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Certifikat spisova zn.: /
Certificate Ref. No.:

CERTIFIKAT SVP PRO VYROBCE
Cast1

Vydany po inspekci vsouladu s &ldnkem 111(5) Smérnice
2001/83/ES a s §13, odst. 2, pism. a bod 3 zékona &. 378/2007
Sh., o léivech a o zméndch nékterych souvisejicich zdkond
(zékon o lé¢ivech), ve znéni pozdéjsich pFedpis.

PHisluiny orgén Ceské republiky potvrzuje nasledujici:

Vyrobce:

Lagom Pharmatech s.r.o.
C.p. 401

338 21 Osek

Adresa mista vyroby:
Lagom Pharmatech s.r.o.
C.p. 401

338 21 Osek

le vyrobcem lécivych latek, ktery byl inspektovén v souladu
s ¢lankem 111(1) smérnice 2001/83/ES prevedenym do
narodni legislativy jako: & 101, odst. 3 zdkona &. 378/2007 Sb.,
o lé¢ivech a o zménach nékterych souvisejicich zakond (zdkon
o létivech), ve znéni pozdgjsich predpisd.

Na zdkladé znalosti ziskanych b&éhem posledni inspekce, kterad
byla provedena dne 12.07.2022, je tento vyrobce povaiovan za
subjekt splfiujici principy spravné vyrobni praxe pro lé€ivé
latky! odkazované ve &ldnku 47 smérnice 2001/83/ES.

1 Tyto poZadavky splfiuji doporuéeni SZO na SVP.

Tento certifikdt odrdii stav vyrobniho mista véase vy3e
zminéné inspekce a nemélo by se spoléhat na to, Ze bude
odréiet stav shody po uplynuti vice neZ tfi let od data inspekce.
Doba platnosti miZe byt nicméné na zakladé regulatornich
princip( ftizeni rizik prodlouZiena nebo zkracena zdpisem
v oddile Omezeni vysvétleni.

Aktualizace omezeni nebo vysvétleni lze nalézt na webové
strance EudraGMDP (http://eudragmdp.ema.europa.eu/).
Tento certifikat je platny, pouze jsou-li pfedloieny viechny
strany a ¢astila 2.

Pravost tohoto certifikditu mdze byt ovéfena v EudraGMDP.
Pokud se nezobrazi, kontaktujte prosim vydavajici autoritu.
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CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER
Part1

Issued following an inspection in accordance with Art. 111(5)
of Directive 2001/83/EC and Section 13, paragraph 2, letter a,
point 3 of the Act No 378/2007 Coll., on Pharmaceuticals and
on Amendments to Some Related Acts (the Act on
Pharmaceuticals), as amended.

The competent authority of the Czech Republic confirms the
following:

The manufacturer:
Lagom Pharmatech s.r.o.
C.p. 401

338 21 Osek

Site address:

Lagom Pharmatech s.r.o.
C.p. 401

338 21 Osek

Is an active substance manufacturer that has been inspected in
accordance with Art. 111(1) of Directive 2001/83/EC
transposed in the following national legislation: Section 101
paragraph 3 of the Act No 378/2007 Coll., on Pharmaceuticals
and on Amendments to Some Related Acts (the Act on
Pharmaceuticals), as amended.

From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted
on 12.07.2022, it is considered that it complies with The
principles of GMP for active substances?! referred to in Article
47 of Directive 2001/83/EC.

! 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.

GMP Certificate Ref.No.: sukls136862/2022
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Name

Phone number; +420 272 185 832

Signature of the authorised person of the competent authority




Cast 2
3 VYROBNI OPERACE — LECIVE LATKY
Lécivé latky: Konopi pro 1é¢ebné poutiti
Cannabis Sativae/Indicae flos

3.5 Obecné dokoncovaci kroky

3.5.1 Fyzikalni kroky zpracovdni: suSeni, sitovdni, jemné
trimovani
3.5.2 Primdrni baleni (zabaleni / uzavieni Ié¢ivé latky do

obalového materidalu, ktery je v pfimém kontaktu s ldtkou)

3.53 Sekunddrni balenf (umfsténi uzavieného primdrniho
baleni do vnéjsiho obalu nebo nddoby. Zahrnuje rovnéz jakéekoli
znaceni materidlu, které miZe byt pouZito pro identifikaci nebo
sledovatelnost (Cislo SarZe) Iécivé ldatky)

3.6 Kontrola jakosti
3.6.1 Fyzikdlni/chemické zkouseni

Jakédkoli omezeni nebo vysvétleni vztahujici se k rozsahu
certifikatu:
36.1 Fyzikdini/chemické zkouseni — pouze fyzikdini

Datum: 19.07.2022

jméno a podpis opravnéné osoby pfisluiného orgénu Ceské

IePUinky
ﬂ;‘ /
)

Eva Niklickovd
feditelka inspekéniho odboru

Stétni dstav pro kontrolu légiv
Srobarova 48

100 41 Praha 10

Ceska republika

e-mail: posta@sukl.cz
telefon: +420 272 185 832
fax: +420 271 732 377

Certifikdt SVP sp.zn.: sukls136862/2022
Datum: 19.07.2022

Strana 2z2

Iméno: Eva Niklickova

e-mail: posta@sukl.cz

Podpis: _ ) '

F-INS-002-35/Verze 5/10.06.2022

Part 2
3 MANUFACTURING OPERATIONS = ACTIVE SUBSTANCES
Active substance(s): Dried Cannabis flower

3.5 General Finishing Steps

3.5.1 Physical processing steps: drying, sieving,  fine
trimming
3.5.2 Primary Packaging (enclosing / sealing the active

substance within a packaging material which is in direct contact
with the substance)

3.5.3 Secondary Packaging (placing the sealed primary
package within an outer packaging material or container. This
also includes any labelling of the material which could be used
for identification or traceability (lot numbering) of the active
substance)

3.6 Quality Control Testing
3.6.1 Physical / Chemical testing

Any restrictions or clarifying remarks related to the scope of
this certificate:
3.6.1 Physical / Chemical testing — physical only

Date: 19.07.2022

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

Eva Nikli¢kovd
Director of the Inspection Department

State Institute for Drug Control
Srobérova 48

100 41 Prague 10

Czech Republic

e-mail: posta@sukl.cz

phone: +420 272 185 832

fax: +420271732 377
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Name

Phone number: +420 272 185 832

Signature of the authorised person of the competent authority



