has engaged with many developers..

NOVEL CORONAVIRUS PUBLIC HEALTH

EMA provides recommendations on compassionate use

of remdesivir for COVID-19

EMA provides recommendations
on compassionate use of
remdesivir for COVID-19

NOVEL CORONAVIRUS PUBLIC HEALTH
Update on treatments and
vaccines against COVID-19 under
development

STRATEGY REGULATORY SCIENCE

The future of regulatory science
in the EU

EMA’s human medicines committee (CHMP) has given recommendations on how

the investigational antiviral medicine remdesivir should be used for treating

NOVEL CORONAVIRUS PUBLIC HEALTH

coronavirus disease (COVID-19) in compassionate use programmes in the

European Union

Search for medicines What's new

Search for information on human,

Latest news

03/04/2020

EMA provides recommendations on compassionate use
of remdesivir for COVID-19

During an extraordinary virtual meeting held on 2 April 2020,
EMA’s human medicines committee (CHMP) gave
recommendations on how the investigational antiviral medicine
remdesivir should be used for treating coronavirus disease
(COVID-19) in...

01/04/2020

COVID-19: chloroquine and hydroxychloroquine only to
be used in clinical trials or emergency use programmes

Chloroquine and hydroxychloroquine, two medicines currently
authorised for malaria and certain autoimmune diseases, are
being investigated worldwide for their potential to treat
coronavirus disease (COVID-19) . However, efficacy in treating
COVID-19..

Find all the latest news and updates

)

COVID-19: latest updates

FAQs

Find answers to the most frequently

0

03/04/2020

International regulators discuss available knowledge
supporting COVID-19 medicine development

On 2 April, regulators from around the world joined the second
workshop on COVID-19 organised by the European Medicines
Agency (EMA) under the umbrella of the International Coalition of
Medicines Regulatory Authorities (ICMRA) . Participants from...

01/04/2020

Regulatory information - 1.6% increase in fees from 1
April 2020

General, non-pharmacovigilance fees payable to EMA by
applicants and marketing-authorisation holders are increasing by
1.6% on 1 April 2020. Full details of the new fee levels are
available in Commission Regulation (EU) No 2020/422 amending
Council.

Information for

Patients and carers

Featured news and updates for patients
and carers

Pharmaceutical industry

Featured news and updates for
pharmaceutical industry stakeholders
active in the human and veterinary
medicines fields

Key content

Product emergency hotline

UK's withdrawal from the EU

PRIME: Priority medicines
Pharmacovigilance (safety monitoring)

Data on medicines

Clinical data publication

Careers

Product emergency hotline
OQUTSIDE WORKING HOURS

ABOUT ASK EMA

Who we are
Human regulatory FAQs
Veterinary regulatory

Committees

Access to documents

Healthcare professionals

Featured news and updates for
healthcare professionals, including
doctors, nurses and pharmacists

Media

Featured news and updates for
journalists with a professional interest in
the development and availability of
medicines in the European Union

Services & databases

Account Management portal 2
eSubmission 2
EudraVigilance (human)

EU Veterinary Medicinal Product
Database 2

Suspected adverse drug reactions
database 1z

Clinical data 2
SPOR data management services [1
Service Desk [2

IRIS platform 2

Public register of parallel distribution
notices 2

LINKS

Send a question Legal

Privacy
Complaints
Contacts
Glossary
Search tips

Business hours and holidays

Animal health professionals

Featured news and updates for animal
health professionals and users of
veterinary medicines such as pet owners

Academia
Featured news and updates for

European academics and researchers in
the field of medicine development

How does EMA work?

What we do

Our role in authorisation of medicines
Who we are

Qur scientific experts

How we work

What we publish

CONTACT

European Medicines Agency
Domenico Scarlattilaan 6
1083 HS Amsterdam

The Netherlands

Tel: +31 (0)88 781 6000

For delivery address, see:
How to find us

The United Kingdom (UK) withdrew from the European Union (EU) on 31 January 2020 and is no longer an EU Member State. EMA is in the process of making
ropriate changes to this website. If the site still contains content that does not yet reflect the withdrawal of the UK from the EU, this is unintentional and

will be addressed.

ARSS feed W Twitter [ YouTube  jn LinkedIn




Na strankach EMA lze nalézt velké mnozstvi
udaju o léCivech. Zverejnéna data jsou v prevazné
mire verejné pristupna, existuji vsak i vyjimky.
Pro pristup ke klinickym a nékterym dalSim
udajum je nezbytné prihlaseni a souhlas s tim, Ze
zobrazena data nebudou kopirovana a zneuzita ke
komercénim udajium.

Prestoze Spojené kralovstvi se po vystoupeni z EU
stalo pro EMA ,,treti zemi“ a sidlo Evropske
agentury pro léCiva se prestéhovalo z Londyna do
Amsterodamu, jsou texty na strankach EMA
nadale v angli¢tiné



Vyhledavat data na strankach EMA neni vZdy jednoduché.

Pouceni o tom, co a jak Ize na strankach EMA hledat, se dozvite po kliknuti na
vyraz About us na horni liSté.

SCIENCE MEDICINES HEALTH

0 EUROPEAN MEDICINES AGENCY

Medicines w Human regulatory Veterinary regulatory v Committees v MNews & events w Partners & networks v About us w

Tim rozbalite ramecek pod liStou, kde kliknete na Search tips:

About us

What we do Who we are

How we work
Annual reports and work programmes History of EMA Careers

Procurement Support to research Contact

Legal Glossary Search tips

FAQs Brexit: UK withdrawal from EU

Na obrazovce se objevi informace o tom, jaké udaje miizete na strankach EMA
nalézt a jak je miizete vyhledat.



Search tips

Table of contents

Searching by keyword

Use search filters to refine your search

Combine filters to broaden or narrow down your search
Use AND, OR and NOT between search terms

Use truncation to find similar terms

Use guotation marks to search specific words or phrases
Choose how to sort your results

Download medicine data

Why you may not be able find certain medicines

These search tips aim to help you use the European Medicines Agency's (EMA) medicine and global
sitewide searches more effectively.

Searching by keyword

The search boxes on EMA's website work by searching the website's content that contain one or more of the
words you type in.
The sitewide search, which is located on the top of the website, looks for these keywords in all of the

Sitewide keyword search - mobile view

website's content.

Sitewide keyword search - desktop view
The search box accessible via 'Medicines' in the main menu and the search box within the 'Search for
medicines' box on the homepage look more specifically (but not exclusively) within EMA's medicine records.

Medicines

W

Jeden z tipti nam radi zac¢it kliknutim na ,,Medicines* na horni listé




SCIENCE MEDICINES HEALTH

0 EUROPEAN MEDICINES AGENCY

Medicines v Human regulatory v Veterinary regulatory v Committees MNews & events v Partners & networks v About us v

Tim rozbalime ramecek pod liStou, kde zvolime Search

Medicines ~ Human regulatory Veterinary regulatory v Committees v News & events v Partners & networks v About us w

Medicines

Search Download What we publish and when
Medicines under evaluation National registers Medicines for use outside the EU

To nam umozni zadanim klicového slova (napr. nazvu lé¢ivé latky nebo
pripravku) nebo i prochazenim velkého poctu vSech zaznami vyhledavat
informace o humannich a veterinarnich lécich nebo rostlinnych pripravcich.
Pocet zaznamu lze redukovat (napr. jen na generika nebo jen na zpravy o
evropském verejném hodnoceni) zarazenim ruznych filtri.

Vyhledavat Ize pritom udaje o 1é¢ivech schvalovanych EMA centralizovanou
procedurou zavedenou v Fijnu 2005 . Informace o lécich schvalovanych narodnimi
lékovymi agenturami, a to bud’ jen v jednotlivych ¢lenskych statech nebo ve
vice statech procedurou vzajemného uznavani registraci je tireba vyhledavat v
narodnich registrech. Odkazy na webové stranky jednotlivych narodnich 1ékovych
agentur (vCetné SUKL) pritom ziskame po kliknuti na National registers




Human (8090)

Veterinary (1192)
Herbal (196) Human medicine European public assessment report (EPAR): Abasaglar (previously Abasria) (updated)
Insulin glargine, Diabetes Mellitus

Medicine name Date of authorisation: 09/09/2014, (), Revision: 8, Authorised, Last updated: 17/03/2020 Decision type: PM: decision on the application for modification of an agreed PIP, therapeutic area: Other, PIP
number: EMEA-000057-PIP01-07-MO5, decision date: 03/07/2013, Last updated: 08/08/2013, compliance check: X

‘ . . - i i Human medicine European public assessment report (EPAR): Acomplia
Human medicine European public assessment report (EPAR): Abilify P P port ( ) P

Active substance / international N N Rimonabant, Obesity

non-proprietary name (INN) / Aripiprazele, Schizophrenia, Bipolar Disorder ' : Date of authorisation: 19/06/2006, Revision: 8, Withdrawn, Last updated: 30/01/2009

common name Date of authorisation: 04/06/2004, Revision: 45, Authorised, Last updated: 28/10/2019

Human medicine European public assessment report (EPAR): Acrescent

‘ . . Memantine hydrochloride, donepezil hydrechloride, Alzheimer Disease
Opinion/decision on a Paediatric investigation plan (PIP): Abilify, aripiprazole Date of refusal: 20/02/2013, Refused, Last updated: 11/03/2013

Medicine Decision type: PM: decision on the application for medification of an agreed PIP, therapeutic area: Psychiatry, PIP . i
European public number: EMEA-000235-PIP02-10-M02, decision date: 26/10/2012, Last updated: 26/11/2012, compliance check: V, Human medicine European public assessment report (EPAR): Actelsar HCT

assessment reports 24/06/2016 .
(EPAR) (1678) Telmisartan, hydrochlorothiazide,
Date of authorisation: 13/03/2013, (@, Revision: 9, Authorised, Last updated: 18/01/2019
Summaries of opinion i o .
(55) Withdrawn application: Abilify Veterinary medicine European public assessment report (EPAR): Acticam

Withdrawn applications Aripiprazele, date of withdrawal: 17/11/2009, Post-authorisation, Last updated: 19/11/2009 Meloxicam, Dogs, Cats

(257 Date of authorisation: 09/12/2008, @, Revision: 7, Authorised, Last updated: 06/03/2019
Paediatric investigation

plans (1986) Human medicine European public assessment report (EPAR): Abilify Maintena Referral: Actilyse

Orphan designations Alteplase, Article 29(4) referrals

(2265) Aripiprazole, Schizophrenia Status: European Commission final decision, opinion/position date: 27/06/2002, EC decision date: 30/09/2002, Last
- risation: 14/11/ . " - ted: 27/05/ t . : 27 . t /09 s Last
Date of authorisation: 14/11/2013, Revision: 15, Authorised, Last updated: 27/05/2019 updated: 25/01/2006

Maximum residue limits
(790)

Opinions on maximum Human medicine European public assessment report (EPAR): Ablavar (previously Vasovist)
residue limits (12) Moxifloxacin, Article 6(12) referrals (prior to January 2010)

Ref Is (532) Gadofosveset trisodium, Magnetic Resonance Angiography Status: European Cemmission final decision, opinion/position date: 20/03/2008, EC decision date: 14/07/2008,
elerrals Date of authorisation: 03/10/2005, Revision: 10, Withdrawn, Last updated: 14/11/2011

Periodic safety update
report single

assessments (1518) ) i i ) k
Withdrawn application: ABP 710 ;ir}adlo\;nd noreéh\sterane acfelal‘ea Armde 29(4) rgferrass date: 26/06/2008, £C d date: 11/09/2008, Lact
Shortages (22) atus: European Commission final decision, opinion/pesition date: 26/06/ . lecision date: 11/09/ , Last

Infliximab, date of withdrawal: 27/05/2019, Initial authorisation, Last updated: 28/06/2019 updated: 25/09/2008

Referral: Actira

Referral: Activelle

Direct healthcare

professional ~ - . )

communication (5) Veterinary medicine European public assessment report (EPAR): Activyl

Human medicine European public assessment report (EPAR): Abraxane (updated) Indoxacarb, Dogs, Cats

Medicine type Date of autharisation: 18/02/2011, Revision: 8, Authorised, Last updated: 05/04/2019

Paclitaxel, Breast Neoplasms, Pancreatic Neoplasms, Carcinoma, Non-Small-Cell Lung

Accelerated assessment Date of authorisation: 11/01/2008, Revision: 26, Authorised, Last updated: 09/03/2020 .
(108) Veterinary medicine European public assessment report (EPAR): Activyl Tick Plus

Additional monitoring Indoxacarb / permethrin, Dogs
(631) Opinion/decision on a Paediatric investigation plan (PIP): Abraxane, paclitaxel Date of authorisation: 09/01/2012, Revision: 7, Authorised, Last updated: 05/04/2019

BIOSIT"_IIar (68) Decision type: PM: decision on the application for modification of an agreed PIP, therapeutic area: Onceology, PIP Human medicine European public assessment report (EPAR): Actos
Conditional approval number: EMEA-001308-PIP01-12-M02, decision date: 14/08/2018, Last updated: 19/12/2018, compliance check: V,
(71) 21/09/2018 pioglitazone hydrochloride, Diabetes Mellitus, Type 2

i al tion: 13/10/: . : . Autl . La ted: /06/
Exceptional Date of authorisation: 13/10/2000, Revision: 25, Authorised, Last updated: 07/06/2016

circumstances (65)

Generic (289)
- - - B Insulin human, Diabetes Mellitus
Orphan medicine (428) Epoetin alfa, Anemia, Kidney Failure, Chronic, Cancer Date of authorisation: 07/10/2002, Revision: 18, Authorised, Last updated: 05/09/201%
Date of authorisation: 27/08/2007,
Date of refusal: 18/06/2009, (8, Revision: 22, Authorised, Last updated: 08/10/2019

Human medicine European public assessment report (EPAR): Abseamed Human medicine European public assessment report (EPAR): Actraphane

Related medicine

‘ Herbal medicinal product: Absinthii herba

Therapeutic area Artemisia absinthium L., Wormwood, F: Assessment finalised, Last updated: 05/10/2017 Product emergency hotll
OUTSIDE WORKING HOURS

Last updated Filgrastim, Neutropenia B
Date of authorisation: 17/09/2014, B, Revision: 10, Authorised, Last updated: 13/06/2019

Human medicine European public assessment report (EPAR): Accofil

From: Date

Human medicine European public assessment report (EPAR): Aclasta
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FEATURED

FDA Takes Action To Address Coronavirus Disease 2019 (COVID-19)

FDA is working with U.S. Government partners, including CDC, and international partners to address the outbreak.

Dulezité informace miiZeme vyhledavat po kliknuti na Menu vpravo na avodni
strance. Tim se otevie nabidka ruznych dokumenti a dat, kde po vybéru Drugs
muZeme pokracovat ve vyhledavani udaji, které nas zajimaji
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The Center for Drug Evaluation and Research (CDER) ensures that safe and effective drugs are available to improve the health of the
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Drug Safety and Availability

f Share in Linkedin Email | & Print

Information for consumers and health professionals on new drug warnings and other

safety information, drug label changes, and shortages of medically necessary drug Content current as of:
04/01/2020

Drug Safety and Availability

pdates and Press products.

on NDMA in

Download the Drug Shortages Mobile Application

» anoROID a%P on  JE :
Information about @ P> Google play = Filters

Nitrosamine Impurities in

Medications Drug Safety communicaﬁons Filter By Year

Drug Alerts and Statements e Current Drug Safety Communications
Clear Filters

Meticaion G Drug Safety-related Labeling Changes

i ExportExcel | Show 10 v entries
Drug Safety Communications ¢ Drug Safety-related Labeling Changes ;

« More information about the database Safety Communication Date

Drug Shortages FDA advises patients not to use Herbal Doctor Remedies’ medicine: 04/01/2020

Drug Recalls
Questions and Answers: NDMA impurities in ranitid T\MDW\‘;‘ known as Zantac) 04/01/2020

FDA Drug Safety Podcasts } .
* Drug Recalls FDA Updates and Press Announcements on NDMA in Zantac (ranitidine) 04/01/2020

Information by Drug Class compound |ng Rlsk Alens FDA advises patients on use of n eroidal anti-inflammatory drugs (NSAIDs) for COVID-19 03/19/2020

warning that untreated constipation caused by schizophrenia medicine clozapine (Clozaril) can lead to serious bowel 02/18/2020
Medication Errors Related to . Compoundinv Risk Alerts
g Risk / 3
CDER-Regulated Drug
Products ies and Press Announcements on NDMA in Metformin 02/04/2020

Drug Shortages

Information about Nitrosamine Imp N Medications 02/03/2020

Postmarket Drug Safety » Drug Shortages Database Search Laboratory Tests | Metformin 02/03/2020
Information for Patients and . ) )
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Na strankach FDA lze zjistovat radu zajimavych udaji. Orange Book propojuje
mimo jiné registracni a terapeuticka data s patentovymi informacemi. Zajima-li
nis nap¥. virostatikum proti HIV tenofovir, které objevil prof. Holy z UOChB,
pak zadame do vyhledavaciho ramecku jeho jméno.

Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations

f sHerE in LNKEDIN | @ PiNT | 35 EMAIL | B PRINT
©n March 23, 2020, FDA removed from the Orange Book the listings for “biological products” that have been approved in applications under section 505 of the FD&C Act because these products are no longer “listed drugs” (see section
7002(e)(4) of the Biologics Price Competition and Innovation Act of 2009).

We've updated our mobile app!
Additional information and resources for the Orange Book Dounioad Orange Book Express 2.0

2 Donniasd an the
[ 4 App Store
Search by Proprietary Name, Active Ingredient or Application Number

tenofovir Search

Search by Applicant (Company)
Search by Dosage Form (for example: TABLET)

Search by Route of Administration (for example: ORAL)

Search by Patent Number

View Newly Added Patents or Delisted Patents

The Orange Book downloadable data files are updated monthly. We make every effort to prevent emors and discrepancies in the Approved Drug Products data files. If you wish fo report an error or discrepancy in drug data, please send a
orief description of the problem to: orangebook@rda nns gov.
Please send general questions related to the drug data in these files to the Center for Drug Evaluation and Research, Division of Drug Information: druginfo@ifda.hhs.gov.

Current through April 2020
For more information on the Orange Book update frequency. see the

Note: If yeu need help accessing information in different file formats, see Instructions for Downleading Viewers and Players.

Language Assistance Available: Espafiol | E:f#rh%7 | Tieng Viét | =01 | Tagalog | Pycckuid | 2 | Kreydl Ayisyen | Frangais | Polski | Portugués | ltaliano | Deutsch | B#58 | —_4 | English




Vysledkem je zjiSténi, Ze dvé proléciva tenofoviru jsou obsazeny v 59 riznych
pripravcich, a to jak samotna, tak i v kombinaci s dalSimi virostatiky. PFitom
pripravek se starSim typem proléciva i jeho starsSi kombinace maji konkurenty
v nékolika generickych pripravcich. Zajimame se o pripravek Truvada, ktery
je kombinaci tri virostatik proti HIV a jehoZz trzby v r. 2019 €inily 2,56 mld $.
Pripravek s takovymi trzbami jisté budi zajem konkurence. Klikneme proto
na Cislo zadosti o povoleni (Appl. No).

Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations

in LN V| @PNT | & =

Search Results for Proprietary Name, Active Ingredient or Application Number: tenofovir

Print
#RX ¥ OTC “DISCN

TE Code

TABLET

N210455 TABLET

GENVOYA N2 TABLET

STRIBILD N203100 TABLET

TABLET

TABLET

TABLET

TABLET
TABLET




Je a dokdy bude Truvada patentové chranéna? Neni chranéna proti
generické konkurenci exkluzivitou farmaceutickych dat? To se dozvime po

kliknuti na Patent and Exclusivity Information

>
‘,—,{(‘ U.5. Department of Health and Human Services
x>

BT U.S. FOOD & DRUG el .

Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Home > Drug Databases » Orange Book Home

Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations

f sHarE in LUNKEDIN | @ PINIT | 8 EMAIL | & FRINT
Fome | Back to Search Resulis

Product Details for NDA 021752
Collapse All

TRUVADA (EMTRICITABINE; TENOFOVIR DISOPROXIL FUMARATE)
100MG;150MG
Marketing Status: Prescription

Active Ingredient: EMTRICITABINE, TENOFOVIR DISOPROXIL FUMARATE
Proprietary Name: TRUVADA

Dosage Form; Route of Administration: TABLET, ORAL
Strength: 100MG;150MG

Reference Listed Drug: Yes

Reference Standard: No

TE Code:

Application Number: N021752

Product Number: 002

Approval Date: Mar 10, 2016

Applicant Holder Full Name: GILEAD SCIENCES INC
Marketing Status: Prescription

Patent and Exclusivity Information

TRUVADA (EMTRICITABINE; TENOFOVIR DISOPROXIL FUMARATE)
133MG;200MG




Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations
f sHeRE in LINKEDIN @ PMNIT | & EMAIL & PRINT

|E
Additional Information about Patents
Patent information is published on or after the submission date as defined in 21 CFR 314.53(d)(5)
Patent listings published prior to August 18, 2003, only identify method-of-use claims. The listed patents may include drug substance and/or drug product claims that are not indicated in the listing.

As of December 5, 2016, an NDA holder submitting information on a patent that claims both the drug substance and the drug product (and is eligible for listing on either basis) is required only to specify that it claims either the drug
substance or the drug product. Crange Book users should not rely on an Orange Book patent listing, regardless of when first published, to determine the range of patent claims that may be asseried by an NDA holder or patent

owner.

Patent and Exclusivity for: N021752

Product 002
EMTRICITABINE; TENOFOVIR DISOPROXIL FUMARATE (TRUVADA) TABLET 100MG;150MG

Patent Data

6642245 11/04/2020 U-248 U-541 U-1170 03/3172016
G642245°FED 05/04/2021
6703396 03/09/2021 03/31/2016

6703396"PED 09/09/2021

Exclusivity Data

Your search did not return any results

View a list of all patent use codes
View a list of all exclusivity codes

Note: If you need help accessing infermation in different file formats, see Instructions for Dow g Viewers and Players.
Language Assistance Available: Espafiol | EHErhir | Tieng Viét | k= | Tagalog | Pycckui | 2z =0 | Kreydl Ayisyen | Francais | Polski | Portugués | Italiano | Deutsch | B8 | .~ | English

Z. udaju zjistime, Ze Truvada je chranéna dvéma americkymi patenty, pricemz
patent chranici kombinovany 1éCivy pripravek (US6703396) proexspiruje v zari 2021




Informace FDA o klinickych zkouskach

ClinicalTrials.gov

Klinické zkouSeni 1é¢iv

902 Studies found for. Covid-19 Your search included: Covid-19

Also searched for SARS-CoV-2. See Search Details Learn more about clinical studies related to COVID-19:

diagnostickych pripravku, 1é¢ebnych zarizeni a postupu

= ClinicalTrials.gov: Federally-funded clinical studies related to COVID-19

= WHO Trial Registry Network: COVID-19 studies from the ICTRP database

= CDC: Information for Clinicians on Therapeutic Options for COVID-19 Patients

List By Topic On Map Search Details

< Hide Filters

Showing: 1-10 of 902 studies |10 v |studies per page

Filters

Download Subscribe to RSS

Show/Hide Columns

‘ Conditions. Interventions

Locations

- Row ‘ Saved ‘ Status | Study Title
1 Not yet Hyperbaric Oxygen Therapy (HBOT) as a Treatment for COVID-19 (COVID-19) Infection

recruiting

Recruiting

* COVID-19 « Device: Hyperbaric Oxygen Therapy =

Status

1 of Desferal to Treat COVID-19 COVID-19 « Drug: Deferoxamine

Not yet recruiting

Recruiting

Active, not Clinical Study To Evaluate The Performance And Safety Of Favipiravir in COVID-19 COVID-19 « Drug: Favipiravir

Other: Placsbo

Enrolling by invitation recrulting

Active, not recruiting
Suspended Mot yet

recruiting

A Study Evaluating the Efficacy and Safety of High-Titer Anti-SARS-CoV-2 Plasma in Hospitalized Patients
With COVID-19 Infection

COVID-19 « Biological: anti-SARS-CoV-2

convalescent plasma

Terminated
Completed

Withdrawn COVID-19

Mot yet
recruiting

CORonavirus (COVID-19) Diagnostic Lung UltraSound Study Diagnestic Test: Lung ultrasound

Unknown status®

Not yet COVID-19

recruiting

Effectiveness and Safety of Medical Treatment for SARS-CoV-2 (COVID-19) in Colombia Drug: Hydroxychloroquine

Drug: Lopinavir / Ritonavir Pill

Eligibility Criteria
Age @:

Drug: Azithromycin

Other: Standard treatment

years  OR

Age Group @

Ochsner Medical Center
MNew Orleans, Louisiana, United States

Regenerative Medicine Research Center, Kermanshah University of Medical
Sciences, Kermanshah, Iran
Kermanshah, Iran, Islamic Republic of

Asst Fatebenefratelli Sacco
Milano, Italy

Hospital Universitario de Meiva
Neiva, Huila, Colombia
Clinica Reina Sofia

Bogota, Colombia

Fundacion Candia Infant!
Bogota, Colombia

(and 3 more )




Stranky Svétové zdravotnicke organizace (W
https://www.who.int/data/gho

% World Health
%2 Organization

GHO Home Indicators Countries

THE GLOBAL HEALTH OBSERVATORY
Explore a world of health data

Indicators Countries

Universal Health Coverage

.l-ii -

Coronavirus disease
(COVID-19) data

Data AP| v Map Gallery Publications Data Search

Health Emergencies

enter keywords here to simplify list of themes

Body Mass Index (BMI)

Antimicroblal resistance (AMR)

Water and sanitation

Mental health

lence prevention

Public health and environment

International Health Regulations
(2005) monitoring framework

Search the theme you are interested in 0

Global influenza virological
surveillance

Health Equity Monitor

Meningococcal meningitis

Priority health technologies.

Cholera

Vaccine-preventable
communicable diseases

Immunization

Essential medicines

Malaria

Health systems

Noncommunicable diseases

Governance and aid
effectiveness

Mortality and global health
estimates

Sexually Transmitted Infections

Resources for Substance Use
Disorders

World Health Statistics

Women and health

Child health

Maternal and reproductive health

Demographic and socioeconomic
statistics

Sustainable Development Goals

Urban health

Global Information System on
Alcohol and Health

International Health Regulations
(2005) monitoring
framework, SPAR

Data on the Coronavirus disease (COVID-19)
pandemic is currently available directly from these
sources.

Global strategy for women's
children’s and adolescents’
health

— N Road Safety

Novel Coronavirus (COVID-19)
Situation dashboard

Neglected tropical diseases Child malnutrition

Please note that the GHO APIs do not currently
provide COVID-19 data. A data extract from the
WHO Situation dashboard is available from
UNQCHA's Humanitarian Data Exchange (HDX )
platform. This content is provided as set of
regularly updated CSV files.

Novel Coronavirus
Situation reports

Global Dementia Observatory

Viol inst
lolence against women (G0o)

Tobacco control Universal Health Coverage
This interactive dashboard/map provides the latest
global numbers and numbers by country of COVID-

19 cases on a daily basis

This report archive provides t
gobal data and an overview ¢

Tuberculosis

Maternal, Newborn, Child and Adolescent Health F=——] Global Strategy for Women's, Children's and Adolescents' Health (2016-

1 uding regional and 2030)

om, child, and T EC
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monitoring of the
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Highlights

Child care Health worker density ‘Adequate sanitation

Approx. 60% Over 30%

nildren with suspected pneumonia are taken to an appropnate lember States report to have less than 10 medical doctors
ith provide

s to improved sanitation faciliies
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