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LIGUMS NR.
CONTRACT NO.

BV LATVIA LIGUMA NR. LV/973/15
BV LATVIA CONTRACT NO. LV/973/15
SERTIFIKACIJAS LIGUMS SF01A
CERTIFICATION CONTRACT SFO1A

2015.gada .
LIGUMA DALIBNIEKI (PARTIES TO THIS CONTRACT)
Sabiedriba ar ierobeZotu atbildibu “Bureau Veritas Latvia”, juridiska adrese Duntes iela
17a, Riga, LV-1005, Latvija, PVN reg. Nr. LV50003304441, talr.: +371 67323246, fakss: +371

67321730, turpmak saukts “BV Latvia” (below named as “BV Latvia”)
Iveta Lazdina

Valdes locekle (Member of the Board)

Sabiedriba ar ierobeZotu atbildibu ,,Rigas Austrumu kliniska universitates slimnica”,
Hipokrata iela 2, Riga, LV-1038, Latvija, reg. Nr. LV40003951628, talr.: +371 67042400,
fakss: +371 67042786, turpmak saukts “Klients” (below named as “The Client”)

Anita Slokenberga, Viesturs Boka, Kaspars Pliime
Valdes priekssedetaja Valdes loceklis Valdes loceklis
(Chairman of the Board) (Member of the Board) (Member of the Board)

Gundars Lacis, talrunis 26549889, e-pasts: Gundars A.Lacis@aslimnica.lv

Kontaktpersona sadarbibai ar “BV Latvia” (Contact person for liaison with “BV Latvia”)

abas kopa un katra atseviSski turpmak teksta — Puses/Puse, pamatojoties uz iepirkuma
»oertifikacijas audita veikSana Medicinisko iericu apstrades dienesta”, ID Nr. RAKUS
2015/02M, rezultatiem, noslédz $adu ligumu, turpmak saukts ,.Ligums” (hereinafter jointly
referred to as the ,,Parties” and each separately as a ,,Party”, on basis of the purchasing results
,Certification services for the Medical Devices Processing Sector”. ID No. RAKUS
2015/02M”, hereby conclude this contract below named ,,Contract”):

2. SAISTIBAS (OBLIGATIONS)

2.1.

2.2.

BV Latvia veic Klienta Medicinisko ieri¢u apstrades dienesta sertifikaciju saskana ar ISO
13485:2012 (Mediciniskas ierices. Kvalitates parvaldibas sist€mas. Reglamentgjosas prasibas.)
standartu, akreditéta sertifikata izdoSanu un wuzraudzibas auditus saskana ar tehnisko
specifikaciju (Liguma pielikums Nr.1) un finanSu piedavajumu (Liguma Pielikums Nr.2),
atbilstosi BV Latvia procediirai GPO1A-LV (Liguma Pielikums Nr.3). (BV Latvia conducts the
certification of the Client’s Medical devices processing service against ISO 13485:2012
standard (Medical devices. Quality management systems. Requirements for regulatory
purposes), issuance of an accredited Certificate of Approval according to the Technical
specification (Annex No.l to the Contract) and the Financial offer (Annex No.2 to the
Contract) in compliance with BV Latvia procedure GPO1A-LV (Annex No.3 to the Contract)).

Klients nodro§ina BV Latvia ar visu nepiecieSsamo informaciju un dokumentaciju saskana ar BV
Latvia procediiru GPO1A-LV (the Client provides BV Latvia with all necessary information and
documentation according to BV Latvia procedure GPO1A-LV).



3. LIGUMA DOKUMENTI (CONTRACT DOCUMENTS)

3.1

3.2

Zemak mingétie pielikumi ir neatnpemamas §1 Liguma sastavdalas. (Attached to this Contract are
the below indicated annexes, which forms an integrated part of this Contract).
Pielikums 1  Tehniska specifikacija.

Annex 1 Technical Specification.
Pielikums 2  Finans$u piedavajums.
Annex 2 Financial Offer.

Pielikums 3 BV Latvia procedira Klienta vadibas sistémas sertifikacijai ,,Bureau Veritas
Certification Sertifikacijas Pakalpojumi”, forma GPO1A-LV.

Annex 3 (BV Latvia Procedure for the Certification of Client’s Management Systems
,,Bureau Veritas Certification Certification Services, Form GPO1A-LV).

4. KLIENTA UZNEMUMS (THE CLIENT’S BUSINESS)

4.1

4.2

Klienta darbibas sfera (Scope of certification):
Medicinisko iericu apstrade — priekSapstrade, tiriSana,
dezinfekcija, inspekcija, pakoSana, sterilizacija,

glabasana.
Sertific€jamo vietu skaits (Number of sites seeking approval): 1
Adrese (Address): Hipokrata iela 2, Riga, LV-1038, Latvija

5. NOVERTESANAS TERMINI (TIME FOR ASSESSMENT)

5.1.

5.2

5.3

1.stadijas audits (1st Stage Audit): 2015. gada aprilis (April, 2015)
1.stadijas audits ietver planoSanu, auditéSanu uzpémuma, atskaitiSanos. (1st stage audit covers
planning, on-site assesssment, reporting).

2.stadijas audits (2nd Stage Audit): 2015. gada aprilis/maijs (April / May 2015)
2.stadijas audits iever planoSanu, atskaitiSanos, dokumentacijas parbaudi, auditéSanu
uznémuma. (2nd stage audit covers planning, reporting, document review, on-site assessment).

Standarts (Standard): ISO 13485:2012
Akreditacija (Accreditation) : DANAK (Danija)

Uzraudzibas audits (Surveillance audit): divi uzraudzibas auditi ik péc divpadsmit
kalendarajiem ménesiem tris gadu perioda, skaitot no 2.stadijas audita pédgjas dienas, ieprieks
Pusém vienojoties par audita datumu. (Two surveillance audits every twelfth month during a
period of three years, since the last day of 2nd stage audit, the Client and BV Latvia shall
previously agree the date of each assessment).

Uzraudzibas audits ietver planosanu, atskaitiSanos, auditéSanu uznémuma. ( Surveillance audit
covers planning, reporting, on-site assessment).

CENAS (PRICES)

Klients maksa par vadibas sistémas noveértésanu, akreditétu sertifikaciju un uzraudzibu tris gadu
perioda (The Client makes payment for assessment, accredited certification and surveillance of
Client’s management Ssystem within a three year time period): 12 945,00 EUR (divpadsmit
takstosi devini simti ¢etrdesmit pieci euro, 00 centi / twelve thousand nine hundred and forty
five euro, 00 cents). Cena ieklauts:



6.1.1 1.stadijas audits (1st stage audit)
1480,00 EUR (viens takstotis ¢etri simti astondesmit euro, 00 centi/
one thousand four hundred and eighty euro, 00 cents)
6.1.2 2.stadijas audits (2nd stage audit)
5875,00 EUR (pieci tukstosi astoni simti septindesmit pieci euro, 00 centi /
five thousand eight hundred and seventy five euro, 00 cents )
6.1.3 Pirmais uzraudzibas audits (First Surveillance audit)
2 795,00 EUR (divi tukstosi septini simti devindesmit pieci euro, 00 centi.
two thousand seven hundred ninety five euro, 00 cents)
6.1.4 Otrais uzraudzibas audits (Second Surveillance audit)
2 795,00 EUR (divi tukstosi septini simti devindesmit pieci euro, 00 centi.
two thousand seven hundred ninety five euro, 00 cents).

6.2. Liguma 6.1.punkta noraditaja kop&ja Liguma summa ietilpst visas izmaksas, kas Saistitas ar
sertifikacijas audita veikSanu, sertifikata sagatavoSanu un izsniegSanu, uzraudzibas auditu
veikSanu, ka ar1 specialajam uzraudzibas viziteém un papildus uzraudzibas viziteém (ja $is vizites
nepiecieSsamas) un visas citas izmaksas, kas BV Latvia var rasties saistiba ar Klienta Medicinisko
iericu apstrades dienesta sertifikacijas veikSanu. Klientam nav pienakuma veikt nekadus citus
papildus maksajumus. (The total amount as per Article 6.1. of the Contract includes all expenses
related to the performance of the certification audit, preparation and issuance of the certificate,
performance of surveillance audits, as well as special surveillance and follow-up visits (if such
visits are required) and other costs that may incur as a result of certification of the Client’s
Medical devices processing service. The Client is not obliged to make any other additional
payments).

6.3. Rékini un to apmaksa. (Invoices and payment):

6.3.1.Klients veic samaksu BV Latvia par katru sertifikacijas posmu atseviski 30 (trisdesmit) dienu
laika péc pienemSanas — nodoSanas akta abpusg€jas parakstiSanas un rékina sanemsanas. (The
Client makes payment for each certification stage separately within 30 (thirty) days after mutual
signing of the Act of delivery-acceptance and receipt of the invoice).

6.3.2.R&kins tiks izsitits vienas nedélas laika péc katra audita pabeigSanas. (Invoice will be sent in
one week after completion of each audit).

6.3.3. Maksajumus Klients veic ar parskaitijumu uz Liguma noradito BV Latvia bankas kontu (The
Client makes payment by bank tranfer to BV Latvia bank account specified in the Contract).

6.3.4. Liguma noteiktie maksajumi uzskatami par izdaritiem ar bridi, kad Klients ir veicis
parskaitijumu uz BV Latvia Liguma noradito bankas kontu (The payments under this Contract will
be deemed to be made when the Client has executed the amount tranfer to BV Latvia bank account
specified in this Contract).

6.4. Visas summas noraditas bez PVN (PVN ir 21%). All prices are VAT not included, VAT rate is
21%).

6.5. PVN Puses, veicot savstarpgjos norckinus, pieméro atbilstosi maksajuma bridi Latvijas
Republikas normativajos aktos noteiktas likmes apméra. PVN izmaigu gadijuma Puses jauno PVN
likmi piem@ro ar datumu, no kura ta stajas speka. (The Parties apply VAT rate in their mutual
payment settlement as specified in the normative acts of the Republic of Latvia at the moment of
payment. In case of changes in VAT rates, the Parties apply the new VAT rate with the effective
date).



7.
7.1

8.

KONFIDENCIALITATE (CONFIDENTIALITY)

Iznemot likuma noteiktos gadijumus, BV Latvia un Klients uzskatis par stingri konfidencialu
informaciju, kas iegtta §1 Liguma rezultata, un neizpaudis to treSajam personam bez rakstiskas
otras Puses pickriSanas. (Except as may be required by Law, BV Latvia and the Client will treat
as strictly confidential any information which comes into the possession of the parties to this
Contract and will not be disclosed to any third party without prior written consent of the other).

LIGUMA GROZISANA UN LAUSANA (AMENDMENTS AND TERMINATION OF THE
CONTRACT)

8.1. Puses ir tiesigas izbeigt Ligumu, savstarpgji rakstiski vienojoties. (The Parties are entitled to

8.2.

8.3.

8.4.

9.

terminate this Contract by mutual agreement in writing).

Ja kada no Pusém parkapj $1 Liguma nosacijumus, otrai Pusei ir tiesibas izbeigt So Ligumu,
pazinojot par to otrai Pusei rakstiska veida 1 (vienu) ménesi ieprieks. (If there is any material
breach of the terms of this Contract by either party, the other Party may terminate the present
Contract, by giving 1 (one) month’s written notice to the other Party).

Liguma lauSanas gadijuma atbilstibas sertifikats klust nederigs un Klientam japartrauc ta
lictoSana, un janodod sertifikats BV Latvia kopa ar citu sertifikaciju apliecino$o dokumentaciju.
(In the event of this Contract being terminated BV Latvia Certificate of Approval issued pursuant
hereto shall become invalid and the Client shall cease to use the same and return to BV Latvia
together with all documentation indicating certification).

Liguma ietvertie noteikumi var tikt groziti vai papildinati, abam Pusém parakstot papildus
vienoSanos, kas kliist par §1 Liguma neatpemamu sastavdalu. (The Contract terms may be
amended or supplemented by signing an additional agreement by the Parties which becomes an
integral part of the Contract).

STRIDI (DISPUTATION)

9.1.Stridi, kas radusSies starp BV Latvia un Klientu, izskatami Latvijas Republikas tiesa saskana ar

9.2.

9.3.

Latvijas Republika speka esoSiem normativajiem aktiem, ja stridu ieprieks nav izdevies noregulét
savstarp&ju sarunu cela. (The controversies arisen among the BV Latvia and the Client should be
settled by the court of the Republic of Latvia accordingly to acting legislation of the Republic of
Latvia, if they have failed to settle the controversies by negotiations).

Jebkuram stridam jabit izskatitam, pamatojoties tikai uz So Ligumu un Latvijas Republikas
normativajiem aktiem. (Any disputation should be retried on the base of this Contract and
normative acts of the Republic of Latvia).

Ja Liguma teksts anglu valoda atskiras no Liguma teksta latviesu valoda, tad prieksroka tiek dota
Liguma tekstam latvieSu valoda. (If the text in Latvian differs from the text of Contract in
English, then preference is given to the text in Latvian).



10. LIGUMA DARBIBAS LAIKS (DURATION OF THE CONTRACT)

10.1. Ligums stajas spéka ar ta abpusgjas parakstiSanas bridi, tick noslégts uz 3 (tris gadiem) un ir
speka lidz saistibu pilnigai izpildei. (The Contract comes into the force with signing it by both
parties and is concluded for 3 (three) years. The Contract is valid till completion of obligations).

11. SERTIFIKATA DERIGUMA TERMINS (VALIDITY OF CERTIFICATE)

11.1.Sertifikata deriguma termins ir 3 (tris) gadi no sertifikacijas apstiprinaSanas dienas, ja $aja laika
tiek veikta Klienta vadibas sistémas sistematiska uzraudziba. (Certificate is valid for 3 (three)
years from the certification approval date provided that during this period annual surveillance
audits of the Client’s management system are carried out).

12. CITI NOTEIKUMI (OTHER TERMS)

12.1. Ja tiesibu aktu izmainu gadijuma kads no Liguma noteikumiem zaud€ spéku, tad Ligums
nezaudé speku ta pargjos punktos, un $ada gadijuma Pus€m ir pienakums piemérot Ligumu
atbilstos$i spéka esoSo tiesibu aktu prasibam (If any of the Contract terms becomes invalid as a
result of changes of legal acts, the other Contract terms remain valid and in such case the Parties
are obliged to apply the Contract to meet the requirements of the existing legal acts).

12.2. Ja kadai no Pusém tiek mainits juridiskais statuss, atraSanas vieta, banku rekviziti, vai vaditaji,
ta nekavéjoties rakstiski pazino par to otrai Pusei. (If either Party changes its legal status, place of
residence, bank details, or management, the Party concerned forthwith shall notify the other Party
of the changes).

12.3. PusSu reorganizacija vai to vaditaju maina nevar biuit par pamatu Liguma vienpusgjai
izbeigSanai. Gadijuma, ja kada no Pusém tiek reorganizéta vai likvidéta, Ligums paliek speka un
ta noteikumi ir saistoSi ligumslédz€jas Puses tiesibu parnémé&jam. (The restructuring of the
Parties of change of their management shall not the reason for unilateral termination of the
contract if either Party is restructured or liquidated).

12.4.Puses nav tiesigas pilnigi vai dalgji nodot $aja Liguma noteiktas tiesibas, pienakumus un
saistibas treSajam personam bez otras Puses rakstiskas piekrisanas. (The Parties are not entitled to
tranfer fully or partially the rights, duties and liabilities specified in this Contract, to a third
person without a written consent of the other Party).

12.5Ja starp Liguma noteikumiem un Liguma pielikuma Nr.3 BV Latvia procediira Klienta
vadibas sistemas sertifikacijai ,, Bureau Veritas Certification Sertifikacijas Pakalpojumi”, forma
GPO1A-LV” noteikumiem rodas pretrunas, noteicosie ir Liguma noteikumi. (In case of
contradictions between the provisions of the Contract and Annex. 3 of the Contract ,,BV Latvia
Procedure for the Certification of Client’s Management Systems ,, Bureau Veritas Certification
Certification Services, Form GPO1A-LV ", the Contract provisions prevail).

13.LIGUMA EKSEMPLARU SKAITS (NUMBER OF CONTRACTS)

13.1.Sis Ligums sastadits 2 (divos) eksemplaros latvie$u un anglu valoda uz 6 (se$am) lapam, no
kuriem viens glabajas pie BV Latvia, viens pie Klienta. Katram Liguma eksemplaram pievienots
Pielikums Nr.1 , Tehniska specifikacija” uz 1 (vienas) lapas, Pielikums Nr.2 ,Finansu
piedavajums” uz 1 (vienas) lapas, Pielikums Nr.3 ,,BV Latvia procediira Klienta vadibas sist€mas



sertifikacijai ,,Bureau Veritas Certification Sertifikacijas Pakalpojumi”, forma GPO1A-LV” uz 8
(astonam) lapam. Abiem Liguma eksemplariem ir vienads juridiskais spéks. (This Contract is
concluded in 2 (two) copies in Latvian and English on 6 (six) pages, each party receives one
copy. Both copies of this Contract, have equal legal force. The following annexes are attcahed to
each copy of the Contract: Annex No.1 ,, Technical Specification” on 1 (one) page, Annex No.2
Financial Offer” on 1 (one ) page, Annex No.3 ,, BV Latvia Procedure for the Certification of
Client’s Management Systems ,,Bureau Veritas Certification Certification Services, Form

GPO1A-LV on 8 (eight) pages).

14. PARAKSTI (SIGNING OF CONTRACT)

SIA “Bureau Veritas Latvia”

Reg. Nr. 50003304441

Adrese: Duntes iela 17a, Riga, LV-1005
Banka: AS SEB banka

Bankas kods: UNLALV2X

Konta Nr. L\VV22UNLA0001016469423

I.Lazdina
Valdes locekle
(Member of the Board)

SIA »Rigas Austrumu kliniska
universitates slimnica”

Reg. Nr. 40003951628

Adrese: Hipokrata iela 2, Riga, LV-1038
Banka: AS Swedbank

Bankas kods: HABALV?22

Konta Nr. LVV24 HABA0001407045805

A.Slokenberga
Valdes prieks§sedetaja
(Chairman of the Board)

V.Boka
Valdes loceklis
(Member of the Board)

K.Plume
Valdes loceklis
(Member of the Board)



Pielikums Nr.1
(Annex No.1)

2015.gada . ligumam Nr.
(Contract No. dd......... 2015
TENHISKA SPECIFIKACIJA

TECHNICAL SPECIFICATION

Merkis:

Novertét SIA ,,Rigas Austrumu kliniska universitates slimnica” (turpmak teksta — Klients)
Medicinisko iericu apstrades dienesta (turpmak teksta — MIAD) kvalitates vadibas sist€émas
atbilsttbu ISO 13485:2012 ,Medicinas iekartas. Kvalitates parvaldibas sistémas.
Reglament&josas prasibas” standartam (turpmak [SO 13485).

(Objective: to make conformity assessment of the quality management system of SIA ,, Rigas
Austrumu kliniska universitates slimica” (hereinafter referred to as ,,the Client”) the Medical
Devices processing service (hereinafter referred to as ,,MDPS”) compliance to ISO 13485:2012
standard (hereinafter referred to as ISO 13485) ,, Medical devices. Quality Management
systems. Regulatory requirmements”).

Tehniskais apraksts (Technical Description)

1. BV Latvia javeic sertifikacijas audits (gatavibas noveértéjums un sertifikacijas audits) par
MIAD kvalitates vadibas sistemas atbilstibu ISO 13485, ka arm1 2 gadu uzraudzibas
pakalpojums par minéto standartu. (BV Latvia shall perform the certification audit
(conformity assessment and certification audit) of compliance of MDPS quality
management system to I1SO 13485, as well as shall provide 2 year surveillance services
against the above mentioned Standard).

2. Sertifikacijas audits javeic sertifikacijai pieteiktaja sfera vadibas, pamatdarbibas un atbalsta
procesiem. (The certification audit shall be performed in accordance with the determined
scope for the management, basic and support processes).

3. Atbilstibas gadijuma jaizsniedz akreditéts sertifikats, kas apstiprina MIAD atbilstibu ISO
13485 standartam. Sertifikatiem jabiit noformé&tam latvieSu valoda (1gab.) un anglu valoda
(1gab.) ar deriguma terminu ne mazak ka 3 (tris) gadi. (In case of conformity, an accredited
Certificate of Approval shall be issued certifying MDPS conformity to 1ISO 13485 standard.
The certificates shall be issued in Latvian (1 pc) and English (1 pc) with validity term no
less than 3 (three) years).

4. Pgc sertifikata izsniegSanas, javeic uzraudzibas auditi, saskana ar starptautiski pienemto
sertifikacijas procesu (ne mazak, ka 2 uzraudzibas auditi [idz nakamajam parsertifikacijas
auditam). (After issuance od certificates, the surveillance audits should be carried out in
accordance with internationally accepted certification procedure (no less than 2 surveillance
audits until the subsequent recertification audit)).

5. Parbaudes javeic Klienta telpas. (The assesment shall take place in the premises of the
Client).

6. Parbaudém janotiek Valsts valoda. (The assessment shall be in the State language).

Rezultats: (The Result)

Veikta akreditéta sertifikacija un izsniegts atbilstibas ISO 13485 sertifikats; veikti periodiskie
uzraudzibas auditi. (An accredited certification is accomplished and 1SO 13485 compliance
certificate is issued; regular surveillance audits are carried out).



Pielikums Nr.2 (Annex No.2)

2015.gada . ligumam Nr.
(Contract No. dd............. 2015)
FINANSU PIEDAVAJUMS

FINANCIAL OFFER

N. Cena EUR bez PVN par visu apjomu
p.k. Nosaukums (Name) (Price Eur without VAT )
Sertifikacijas audita veikS§ana Medicinisko iericu
apstrades dienesta
L (Performance of certification audit in Medical 7355,00
devices processing service)
Sertifikacijas audita 1. uzraudziba 1 (vienu) gadu
pec sertifikacijas pieskirSanas
2 (The 1st surveillance audit 1 (one) year after 2795,00
certification)
Sertifikacijas audita 2. uzraudziba 2 (divus)
3 gadus pec sertifikacijas pieskirSanas 9795.00
" | (The 2nd surveillance audit 2 (two) years after ’
certification)
Kopé&ja summa EUR bez PVN par visu apjomu: 12945,00

(Total amount EUR without VAT )




