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CERTIFIKAT SVP PRO VYROBCE
Cast1

Vydany po inspekci v souladu s ¢lankem 63 (4) Natizeni (EU)
¢.536/2014

PFislusny organ Ceské republiky potvrzuje nasleduijici:

Vyrobce:

SCT Cell Manufacturing s.r.o.
Jankovcova 1518/2, HoleSovice
170 00 Praha 7

Adresa mista vyroby:
Jankovcova 1518/2, HoleSovice
170 00 Praha 7

Byl inspektovan vsouladu splanem inspekci v souvislosti
s povolenim k vyrobé sp.zn. sukls139841/2022, posledni zména
sp.zn. sukls256794/2022 ze dne 05.12.2022, v souladu
s ¢lankem 61(1) Nafizeni (EU) ¢. 536/2014.

Na zakladé znalosti ziskanych béhem posledni inspekce, ktera
byla provedena dne 19.03.2026, je tento vyrobce povaZovan za
subjekt spliujici poZzadavky a navody spravné vyrobni praxe
stanovené Nafizenim Komise v prfenesené pravomoci (EU)
2017/1569.1

1 Tyto pozadavky spliiuji doporu¢eni WHO na SVP.

Tento certifikdt odrazi stav vyrobniho mista v case vyse
zminéné inspekce a nemélo by se spoléhat na to, Ze bude
odrazet stav shody po uplynuti vice nez tfi let od data inspekce.
Doba platnosti mdze byt nicméné na zakladé regulatornich
principd Fizeni rizik prodlouzena nebo zkracena zapisem
v oddile Omezeni nebo vysvétleni.

Aktualizace omezeni nebo vysvétleni Ize nalézt na webové
strance EudraGMDP (http://eudragmdp.ema.europa.eu/).
Tento certifikat je platny, pouze jsou-li predloZeny vsechny
strany a ¢asti 1 a 2.

Pravost tohoto certifikdtu mdZze byt ovérena v EudraGMDP.
Pokud se nezobrazi, kontaktujte prosim vydavajici autoritu.

sukls420762/2025

CERTIFICATE OF GMP COMPLIANCE OF A
MANUFACTURER
Part 1

Issued following an inspection in accordance with Art. 63 (4)
of Regulation (EU) No 536/2014

The competent authority of the Czech Republic confirms the
following:

The manufacturer:

SCT Cell Manufacturing s.r.o.
Jankovcova 1518/2, HoleSovice
170 00 Praha 7

Site address:
Jankovcova 1518/2, Hole3ovice
170 00 Praha 7

Has been inspected under the national inspection programme
in connection with manufacturing authorisation no
sukls139841/2022, last variation no sukls256794/2022 issued
on 05.12.2022 in accordance with Art. 61(1) of Regulation (EU)
No. 536/2014.

From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted on
18.03.2026, it is considered that it complies with The principles
and guidelines of Good Manufacturing Practice laid down in
Commission Delegated Regulation (EU) 2017/1569. !

1 These requirements fulfil the GMP recommendations of WHO.

This certificate reflects the status of the manufacturing site at
the time of the inspection noted above and should not be relied
upon to reflect the compliance status if more than three years
have elapsed since the date of that inspection. However, this
period of validity may be reduced or extended using regulatory
risk management principles by an entry in the Restrictions or
Clarifying remarks field.

Updates to restrictions or clarifying remarks can be identified
through the EudraGMDP website
(http://eudragmdp.ema.europa.eu/).

This certificate is valid only when presented with all pages and
both Parts 1 and 2.

The authenticity of this certificate may be verified in
EudraGMDP. If it does not appear, please contact the issuing
authority.

Certifikat SVP sp.zn.: sukls420762/2025 GMP Certificate Ref.No.: sukls420762/2025

Datum: 15.05.2026 Date: 15.05.2026

Strana 1z2 Page 1/2

Jméno: Eva Niklickova Name

e-mail: posta@sukl.gov.cz Phone number: +420 272 185 832

Podpis: Signature of the authorised person of the competent authority
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Cast 2
X Humanni hodnocené lécivé pripravky

1 VYROBNI OPERACE

1.3 Biologické lécivé pripravky

1.3.2 Certifikace sarZi (typy pripravka)
1.3.2.5 Biotechnologické pripravky

1.5 Baleni
1.5.2 Sekunddrni baleni

1.6 Kontrola jakosti

1.6.1 Mikrobiologické: zkouska na sterilitu
1.6.3 Chemické/Fyzikdlni

1.64 Biologické

2 DOVOZ LECIVYCH PRIPRAVKU
2.1 Kontrola jakosti dovazenych lé¢ivych pFipravku
2.1.3 Chemické/Fyzikdlni

2.2 Certifikace Sarzi dovazenych lécivych pfipravk
2.2.1 Sterilni pripravky

2.2.1.1 Asepticky pripravované
2.2.3 Biologické pripravky

2.2.35 Biotechnologické pripravky

2.3 Ostatni dovozni ¢innosti

2.3.1 Misto fyzického dovozu
2.3.2 Dovoz meziproduktii, které prochdzeji dalsim
zpracovdnim

Jakakoli omezeni nebo vysvétleni vztahujici se k rozsahu
certifikatu:

2.1.3 Chemické/Fyzikdlni: Pouze fyzikdini

2.3.2 Dovoz meziproduktd, které prochdzeji dalsim
zpracovdnim: Maloobjemové tekuté lécivé pripravky (tekuté a
zmrazené), lyofilizaty

Datum: 15.05.2026

jméno a podpis opravnéné osoby pfisluiného organu Ceské
republiky

Eva Niklickova
feditelka inspekéniho odboru

Statni Ustav pro kontrolu [éCiv
Srobarova 49/48

100 00 Praha 10

Ceska republika

Part 2
X Human Investigational Medicinal Products

1 MANUFACTURING OPERATIONS

1.3 Biological medicinal products

1.3.2 Batch certification (list of product types)
1.3.25 Biotechnology products

1. 5 Packaging
1.5.2 Secondary packing

1.6 Quality control testing

1.6.1 Microbiological: sterility
1.6.3 Chemical/Physical

1.64 Biological

2 IMPORTATION OF MEDICINAL PRODUCTS
2.1 Quality control testing of imported medicinal products
2.1.3 Chemical/Physical

2.2 Batch certification of imported medicinal products
2.2.1 Sterile Products

2.2.1.1 Aseptically prepared
2.2.3 Biological medicinal products

2.2.3.5 Biotechnology products

2.3 Other importation activities

2.3.1 Site of physical importation
2.3.2 Importation of intermediate which undergoes
further processing

Any restrictions or clarifying remarks related to the scope of
this certificate:

2.1.3 Chemical/Physical: Physical only

2.3.2 Importation of intermediate which undergoes further
processing: Small volume liquids (liquid and frozen),
lyophilizates

Date: 15.05.2026

name and signature of the authorised person of the competent
authority of the Czech Republic

Eva Niklickova
Director of the Inspection Department

State Institute for Drug Control
Srobarova 49/48

100 00 Prague 10

Czech Republic

Otisk uredniho razitka

Certifikat SVP sp.zn.: sukls420762/2025
Datum: 15.05.2026
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Signature of the authorised person of the competent authority
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