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About creatic

,COE CREATIC as the flagship in CEE region, provides excellent research of gene and
somatic cell therapy to deliver safe, accessible and affordable personalised treatment
of life-threatening or chronically debilitating rare disease patients that are
conventionally considered incurable.”
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Teaming up with advanced partners

CZECRIN
=
/ UNIVERSITAT UNIVERSITY OF ;
~ Fraunhofer UNIVES USRS O gt
1Z1 PO
* excellence in research, * excellence in clinical * excellence in biomedical
development and training research, immuno- innovation law; IP, data, and
R&I&D in the fields of ATMP gene monitoring and biomarker technology management; and
and cell therapies research legally supported RRI
framework

centre management
Research e e * education and training * stakeholder engagement
* knowledge valorisation

support data management
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Part2
| Human Investigational Medicinal Products

1 MANUFACTURING OPERATIONS
1.1 Sterile Products
1.1.1 Aseptically prepared (processing operations for the
following dosage farms)
1114 Smallvolume liquids

1.1.3 Batch certification
1.3 Biological medicinal products
1.3.1 Biological medicinal products {list of product types)

1313 Celltherapy products

1.3.2 Botch certification (list of product types)
1323  Celltherapy products

1. 5 Packaging
1.5.2 Secondary packing

in  connection  with  manufacturing
no 17692/2/INS/06, last variation no sukls125048
on 26.10.2015 in accordance with Ari/13 of Directive
2001/20/EC transposed in the followifig national legislation:
Section 57 of the Act No 378/2007 Call, an Pharmaceuticals Any restrictions or clarifying remarks related to the scope of

and on AmendmertsTo Some Related Acts (the Act on this certificate:

Pharmaceuticals), as amended. 1.3.1.3 Cell therapy products -

¢ autologous and alogenous investigational medicinal
products based on in  vitro cultivation of

1.6 Quality control testing
164  Biological

From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted on

12.11.2015, it is considered that it complies with The immunocompetent cells
principles and guidelines of Good Manufacturing Practice laid ¢ autologous and alogenous investigational medicinal
down in Directive 2003/94/ECt, products based on cultivation of hematopoietic and non-

hematopoletic stem cells and immunocompetent cells

! These requirements fulfil the GMP recommendations of including their depletion

WHO.

Funded by
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40 mil EUR enterprise - building on 10 years
excellence

ACIU CZECRIN

LRI - national node of European Clinical
Research Infrastructure Network (ECRIN-ERIC)
Supported by a national network of clinical sites
Expertise in three main pillars Clinical Trials
Centre (CTC), Regulatory & Pharmacoeconomy
Unit (RAPHE) and GMP Units

Senior experts in key areas as regulatory, market
access, GCP, clinical trials (including 3 experts
with EMA experience as members of the CHMP,
PDCO and COMP committees and 2 experts with
previous pharma-business senior experience).
Education and Training in designing clinical
trials: CZECRIN Academy

* Advanced Cell Immunotherapy Unit

* GMP unit certified by State Institute for
Drug Control

* Current stage: technological setting
serves to produce cell-based
investigational therapies (DC, MSCs,
MSCs on nanofibre)

* 2 existing ATMP cell-based products:
MyDendrix™ (high-risk malignancies),
FlyCellix™ (Epidermolysis Bullosa)

* Both products are currently in Phase I/1I
clinical trials.

MUNI|CREATIC

Central European Advanced
Therapy and Immunotherapy Centre

**. | Funded by
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What is our mission AND VISION

Our Mission

To translate cutting-edge biomedical science into safe, effective, and sustainable
therapies by combining scientific excellence with regulatory and health
system integration and innovation, focusing on indications where commercial
incentives are weak but patient need is high.

Our Vision:

By 2030, CREATIC will be Central Europe’s trusted ATMP Gateway, recognised
across Central Europe as a benchmark model for equitable translation, delivering
a pipeline of therapies, spin-offs, and societal value.

A Key Hub for Central Europe

Located at a strategic point in Central Europe, CREATIC integrates academic,
research, and clinical expertise, fostering collaboration across the region to
accelerate the development and deployment of advanced therapies.
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OUR FOCUS - Advanced Therapy Medicinal
Products (ATMP)

gene therapy

medicinal products
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@ Targeting the origin of disease (wide variety of diseases, inc. rare genetic )

@ Personalised
@ Mostly single dose

@ Regulation (EC) 1394/2007


https://eur-lex.europa.eu/legal-content/CS/TXT/HTML/?uri=CELEX:32011L0062
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CoE CREATIC EXPERTISES AND
CAPACITIES

¢ Research programmes

< Translating Research into Patient Impact
& State-of-the-Art Infrastructure for Advanced Therapies

: [ GlES

Lo
3

« Complex expertise and Services accross the life cycle of the products

<= Data Science- Advanced Analytics & Evidence Generation
< Knowledge Valorization Unit (KEVIN)
< Comprehensive Clinical Trials Services

< Instant access to patients through CZECRIN HUBS accross the country and ECRIN_ERIC
EU wide

= Education

2
X

Uni
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State-of-the-Art Infrastructure for Advanced
Therapies

1 Comprehensive Facilities:

" Advanced Cell Immunotherapy GMP Unit (ACIU)

" Gene Advanced Therapy GMP Unit (GATU)

" Biotechnology Protein GMP Unit (BiGU)

" QC and R&D Laboratories | Storages & Warehouses

1 Clean Rooms (1,000 sq. m):

* GMP-certified areas with cleanliness classes A, B, C, D & CNC (Controlled Not
Classified)

1 GMP Compliance:
" Validated processes & monitoring
" High-level qualification of staff
v Advanced analytical & microbiological methods
v Cutting-edge equipment and knowledge

Cutting-edge facilities offer a comprehensive environment for advanced cell and gene

therapy research, development and GMP production, designed to meet the highest
standards of quality and safety.
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Clinical Trials Services

Via CZECRIN expert team CREATIC provides comprehensive services to implement clinical
trials and research in the field of medicinal products, diagnostic methods and medical
devices following Czech and GCP legislation.

National Clinical Trials Center & Local HUBs
« Coordinated infrastructure supporting initiation, conduct and harmonisation of
clinical studies.
* Regional accessibility ensuring equitable patient recruitment and investigator
engagement.
* Broad collaboration with the majority of Czech hospitals, ensuring access to diverse
patient populations and specialised expertise.

Comprehensive trial planning & execution (Phases I-1V)
* End-to-end services: protocol development, biostatistical design, operational
delivery, monitoring, and project management.
* Clinical Trial Regulatory Authority (SUKL) and Ethics Committee Submission
* Pharmacovigilance for CTs
* Alignment with ICH-GCP and EMA/FDA standards.

Access to ECRIN - ERIC panEU network




CZECRIN

CZECH CLINICAL RESEARCH
INFRASTRUCTURE NETWORK
CZECRIN

Ceska narodni infrastruktura pro klinicky vyzkum

Czech Clinical Research Infrastructure Network

Nezavisld, inteqrovana ndrodni infrastruktura pro klinicky vyzkum, ktera poskytuje koordinovanou podporu pro
akademicky i smluvni klinicky vyzkum napFi¢ Ceskou republikou.

“An independent, integrated national infrastructure for clinical research, providing coordinated support for both
academic and contract-based clinical studies across the Czech Republic.”

I - ST. ANNE'S
UNIVERSITY
HOSPITAL

MINISTRY OF EDUCATION,
YOUTH AND SPORTS BHNO

®
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CZECRIN: From a Large Research Infrastructure CZECRIN
to a National Clinical Research Infrastructure

TOGETHER
Evolving roles, services and impact for patients, researchers and the Czech healthcare system FOR BETTER

HEALTH

-2 2014 - 2019 2020 - 2025 2026 and beyond

v Supperting academic Developing the national National clinical

clinical trials infrastructure research infrastructure
o Building core expertise, * Expansion of the national network ° f‘e:g;':gﬁeeh;';syi:t‘zgimﬁﬁé
capacities and services of centres and specialised capacities Czech Republic

e Connecting clinical centres,

: - e Supporting academic and
expertise and research communities g =

commercial clinical research

e Establishing a network
of collaborating centres

(DONETSs) . : W
v . Connecting healthcare institutions,
e Supporting non-commercial e New technologies and areas expertise gata and processes
clinical trials (ATMPs, digitalisation, data) i - : P :
P gy o e Partner in the implementation
e Integration into the European e Patient and public involvement (PPI) of the Czech National Clinical Trials
research environment (ECRIN-ERIC) e Stronger European position Strategy 2026-2035
and international collaboration e Greater impact on healthcare
and patients
BUILDING THE FOUNDATIONS EXPANDING AND CONNECTING SUSTAINABLE IMPACT

m | CZECRIN is not only expanding its services. Its role within the Czech clinical research ecosystem is evolving.

Towards patient-oriented medicine. WWWw.czecrin.cz
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One-Stop-Shop Approach

From a patient’s need to a personalised treatment solution

IDENTIFICATION
OF PATIENT NEEDS

2/

PRECLINICAL
RESEARCH

19

FOLLOW-UP

AND FUTURE
DEVELOPMENT

e DELIVERY OF THERAPY

TO THE PATIENT

HOSPITAL
EXEMPTION

REGULATORY CLINICAL
EXPERTISE TRIALS
ki
i) fo—
v -
=

9

MUNI CREATIC Central European Advan ced
Therapy an dI munotherapy Centre
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Research programmes

Current ATMP for Rare disease: pediatric solid cancer

MyDendrix: cancer antigen-loaded dendritic cells Phase I/ll trial

COMBINED ANTITUMOR THERAPY
WITH EX VIVO MANIPULATED
DENDRITIC CELLS PRODUCING
INTERLEUKIN-12 IN CHILDREN,
ADOLESCENTS AND YOUNG
ADULTS WITH PROGRESSIVE,
RECURRENT OR PRIMARILY
METASTATIC HIGH-RISK TUMORS

EudraCT number2014-003388-39

=
|

"~ CREATE/INVENT

L

Leader: prof. RNDr. Lenka Zdrazilova Dubska, Ph.D.
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Research programmes

Current ATMP for Rare disease : epidermolysis bullosa congenita

FlyCellix: adipose tissue-derived MSCs Phase I/ll trial

- A A
~ > |

butterfly
. . . SVF MSC IMP :
fat tissue dunor> liposuction T expansion MSC storage preparation (:;:(t_:ig?}? >

Non-Randomized, Phase 1/2 Safety and Efficacy Clinical Study of Allogenic
Adipose tissue-derived Stromal Cells in Patients with Epidermolysis Bullosa

P D

CREATE/INVENT

EudraCT number 2020-002936-55

Leader: prof. RNDr. Lenka Zdrazilova Dubska, Ph.D.

L
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Knowledge Valorization Unit (KEVIN)

Translating the research activities of the CREATIC into products or services
with real economic, social or ethical value

“IDevelopment and production of ATMPs prepared on a non-routine basis

according to Regulation (EC) No 1394/2007 (,hospital exemption®, HE ATMP)

1 Market access for HE ATMP (fair pricing, reimbursement, sustainable
financing)

1 Real availability of medicines for advanced therapies for patients with rare
diseases.

Building an intellectual property management strategy to capitalise on the
findings of the CREATIC

1 Trade marks for CREATIC products and services
1 Free to operate for R&D

1 Management strategy for intellectual assets

Leader: MSc. Jifi Samek
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Hospital Exemption - 1st in Czech republic - 12.3.2026

ROZHODNUTI

Statni Ustav pro kontrolu 1é¢iv, se sidlem Srobarova 49/48, 100 00 Praha 10 (dale jen ,Ustav”), jako organ
prislusny k rozhodnuti podle § 13 odst. 2 pism. |) zakona ¢. 378/2007 Sh., o IéCivech a zménach nékterych
souvisejicich zakond (zakon o |écivech), ve znéni pozdéjsich predpist (dale jen ,,zakon o léCivech”) rozhodl v
souladu s § 67 a nasl. zakona ¢. 500/2004 Sh., spravni rad, ve znéni pozdéjsich predpist (dale jen ,spravni rad”),
v fizeni o povoleni nemocnicni vyjimky pro |éCivé pripravky pro moderni terapie vedeném podle § 49a zakona
o lécivech (dale jen ,,nemocnicni vyjimka“) o zadosti o povoleni nemocnicni vyjimky pro Iécivé pripravky pro
moderni terapie spolecnosti CREATIC Production Facility, Centrum excelence CREATIC, IC: 00216224 se sidlem
Lékarska fakulta, Masarykova univerzita se sidlem Kamenice 5, 625 00 Brno, (dale jen , ucastnik rizeni”) tykajici
se nemocnicni vyjimky pro lécivé pripravky pro moderni terapie s nazvem autologni dendritické bunky
produkujici interleukin 12 (dale jen ,,predmétny pripravek”)

takto:
l.

Ustav v souladu s § 49a ziakona o lé&ivech povoluje nemocni¢ni vyjimku pro predmétny 1é¢ivy pFipravek

Funded by

the European Union

WHO. =

| CHILDREN,
)RS EudraCT

ledicinal Products

7 operations for the

st of product types)

ommitment

srescribed In ICH M4Q
User Fes Amendment)

o . : S — . S — O« 7
# =l J down in Directive 2003/94/EC,
! These requirements fulfil the , ; A




MyDendrix - Hospital Exemption approved by SUKL as the first in
the Czech Republic (12.3.2026)

STATNI UsTAV Srobarova 48 Telefon: +420 272 185 111 E-mail: posta@sukl.cz

PRO KONTROLU LECIV 10041 Praha 10 Fax: +420 271732 377 Web: www.sukl.cz

ADRESAT ADRESA PRO DORUCENI

CREATIC Production Facility, Centrum Lekarska fakulta, Masarykova

excelence CREATIC, univerzita,

Leékarska fakulta, Masarykova Kamenice 5, = -

univerzita, 625 00 Brno ]
Hospital exemption:
625 00 Brno

Sp.zn. Vyfizuje/linka Datum

sukls350180/2025 MUDr. Alice Némcové /817 12.03.2026 a n ati O n al p athW ay
ROZHODNUTI for access to ATMPs

Statni Ustav pro kontrolu 1é¢iv, se sidlem Srobarova 49/48, 100 00 Praha 10 (déale jen ,Ustav"), jako organ
prislusny k rozhodnuti podle § 13 odst. 2 pism. |) zdkona ¢. 378/2007 Sb., o |éCivech a zménach nékterych
souvisejicich zakona (zdkon o |éCivech), ve znéni pozdéjsich predpisa (dale jen ,,zakon o IéCivech”) rozhodl v
souladu s § 67 a nasl. zakona ¢. 500/2004 Sb., spravni rad, ve znéni pozdéjsich predpist (dale jen ,,spravni rad”),
v fizeni o povoleni nemocnicni vyjimky pro IéCivé pripravky pro moderni terapie vedeném podle § 49a zakona
o |é¢ivech (dale jen ,nemocnicni vyjimka“) o zadosti o povoleni nemocnicni vyjimky pro léCivé pripravky pro
moderni terapie spoleénosti CREATIC Production Facility, Centrum excelence CREATIC, I1C: 00216224 se sidlem
LékaFska fakulta, Masarykova univerzita se sidlem Kamenice 5, 625 00 Brno, (dale jen ,,ucastnik Fizeni”) tykajici
se nemocnicni vyjimky pro lécivé pripravky pro moderni terapie s nazvem autologni dendritické burky
produkujici interleukin 12 (dale jen , predmétny pripravek”)

RN Funded b 9| Ministry of Education,
N W MUNI|CREATIC
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- Research programmes

@[5

Research Programmes — Expanding ATMPs Expertise

CZECRIN

0 Advancing Innovation in Cell & Gene Therapies
CREATIC strengthens and broadens comprehensive expertise in ATMP research & innovation.

0 Strategic Partnerships for Cutting-Edge Research
Collaboration with Fraunhofer IZI, ULEI, and UCPH will elevate MU’s cell-based ATMP R&D beyond

the state-of-the-art.

0 Translating Research into Patient Impact

A core vision of CREATIC is to deliver research results to patients.

. . . r H‘ EREAT@N\IEMT (
0 Interdisciplinary Approach ‘I ‘ o ©®
Seven research programmes combining L UNDERSTAND/EXPLORE = L venrev/enone
STM (Science, Technology, Medicine) @
and SSH (Social Sciences & Humanities) : @ . &
disciplines to drive breakthrough advancements. 'ﬂ‘ A

. —




Research programmes

Advanced And Functional Genomics

MUNI|CREATIC

In addition to standard genomic and bioinformatic solutions, as whole-exome (WES)
and whole-genome sequencing (WGS), we use approaches for the advanced diagnostics
and genomic characterization of the rare and ultra-rare diseases,

which are beyond the state-of-the-art:

] Native long-read sequencing,

1 Small and long RNAseq,

1 Methylome analysis,

1 Advanced bioinformatics

1 And computational solutions as case matching.
] Drug-repurposing testing

Leader: prof. RNDr. Ondrej Slaby, Ph.D.

Non-Diagnostics ES

Short Read GS RNA-seq Computational Phenotype Driven Complementary
| ! ! Assay Omes
Structural Variants Expression Outliers Periodic Re lysi i Methy! Profiling
g olistion Uridine - — 0. =z <>
e ‘:l\/' / il - -a &
e —_—— L-Tyrosine - — @ -- 0000.0'0
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Tandem Duplication . zscore 6 3 3 6 >
—_— Aberrant Splicing Case Matching - °
vl rence
—=— o S frected
AN~ Proband
Insertion =)
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Alle Specific Variant aware Immunology Proteomics
Translocation Expression Pan-genome Fold
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— - Control
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CENTRE FOR ACCESS TO ADVANCED TREATMENT bl
SUPPORT (CAATS)

Supporting clinicians caring for children with rare and ultra-rare diseases. From
comprehensive literature review to finding suitable clinical trials worldwide and facilitating
connection with centres of specialised care.

) Pharmacological Expertise
Evaluation of treatment options and ongoing clinical trials to connect patients with
appropriate studies and specialised care.

) Research Inputs & Collaboration
Collecting patient and family insights on unmet needs and cooperating with scientific
teams (e.g., BIOCEV, CCP, CREATIC).

1 Education & Patient Engagement
Providing information, seminars, and training to patients, families, and advocates via
CZECRIN Academy and EUPATI.

Leader: PharmD. Adriana Papiez, Ph.D.

Ministry of Educatlon,

! MUNI|CREATIC




. . Aberrant Pathogenic variant/ | Clinical trial |Pharmaco- .
No. Diagnosis - Details
gene mutation type found therapy found MUNI I CREATIC
S S AN B BN 4 aEn S A N
a neurodevelopmental disorder 16 |Cohen sy VP513B no no
1 |associated with a mutation in  |GRIN2B gair] 17 |ADCA-DN sy DNMT1 no not reviewed
the GRIN gene 18 |FOXG1 mutation FOXG1 no not reviewed
) infc de novo variant in the SPTAL c.146T>C, p.L49P, L L )
2  |Pontocerebellar hypoplasias  |RASR2 19 SPTAI no no Mitapivat has been studied in adults with HS
pro gene c.146T>C, p.ABGTE
) ) ) . . memantine as a therapeutic option based on preclinical
Autosomal recessive spastic infe| 20 |CAMEKZA mutation C.B35C=T not reviewed yes
3 ) CYP2U1 CAMEK2A data
paraplegia, type 56 pro
infe The case reports describe only the treatment of epileptic
4  |FINCA sy NHLRC2 oro| 21 Intellectual developmental IQSEC2 c.2911C>T o as seizures. Gene therapy is currently under development
= disorder, X-linked 1 p.[Arg971Ter) B by Prof. Levy (Technion, Haifa, Israel); preparations are
5 |ReNU sy RNL4-2 oz currently underway —to be monitored.
Aicardi-Goutiéres syndrome, c.3C ] i ] o
B type 6 ADAR o.(c 22  |RENU2 syndrome RNU2-2: n.4G=A yes no only observational studies, none with a therapeutic aim
c.1d
7 |DEES1 PPP3CA 9% the theoretical possibility of personalised, targeted
. Developmental intellectual C.1001A=C oligonucleotide therapy (ASO) under a compassionate
o 2 disabili 7 DYRKIA P.Asp334GI ne L= h C rti IMIM, Uni i f Tabi
8  |Enamel renal sy FAMZ0A .5 isability, type (P.Asp ¥) use scheme (Consortium , University of Tibingen,
2de Germany), as well as L-carnitine supplementation
infe ini i ine (i i
9 |cipasy NTRK1 | Sewveral clinical trials are currently running (including
pro . those involving gene therapies), but the patient did not
MECP2-associated c.746dup i i o o
exp i . meet the inclusion criteria. Pharmacotherapy: trofinotide
10 |EPM1 C5TB 24 |disorder/atypical Rett MECP2 p.[Gly250TrpfsTer2 no yes . . ]
doc cvndrome 1) is registered with the FDA; the EMA has not yet approved
11 |ASD and vitamin B12 Zadny nor ¥ it but is currently reviewing it —a decision is expected in
12 |LMBRD2 LMBRDZ mis Q3 2026.
. . drug repurposing: nicardipine, clemastine, vorinostat;
infe 25 |Pitt-Hopkins syndrome TCFR4 c.1411C>T yes yes th ) h
13 spGa7 AP4BI gene therapy in researc
pro information not .
. 26 |CIPA sy NTRE1 . no not reviewed
- infe provided
14 |pyruvate carboxylase deficiency |PC ‘
pro ) ) ) €.3320T>C + ¢.7630-
brotendinous info 27 |ataxia telangiectasia ATM no yes o S ) ) )
15 |CErERra CYP27A1 28=C nikotinamid ribosid, levacetylleucin, triheptanoin
xanthomatosis pro c.834dup +
28 |Alazamisyndrome LARP7 ) P no no
c.689dup
Funded by - .
the European Union  wwistay or eucation. Developmental o Eplleptlc
Encephalopathy Type 33 c. 424G
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RESEARCH AND DEVELOPMENT OF
ATMPS

NON-COMMERCIAL GMP
MANUFACTURING (CREPROFA)

REGULATORY KNOW-HOW &
TECHNOLOGY TRANSFER

INFRASTRUCTURE  FORSEIIENSSE
TRIALS LA S

KNOWLEDGE VALORIZATION &
BUSINESS DEVELOPMENT

PUBLIC AND PATIENT
INVOLVEMENT (PPI)

MUNI|CREATIC

Cantral European Advanced

Therapy ard lmmiunathenspy Cantra
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Central European Advanced
Therapy and Immunotherapy Centre

~**. | Funded by '\Kﬁr

«.+* | the European Union MINISTRY OF EDUGATION,

YOUTH AND SPORTS

Funded by the European Union. Views and opinions expressed are however those of the
author(s) only and do not necessarily reflect those of the European Union or the European
Research Executive Agency. Neither the European Union nor the granting authority can be

held responsible for them.
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Surgical Anatomy Center

prof. MUDr. Marek Joukal Ph.D.

1 Department of Anatomy, Faculty of Medicine, Masaryk University



History of the Surgical Anatomy Center

+The establishment of the center at the Faculty of Medicine of Masaryk
University in 2006

:+Jeaching undergraduate and postgraduate students in the form of courses
and workshops focused on theoretical and practical education of non-
Interventional and interventional procedures in surgery

zCooperation in the development and testing of new methods and
materials for medical use

= =
m &



History of the Surgical Anatomy Center

:Research in the application of clinical anatomy in surgical
disciplines

Other specific research, for example, in the field of conservation of
teaching cadavers

zCollection of necropsy tissues for teaching and research

‘Jeaching specialized educational courses

= =
m &



Organization of courses and workshops




Tuition of spcialized education courses

zEmbalming, dissection and plastination techniques course

= =
m e



Erasmus+ SCaLPEL

- Focus on general surgery, plastic surgery, neurosurgery and spinal surgery




Cooperation in the development and testing of
new methods and materials for medical use

=Gynecology and Obstetrics Clinic UHB, BUT, Medin




esearch in the application of clinical
anatomy in surgical disciplines

astic, Reconstructive & 4

Use of free radial forearm and pronator

quadratu

s muscle flap: Anatomical study

and clinical application

Tomas Kempny*":%1, Zuzana Musilova®’, Martin Knoz>®*,
Marek Joukal®, Lipovy BFetislav?, Holoubek Jakub?,
Wolfgang Paul Péschl’, Hsu-Tang Cheng® "

“Department of Bums and Plastie Surgery, institution shared with University Hospital Brio, Faculty of

Medicine, Masaryk Universi

. Jihtavskd 20, 625 00 Brmo, Czech Republic

“MEDICent Clinic, Na Ctvrei 22, 70300 Ostrava, Hrabuvka, Czech Republic
“Faculty of Medicine, Institute of Emergency Medicine, University of Ostrava, Sytlabova 19, 703 00

Ostrava, Czech Republi

ic

“Department of Anatomy - Faculty of Medicine, Masaryk University, Kamenice 753/5, 625 00 Brno, Czech

Republic

“Clinic of Plastic and Aesthetic surgery, St. Anne's University Hospital, Faculty of Medicine, Pekarska
664153, 602 00 Brno, Czech Republic

* Department of Oral
wels, Austria

and Maxillofacial Surgery, Klinikum Wels-Grieskirchen 42, Grieskirchnerstrasse,

#Division of Plastic and Reconstructive Surgery, Department of Surgery, Asia University Hospital, Asia
University College of Medical and Health Science, No.222, Fuxin Rd., Wufeng Dist., Taichung, Taiwan
"Big Data Center, China Medical University Hospital, No.2, Yude Rel, North Dist., Taichung, Taiwan
*Department of Food Mutrition and Health Biotechnology. Asia University, 500 Lioufeng Rd., Wufeng
Dist.. Taichung, Taiwan

Recelved 26 January 2022; accepted 18 August 2022

KEYWORDS
Radial forearm flap
(RFFY;

Pronator quadratus
muscle (POM);

Summary  The authors present an anatomical study and clinical experience with radial fore-
arm flap (RFF) and pronator quadratus muscle (PQM) application in the reconstruction of various
body areas. The alm was to describe the anatomical placement and proportions of the PQM,
the anatomical location of the major arterial branch of the radial artery supplying the PQM,
and the application of this knowledge In clinical practice.

ok Kemprrj and Zuzana Musilov contributed equally ta this work.
* Correspanding authar at: Department of Burns and Plastic Surgery, Institution shared with University Haspital Brna, Faculty af Medicine,
Masaryk University, Jihlaveki 20, 425 00 Beno, Czech Republic.

E-mail addresses: tomas_kern

WhlfgangPaul Poeschi

Ritgs: //diai.org/ 10,101
1748-6015/© 2022 B

y cent_cz (T. Kempny), m
klinkum-wegr at (WLR Paschl).
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Letter to the editor

Proximal- or radial-based dorsal capsulotomy? ]
The importance of a proper cadaver study L |

Une capsulotomie dorsale d base proximale ou radiale?
Limportance dune éftude cadavérigue appropride

Dear editor-n-chief,

We read with great inferest the article *A new capsulotomy-
based dorsal approach to the wrist: A cadaver study’, where the
authors described a modification of the commonly used approach.
The new dorsal approach to the wrist joint, suggested by the
authors, uses “U-shaped with proximal base’ capsulotomy. The
ulnar incision ks made q bone insertion
of the dorsal intercarpal ligament (DICL) and dorsal radiocarpal
ligament (DRCL). The radial border is located in the extension of
the medial edge of the radial styboid process. Finally, the capsular
flap is creared with incision along the DICL The authors considered
capsular flap healing more effective by maintaining the vascular
supply via the dorsal branchses of the anterior interosseous artery.
In addition, they described the dorsal radiocarpal arch {DRCA)
running along the radiocarpal joint line while the dossal
Intercarpal arch (DICA) feliowed a trajectary paraliel to the distal
insertion of the DICL The terminal branches of the anterior
interosseous aery were described as having alongirudinal course,
anastamosing with both of the arterial arches [1].

However, in their anatomical studies, Mestdagh e al (2],
Gelbermann et al. [ 1] and Kuhlmann et al. [4] found the DICA to be
the largest, formed by the constant dominant branch - ramus
corpeus dorsalis - which originated from the radial amery in most
cases just behind the trapezium. The dorsal carpal branch was the
strongest blood vessel contriburing to the arcade and contributed
the greatest part in the supply to the dorsal capsule of the wrist.
The radial part of the DICA provided the supplying branches
running upward to the proximal row of the carpal bones. The DRCA
was the second largest, and both of the arches were formed by the
amastomosis of the terminal branches of the radial, ulnar and
anterior inferosseous anteries |2-4|. From our expesience and from
the aforementioned sources, it is clear that the arterial vascular
supply to the dorsal portion of the carpal jolnt capsule is provided
bythe radial branches of the DICA (Fig. 1 . The dorsal carpal branch
s the dominant artery running distally or along the course of the
DICL. The radial supplying branches run upward and across the
DICL. The branches of the radial portion of the DICA are larger,
MOre NUMerous and More constant than the dorsal branches of the
anterior interosseous arery. Therefore, the modified proximal-
based capsulotomy suggested by Athlani et al [1] would not
correlate with the position of the blood vessels and would affect
the blood supply ta the created flap. The radial and distal capsular
incisions would interrupt crossing branches originating from the
radial portion of the DICA. Due to the small number of specimens,

10,1016, 2
2021 SFCM. Published by

e Massan SAS. All ights ressrved.

Fig. 1. Biood supply of the dorsal portson of i radiocarpal join ater injection of
e radal jred), interesseous {Blat] and ulear [yellow) aneries. 1: dorsal carpal
beanch; 2: dorsal intercarpal ligament: 3: dorsal radiocarpal ligament.

study with lari not be a
sample of the popularion. In order 1o preserve the vascularization
of the capsular flap, its vitality and healing capacity, we would
suggest capsulotomy with incisions respecting the position of the
radial branches of the DICA crossing the DICL
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Substantial decrease in SARS-CoV-2 RNA after fixation of cadavers
intended for anatomical dissection

Katefina Vymazalova® - Omar Sery™**. Petr Kralik® - Radka Dziedzinska® - Zuzana Musilova’ - Jan Frishons’ -
Tomas Vojtisek™* - Marek Joukal
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Abstract

With the onset of the COVID-19 pandemic. a problem arose with classic body donation programmes for obtaining caday-
ers for anatomical dissections, science and research. The question has emerged whether bodies of individuals who died of
COVID-19 or were infected by SARS-CoV-Z could be admitted to Departments of Anatomy. To determine the risk of SARS-
CoV-2 transmission to employees or students, the presence and stability of SARS-CoV-2 RNA in cadavers after fixation
agents” application and subsequent post-fixation baths over time were examined. The presence of viral RNA in swabs from
selected tissues was assessed by the standardized routine RNA isolation protocol and subsequent real-time PCR analysis. To
support the results obtained from the tissue swabs, samples of RNA were exposed in vitro to short and long-term exposure to
the components of the injection and fixation solutions used for the bodies” conservation. Substantial removal of SARS-CoV-2
RMNA was observed in post-mortem tissue following perfusion with 3.3% phenol, 2.2% formaldehyde, 11.8% glycerol and
55% ethanol, and subsequent post-fixation in an ethanol bath. In vitro experiments showed significant effects of formaldehyde
on SARS-CoV-2 RNA, while phenol and ethanol showed only negligible effects. We conclude that cadavers subjected to
fixation protocols as described here should not pose a considerable risk of SARS-CoV-2 infection while being handled by
students and staff and are, therefore, suitable for routine anatomical dissections and teaching.

Keywords Embalming - Dissection - Infections - Coronavirus - Polymerase chain reaction
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Further development

:BioBanking — control tissues available for clinical research
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Key advantages of lentiviral shRNA
technology

Stable and Long-Term Silencing:
Unlike transient synthetic small interfering RNAs (siRNAs) that dilute out as cells divide, lentiviral ShRNAs
integrate into the host genome to provide persistent, long-lasting gene suppression.

Infects Dividing and Non-Dividing Cells:
Lentiviruses actively cross the nuclear membrane, allowing them to transduce stationary, terminally
differentiated, or hard-to-transfect cells (such as neurons, primary cells, stem cells, and macrophages).

High Transduction Efficiency:
These vectors achieve high delivery rates across many mammalian cell types, avoiding the high
percentage of non-transfected background noise seen with standard chemical transfection methods.

Stable Cell Line Generation:
Permanent genomic integration makes it straightforward to select, expand, and maintain stable
knockdown cell populations using antibiotic markers (e.g., puromycin).

Applicability In Vivo and in Animal Models: Lentiviral ShRNAs can be utilized for animal model
research and localized or systemic in vivo gene silencing studies.
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How it
works?

Viral
vector
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Genomic DNA mRNA Cleaved and degraded mRNA
(or translation repression)



I DEPARTMENT OF BIOLOGY

_ Core Facilities Day Life Science 2026
SGT - Shared Genomics Tools Masaryk University, Brno, October 7t
Core facility | Faculty of Medicine, Masaryk University

MISSION shRNA library -
origins
The RNAIi Consortium (TRC)

- e = BROAD
Academic & Research Institutions (Boston area & beyond) SRS

The Broad Institute of MIT and Harvard (where the consortium is base \ INSTITUTE
Whitehead Institute for Biomedical Research

Dana-Farber Cancer Institute

Massachusetts General Hospital

Harvard Medical School

Massachusetts Institute of Technology (MIT)

Washington University in St. Louis

Columbia University

Corporate & International Sponsors

Sigma-Aldrich (now part of Merck, the principal distributor of the library)
Bristol-Myers Squibb

Eli Lilly and Company

Novartis

Academia Sinica (Taiwan)
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MISSION shRNA library - current

Aictvilaiidaw

(
MRRU K Products ¥ Type in Product Names, Product Numbers, or CAS Numbers to see suggestions. n ®cz EN v

Productsv  Apj Resources v Support v Order Lookup | Quick Order

Home > Gene Expression & Silencing > MISSION® Lentiviral ShRNA

MISSION® Lentiviral shRNA

MISSION® Lentiviral shRNA

This tutorial video demonstrates how MISSION® RNAi (RNA interference) experiments leverage the natural RNAi mechanism.
MISSION® shRNA reduce the expression of specific target genes by targeting the specific mRNA therefore reducing the Getting Started with MISSION® shRNA
corresponding protein expression.

Related Articles

shRNAs for Individual Genes

General shRNA FAQs

Bioluminescent Firefly Luciferase Assays
Introduction to Cell Transfection

X-tremeGENE™ siRNA Transfection
Reagent

Reverse Transfection of Plasmid DNA
safe Lentivirus Handling

View More >

Related Product Categories

Gene Expression & Silencing

The RNAI consortium (TRC) comprehensive content Escort™ IV Transfection Reagent Protocol
* Largest, most comprehensive shRNA library available, providing unparalleled genome coverage Preparation of Cationic Liposomes &
* Pre-cloned genome-wide libraries: 245,000+ clone shRNA library targeting 20,000+ human and 21,000+ mouse genes Transfection of Cells - Avanti Research™...

Protocol for Transducing Mouse

High-throughput manufacturin
9 9hp 9 Embryonic Fibroblasts (MEF) using...

* World class high-throughput viral manufacturing including high-titer virus for use in vivo
X-tremeGENE™ siRNA Transfection

Flexible format options Reagent Protocol & Troubleshooting

« Entire libraries, gene panels, pooled libraries, or single gene sets offered in glycerol stock, DNA or viral format X-tremeGENE™ 9 DNA Transfection
Reagent Protocol

X-tremeGENE™ HP DNA Transfection

Materials Reagent Protocol

Product Number  Product Name Product Description Pricing CRISPR Cas 9 Nuclease RNA-guided
SHP0O1 MISSION® Lentiviral Packaging Mix Production of replication incompetent viral particles Expand ~ Genome Editing

5 - -
CSTVRS MISSION® shRNA Custom Lentiviral Particles Expand ~
SHCLNV MISSION® shRNA Lentiviral Particles Expand ~

® y
SHCLND MISSION® shRNA Purified DNA Expand ~

MISSION® shRNA Bacterial Stock

SHCLNG Expand ~
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MISSION shRNA library from the Shared Genomics

127 911

individual shRNA clones

-
PLKO
A
LENTIVIRAL VECTOR
pLKO vector with
a robust shRNA expression
.

Library

Tools

highlights

,
£
*
HIGH EFFICIENCY

works in difficult
to transfect lines

>20 000

human genes targeted

PUROMYCIN
RESISTANCE

rapid selection in 2-3 days

>30%

evaluated clones

SHRNA

STABLE KNOCKDOWN

shRNA permanently integrated
into the host genome
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MISSION shRNA library from the Shared Genomics
Tools
Ordering your shRNAs from the
SGT

0 | (@ | (® | (® o | (@ \
(:l ©
S EEECT CAEOIE'S a SUBMIT ORDER a CLONES GROW a PICK UP © SGT a YOUR
3 -4 pergene using website LB cultures for your Bohunice Campus HPEETE Y
recommended form plasmid prep A19/322, 324
. y, . J . y, . y, . y,

CQ FAST TURNAROUND ) (Q COST=EFFELTIVE ) (Q VALIDATED CLONES ) CO NO SHIPPING DELAYS)

_ from placing the order introductory price per clone
1 O 1 4 dayS 363 CZK (LB culture, pick-up on campus)

to an expanded KD cell line
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Department e
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About us ~ Undergraduate courses Ph.D. programme - Research ISAB News

{a} > Research > Shared Genomics Tools > About/ Mission

Shared Genomics Tools

DEPARTMENT OF BIOLOGY CORE FACILITY

About / Mission Our mission

Instructions At the Shared Genomic Technologies core facility, we provide the scientific community with
access to selected molecular biology tools, with a strong focus on minimizing financial costs and

Order Form ensuring rapid delivery.

Methods

Our vision

Contact
In the future, we also aim to expand into the custom preparation of genetically modified research
models, such as tailored cell lines. Currently, we focus on tools designed to regulate gene
expression in mechanistic and functional studies. Our next step is to broaden our portfolio by
adding arrayed libraries based on CRISPR and ORF vectors.
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Department e
U N of Biology Cestina
About us ~ Undergraduate courses Ph.D. programme - Research ISAB News

{a} > Research > Shared Genomics Tools > About/ Mission

Shared Genomics Tools

DEPARTMENT OF BIOLOGY CORE FACILITY

About / Mission Our mission

Instructions At the Shared Genomic Technologies core facility, we provide the scientific community with
access to selected molecular biology tools, with a strong focus on minimizing financial costs and

Order Form ensuring rapid delivery.

Methods

Our vision

Contact
In the future, we also aim to expand into the custom preparation of genetically modified research
models, such as tailored cell lines. Currently, we focus on tools designed to regulate gene
expression in mechanistic and functional studies. Our next step is to broaden our portfolio by
adding arrayed libraries based on CRISPR and ORF vectors.
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ORDERING YOUR SHRNAS - A STEP-BY-STEP GUIDE

1) Go to https://www.sigmaaldrich.com/CZ/en/semi-configurators/shrna
2) Search for your gene of interest using the search box (eg: TP53)

Menck Products ~  Type in Product Names, Product Numbers, or CAS Numbers to see suggestions. 0 & a EN v

Products Applications v~ Services v Resources v Support v Hello, Lenka Order Lookup Quick Order W cart n

Home ) Custom Products ) RNAISingle Clones » Predesigned shRNA

Predesigned shRNA Customer Service | 420 246 003 200
Save on 5 or more clones of the same physical material, deeper discounts when you exceed 25

step 1
Product Search

Manual Search  Upload Queries

Step 2
Select Clones Search Genes

Search by Gene Symbol, RefSeq or Gene ID (Enter up to 100 items separated by spaces)
Step 3 mm——

Specifications < Tst >

Step 4

Review & Confirm
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€« = C % sigmaaldrich.com/CZ/en/semi-configurators/shra?activelink=itemSelection B «a & & :
a
Home ) Custom Products > RNAISingle Clones ) Predesigned shRNA
Predesigned shRNA Customer Service 420 246 003 200
Save on § or more clones of the same deeper when you exceed 25
Step 1
Product Search Search Criteria
Step2
Select Clones Search Terms
- [es2 «]
Specifications
Species
Step 4
Review & Confirm Select a Species
ﬁ Human m Mouse
TRC Version ©
TRC1 TRC2
TRC Validation
Yes No
a
Select shRNA Clones PerPaGE  SGriBy
Showing 1 - 10 of 123 Results 10~ TRC Clone ID (Ascending) ~
0 Validation Gene Symbel Gene ID Ref Seq Species Region
TRCNOOO0003753 Validated TPS3 7157 NM_000546  Human cns Details v
TRCNOOO0003754 Validated TPS3 7157 NM_000546  Human CDs Details v
TRCNOQOO003755 Validated TPS3 7157 NM_000546  Human cDs Details v
TRCNO000010814 Validated P53 7157 NM_000546  Human 3UTR Details v

TRCNOO00O18865 Validated TP53BP1 7158 NM_005657  Human 3UTR Details v
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About / Mission

Instructions

Order Form

Methods

Contact

Ordering Information

While our online ordering system is being finalized, please place your orders by email. To help us
process your request efficiently, include:

= billing and shipping addresses

* shRNA clone details (TRC clone ID number and gene symbol)
= whether you would like control vectors included

= any additional information, such as your PO number

Please email your order request to sgt@med.muni.cz

Libraries are for now available as bacterial LB stocks ~ 2 ml for pick-up.
TRC shRNA clones - a step-by-step guide

TRC1/TRC1.5 Controls Available Upon Request

In addition to target-specific constructs, control plasmids for TRC1 and TRC1.5 systems can also
be ordered, including:

* TRC1/TRC1.5 pLKO.1-puro Non-Mammalian shRNA Control Plasmid DNA (SHC002)

* TRC1/TRC1.5 pLKO.1-puro Non-Target shRNA Control Plasmid DNA (SHC016)

Routine orders are processed twice per week. With large orders (over 30 clones) please contact
us directly by email to ensure smooth processing of your request. Thank you.

Price List of Services

User Category Fee per Clone (LB Stock or Agar Stab)

MUNI Users 362.56 CZK (VAT exempt)

External Users 560.00 CZK (VAT included)
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Price List of Services

User Category Fee per Clone (LB Stock or Agar Stab)
MUNI Users 362.56 CZK (VAT exempt)
External Users 560.00 CZK (VAT included)

All fees are listed in CZK. VAT is not applicable to MUNI users. VAT is included for external users.

Non-Redistribution Policy

Individual library components are supplied solely for research use and are not authorized for further
redistribution.

Core Facilities Day Life Science 2026
Masaryk University, Brno, October 7t
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Instructions

Order Form

Methods

Contact

shRNA Tools

shRNA tools enable targeted gene knockdown through RNA interference (RNAI) allowing
researchers to reduce expression of specific genes in mammalian cells, providing a powerful
approach for studying gene function, identifying therapeutic targets, and validating signaling
pathways. For a comprehensive collection of validated shRNA plasmids and resources, see
Addgene Mammalian shRNA Tools for RNAi, MISSION® Lentiviral sShRNA and General shRNA
FAQs.

Lentiviral technology

Lentiviral vectors are versatile tools for delivering genetic material into a wide range of cell types.
They support applications such as stable gene expression, CRISPR/Cas9-mediated genome
editing, and CAR-T cell engineering. For detailed guidance, refer to Lentiviral Vector Guide,
Lentiviral Plasmids, Lentivirus Production Protocols and CRISPR Guide.

Key videos - step-by-step explanations of lentiviral systems and their applications

*+ The Basics of the Recombinant Lentivirus System — fundamental concepts and workflow.

* Lentiviruses: A Versatile Tool for Cell Biology Research — overview of diverse applications.

« The Basics of Lentivirus Production/Packaging — practical tips and protocols.

* Lentivirus Transduction Protocol - efficient methods for infecting target cells.

* Lentivirus Titration - how to determine viral titer

Protocols

Standardized protocols are essential for reproducible results in plasmid preparation, lentivirus
production, and transduction. Addgene offers detailed step-by-step protocols and instructional
videos to guide researchers through these procedures: Addgene Protocols | Addgene Videos.

For detailed guidance for plasmid handling, see Creating Bacterial Glycerol Stocks for Long-term
Storage of Plasmids. In addition, for obtaining a fresh single colony, see Streaking and Isolating
Bacteria on an LB Agar Plate. And for preparing an overnight culture, see Inoculating a Liquid

Core Facilities Day Life Science 2026
Masaryk University, Brno, October 7t
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MISSION shRNA library from the Shared Genomics

Tools
Wet lab
procedure
( N ( N\ ( N\ ( N ( A
HEK293T HEK293T Transduction of Puromycin Puromycin
transfection fresh media target cells selection selection over
Plasmids: Virus production start
e pLKO.1 (shRNA)
e pMD2.G
e psPAX2
O
O )

@
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Day 1 Day 2 Day 3-4 Day 5 Day 8
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Contact information and
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CONTACT

E-mail:
sgt@med.muni.cz

Web:
http://biology.med.muni.cz/en/research/
shared-genomics-tools

Location:
University Campus Bohunice,
A19/322, 324
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Zapojeni do regulacniho schématu 4 GxP
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Vazby spravné vyrobni praxe - GMP

Komercni produkce

x

Vyvoj a inovace

x

Spravna praxe v kontrolni
laboratori - GPCL

L

Spravna vyrobni praxe - GMP

L 2

Vyroba Kklinickych vzorku

5

Spravna klinicka praxe - GCP

I
f—



Filosofie celkového reseni

» Je vybudovana plnohodnotnd vyrobni jednotka

» \/lyrobni jednotka obsahuje:
o Prostory pro vyrobu pevné davkové lekové formy
© Prostory pro sterilni aseptickou vyrobu
© Farmaceuticky sklad
© Pomocné prostory
o Kontrolni laborator
© Farmaceuticky system jakosti



Podminky Good Manufacturig Practice GMP

» \/yrobni jednotka bude inspektovana Statnim Ustavem pro

kontrolu leCiv (SUKL) aby ziskala povoleni k vyrobe, kontrole a
distribuci lIéCivych pfipravku
o Musime predvést funkéni:

Systém farmaceuticke jakosti

Vyrobu a validaci vyroby

Technické a pomocné provozy validované

Validovany pocitaCcovy system

Funkéni systém QC

Nejméneé tfi vyrobené Sarze vybranych produktu

Odpovédné osoby za vyrobu, za kontrolu a kvalifikovanou osobu



Vyrobni moznosti a kapacita

» Pevna davkové lékova forma
o Sarze cca 5,0 — 10,0 kg
o Tablety, kapsle, prachy
o Alternativne polotuhé formy

» Sterilni formy
o Sarze 5,0 litrd
O Asepticky pripravovane lécCive pripravky
Roztoky, emulze, suspenze,

o Ve formach
o Injekce, lyofilizované injekce
©  Ampule a lékovky



Technickeé reseni budovy

1. NP
Laboratore kontroly jakosti
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Farmaceuticka vyroba
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LEGENDA:

s

~N
Pevna lékova forma
J

VYSKA OBJEM POCET
€.MisT- PLOCHA |MIiSTNOSTI [MISTNOSTI| TRIDA |PRETLAK|VYMEN
NOSTI |NAZEV MiSTNOSTI {m2) {m) (m3) [CIsTOTY| (Pa) |(x/hod)

35100 [KORIDOR 318 25 795 K - 6

35101 |PERSONALNI PROPUST 54 25 135 D 15 30

35102 |PERSOMALNI PROPUST 51 25 128 C 30 &0

35103 | PERSONALNI PROPUST 55 15 138 B 45 80

35104 |MATERIALOVA PROPUST 33 2,5 8,3 D 25 30

35105 |PERSOMNALNI PROPUST 43 25 10,8 D 15 30

35106 |MATERIALOVA PROPUST 33 25 8.3 D 15 30

35107 [SKLAD 331 24 79,4 K - 5

35108 |WWROBNI MISTNOST KLSLF 440 30 132,0 B 55 80

35109 |STERILIZACE 13,4 25 335 D 35 30

35110 |KORIDOR 17.2 15 43,0 D 75 30

35111 |KAPSLOVANI 17.6 4,0 70,4 D 15 30

35112 |SOME PROCES 14,0 40 56,0 D 15 30

35113 |TABLETOVANI 94 40 376 D 15 30

35114 |GRANULACE 12,6 5,0 63,0 D 15 30

35115 |TECHNICKA ZONA 20,4 2.4 49,0 K 6

Sterilnl' Vy’roba 35116 |TECHNICKY KORIDOR 31,0 24 74,4 - 6
35117 |PERSONALNI PROPUST 68 15 17,0 D 15 30

35118 |MATERIALOVA PROPUST 3.4 2,5 8,5 D 15 30

35119 | MYTI 65 25 16,3 D 5 30

35120 |BALENI 6.4 40 256 D 15 30

35121 |NAVAZOVANI 6,8 25 17,0 D 15 30

35122 [IPC 4,8 25 12,0 D 15 30

tida dstoty A 35123 |PERSONALNI PROPUST 25 15 6.3 D 15 30
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Skute€ny stav - vnitrni chodba

11 Zapati prezentace
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Skutecny stav - tabletovacka

KILIAN

KTP 180X




Skutec€ny stav - plnicka kapsli

13 Zapati prezentace
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System farmaceuticke jakosti

Zalozen system farmaceuticke jakosti

* Odpovéednosti
* Rizeni rizik a Fizeni jakosti
* DokumentacCni system

Zalozen virtualni subjekt pro formovani

komercnich postupu
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System farmaceuticke jakosti

Odpovéednosti

* Reditel

* Vedouci systemu jakosti

* Vedouci kontroly jakosti

* Vedouci laboratori

* Kvalifikovana osoba (Qualified Person — QC)
* Vedouci vyroby — zatim neobsazeno

Pripravuje se vstup do komercniho prostredi




Digitalni dokumentacni system

* Dokumentaéni systém je feSen jako dusledné
digitalni

* Je tvoren ridicimi a zaznamovymi dokumenty v
elektronické podobe

Standardni operacni postup
Cislo dokumentu: AXXxx
Uzivatelsky manual Verze: V001
k Dokumenta¢nimu systému GMP | Podet priloh: 0

Uzivatelsky manual k Dokumenta¢nimu systému GMP

17 (The User Manual for GMP Documentation System)
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Zalozen systém kontroly jakosti - QC

* Soucasti jednotky jsou laboratore kontroly jakosti
(Quality Control — QC)

o Fyzikalne chemicka laborator
o Mikrobiologicka kontrolni laborator

* Systém QC je fizen pomoci LIMS (Laboratory
Information

and Management System)
o LIMS je dusledné digitalni
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Farmaceuticky sklad

* Soucasti celé jednotky je farmaceuticky sklad
o VVychozi latky
© Obalove materialy
o ,In bulk®™ produkty
o VVzorkovani pro propousténi QC

* Zaveden systém FIFO respektive FEFO

» Stitkovani pomoci QR kodd
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Kvalifikace a validace

Zpracovan Ridici validaéni plan (VMP)

V ramci stavebni dodavky jiz provedena kvalifikace:
- Cisté prostory a vzduchotechnika

* Ridici systém DELTA v rdmci BMS

Pro jednotliva zarizeni probihaji kvalifikace prubézné
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Doplnovani vybaveni a pristroju

* Zfizeni boxu pro kontrolni mikrobiologickou laborator a jeji
vybaveni (on going to 02/2026)

* Doplhovani stroju a vybaveni pro nesterilni vyrobu (on going to
12/20206)

* VVybaveni pro sterilni vyrobu (in discussion)

*VV\ybaveni laboratofi QC (on going)
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Priprava komerc¢nich projektu

* Prvni kontrakt pro sarze tablet pro klinické studie (05/2026)
* Optimalizace plneni tvrdych zelatinovych kapsli (09/2026)

* Smlouvy o spolupraci s klicovymi farmaceutickymi spolecnosti v
CRa SK

* Prvni kontakty se zahraniCim

* Priprava laboratori QC pro smluvni analyzy
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Vize

* Komercni prinos pro MUNI a FaF

* Budovani know how vyroby a kontroly IéCivych pFipravku

* Zavedeni farmaceutického systemu jakosti jako vzor pro edukaci

* Zrizeni laboratori QC jako know how FaF

* Zavedeni elektronickeho systemu dokumentace jako vzor pro
edukaci

* Zakladna pro kurzy kvalifikovanych osob (QP)

* VVazba na vyvoj a prumysl



24

Dekuji za pozornost
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