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CERTIFIKAT SWP PRO VYROBCE
Cast 1

Vydany po inspekci vsoulade s Eldnkem 15 Smérnice
2001 20/E5 & & 513, odst. 2, pisrm. & bod 3 zdkona £ 378/2007
Sh., o |&Nvech & o pménich nbkterjch souvisejicieh zdkond
(zdkon o l&fivech), we znéni pozdédich pledpid.

Praluing organ Ceské republiky potvrzuje ndsledujic:

Virobee:

DY¥NTEC spol. sr.0.
Prafskd 328

411 55 Terezin

Adresa mista wyraby:
D¥NTEC spol. 5 r.o.
Prakokd 328

411 55 Teretin

Byl inspektovidn wsouladu s plénem inspekel v souvislosti
s povabenirm  kwyrebd £ T590/INSO0, posledni  mdna
sp.zh. sukls963440/3017 pe dne 28.04.2017, v souladu s Hankern
13 Smérnice 2001/20/E5 pfevederym do ndrodni lagislativy
jaka: & 57 zdkona ¢ 3782007 Sb., o &fiwech a8 o zrméndch
nékteryeh souvisejicich zdkond [zdkon o |&divach), ve néni
pazdéjtich pledpisd.

Ma pakladé malosti ziskanych bihem posledni inspekce, kbard
byla provedena dna 22.01.2021, je tento wrobos povalovdn 2a
subjekt splfiujicl pokadavky a navedy spodvnd wyrobni prase
stampovend sménmicl 2003,94/EC"

LTyt pokadavky splfuji doporudend 520 na SVP.

Tento cermifikdn odradi stav wyrobniho mista v Ease wie
ervinind indpekee @ nemdlo by se spaldéhat na to, le bude
adrafet stav shody po uplynuti viee ped o et od data inspekce.
Doba platmosti mibbe byt niomdng ne pdkladd regulatornich
principl fizenl ridk prodloukena nebo krdcena pdpisem
v oddile Dmeazeni nebs wawdtleni,

Tento certifikar je platny, pouze jsou-ll pledlodeny wiechny
strany a fdstila 2

Pravast tohoto certifikdtu mife byt ovéfena v EudraGhip.
Pakud 52 nessbrazi, kontaktujie prosirm weddvajicl autaritu,

Certifilcdt SWP sp.2n.: sukis2d Fa03, x020
Datumn: 16.02.3021

Sbrana 122

kménoc Frantifek Chuchma

e-mail: posta@sukl.cz

Podpes:

FikS- (0232 feroe 4

Lrobdrava 48
10041 Praha 10

Teledon: +4:20 272 185 111
Faw: +420 271 732 3TF

E-mail: pasta@sukl.cz
‘Web: werw sukdcr

ks A FS0R, 3080

CERTIFICATE OF GMP COMPLIANCE OF A
MANLUFACTURER
Part 1

lssued following an inspection in accordance with Art. 15 of
Directive 2001 30/EC and Section 13, paragraph 2, leiter a,
poirt 3 of the At Mo 3782007 Codl, on Pharmaceuticals and
of  Amendments o Some  Related Acts  (the At on
Pharmaceuticals), as amended.

The competent authority of the Ceech Republic confirms the
follawing:

The manufacturer:
DYNTEC spsid, 5 roo.
Prakskd 328

411 55 Terezin

Site sddress:
DYNTEC spal. & ro.
Praksks 338

411 55 Terezin

Has been inspected under the naticnal inspection programme
in  connection  with reanufacturing  autharisation
no TSS0/IM5/00, last wariation no sukls96344/2017 ssued
on 2B.04.2017 in accordance with A, 13 of Directive
2001/20/EC transposed in the fellowing national legisiation:
Section 57 of the Act No 37E/2007 Coll., on Pharmaceuticals
and an Amendments fo Some Related Acts [the Act on
Pharmaceuticals), as amended.

From  the knowledge paimed during inspection of this
manufacturer, the |atest of which was conducted
of 22.01.2021, it I comsidered that it complies with The
principles and guidelines af Goad Manufacturing Practice laid
down in Directive 2003,/94/EC.

1 These requirernents fulfil the GMP recommendations of WHO.

This certificate reflects the status of the manufacturing sive at
the tirme of the inspection noted above and should not be redied
upon to reflect the compliance status if mare than three yaars
hawe elapied since the date of that inspection. However, this
periad af validity may be reduced or extended using regulatony
fisk managerment principles by an entry in the Restrictions ar
Clarifying rermarks fiald.

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

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

GMP Certificate Aef.Ma.: sukls24 79032000

Date: 1602 3021
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Mame

Phane number: =420 272 155 832

Signature of the authorised person of the competent autharity



Cdst 2
&= Humdnni hodnocend Mdivé plipraviy

1 VYROBNI OPERACE
1.2 Nesterilni pFipravhky
121 wmesteridnl pfiprovky (wrobnd operace pro adsfeduficl
fékowd formy)
1.21.17 Ostatni  nesterilnl Mfive  pRipravky -
jednodivkove lyafilizaty pro pfipravy perocdlnd suspenze

1.3 Biologickd ASwe piipraviy
13,1 Blologlckd Mied priaravky (tvoy pfioroved)
1318 Ostatni biologicke  |&8ve  plipravky -

jednoddvkove lyalilizaty pro pfipravu perocdln suspense

1.5 Babeni
151 Primdrai halenl
1.51.17 Ostatni  nesterilnl l&divé  pFipravky -

jednodivkove yofilizaty pro piipravy perocding suspenze

1.6 Kontrola jakosti
1452 Mikrobiologickd: mikrebiologickd nerdwadnast
1463 Chemickd,Frzikdin

lakdkoli omezend neba wyswétlend wvetahujici s& k roesahu
certifilctu: ---- - -

Datum: 16022021

jmidne a podpis oprévnéndé csoby plislufndho orginu Ceské
republiky

Frantifak Chuchrma
feditel insgakinihe adbaru

Statni dstaw pra kontrolu M
Erobdrova 43

100 41 Praha 10

Ceskd republika

e-mail: postai@iukl ez
telefon: +420 272 1E5 837
fax: +420 271 732 377

Part 2
5 Huran Investigational Medicinal Products

1 MANUFACTURING OPERATIONS
1.2 Mon-sterile products
121 Non-sterife products (processing operaotions for the
foifowing desege forms)
1.2.1.17  Other non-sterile medicinal product — single-
dose freeze-dryed products for oral administration

1.3 Biologieal medicinal products

1.3.1 Blalogiem! mediclnal preaducts (st of product hypas)
1318 Other biclogical medicingl praducts — single-
dose freeze-dryed products for oral administration

1. 5 Packaging

151 Primary packing
1.51.17  Other nan-sterile medicingl products — single-
dose freeze-dryed products for oral administration

1.6 Quality control testing
152  Microbiological: non-sterility
163  Chemicel/Physical

Ay restrictions or clarifying remarks related to the scope of
this certificate: ———-———

Date: 16022021

name and signature of the autharised parson of the competent
autharity of the Crach Rapublic

Frantidek Chuchrna
Director of the Inspection section

State |nstitute for Drug Control
Erobarova 48

100 41 Prague 10

Crech Republic

e-mail: posta@iuklcx

phorne: +420 273 185 833

fas: +420 271 732 377

Otisk Ufedniho razitka

Certifikdt SVF sp.am.: sulds 28 TS037 320
Datumn: 16023021
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tménoc Frart®ek Chuchma

p-mail: posta@sukl cx

Podpes:

F-Ih5-002-33 Nerze 4

GMP Certticate Hef.No.: sukls24 P03 2000

Date: 1602 3021
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Phane rurmber: <420 X712 155 432

Sygnature of the authorised persen af the competent authority
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