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VYBRANE ASPEKTY PROKAZOVANI
CENOVE REFERENCE VE SPRAVNICH
RIZENICH

Mgr. Petra Michalcova
Oddéleni pripravy komplexnich podklad( a analyz (KPA)

Praha, 19. 10. 2021
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Legislativni ramec

%, Zakon €. 500/2004 Sb. spravni rad

(dale jen ,,spravni rad”)

%, Zakon €. 48/1997 Sb. o verejném zdravotnim
pojisténi

(dale jen ,,ZoVZP“)
— Vyhlaska ¢. 376/2011 Sb. (dale jen ,Vyhlaska“)

— Vykladové stanovisko a rozhodnuti Ministerstva
zdravotnictvi CR
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Specialni zakonna uprava (ZoVZP)

§ 39g odst. 8

,Ustavem shromazdéné cenové reference
léCivych pripravkl a potravin pro zvlastni lékarské
ucely a udaje o jejich dostupnosti a pritomnosti se
povazuji za spravné, pokud ucastnikem rizeni neni
prokazan opak.”
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Specifické aspekty hodnoceni cenovych dukazu

%, Nespravnost musi byt prokazdna ke dni zjistovani
cenovych referenci

~, Hodnoceni ve vzajemné souvislosti
~, Hodnoceni sily a validity dukazu

, Stejné hodnoceni stejné situace (rozhodovaci praxe)

© 2021 STATN[ USTAV PRO KONTROLU LECIV 14.10.2021
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Mira prukaznosti jednotlivych dukazu

prohlaseni > Samostatné nedostate¢né
Obecné prohlaseni
autority

Cenik (nepublikovany)
Lze uznat pouze s dalSimi
— podptirnymi dikazy
Faktura(y) mimo rozhodné obdobi
_

Prohlaseni autority

(konkrétni)

Faktura (dodaci list) ke dni zjisténi /
IQVIA data dle kritérii
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Dtlikazy prokazujici/rozporujici

, Cenu vyrobce
, Prepocet nalezené ceny na cenu referencni
, Nepritomnost pripravku na trhu

, Pritomnost pripravku na trhu

© 2021 STATN[ USTAV PRO KONTROLU LECIV 14.10.2021
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1. Faktury

%, Faktura k datu zjistovani cenovych referenci
s, Faktura £ mésic od data zjisténi ceny
., Dveé faktury (z data pred a po zjisténi cen)

= Minimalné dveé faktury z data pred zjisténim cen se
stejnou CV (napf. oprhany, VILPy)

© 2021 STATN[ USTAV PRO KONTROLU LECIV 14.10.2021
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Nalezitosti faktury

%, Casova platnost faktury — rozhoduijici je datum
vystaveni

 Identifikace LP
% Uroveri ceny (cena vyrobce) — kdo je prodavajici
= Misto

~, VysSe ceny (slevy) + ména

© 2021 STATN[ USTAV PRO KONTROLU LECIV
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. ®
novo nordisk

NETHERLANDS
Factuur
|_Factuurdatum: 07-08-20 | Klantnummer:
| Uw BTV nummer:
Vervaldatum: 06-09-20 Uw Referentie:
) Pagina 1 van 1
Artikel Beschrijving Lot Vervaldatum Aantal
7200231 NOVOFINE 31G X 6MIM 100PCS."NTC 19F04M 20240531
7101615 RYBELSUS 14MG 3X10 TABLET BC K082003 20220930
7101614 RYBELSUS MG 3X10 TABLETS BC K082002 20220131
7101611 RYBELSUS MG 3X10 TABLETS BC K032004 20220331
BTW Basis BTW% BTW Bruto

© 2021 STATN[ USTAV PRO KONTROLU LECIV
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2. Prohlaseni a smlouvy

>, Prohlaseni vyhradniho distributora o CV
s, Potvrzeni mistni autority
~, Smlouva o rezimu ,,DTP“ (lze oznacit jako OT)

~, Smlouva s vysi marze (lze oznacit jako OT)

© 2021 STATN[ USTAV PRO KONTROLU LECIV 14.10.2021
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TO WHOM IT MAY CONCERN

We| |Registered Office
b EBppointed Distributor ofi |
in the territory of Cyprus, hereby certify that the approved prices in Cyprus fo

| Jis as follows:

Wholesale Price to Pharmacy: Euro :

In Cyprus, the ex-Manufacturer Price to Wholesaler is not controlled nor is there an official fixed
margin set to Wholesalers.

For and on behalf of

© 2021 STATN[ USTAV PRO KONTROLU LECIV 14.10.2021



http:/fvmnvd,

reduction.

14
18 -02- 2015 ’
Nacionalais veselibas dienests
Casu iela 31, k-3, 6. iegjn, Riga, LN-1012, thlr. 67043700, fikss 67023701, e-pasts rvdvmnvd gov.Iv, worw.vmevd gov v
Riga

To whom it may concern,

We herewith confirm that official prices of medical products in the Positive list are
published by the National Health Service of Latvia on the website below:

wov v/ lvikompensejamie-medikamenti/kompensejamo-zalu-saraksts

The official published price in Latvia is the wholesale price excluding VAT
“Kompensdcijas bizes cena” Prices to wholesaler are confidential in Latvia and vary
between companics, For GSK price to wholesaler = wholcsaler price because GSK operates
as a wholesaler in Latvia. This can be proven by the official wholesale license GSK upholds
available at the website below and attached for Your convenience:

http:/fwww.zva.gov.lv/Tid=44 ng=&top=112&sa=439

Therefore, the price “Kompensicijas bizes cena” at the official publically available
site, noted abave, should be used by competent authorities for GSK products with no margin

14.10.2021
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3. Ostatni

", Print screen z databaze
», Cenik
, Odkaz na legislativu zemé EU

S LN ]
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ef\';})| @ https://www.medicinpriser.dk/Default.aspx?id=158vnr=087117 L-ac || (22 Produktvisning - www.med... | |' e S—— & — - )LT'U\ '_;L' ‘::3’
DAMNISH MEDICINES AGENCY
~
Forside = Prnser & medicintilskud = Medicinpnser > Produktvisning
llumetri
Fakta for valgt l=gemiddel Andre pakningsstamrelser Prisudvikling Forsiden | Seg | English | Print
lNlumetri Medicinlisten
La=s m
Produktfakta Pris:
Leegemiddel lumetr Pris pr. pakning 20954 65 kr.
Varenummer asT117 Pris pr. enhed 30954,65 kr.
Styrke 100 mg Pris pr. defineret 343,60 kr. ]
Pakning 1 stk inj.vsk.opl. sprojte dagndosis EOLE“;:E'"SQF‘; 99?”2913:"1'9(109
- - ilskud for medicinkeb, skal du
i i tekets indkeb: 2293816 kr_ e - R . !
Virksomt stof Tildrakizumab Apotekets indkebspris I FI tilfaje leegemidiet il
Firma Almirall . medicinlisten.
ATCrode LOtACTT Tilskud: B
P - - Tilskud -
Dosisdispensering nej beregnes af
Udleveringsgruppe BEGR Om Medicinpriser.dk
Om segning
Se ogsa
Handkesbslagemidler
Medicin til dyr W
Tecflefodin
© 2021 STATNI USTAV PRO KONTROLU LECIV 14.10.2021
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/" LAUER-TAXE® Online 4.0 { Datastatus: 14092021 > »
= MENU LAUER TAX
N =
REMODULIN v Q \ [Q = [ < >
Adult search Comparnson search Follow-up research To press User-specific properties Articleback  Article before

list Basicinfo Priceinfo providers pharmacy

REMODULIN 5 mg / ml 20 ml vial infusion solution 100 mg
P 02 328 199 Medicines, mandatory prescription

ABDA strain Price history

BASIC DATA HEALTH INSURANCE DISCOUNT LIST PRI
APU / HAP (manufacturer price): 11,118.00 Mandatory pharmacy discount: 1.77 Price of
Taxe-VK (total): 13,684.71 Mandatory discount of the pharmaz. Entrepreneur: 1,778.88 Pharma
Taxe-EK: 11,156.50 »Basis: Discount for AM with no fixed amount 667.08 Pharma
Taxe-Klinik-EK: 11,156.50 »Basis: discount for AM with the same active ingredients 1,111.80

Base price: 13,684.71 per pc Discount agreement of pharmaz. Entrepreneur: no

Subject to AMPreisV: Yes

VAT: Full tax rate: 19%

Last price change: December 31, 2020

© 2021 STATN[ USTAV PRO KONTROLU LECIV 14.10.2021
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4. Dukazy o nulovych dodavkach

, IQVIA data (IMS data)
, Prohlaseni mistni autority

s, Prohlaseni vyhradniho distributora + smlouva o
vyhradni distribuci

%, Print screen z databaze

© 2021 STATNI USTAV PRO KONTROLU LECIV
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Nalezitosti dukazu — IQVIA data, potvrzeni

*, Obdobi — mésic, kvartal, rok
> Identifikace LP, |écCivé latky, firmy

s, Data vCetné filtrd — zemé, ATC, |éciva latka, produkt,
firma, sila, baleni, jednotky (rady)

», Rozhoduijici je konkrétni vzorek trhu (napfr. u
prohlaseni autority, vyhradniho distributora...)

© 2021 STATN[ USTAV PRO KONTROLU LECIV 14.10.2021
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21" April 2021

Data Disclosure

Dear[ ]

Thank you for your request to use QWA Solutions a.s. infoarmation for the purpose specified.

‘We must ask you to be mindful that figures taken are comect to our knowledge i.e. comect universes and
measures are used for the claim required and that the data is used in accordance with ap plicable laws
and Codes of Practice in the countries they are to be used.

It is also worth stating that any analysis of ourdata is independently armved at by yourselves on the basis
of the data and other information and that I2VIA Solutions a.s. is not res ponsible for any reliance by

recipients of the data or any analysis thersof

Please ensure comect sourcing is applisd.

‘Yours sincersly,

Appendix 1:

According the data from Denmark local office of IQVIA we can confirmed that we have not recetved any
sales data lolXospata in Denmark as from 1.1.2020 till loday.l

© 2021 STATN[ USTAV PRO KONTROLU LECIV
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Thursday, January 14, 2021

Data Disclosure

This is statement regarding your request for using our data as part of administrative
proceedings at the State Institute of Drug Control (SUKL).

While we are happy for customers to use this data we must ask you to be mindful that figures
taken are comrect to your knowledge i.e. correct universes and measures are used for the
claim reguired and that the data is used in accordance with applicable laws and Codes of
Practice in the countries they are to be used.

It is also worth stating that any analysis of our data is independently arrived at by yourselves
on the basis of the data and other information and that IQVIA is not responsible for any
reliance by recipients of the data of any analysis thereof.

Inm summary you can use the information and claim as discussed, bearing in mind the above
notes.

For sourcing please quote:
Zdroj: IQVIA, WHS Audit Czech Republic OTC1 — 30 ENTERAL NUTR.PRODUCTS, units,
Q4/2020, CPTRM

Yours sincerely,

Jan Sova
Key Account Manager

© 2021 STATN[ USTAV PRO KONTROLU LECIV

30 ENTERAL NUTRITIONAL PROD.
NUTRIDRINK
SOLUT_.MULTI S 200 ML
SOLUT ERDBE 1 200 ML
SOL BANAMA 1 200 ML
SOL CHOCO 4 200 ML
SOL VANILL 4 200 ML
NUTRIDRINEK CO.PROT
DRINK COFFEE 4 125 ML
DRINK VANILL 4 125 ML
DRINK STRAW 4 125 ML
DRINK F.FRUI 4 125 ML
DRINK BANAN 4 125 ML
DRINK PEACH 4 125 ML
DRINK NEUTRA 4 125 ML
DRINK RED FR 4 125 ML
DRINK W.GING 4 125 ML
ENSURE PLUS
LIQUID VANIL 1 220 ML
LIQUID CHOCO 1220 ML
LiQUID FORFR 1 220 ML
SOLUT ERDBE 1 220 ML
SOL BANAMA 1220 ML
FORTINI+VLAKNINA
SOL NEUTRAL PAED 1 200 ML
S0L CHOCO PAED 1200 ML
SOL VANILL PAED 1 200 ML
SOLUT ERDBE PAED 1 200 ML
SOL BANANA PAED 1200 ML
NUTRISCON MULTI FI
SOLUT. 1 1000 ML
ENSURE PLUS FIBER
SOL VANILL 1200 ML
SOL RASPBER 1200 ML
S0L CHOCO 1200 ML
ENSURE PLUS ADVANC

Units Q4/20

14.10.2021
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REPUFPLIC OF CYPRUS PURCHASING AND SUPPLY
MINISTRY OF HEALTH DIRECTORATE
PH.MOHMH. 13.25.02

Tel:. 22605667
Fax: 22608795
| Nicosia, 3 April 2017 |
TO WHOM Y SO
This letter confirms that;
a) the below pharmaceutical products were not purchased via any tender process or in
any other way by the Pharmaceutical Services of the Ministry of Health.
id {Po i ide) 1 3
PRICING NAME OF
CODE PHARMACEUTICAL | PACKAGING
PRODUCT
CBS0001/1 | | IMMNOVID CAPSULE,
HARD 10MG 21 CAPS
CESOQ02/M1 IMMNOWVID CAPSLULE,
HARD 2MG 21 cAPS
CES0003M IMNOWVID CAPSULE,
HARD 3MG 21 CAPS
b the below pharmaceutical products was not purchased via any tender process or in
any other way by the Pharmaceutical Services of the Ministry of Health since January
2016,
owild idomide) 4
Pgacma MAME OF
ODE PHARMACEUTICAL | PACKAGING
PRODUCT
e —
CE50004M1 I NOWVID CAPSLULE,
HARD 4MG 21 CAPS
Chri olaou
Head of Purchasing and Supply Directorate
Ministry/of Health
14.10.2021
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Dear Sir/Madam,

Subject: BENLYSTA POWDER FOR CONCENTRATE FOR SOLUTION
FOR INFUSION 120MG 1 VIAL & BENLYSTA POWDER FOR
CONCENTRATE FOR SOLUTION FOR INFUSION 400MG 1 VIAL

We hereby confirm that we, as the exclusive distributor of GlaxoSmithKline in
the Republic of Cyprus, did not and do not sell the pharmaceutical products
‘BENLYSTA POWDER FOR CONCENTRATE FOR SOLUTION FOR
INFUSION 120MG 1 VIAL & BENLYSTA POWDER FOR CONCENTRATE

FOR SOLUTION FOR INFUSION 400MG 1 VIAL" as they are not available in
the Cypriot market.

© 2021 STATN[ USTAV PRO KONTROLU LECIV 14.10.2021
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5. Duikazy o pritomnosti na trhu

1. Faktury

2. IQVIA data (IMS data)

3. Potvrzeni mistni autority

4. Prohlaseni distributora

5. Print screen z databaze / online shopu

© 2021 STATN[ USTAV PRO KONTROLU LECIV
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Yliopiston

Y m H H - -
A APtEEkkI Tuotteet Apteekit Neuvot Oma Uniikki Q g.

Etusivu / Hakutulokset

Hakutulokset

Tuotekategoriat
praluent
2 tuotetta Nayta Jarjesta +

Apuvilineet

. | simusse | | s |
Haavanhoito
L

—

Hiukset ja pa&nahka
PRALUENT 150 MG/ML PRALUENT 75 MG/ML
INJEKTIONESTE ESITAYT 2 INJEKTIONESTE ESITAYT 2
lhonhoito, iho-ongelmat X 1ML X 1ML

lhonhoito, kosmetiikka

-ml-injektioneste-esitayt-2-x-1-ml-58205.html

© 2021 STATN{ USTAV PRO KONTROLU LECIV 14.10.2021

628,77« 628,77«




e, SUKL :

Shrnuti nejcastéjsSich nedostatku

>, Faktura mimo rozhodné obdobi (vice jak mésic od
data zjisténi cen)

s, Faktura bez uvedeni prodavajiciho

s, Faktura od distributora bez smlouvy o ,,DTP“
%, Dvé faktury s rozdilnou vysi ceny

, Nedostatecna identifikace LP (velikosti balenti)

© 2021 STATN[ USTAV PRO KONTROLU LECIV 14.10.2021
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Shrnuti nejcastéjsSich nedostatku

s, Samotné Cestné prohlaseni ucastnika fizeni jako
dikaz o cené, vysi prirazky ¢i nepritomnosti LP na
trhu

=, Obecné prohlaseni autority bez identifikace LP,
uvedeni vyse CV, pripadné vyse marze

>, Vlypis z databaze IQVIA (IMS) bez filtru, excelova
tabulka

© 2021 STATN[ USTAV PRO KONTROLU LECIV 14.10.2021



e, SUKL :

—w / hi/gcé?ﬁfﬂ

Tamro

SERIES : RI

Page 1 of 1
August 17,2015
T TS T T ILAN l
ITEM No FRODUCRRACOUNTRY i b doisid e .l
IR EXPINY DATE INTRASTAT CODE SL‘P."'[.I.':H :‘"f:'?: Mo VAIF.]II}‘:”::.L.T:L'{ 1o

2 ARTHRYL 1500myg pow oral selN20
WL ROTTAPHARM SR [ ;
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'NUTRICIA FACTUUR
. Advanced Medical Metrition
DOCUment mammer
Factuuradres: Afleveradres:
PAGINA 216
Omschrijving Artikel nr EAN code mmm Aantal  Mettoprijs Netto bedrag Btwin %
HUTRESON 1000 COMPLETE MF 1.00 54547 BT 10000552084
FRE-OF 200ML TE NLFRDETRES Tided BT 18QD055TT43
HUTRINIMAX S500ML FACE IR L R D 3]
HUTRIMNI MF SO0REL PACH
CUBITAN AARDBEI 96331
HUTRINI EHERGY MF 50
NUTRINIMAX MF iy e il e
HUTRINIMAX ENERG S00ML PALC 40822 BT 12400857540
ICUBITAN AARDEEI pEaz BT 18000580050
CUBITAN VANILLE =Lk BT 18000280111
RESPIFOR CHOC &x4X1250ML P8 DEFRML 40920 BT 12400850508
NUTRIDRINK AARDBEI 41163 BT 12400852170
© 2021 STATN[ USTAV PRO KONTROLU LECIV 14.10.2021
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File Edit View Workthest Chart Optiome  Help

bedak B % = ¢

| market e | Grwp | werkshest | chart |

Measure ; Units [Absolute}
Units Feb/L3  Units Mar(15 Units AprfiS  Units May/15 | Units Jun/15 Units Julf13
OMEPRAZDL SANDOZ | 11 B™ 12 4490 12 131 13 368 12 045 10 501
CAFS 20 MG 28 | 6411 7213 8472 84057 £ 264 3 780
VIAL IF DRY 40 MG 1 10 ML 3070 3011 3393 3310 5 781 4 TZ1
CAFS 10 MG 14 L] L a o ] Li]
CAFS 10 MG 28 0 a a Q 0 0
CAPS 10 MG 56 0 0 a o o L]
CAPS 30 MG 14 0 Ll a ] o L]
CAFS 40 MG 28 | 0 L1 a i} 0 (]
CAPS ENTEROS 20 MG 100 33 216 i 1 0 L
3. xifi XH5
g
1 =i M5 4 ﬁ r
pout st & pa sone .I"”"\.
101 2834 5 6 (= ‘~+—-—' =
7§ 9001213 §
W151617 1810 20 %<7
ARk e L B e B 1.
2B930 1 2 34 ==
5 67 8B oML 145000
" I ctviek
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L]

U3y v Jx
A B C D E F G H I 1 =
1 cty -| o] mnf = atcd | intprl-|  prd |- intpe - nf123 ~| intd~ lales mnf mth 01 2012 local_currenc ~|ales mnf m*
2 |HUNGARY RETAIL SHIRE SHIRE PHARMACEUTIV3GO (HYPERKAL HYPERPHOS.PROD FOSRENCL FOSRENOLCHEW TAB 1G 90 AAG (CHEW.TABLETS [1G 190 343
3 |HUNGARY RETAIL SHIRE SHIRE PHARMACEUTIV3GO (HYPERKAL.HYPERPHOS.PROD FOSRENQL FOSRENOL CHEW TAB 500MG 9 AAG (CHEW.TABLETS |500MG 222 497
4 HUNGARY HOSPITAL SHIRESHIRE PHARMACEUTIV3GO (HYPERKAL. HYPERPHOS.PROD FOSRENCL FOSRENOL CHEW TAB 1G 30 AAG (CHEW.TABLETS [1G 0

5
b
7
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Dékujeme za pozornost

STATNI USTAV PRO KONTROLU LECIV
Srobarova 48, 100 41 Praha 10

tel.: +420 272 185 111

fax: +420 271 732 377

e-mail: posta@sukl.cz
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