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ITonuTHKAaTa Ce Mpujara 3a BCUYKU
ciyxureny Ha "Ap enn lu Cepeucus”
OO/.

FOR INTERNAL USE ONLY.
CONFIDENTIAL INFORMATION OF R&D
SERVICES. NOT TO BE COPIED OR
DISTRIBUTED.
AN UPDATED VERSION OF THIS DOCUMENT IS
ACCESSIBLE FROM THE DOCUMENTAL
DATABASE OF R&D SERVICES AND CAN BE
PROVIDED TO EXTERNAL INTERESTED

CAMO 3A BLTPEIIHA VIIOTPEBA.
TMOBEPUTEJIHA UHOOPMALIMA HA "AP EHJI
I CbPBUCH3". TA HE CE KOITHMPA 1
PA3IIPOCTPAHSBA.

JOCTBII 10 AKTYAJIHA BEPCHA HA
JOKYMEHTA UMA B BASATA JOKYMEHTH
HA "AP EHJ1 11 CBbPBUCH3".

[1PU TIOUCKBAHE CE INPEJOCTAB HA

PARTIES ON REQUEST

BBHIIIHW SAMHTEPECOBAHM CTPAHU




1.  SUMMARY

1.  PE3IOME

1.1 Introduction

1.1 BnBenenue

R&D Services Ltd. is a company registered in
Bulgaria and fully dedicated to its customers
and other interested parties. Our mission is to
provide high-quality services to Sponsors and
Contract Research Organizations (CROs),
with contract-regulated scope of services,
while reducing to a minimum the negative
impact of our activity on the environment.

"Ap ean u CevpBucuz" OO/l e xomnanus,
OpHUEHTHpAaHa H3LSAJIO0 KbM KIHEHTUTE H
3aWHTEPECOBAHUTE CTPAaHH U PETHCTPHpaHA B
Bbenrapus. Hamara mucus e 1a npeioctaBsiMe
BHUCOKOKAYE€CTBEHU yCIyTH Ha
opranuzanuure Ha Cnoxcop u Ha JloroBopHH
uscnenoparencku  opranmzamu  (CRO),
KBJIETO JAOTOBOPHUTE OHpEeAeNsT oOXBara Ha
yCIyTuTe, IpU HaMaJsiBaHE 10 MUHUMYM Ha
HETaTUBHUTE BB3JEHCTBUS BBPXY OKOJIHATa
cpefa, B pe3yJiTaT Ha IeHHOCTTa HU.

1.2  Objective 1.2 Iea

By creating this Policy and maintaining a | Ce31aBaiiki Ta3K MOJMTHKA U NOAIbPKAKKA
Management System based on the | Cucrema 3a  ympaBieHue Ha  Oasa
ISO9001:2015 and ISO  14001:2015 | ISO 9001:2015 wu  ISO  14001:2015,

standards, the management and the entire
team of R & D Services Ltd. would like to
build a higher level of confidence in the
services offered by the company.

PBHKOBOJICTBOTO U Lienust ekun Ha "Ap enn Ju
CropBucuz" OO/l ucka fa OCUTypU BHCOKO
HUBO Ha [IOBEpUE B NpeJIaraHUTe OT
JPYKECTBOTO YCIIYTH.

1.3  Scope

1.3 Oo0xBar

This Policy is applicable to all employees and
subcontractors of R&D Services.

Tasu IlonuTvka € mpuioxuma 3a BCHYKH
CIY>KUTENU U NOAU3IBIHUTENX Ha "Ap eHJ
Ju CepBucuz”.

1.4 Document History

1.4 Hcropusi Ha JOKyMeHTa

Version Major changes from Bepcusi | 3HauMMH NpOMeHH CIIPSIMO
No. previous versions Ne NpeJHIIHA BepCHHU
1.0 New Policy 1.0 Hosga [lonutuka
Adoption of the policy of the ITpuemane Ha [lonuTHkara Ha
2.0 2.0
new General Manager HoBus General Manager
3.0 Implementation of ISO 3.0 Buenpsisane na ISO
' 14001:2015 ’ 14001:2015
[loTBBprK1aBaHE HA
Confirmation of the adequacy aJIeKBaTHOCTTA U
4.0 and relevance of the policy by 4.0 aKTyaJIHOCTTa Ha MOJMTHKATa
senior management OT CTpaHa Ha BHUCIIETO
PBKOBOZICTBO
2., POLICY 2. NOJUATHKA
2.1 We work in compliance with the 2.1 Hue paboTuM B CHLOTBETCTBHE C

requirements specified in our Quality

HW3HWCKBaHUATA, ONpCacICHU B
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and Environmental Management
System consisting of controlled
Policies and Standard Operating
Procedures (SOPs) and instructions;
in conformity with the legal and
regulatory provisions, ICH GCP and
other  international  regulations
applicable to clinical trials, and in
accordance with the demands of our
customers, including the
requirements on  environmental
protection.

Hammata CucrteMa 3a ylpaBlIeHHE Ha
Ka4eCTBOTO M OKOJHAaTa Cpena,
CBhCTOSIIIA CE€ OT KOHTPOJIHPaHH
[Tonutuku u CranpnaptHu
omeparuBHu mpoueaypu (COIl) u
HHCTPYKIMH, U B CHOTBETCTBHE C
HOPMATHBHHUTE U  pETYJaTOPHH
umsuckBanus, I[CH GCP u npyru

IIPUIIOKUMHU 3a KIIMHUYHUTEC
U3 TBAHUA MECXKIAYHapOIHH
PEriIaMeHTH, KaKTO 151 C

HN3UCKBAHUATA Ha HAIIUTC KIIHCHTH,
BKJIIOUUTEIIHO C HW3HCKBaHUATA 34
OIla3BAaHE Ha OKOJIHATa Cpe€aa.

2.2 We are committed to the constant 2.2 Hue cme IIOCBETEHU Ha
improvement of the functionality and HEMPEeKbCHATOTO TOAOOpPEHHE Ha
efficiency of our Quality and pe3yJiTaTHOCTTa ¥ €()EKTUBHOCTTA Ha
Environmental Management System, pamarta CucTema 3a yIpaBlICHHE Ha
through regular inspections KauecTBOTO W OKOJHATa Cpena, upes
performed under our procedures, pPEIOBHU Iperyieau CHIJIACHO
taking in consideration the changes in HAIUTE TPOIEAYPU, KaTo B3eMaMe
the external regulatory environment, IpeBU] TIPOMEHUTE BbB BBHIIHATA
and adequately responding to peryyiaropHa cpeia, KakTo H B
findings of different audits, checks OTrOBOpP Ha KOHCTATaly OT OJUTH,
and inspections. NIPOBEPKU U MHCIIEKIIUH.

2.3 Itis our utmost priority to meet the 2.3 Ot Hali-ToJIIMO 3HAYCHHE 3a HaC € J1a

expectations of our customers;
therefore, we hereby commit
ourselves:

U3IIBJIHUM OYaKBAaHHUATA HA KIUCHTUTC
U CC aHTaXXHpaMe:

2.3.1 To make the necessary efforts to the

purpose of satisfying in full the
expectations and demands of our
customers and other entities interested
in our activity and to negotiate in
advance the outcomes of any given
project;

2.3.1 Jla moimarame HEOOXOAUMUTE yCHIIHS,

C Ilell Ja OTrOBOPUM HAIlBJIHO Ha
OuakBaHMATa ¥ H3UCKBAHMATA Ha
HallWUTe  KIWEHTH U JIpYIH,
3aMHTEPECOBaHM OT JACHHOCTTa HH
CTpaHH W  TPEABApUTENHO  Ja
JIOTOBOPUM pe3yJITaTuTe OT JaJeH
MPOEKT;

2.3.2 To propose solutions and support for

the smooth and effective management
and administration of the clinical trial
centres chosen by the customers;

2.3.2 Jla mpeasioKUM pELIEHHs U IoIKpena

3a IIaJKOTO U €(EKTUBHO yIIPaBICHHE
¥ aJMUHUCTPHUPaHE Ha IIEHTPOBETE 3a
KJIMHWYHY U3MUATBAHUS, U30paHu OT
KJIMEHTHTE;

2.3.3 To assume any additional tasks from

our customers with minimal
intervention to the processes;

2.3.3 Jla mpuemMeM JONBJIHATEIHH 3a1a49d OT

HAIIUTE KJIMEHTH ¢ MHHMMAJIHA Hameca
B IIPOLIECHUTE;




2.3.4 To provide support for the timely
resolution of any issue and to request
assistance from the Sponsor/CRO in
due time, should our internal resources
prove insufficient;

2.3.4 Jla cpaeiicTBamMe 32 CBOEBPEMEHHO
pelliaBaHe Ha BBIIPOCUTE U HaBpeMe Jia
HCKaMe ChACHCTBHE OT
Cnoncopa/CRO, xoraTo Hammre
BBTPEIIHU BH3MOXHOCTH CE€ OKa)KaT
HEJOCTaThUHU;

2.3.5 To maintain regular, open and
transparent communication with our
customers;

2.3.5 la nopabppxame peoBHA, OTKpUTA U
Mpo3pavHa KOMYHHUKAIUS C HAIIUTe
KIIMEHTH;

2.3.6 To generate feedback on our
performance and look for opportunities
for improvement;

2.3.6 la cxbupame obpaTHa Bpb3Ka 3a
HAIIeTO MPEACTaBSIHE U Ja ThPCUM
BB3MOXKHOCTH 32 TIO00pEHHE;

2.3.7 To guarantee a reduction, and where
possible, prevention of contamination,
and improvement of our effectiveness
toward the natural environment,
achieved through eco-friendly
performance of our activities, efficient
management and reduction of our
activity-generated waste, reasonable
utilization of resources and
encouragement of the  personal
responsibility of our employees with

2.3.7 la rapaHTUpaMe HaMalsiBaHE U MPHU
BB3MOXHOCT  IpENOTBpaTsBaHE Ha
3aMBpCSIBAHETO M MNOJOOpsiBaHE Ha
pe3yJITaTHOCTTAa  CHOPSIMO  OKOJTHATa
cpena, U3pa3sBallo ce B
€KO0JIOTOCBOOPa3HO M3BBpIIBaHE Ha
JieiiHocTUTe, ePUKACHO YIpaBJICHUSA U
OrpaHMYaBaHe Ha TEHEPUPAHUTE OT
NeWHOCTTa OTHagbLid, B pPa3syMHO
U3I10J13BaHE HA PECYPCH U HaChpYaBaHe
Ha I[IepcOHaJHAaTa OTrOBOPHOCT Ha

regard to the protection of environment; CIy’)KUTEIMTE KbM  OIla3BaHE€ Ha
OKOJIHATA Cpena;

2.3.8 To be familiar with and implement the | 2.3.8 Jla  mo3HaBaMme u  mpuiarame

provisions of the applicable local, U3ACKBAaHUATA  HA  I[PHJIOKUMHUTE

national and international regulations;

MECTHH, HALIMOHATHU ¥ MEXTyHAPOIHU
HOPMATHUBHU TOKYMEHTH;

2.3.9 To determine the organization’s context
and all external and internal issues
concerning the management, as well as
any changes to these issues;

239]la ompemenuM  KOHTEKCTa  Ha
OpraHu3alysiTa ¥ BCHYKH BBHHIIHH H
BBTPELIHU BBIIPOCH, Kacaelu
YIPABICHUETO, KaKTO U NPOMEHUTE B
TAX;

2.3.10 To identify and periodically review all
requirements — our own, of the
customers and of other interested
parties, connected with the

2.3.10 la ompenenuM © TEPHOAUYHO Ja
pasriexgaMe BCUYKM H3UCKBaHUS —
COOCTBEHHM, KIMEHTCKH M H3MCKBAHUS
Ha JpYyr'H 3aMHTEPECOBAHU CTpaHH,

Management System. CBBpP3aHH  CbC  CHCTeMaTa  3a
yIIpaBJICHHE.
2.3.11 To identify the risks and opportunities | 2.3.11 Jla  ompemesiuM  puckoBeTe  H

for the business processes and
environmental management processes,

Bb3MOXHOCTHUTE 32 OH3HEC mponecuTe
M TIPOLNECUTEC TIIO YIIPAaBJICHHE Ha
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the owners of these risks and OKOJIHATa cpela, COOCTBEHHIIUTE Ha
opportunities, the  criteria  for T€3W PHUCKOBE M  BB3MOXKHOCTH,
assessment of the risks and KpUTEpHUUTE 32  OIEHSIBaHE  Ha
opportunities, as well as the level of PHCKOBETE M BH3MOXKHOCTHUTE, KAKTO U
acceptable risk and planning the HUBOTO Ha TIIPUEMIIUB PUCK U
necessary actions depending on the risk TJTaHUpaHe Ha HEOOXOTUMUTE
assessment. NEACTBUS B 3aBUCHMOCT OT OIICHKATa
Ha pHCKa.

2.4  Our quality and environmental policy | 2.4 Hamara momuTHka MO Ka4decTBO U
will be communicated and accessible to OKOJIHa cpefa me Obae choOlleHa u
all company employees, to secure their JIOCTBITHA JI0 BCHUYKH CIIy>KUTENU HA
knowledge and observance thereof. KOMITaHUATA, 3a Ja s I[I03HaBaT U

cliesBart.

2.5 On request, the Policy will also be | 2.5 Ilpu mouckBaHe, NOJUTHKATA 1€ ObJe

provided to any external parties that
may be interested.

IIpeaoCTaBsIHa )41 Ha BBHIIIHH

3aUHTCPCCOBAHU CTPAHU.

3. REFERENCES

3.  CHIOBTCTBAIIHA
AOKYMEHTH i

Company Document
Index WI_RDS 01 T04

[Tokazaiier] Ha GUPMEHUTE JOKYMEHTH
(Company Document
Index WI RDS 01 T04)

Management of controlled
documents WI_RDS 01

VYnparieHre Ha KOHTPOJIUPAHUTE
mokymentr (Management of controlled
documents WI RDS 01)







