INSPECTION CONTRACT

NO 24/2021

ZMLUVA O KONTROLNEJ
_ CINNOSTI
CiSLO 2472021

executed by and between

AUROBINDO PHARMA LIMITED

as
Client

and

gtétny nistav pre kontrolu liediv
(in English: State Institute for Drug Control)
as

Supervisor

This contract No 24/2021 je concluded in
accordance with the provision of Sec. 591
of the Slovak Act No 513/1991 Coll. The
Commercial Code as amended (hereinafter
referred to as ,, Commercial Code®).

uzavretd medzi

AUROBINDO PHARMA LIMITED

ako

Objednavatel’

Statny astav pre kontrolu liediv

ako

Vykonavatel’

tato zmluva &. 24/2021 je uzavretd v
zmysle § 591 zakona &. 513/1991 Zb.
Obchodného zakonnika v zneni neskorsich
predpisov ( d'alej ako ,, Obchodny
zakonnik “).



Article 1
Contracting Parties

Client:

AUROBINDO PHARMA LIMITED

Seat: Plot no. 2, Maithrivihar, Ameerpet,

Hyderabad 500038, Telangana, India

Represented by:

AtoZ Pharmazet, s.r.0., organiza¢na zlozka
podniku zahraninej osoby, acting through:
Mgt. Jaroslav Polék

Scat: Kodicka 49,821 08 Bratislava- mestska
gast’ Ruzinov, Slovenska republika, statutory
authority: Jifina Stérbova

1d. No: 519 89 191

Bank connection:

Bank: HDFC BANK LIMITED

Wholesale Banking Operations

2nd Floor, M.No. 6-3-244/A & 246,

Road No.1, Banjara Hills, Hyderabad, INDIA

Account No:

00210310001445
(heretnafter as “Client”™)

Supervisor:

Statny ustav pre kontrolu liediv (in English:

State Institute for Drug Control) (abbreviation

“SIDC”)

Seat: Kvetnd 11, 825 08 Bratislava 26, Slovak

Republic

Represented by: PharmDr. Zuzana Batova,
PhD., Director

Id. No: 00165221

VAT No: SK2020857036

Clanok I
Zmluvné strany

Objednavatel’:

AUROBINDO PHARMA LIMITED

Adresa: Plot no. 2, Maithrivihar, Ameerpet,
Hyderabad 500038, Telangana, India

Zastipeny:

AtoZ Pharmazet, $.1.0., organiza¢na zlozka
podniku zahraniénej osoby, konajtica
prostrednictvom: Mgr. Jaroslav Polak

Adresa: KosSicka 49,821 08 Bratislava-
mestska ¢ast’ RuZinov, Slovenska republika,
Statutdrny orgén: Jitina Stérbova

1CO: 519 89 191

Bankové spojenie:

Banka: HDFC BANK LIMITED
Wholesale Banking Operations

2nd Floor, M.No. 6-3-244/A & 246,

Road No.1, Banjara Hills, Hyderabad,
INDIA

Cislo uétu:
00210310001445
(d’alej ako ,,Objednavatel™)

Vykonavatel

s’tfétny astav pre kontrolu lieciv (skratene
S UKL)

Adresa: Kvetna 11, 825 08 Bratislava 26,
Slovenska republika

Zastapeny: PharmDr. Zuzana Bat'ova,
PhD., riaditel’ka

1CO: 00165221
IC DPH: SK2020857036



Bank connection: IBAN;
SK3181800000007000133630

SWIFT (BIC): SUBASKBX

Bank: Stétna pokladnica
Radlinského 32, 810 05 Bratislava 15, Slovak
Republic

(hereinafter as “SIDC”)

(Client and SIDC hereinafter jointly as
“Parties” or solely as “Party™)

2.1

2.2
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Article 1T

Subject of Contract
The subject of the Contract is to provide
for the mutual rights and obligations of
the Parties with respect of the inspection
of the Client’s manufacturing site
pursuant to this Contract.
The purpose hereof is to set forth the
material and legal aspects of the
inspection of the Client’s manufacturing
site to establish the compliance with the
obligations and requirements of good
manufacturing practice in human
pharmaceuticals.
The subject of the Contract performance
hereunder (hereinafter as “Contract™) is
the inspection of good manufacturing
practice  (hereinafter as  “GMP
Inspection™) at Client’s site located at
APL Health care limited Unit-],
Sy.No.410/P,411/P,458/P, Plot no. S-
1/B,TSIIC SEZ, Green Industrial Park,
Polepally(Village),Jadcherla(Mandal),
Mahabub Nagar (District), Telangana
509302, India (hereinafter as “Client’s
Site”) by SIDC represented by the
inspectors of the State Institute for Drug
Control, Bratislava, Slovak Republic
(hercinafter as “GMP Inspectors™) with
respect to [fype of manufacture] in line
with both, the Section 126 of Act No.
362/2011 Coll. on drugs and on medical
devices as amended in conjunction with
Regulation of the Slovak  Health

2.1
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Bankov¢ spojenie:  IBAN:
SK3181800000007000133630

SWIFT (BIC): SUBASKBX

Banka: Statna pokladnica
Radlinského 32, 810 05 Bratislava 15,
Slovenska republika

(dalej ako ,.SUKL%)

(Objednavatel a SUKL spolotne d’alej ako
~Lmluvné strany* alebo samostatne
~Lmiuvna strana®)

Clanok II
Predmet Gcelu zmluvy

Predmetom tejto Zmiuvy je Uprava
vzajomnych prav a povinnosti
Zmluvnych stran pri kontrole vyrobného
zariadenia Objednévatela v stlade s touto
Zmluvou.

Utelom tejto Zmluvy je materidlne
a pravne zabezpe€it' vykonanie kontroly
miesta vykonu Objednévatel’a za Géelom
kontroly dodrziavania poZiadaviek
spravnej vyrobnej praxe na Useku
huménne;j farméacie.

Predmetom plonenia podla tejto Zmluvy
(dalej ako ,,Zmluva“) je vykonanie
kontroly spravnej vyrobnej praxe (d'alg
ako ,,Kontrola SVP*) v mieste vykonu
¢innosti APL Health care limited Unit-1,
Sy.No.410/P,411/P,458/P, Plot no. S-
1/B,TSIIC SEZ, Green Industrial Park,
Polepally(Village),Jadcherla(Mandal),

Mahabub Nagar (District), Telangana
509302, India (d'alej ako ,,Zariadenie
Objednavatel’a®) SUKL zastipenym
indpektormi Sekcie inspekcie Statneho
ustavu pre kontrolu liediv, Bratislava,
Slovenskd  republika  (d'aley  ako
»~In$pektori SVP“) s ohladom na [typ
vyroby] v silade s § 126 zakona &islo
362/2011 Z. Z. o lickoch a
zdravotnickych poméckach v platnom
zneni v stéinnosti s Vyhlagkou
Ministerstva zdravotnictva Slovenskej

3



3.1

3.2

Ministry No. 128/2012 Coll. on
requirements for good manufacturing
practices and good distribution practices
as~~amended, transposing the EC
Directive 2017/1572/EC and its Annexes
and EC Directive 2001/83/EC as
amended, and the EC Guidelines to
Good Manufacturing Practice Medicinal
Products for Human and Veterinary Use
for the stated manufacturing type.

Article 111
Client’s obligations

The Client undertakes to provide the
GMP Inspectors, as SIDC’s
representatives, with all  assistance
required to conduct the GMP Inspection,
and all conditions necessary for an
impartial, unbiased and professional
GMP Inspection at Client’s Site, and
facilitate the conditions requested for
conducting such GMP Inspection.

The Client undertakes to pay to the GMP
Inspectors, as SIDC’s representatives,
any costs relating to the performance of
the GMP Inspection at least in the
amount according to Act no. 283/2002
Coll. on travel allowances at Client’s
Site, in particular:

- the travel costs to and from the
country of Client’s Site (e.g.
{lights, boats tickets, etc.),

the travel costs in the country of
Client’s Site;

- the costs of accommodation;
~ daily allowances;

- pocket money,

- Visa;

- compensation of costs for PCR
tests.

republiky ¢&islo 128/2012 Z. z o
poZiadavkich na spravnu vyrobni prax
a poziadavkach na spravnu
velkodistribuénil prax v platnom zneni,
do ktorych boli transponované Smernica
2017/1572/ES ajej prilohy a Smernica
2001/83/ES v zneni  neskorSich
predpisov, ako aj v stlade s Pokynmi ES
k spravnej vyrobnej praxi pre licky pre
uvedeny druh vyroby.

Clanok IIT
Povinnosti Objednavatela

3.1 Objednavatel’ sa zaviizuje poskytnit pre

In§pektorov SVP, ako zastupcov SUKL
pozadovan  asistenciu  a suéinnost’
vyzadovan pre vykonavanie Kontroly
SVP a vietky poZadované podmienky
nevyhnutné pre nezavisli, nestrannu a
odborni  Kontrolu SVP v Zariadeni
Objednavatel'a a vytvorit’ poZadované

podmienky na  vykonanie takejto
Kontroly SVP.
3.2 Objednavatel’ sa zavdzuje uhradit

InSpektorom SVP ako zastupcom SUKL
naklady stvisiace s vykonom Kontroly
SVP najmenej vo vyske podla zakona
&. 283/2002 Z. z. o cestovnych nahradach
v zneni neskorgich predpisov v Zariadeni
Objednavatela, najmé:

- cestovné naklady do azkrajiny,
v ktorej sa nachddza Zariadenie
Objedndvatela (napr. letenky, lodné
listky a pod.);

- cestovné naklady vramei krajiny
produkcie, v ktorej sa nachadza
Zariadenie Objednévatela;

- naklady na ubytovanie;
- stravovanie (diéty);

- vreckové;

- viza;

- néhrada ndkladov za PCR testovaniec.




3.3

34

3.5

3.6

4.1

The Client is obliged to provide a GMP-
knowledgeable interpreter to translate
into Slovak or English.

3.3 Objedndvatel’  je povinny zabezpelit

timo¢nika poznajiceho problematiku
SVP do slovenského alebo anglického
jazyka.

After the completion of the GMP 3.4 Po ukonéeni Kontroly SVP a dorudeni

Inspection and the delivery of the final
ingpection report, the Chent undertakes
to send to SIDC a schedule of corrective
action and preventive actions if
established that the GMP requirements
have not been met. This is a necessary
condition for the issuance of the GMP
Certificate  (hereinafter as “GMP
Certificate”). In the event of critical
deficiencies, SIDC reserves the right fo
require additional information and to
perform a follow-up GMP Inspection in
Client’s Site. If critical deficiencies are
established, SIDC shall follow the
applicable Compilation of Community
Procedures on Inspections and Exchange
of Information published by the
European Medicines Agency based in

agreement  with  the  Furopean
Commission.
The Client is responsible for security of

the SIDC representatives in the country
ot Client’s Site.

The Client undertakes to pay to SIDC the
price specified in Article V hereof for the
GMP Inspection at Client’s Site and the
fee for the GMP Certificate issued to
Client’s Site, corresponding to the
administrative costs and disbursements
of SIDC incidental to the GMP
Inspection and issuance of the GMP
Certificate.

Article IV
SIDC’s obligations
SIDC undertakes to carry out, subject to
the performance of all SIDC
requirements by the Client, a GMP
Inspection on 09. - 12.8.2021 in the

3.5 Objednavatel’  je

zéverebnej Sprdvy z  indpekcie sa
Objednavatel’ zavizuje zaslat' na SUKL
harmonogram napravnych
a preventivonych opatreni v pripade, ak
poZiadavky SVP nie st splnené. Téato
skutodnost’ je nevyhnutnou podmienkou
pre nasledné vydanie OsvedCenia o
dodrziavani spravnej vyrobnej praxe
vyrobcom pre Objednavatela (d'alej ako

LOsvedCenie  SVP“)., V pgigade
kritickych  nedostatkov  si SUKL

vyhradzuje pravo poZadovat’ dodatoéné

informaciec a vykonanie naslednej
Kontroly SVP v Zariadeni
Objednavatela. V  pripade zistenia

kritickych nedostatkov  bude SUKL
postupovat’ podPa aktudlneho znenia
Zbierky postupov spolodenstva pri
inSpekctdch a  vymene informécii
zverejnenou Eurdpskou agentirou pre
lieky v zmluve s Eurdpskou komisiou.

zodpovedny  za
bezpetnost’ zastupcov SUKL v krajine
Zariadenia Objednavatela.

3.6 Objednavatel’ sa zavizuje zaplatit' SUKL

dohodnutt cenu uvedenti v ¢lanku V tejto
Zmluvy za Kontrolu SVP v Zariadeni
Objednévatela a poplatok za vydanie

certifikdta = SVP  pre  Zariadenie
Objednédvatel'a,  ktoré  predstavuju
administrativne  a hotovostné naklady

SUKL spojené s vykonom Kontroly SVP
a vydanim Osved&enia SVP.

Clanok IV
Povinnosti SUKL
SUKL sa zaviizuje po splneni vietkych
nim poZadovanych podmienok

Objednavatel'om vykonat’ v termine 09. -
12.8.2021 Kontrolu SVP v poZadovanom



4.2

4.3

4.4

5.1

required scope at Client’s Site following
Client’s application dated 28.06.2021.

After the completion of the GMP
Inspection at the Client’s Site, SIDC
undertakes to prepare and send to the
Client a final inspection report
containing the inspection results in the
required scope and on the deadline
agreed in line with the approved standard
SIDC procedures applicable to GMP
Inspections.

If the Client fulfills all the GMP
requirements in full extent for the given
scope of manufacture, SIDC undertakes
to issue to the Client a GMP Certificate
in line with the approved standard SIDC
procedures  applicable to  GMP
Inspections. This shall be without
prejudice to Clause 5.5 hereof.

SIDC agrees to conduct the GMP
Inspection with professional care, taking
into account the designated manner of
GMP Inspection and the time, place and
scope of the GMP Inspection as provided
in the applicable binding regulations, as
well as the condition of the subject of the
GMP Inspection at the time of GMP
Inspection.

Article V
Price and Terms of Payment

The price for the performance of the
Contract has been agreed by and between
the two Parties and does not cover the
costs defined in Article 1I1. hereof. The
price covers:

- the fee for conducting of
inspection in premises of human
medicines manufacturer in the
third country

- the fee for issuing the GMP
Certificate.

rozsahu v Zariadeni Objednavatela na
zaklade Ziadosti Objednavatela zo diia
28.06.2021.

4.2 Po ukondeni Kontroly SVP v Zariadeni

Objednévatela SUKL pripravi a zadle
Objednavatelovi  zavereénil spravu z
kontroly obsahujicu vysledky kontroly v
poZadovanom rozsahu do dohodnutého
terminu v stlade so schvalenymi
$tandardnymi  postupmi  SUKL  pre
Kontrolu SVP.

4.3 Ak Objednavatel spifia tplne a vietky

poziadavky SVP v poZadovanom rozsahu
pre dany rozsah vyroby, SUKL vyda
OsvedCenie SVP v sulade so schvilenymi
Standardnymi  postupmi  SUKL  pre
Kontrolu SVP. Dojednanie bodu 5.5 tejto
Zmluvy nie je dotknuté.

4.4 SUKL sa zavizuje vykonat Kontrolu

SVP s vynalozenim odbornych znalosti s
prihliadnutim na zavézné predpisy
urceny spdsob Kontroly SVP, na cas,
miesto a rozsah Kontroly SVP ako aj na
stav, v akom sa nachéadzal predmet
Kontroly SVP v Case jej vykonavania.

Clanok V
Cena a platobné podmienky

5.1 Cena za splnenie Zmluvy je stanovena na

zdklade  dohody  medzi  oboma
Zmhivnymi  stranami  a neobsahuje
naklady uvedené v Clanku III tejto
Zmluvy. Cenu tvoria nasledovné tkony:

- poplatok za vykonanie in$pekcie
vo  vyrobnych  zariadeniach
vyrobcu humannych lickov v
trefom §tate

- poplatok za vydanie Osvedienia
SVP.




5.2 The Client shall pay to SIDC the agreed 5.2 Objednévatel’ je povinny uhradit SUKL

5.3

5.4

5.0

fee of EUR 26 000,- for the conduction
of inspection in Client’s Site in the Third
Country

The Client shall pay to SIDC the agreed
fee of EUR 1000,- for the issuance of the
GMP Certificate for Client’s Site.

The Client shall pay to SIDC the
applicable price based on both the fee for
conducting of inspection in premises of
human medicines manufacturer in the
Third Country and the fee for issuing the
GMP Certificate (if any) in line with the
document Estimate of Costs and List of
Work related to the GMP Inspection,
which forms an integral part hereof
(Annex No 1.) (hereinafter as “Cost
Estimate™). On the basis of the Cost
Estimate, SIDC shall issue to the Client
an invoice with a breakdown of all the
items.

The Client undertakes to pay to SIDC
agreed fee invoiced for the Contract by
way of bank transfer to the account of
SIDC within the deadline specified in the
SIDC invoice. The GMP Certificate will
be issued and sent to the Client and will
be entered into the applicable European
database only after scttlement of all of
the receivables owed by Client to the
SIDC.

In case of Client’s default with the
payment of the fee invoiced for the GMP
[nspection, the Client agrees to pay to
SIDC a contractual penalty of 0.1% of
the due amount for each day of default.
However, the total amount of such
penalty shall not exceed 10% of the
amount invoiced.

dohodnuty poplatok vo vydke 26
000,- BEUR za vykonanie in¥pekcie vo
vyrobnych zariadeniach Objednévatel'a v
tret'om State.

5.3 Objednévate!’ je povinny uhradit’ SUKL

dohodnuty  poplatok  vo  vyske
1000,- EUR za vystavenie OsvedCenia
SVP pre Zariadenie Objednavatela.

5.4 Objednavatel’ je povinny uhradit SUKL

aktudlnu cenu vo vySke poplatku za
vykonanic inSpekcie vo vyrobnych
zariadeniach vyrobcu huménnych liekov
v tretfom S§tate a poplatku za vydanie
OsvedCenia SVP (v pripade jeho vydania)
v sulade s dokumentom Odhad nakladov
a zoznamu prac ku Kontrole SVP, ktory
tvori neoddelitel'n(i sudast’ tejto Zmluvy
(Priloha ¢ 1) (dalej ako ,,Odhad
nakladov®). Na zaklade uvedeného
Odhadu  nékladov  vystavi SUKL
Objednavatefovi faktiru uvédzajicu
vyslovne vietky polozky.

5.5 Objednavatel sa zavizuje, zaplatit’ SUKL

dohodnuty fakturovany poplatok za
plnenie Zmluvy bankovym prevodom na
slo bankového uétu SUKL v lehote
uvedenej na faktire vystavenej SUKL.
Osved&enie SVP bude vydané a odoslané
Objednavatelfovi, ako aj vloZené do
prisludnej eurépskej databazy, aZz po
uhradeni vietkych pohladivok SUKL
vo¢i Objednavatelovi.

5.6V pripade, ak Objednavatel neuhradi

fakturovanl sumu za Kontrolu SVP
v dohodnutej  lehote, zavdzuje sa
Objednavatel uhradit SUKL zmluvnl
pokutu vo vyske 0,1% z dlZznej sumy za
kazdy defi omedkania. Avak celkovd
suma tejto zmluvnej pokuty nesmic
prekrocit’ 10% z fakturovanej Ciastky.




Article VI
Withdrawal and Specific Provisions

6.1 TheClient and SIDC may withdraw from 6.1 SUKL mdZe odstapit od Zmluvy

6.2

7.1

7.2

7.3

7.4

the Contract in the event of any breach of
the Contract by the Client or non-
performance of the provisions hereof.
The Client may withdraw from this
Contract only in the event of material
breach hereof by SIDC. This Contract
may be terminated also by way of
agreement between both Parties signed
by the authorized representatives of the
Parties,

Any and all information obtained and
provided to SIDC by the Client in
connection with the fulfillment of the
subject hereof shall be deemed
confidential, and SIDC shall treat it in
compliance with the requirements
applicable to the performance of the
GMP Inspection according to the
legislation of the Slovak Republic.

Article VII
Final Provisions

The Contract comes into force upon 1ts
signing by both Parties and effect the day
after its publication in the central register
of contracts.

The Contract is concluded for a limited
period of time, until fulfillment of the
subject hereof and SIDC’s obligations
specified in Article III hereof.

Modifications and amendments to this
Contract may be executed only subject to
mutual agreement of the Parties and
must have the form of written
amendments.

The contract and the rights and
obligations of the Parties hereunder shall
be governed by and construed in
accordance with the laws of the Slovak
Republic.

6.2

7.1

7.2

7.3

74

Clanok VI
Odsthpenic od zmluvy a osobitné
ustanovenia
vpripade  akéhokol'vek  porulenia
Zmluvy zo strany Objednavatela alebo
nepinenia  dojednani  tejto  Zmluvy.

Objednavatel je opravneny odstipit’ od
Zmluvy len vpripade podstatného
poruenia Zmluvy zo strany SUKL.
Zmluvu je mozné ukongit” aj na zaklade
dohody oboch  Zmluvnych  stran
podpisanej opravnenymi zdstupcami
oboch Zmluvaych strén.

Vietky informécie ziskané a poskytnuté
SUKL Objednavatelom v savislosti s
plnenim predmetu tejto zmluvy sa
povaZuji za déverné a SUKL s nimi musi
zaobchadzat’ v stlade s poZiadavkami na
vykon Kontroly SVP podla platnej
legislativy Slovenskej republiky.

Cléanok VII
Zavereéné dojednania

Zmluva nadobida platnost diiom
podpisania oboma Zmluvnymi stranami
atGdinnost ded po jej zverejneni
v centralnom registri zmiuv.

Zmluva sa uzatvdra na dobu urcitd, a to
do splnenia predmetu Zmluvy a splneni
povinnosti SUKL uvedenych v Cléanku HI
tejto Zmluvy.

Zmeny a doplnenia tejto Zmluvy mozZu
byt vykonané na zaklade vzajomne;j
dohody Zmluvnych strdn vo forme
pisomného dodatku.

Zmluva avy8§ic uvedené prava
apovinnosti Zmluvnych strdn  sa
riadia pravnym poriadkom Slovenske]
republiky.




7.5 The Parties declare that they have read 7.5 Zmluvné strany vyhlasujt, Ze si Zmluvu

the Contract and understand its content, preditali, pochopili jej obsah na dokaz
in witness whereof they have signed it. ¢oho ju podpisuju.
o 76 Alty'disputes arising under or out of this 7.6 Akékolvek  spory vzniknuté  z tejto
~o Clontraet shall be  finally settled by Zmluvy budi s koneénou platnost'ou

- gompetent Slovak courts, rieSené prislunymi slovenskymi sudmi.

t;t has been executed in four 7.7 Zmluva je vyhotovena v $tyroch

L, Two  counterparts  are exemplaroch. Dve vyhotovenia s( urené
or the Client and the other two pre Objedndvatela a dalSie dve pre
: SUKL.
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Annex No.1 to the Centract for Work No
2472021

Costﬁ;ﬁ?ﬁmate and Statement of Work for
the GMP Inspection
Client:

AUROBINDO PHARMA LIMITED

Name and address of manufacturing site:
APL  Health care limited  Unit-I,
Sy.No.410/P,411/P,458/P, Plot no. S-
1/B,TSTIC SEZ, Green Industrial Park,
Polepally(Village),Jadcherla(Mandal),

Mahabub Nagar (District), Telangana
509302, India

Type of production:

non - sterile

The GMP  Inspection at  Client’s

manufacturing site will be performed by the
GMP Inspectors of State Institute for Drug
Control (abbreviation “SIDC”) on the date of
the GMP Inspection, specifically on 09. -
12.08.2021 upon the request and invitation of
the Client dated 28.06.2021.

In compliance with the SIDC Fees Guide
effective as of January 1, 2021 and in
compliance with Act No 18/1996 Coll. on
prices as amended, we have estimated the
cost of the GMP Inspection as follows:

Type of activity - costs:

Inspection in Premises of Human Medicines
Manufacturer in the Third Country

26 000,00 €

Issuance of the Certificate of GMP

Compliance of a Manufacturer

1000,- €

Priloha ¢ 1 k Zmluve o vykone
kontrolnej Cinnosti ¢ 24/2021

Odhad nakladov a zoznam pric
ku Kontrole SVP
Objednavatel:

AUROBINDO PHARMA LIMITED

Nézov a mieste vykonu Cinnosti:

APL  Health care limited  Unit-],
Sy.No.410/P,411/P,458/P, Plot no. 8-
1/B,TSIIC SEZ, Green Industrial Park,
Polepally(Village),Jadcherla(Mandal),
Mahabub  Nagar (District), Telangana
509302, India

Typ vyroby:
nesterilna

Kontrola SVP bude vykonana na mieste
vykonu ¢innosti Objednavatel’a inspektormi
Statneho Gstavu pre kontrolu liediv (skratene
,,él'JKL“) v termine Kontroly SVP, ato
v diioch 09, - 12.8.2021 na zaklade Ziadosti
Objednavatel’a zo diia 28.06.2021.

V sulade so Sadzobnikom vykonov sluZieb
SUKL, ktory nadobuda uginnost diiom
1.1.2021 a =zakonom ¢&. 18/1996 Z. z.,
o cenach v zneni neskorSich predpisov
odhadujeme cenu za vykonanie Kontroly
SVP takto:

Druh ¢innosti — ndklady:

Ingpekcia  vo  vyrobnych zariadeniach
vyrobeu humannych liekov v tretom State

26 000,00 €

Vydanie  Osvedéenia o  dodrZiavani
poZiadaviek spravnej vyrobnej praxe

1000,- €
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