Quality Management System

Quality Manual
p ha rm QM-2022-04_24-Jan-2024
expert Page 1 of 34

Quality Manual

| SO 9001:2015
Quality Management System

PharmExpert LLC

CONFIDENTIAL



Quality Management System
Vpharm Quality Manual
QM-2022-04_24-Jan-2024
" expert Page 2 of 34
TABLE CONTENTS
18 oo [T f oo S 4
GENERAL SUMMARY ..ottt sttt sttt sttt st stea s ae e seeste s s seessseesaeeaaseesseeanseessseasesssseeseesnsennsenss 4
oo o TSRO 5
2. NOrMALIVE REFEIENCES......cceeecieeie ettt e et e e e s ae e teeseesaeenseeneesreenseeneeaneetesneenren 5
2.1 EXErNal REFEIEINCES......c.ee ettt sttt e st e te et e s ae e teentesreesreenseeneeareenteeneennen 5
2.2 INErNEl REFEIENCES.......cieiie ettt et e st e e te et e s ae e aeestesaeesaeeseeneesreenteeneennen 5
3. TermMS AN DEfINITIONS .....oceecieeece ettt e e st e e e esae e seenaesreeseeneeeneeteeneennen 6
4. Context Of the OrganiZatION..........ceiieieiee et e e e e e teeeesre e teeneesneesreenreans 7
4.1 Understanding the Organization and itS CONLEXL ...........cceeiveieieereeie et 7
4.2 Understanding the Needs and Expectations of Interested Parties...........ccccceveevevieseececce e, 8
R L == IS 0= 0 T0] o = 8
4.2.2 EXTEINGl SEAKENOIAEY'S ......eeiee ettt ettt ettt st st e e st e e beeat e s teeebe e beeabeeasesaeesheesaeesbeenseeasesaeesbeenbeenteenteensesneesaes 8
4.3 Determining the SCope Of thE QM S ... ..o 9
A4 QMS N0 ITS PIOCESSES ... .eeveeieeteestee it eee st e ste e e steestesseesseesseaseesseesseeseesseeseaneesseesseeneesneenseensesneessennsenns 9
R 7= o= - | SRRSO 9
4.4.2 QS, PV ProCEAUIrES aN0 PrOCESSES .......ccviieieiieeieesiee e esiestesaesaeesteesseeseassessessseesteesteestesnsessesssessssessesnsesnsesnssssenssenssens 10
CI = Vo [ 1 o OSSP 12
5.1 Leadership and COMIMITMENT ..........coiiiiiieciece et re e reete e sreeresnnesnaenens 12
DL L GENENEl ...oovoveeciceetse sttt s bbb bbb A Rttt 12
5.1.2 CUSIOME/CHENE FOCUS.......uviitieeteeiteeteciesee st e st e eteeete st e eteesbeesbe e beeasesasesaeesaeesbeeseeaseesseaseesteesteenbesstesaeesaeesaeesseenseenrenns 12
oI o o, USSR 12
5.2.1 Developing the QUAIILY POIICY .....cuieiecie ettt e e s et teeae e et e e s te e te e teeteentesneesanesreenseensenns 12
5.2.2 Communicating the QUAITLY POIICY .....ccueiie ettt et et e st e s te e be e teesteetesaeesaeesreenseensenns 13
5.3 Organizational Roles, Responsibilities, and AUtNOMTIES...........cccceeieie i 13
L = ] 1 o OSSP 15
6.1 Actionsto Address Risks and OPPOITUNITIES.........ccccuiiieiieiie ettt s sre e 15
6.2 Quality Objectives and Planning to AChIEVE TREM ..o 15
6.3 Planning Of CRANGES........c.eiuiiiiieieitesi sttt e et bbbttt e e e b e nae b et e eneeaeeneas 17
RS S o] o Lo TSR T R ORRPPTRT 17
8 = 0 T 0= SRR 17
T L L GENEIEAl ..ottt bbbt s sttt 17
7. 1.2 HUMGN RESDUICES .......eeevieiteeeitieeteeestee et esteeeteeasseesteeeasee e seeeaseeesseeeaseeasseeeaseeaaseeeseeeseeeaseeenseeeaaeeeseeesnneesneeennsensnns 17
T LB INFTASITUCIUIE. ...ttt ettt st s b e e te et e et e eaeeebeeebe e beeasesasesaeesaeesheenseeaseeasaaseeabeenbeenbeestesnsesaeesaeesseenseensenns 18
7.1.4 Environment for the Operation Of PrOCESSES.........cccciiiiiiiceeiteeie e e seseesee e e ste e te s e s esraesteesteesseetesnnesaeesreenseensenns 18
7.1.5 Monitoring and MEBSUING RESOUITES .........ccuerueeieierterie st eterieeueeeessesteseesbesaeeaesseesesesseabesaesaesaeensensassesbesaesseeneensansans 18
7.1.6 MESUrEMENt TraCEADIIITY ......cceeuiriiietiriiet sttt b et b ettt e b st st e e ne bt ene e 18
7.1.7 Organizational KNOWIEAGE .......coueiiiie ettt et b et e h et et ebese e bt s heebe e e e e e seesbesbesbesbeeneenseneans 18
7.2 COMPELENCE ...ttt ettt ettt b et e e he e bt e et he e s e e et she e bt e et eh e e b e et e ehe e b e et e snn e beeanenan e e e enn e 19
R B AN = = 1SS 20
7.4 COMIMUNICBLION ......veietieciieceteeeteeeste e et e e eteeeaeesbeesseesteesaseesseeeaseesseeeaseeaseesaseesseesnbeessseeseesaseesensssenasensn 20
7.4.1 INtErNal COMMUIICATION .....v.vveeereeeeeeeeee et eeee e st ee st st seseseseseeeseses et et et esseseeseeeseesesesesesseseseseseseeeeenenen et et st seseseeeeneeeeneeas 20
7.4.2 EXtErnal COMIMUNICALION ........cciuieitieieiiesee e st esteeste et e et e et e et e et e e tesatesaeesaeesaeeseeaseesseaseesseesseeteensesnsesanesaeesseenseensenns 20
7.5 DocumMeEnted INFOIMELION .......ccvieiiieiiecciie ettt et e e e e e s se e e be e sreeebeesseeeseesneeereasnneenseesn 21
T5. L GENEYEL ...ttt ettt ettt e s e st e s bt e eteeteeae e e bt e e be e be e be e beeateaheeaheeaheebeeabeeaeeabeeabeeabeeabeebeentesaeesaeeareeteenreans 21
7.5.2 Creating @0 UPOALiNg ........coeoeieeeee ettt b et e s et see b e s st bt e e e e e eeseeebesbeebeeaeeneenseseenbesbesbeeneensentans 22
7.5.3 Control of Documented INFOIMELTON............coeiiiiie e et e st be et e beetesaeesaeesreenseenreans 22

CONFIDENTIAL



Quality Management System

Quality Manual

p ha rm QM-2022-04_24-Jan-2024
expert Page5 of 34

Y

&N

This QM reviews once in 3 years. Earlier review/actualization is subject if there is a magjor change in the
processes described in the QM.

1. SCOPE

Pharmex has devel oped and implemented a QM S to demonstrate its ability to consistently provide services
that meets clients and applicable regulatory requirements, and to address customer satisfaction through the
effective application of the PV System, including continual improvement and the prevention of
nonconformity.

QMS ensures that our quality objectives, policies and procedures are embedded into our daily operations
and are adhered to at al times.

The QM S of PV system in Pharmex includesaQM, summary of structures, Standard Operation Procedures
(SOP) and processes to achieve the quality objectives (1 6.2).

Since our business is international, the manual and all related documented information has been prepared
in English language.

2. NORMATIVE REFERENCES

2.1 External References

External references are collected in the «Normative References» (RO1T-SOP-QA-002).
2.2 Internal References

SOP-QA-003 «Pharmacovigilance Glossary»

SOP-HR-001 «Human Resources M anagement
SOP-HR-002 «Training»

SOP-PV-001 «Adverse Event Processing»

SOP-PV-006 «L iterature Monitoring»

SOP-PV-012 «Safety Communication to HCPs_non-HCPs»
SOP-PV-015 «Service agreements»

SOP-PV-017 «Handling of RA Requests»

SOP-QA-001 «GDocP

SOP-QA-002 «SOP on SOP»

SOP-QA-004 «Non-Conformity Management»
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Procedur e — specified way to carry out an activity or a process.
Quality management system (QM S) — a part of a management system with regard to quality.
Quality manual (QM) — specification for the QM S of an organization.

Quality planning — part of quality management focused on setting quality objectives and specifying
necessary operational processes, and related resources to achieve the quality objectives.

Quiality policy — policy related to quality.

Quality system (QS) — the sum of all aspects of a system that implements quality policy and ensures that
guality objectives are met.

Quality system of a pharmacovigilance system — the organizational structure, responsibilities,
procedures, processes and resources of the PV system as well as appropriate resource management,
compliance management and record management.

Risk — effect of uncertainty.

Risk-benefit balance —an evaluation of the positive therapeutic effects of the MP in relation to the risks,
i.e. any risk relating to the quality, safety or efficacy of the MP as regards patients’ health or public health.

Top management — person or group of people who directs and controls an organization at the highest level.
For other terms and definitions refer to the SOP-QA-003 «Pharmacovigilance Glossary».

4. CONTEXT OF THE ORGANIZATION

4.1 Understanding the Organization and its Context

Pharmex has determined external and internal issues that are relevant to its purpose and its strategic
direction and that affect its ability to achieve the intended result(s) of its QMS.

Assigned employees of Pharmex monitors and reviews information about these external and internal issues
and top management perform analysis.

Theinternal issue of the Pharmex’s environment includes:

e Organizationa structure
e Infrastructure
e Resources (material and human) to achieve the stated objectives

Internal factors are related to the knowledge and results of the work of Pharmex. These factors are of a
strategic nature and can have both a positive and a negative impact on the activities of internal factors and
are taken into account when providing servicesin the field of PV.

The external elements of the Pharmex environment include:
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