|+ 15913 Matkischo Heide » Germony

Mirkische Heide, 10.01.2025

CEPTH®IKAT AHAJI3Y Ne 3319/2024
CERTIEICATE OF ANALYSIS NO. 3319/2024

Hazsa:

Name

Ne naprif:

Batch no.

Hara 3aKkiR4eHEA TepMIHY npuAaTHOCTI:
Expiry date

Hara saxiyyeHEs BUnpoOyRans:

Date of rests end

[Mokasmuxk

Parumeter

(Dopma, 30BHIINHIA BUTASA

Form, appearance

3anax
Odour

BMicT yrmakoBKY 3 RaniBTBEpPA0IO GOpMOIO [r]
. Content of semisolid form in unit package [g]

3navenns pH

pH-vaiue

Mikpobionoriuna uncrora
Microbiological purity

Jaraapna kinexicts aepobHIX
MikpooprauizmMie (3KAM)
Yhe total number of aerobic microvrganisms (TAMC)

3araneHa KinbkicTs apbkmxkis i usini (KAL)
The total number of yeasts and molds (TYMC)

Cradinoxok sonoTucTsi
Staphylococeus aureus

Mammxa cunsorniiina
Fseudomanas aeruginosa

xpem Mediderm (Vxpaina); 500r
Mediderm cream (Ukraine); 500

4Y143

05.2027

06.12.2024
Bumora Peayawrar
Requlremgnt Result

Onuopinna, 6inni kpem
Homogencous, white cream

Jlenpe BinryTHMI HATYpaNbHMI
apomar

Bixrnosinae snmoram
Correspond

Bianosigae BuMoram

Correspond

Slighily perceptible natural vdeur
Bin 485,0 o 515,0

e 500,4
From 485,0 10 515,0
Bin 4.5 no 8,5 6.1
From4,5108.5 ”
HC ﬁiHBme 102 KYO/P 360 KyO/Mﬂ He Sa,CTOCOByCTbCX
No more than 16¢ CFU/fg or CFU/mL Not applicable
He 6iipire 10! KVO/r abo KYO/mn He sacrocoByeThes
No more than CFU/g or CFUMm, Not applivable

Biscyricrs B 1 rados 1 mir

He 3acTocoByeThea

Absence in f g or I mlL Not applicable
BincyTnicts B I raGo s 1 Mt He 3acTocoByeThCH
Absence in { gor I mb Not applicable

Kinueruli npoayxr Bianosinae texuivdiay suMoram Ne SP-PK-0298.

The final product meely the specifications No SP-PK-0298,

Kepipauk Binniny koHTpOMO skocTi
Head of Quatity Control

www.spreewaelder-armneimitiol.de

Ein Unternehimen oer FARMINA Gruope
www.farming. pf
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T+ 48{0) 35476 65020 « F + 49 (0) 36476 650219 + E info@sprocwaelder-arzneimittel de

HRB-Nr. 7507 CB « Amtsgericht Cotibus « UStIdNr. DEZ25964108
IBAN QESE 1002 0890 0601 9231 06 « BIC HYVEDEMM4ES
Geschifstihrer Adans Swiderski - Anna Opydo » T Baranowskl
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DECLARATION OF CONFORMITY
No. 15/19-2

of the medical device - Mediderm® cream
listed in the Annex I to this Declaration of confornity, to
the requirements of Technical regulation coneerning
medical devices (approved by the Decree of the Cabinet
of Ministers of Ukraine on 02 October, 2013 under No,
753)

Manufacturer:
name: Spreewilder Arzneimittel GmbH
address: SchulstraBe 9, 15913 Mirkische Heide, Germany

Telefon: 035476/6502-0
Telefax: 035476/6502-19
E-Mail: info@spreewaelder-arzneimittel.de

whose Authorized Representative in Ukraine is:
name: EUROLEK-UKRAINE LLC

adlelress: 08320, ul. Boryspilska, building 7, p. Velyka
Oleksandrivka, Boryspil district, Kyiv region, Ukraine

EDRPOU code 42753911
Telffox: (044) 223-25-57
FE-mail: info@ewrolek.com.ua

Medical devices classification: Class I, according to point
12 of Annex 2 of Technical regulation concering medical
devices.

The products are accompanied by the conformity mark:

&

According to point 18 of the Technical regulation
concerning medical devices, for the abovementioned
marking, conformity assessment procedures was
performed according to the Procedure of the internal
control of the medical devices manufacturing as referred to
in Aunex 8 (without points 5-6) to Technical regulation
coneerning medical devices.

Declaration of Conformity is valid from 26.11.2024 to
26.11.2029,

JIEKTTAPALIIS TIPO BITOBIHICTD
Ne 15/19-2

Meduunoz0 aupoty ~ Mediderm® xpestu
32i0no nepenicy 6 Jodamry 1 do Hewnapayii npo
sinnosimmicts
BrUMOraM TeXHIUROrO persiaMenTy Woxo MEeIMYHIX BHpoBin
(sienid sarpepmrennii INocranosoio Kabivery Minicrpin
Yipaiun ig 02 xostHs 2013 p. Ne 753).

Bupobmu:
naiimenrynarmst: Hinpessonnep Apspativurens Tv6X

appeca:  IUlynpwrpacce 9, 15913 Mepxime-Xaie,
Himeuuuna

Ten.: 035476/6502-0
Darc:ax: 035476/6502-19
E-Mail: info@spreewaelder-arzneimittel.de

Ynoegnosacenuil npedemaanix ¢ Yepaini saxozo .
natimenysanns: TOB «CBPOIIEK-YKPAIHA»

adpeca: 08320, syn. Bopueninscora, 6y0. 7, ¢. Benuxa
Onexcanopisxa, Fopucninecoruti paiion, Kuiscoxa obn.,
Yipaina

EHPITOV 42753911

Ten/hare: (044) 223-25-57

E- nowma: info@eurolel.com.ua

Kaacughicayis sasuauenx meduunux supodie: Knac 1 3riaHo 3
nyukrom 12 Jlomaty 2 Texuiumporo perfamenty oo
MeLUUHHX BHpODIB,

pooyryin cynposodmcye snar sidnosionocmi:

N

3ripo 11 18 TexHIMHOIO pEerfiaMeHty LUIOMO MCHHUYHMX
BUpPoGiB, I 3a3HAYEHOro Mapkyrauus Oyio safesneyeno
NPOREAEHHST TROLCAYPH OMINKH BIZTOR{MOCTI, BIANORIAHO
ao  Tlopstaky  3uificHeHHs — BHYIPIHBOrG — KOHTPOJIO
BUPOOHHLTEA MEHUHKX BUPOGiB, skuit BuiiageHo B Joparky
8 (3a BUKmIOUECHAAM NYAKTIR 5-6), 10 TeXHi¥HOrO pernamenTy
IOLO MEIUUHHX BHPOBin

Jexnapauis npo signominmicts Aificwa 3 26.11.2024 p. do
26.11.2029 p.

wwsw.sprepwasider-arzneimittel de

3ER BUATE EBU20 ¢ F 4 4l
HBRB-Ny, 735
IBAN DL

Geschilftafithror




Spreewéld
Arzeimit‘ce

Further Annexes are an integral part of this Declaration of | Heif’emuoro yactunowo ganof Hexnapauii npo Bianosighics

Conformity: e sacrynui Jopatiu:
Amnex I with the list of the medical devices Hooamor 1 3 nepenixom yeouuHux gupodis,
This declaration of conformity is issued under the sole Ln Oexaapayis npo cidnosionicne 6uOana nid GUKINOYHY

responsibility of the manuyfacturer.

gionogidauonicnt supobuika.

,') C}\/{j{/ﬁ“ Date: 25.11.2024

Adam Swiderski / Apam CsigepenKuid
Managing Director / Kepyroumnii jupexrop
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\, Arzneimittel

Annex 1 to Declaration of Conformity Ne 15/19-2

[ Joparor 1 po Hexaapaunii npo sigmosimicrs Nel5/19-2

List of the medical devices / Hepeni mepnunnx supobis

Name of the device in English /

Name of the device in Ukrainian /

Ne Haspa supofy auriiiichbrolo MoBolo Iazpa Bupoby yxpalHchKo0 MOBOLO
1. | Mediderm® cream 15 g No100 Mediderm® xpem 15 1 (g) Nel100

2. | Mediderm® cream 100 g Mediderm® xpem 100 r (g)

3. | Mediderm® cream 500 g Mediderm® xpem 500 r (g)

4, | Mediderm® cream 1000 g Mediderm® xpem 1000 T (g)

A O

Date: 25.11.2024

Adam Swiderski/ Axam Criepes it
Managing Director / Kepyrowuuii upexcrop
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DECLARATION QF CONFORMITY
No. 15/19-2

of the medical device — Mediderm® cream

listed in the Annex 1 to this Declaration of conforsity, to
the requirements of Technical regulation concerning
medical devices (approved by the Decree of the Cabinet
of Ministers of Ukraine on 02 Octeber, 2013 under No.
753)

Memufocturer,
name; Spreewdilder Arzneimittel GmbH
address: Schulstralie 9, 15913 Mirkische Heide, Germany

Telefon: 035476/6502-0
Teletax: 835476/6502-19
E-Mail: info@spreewaelder-arzneimittel.de

whose Authovized Representative in Ukraine is:
name: BUROTER-UIKRAINE LLC

address; 08320, wl. Boryspilska, building 7, p. Velyka
Oleksondrivka, Boryspil disirict, Kyiv region, Ukraine

EDRPOU cade 42753911
Tel /fax: (044) 223-25-57
E-mail infol@eurolek.com.ua

Medical devices classification: Class I, according to point
12 of Annex 2 of Technical regulation concerning medical

devices.

The products are accompanied by the conformity mark:
pamied 2

According to point 18 of the Technical regulation
concerning medical devices, for the abovementioned
marking, conformity assessment procedures was
performed according to the Procedure of the interunal
control of the medical devices manufactaring as referred to
in Amnex 8 (without points 5-6) to Technical regulation
concerning medical devices.
Declaration of Conformity is valid from 26.77.2024 to
26.11.2029.

JAEKITAPALA PO BIANOBIAHICTS
Ne 15/19-2

medynozo supoby — Mediderm® xpearu
seiono nepenixy g Hodamiy 1 0o Jexnapayii npo
BINIIOBIAHICTD
prMOraM TEXHIUHOTO PEITIaMERTY HIOA0 MEIHERIX BUpohis
{menit nareepmpxennd Hocragoroo Kabinery Minicrpin
Vipaiuu gig 02 swosras 2013 p, Ne 753),

Bupotinyx:

salimenysauns: Hinpessosgep Apzualimurens TubX
appecar  Ulymewrpacce 9, 15913 Mepxiwe-Xaiine,
Himemnmna

Ten.: 035476/6502-0

Darcax: 035476/6502-19

E-Mail: info@spreewaelder-arzneiniftel. de

Ynosuosamxcenuii npedcmasnux & Yrpail saxozo ¢
nativenyeanns; TOB « CBPOHER-YKPATHA»

adpeca: 08320, gyu. bBopucnirscora, 6y0. 7, ¢, Bemixa
Unexcandpisra, bopucnizecerutl pailon, Kuiscesa 0fia.,
Yrpaing

CHPIIOY 42753911

Tenrhawe: (044) 223-25-57

B~ nowma. info@eurolek.com ua

Kracughivayia zasnauenux meonwdsux eupodis: Knac 1 3riguo 3
nyacrom 12 Jomarey 2 Texmivroro pecnamesty oo

MEIUSHIX RHPOGE,

Hpodyryio cynposooxcye sHax sionosidnocmi;

3riguo 1 TexsiHore periaMeHTy oAb  MEEMHH
Bupo(iB, UIN 3aRHAUSHOre Maprypanus Oyno 3adesnevcHo
IPORGACHHS NPOUGRYPH OLIHKM BIAMORIRHOCTI, BIANOBILHO
go  Hopsuy  suificHenRds  BRYTPHUHBOIO  KOHTPOILO
BHpOGHALTES MeRHUHUX srpodie, skl srxianeno & Hogarxy
8 (za surmovesusm ayaxrie 5-6), 1o Texnivnoro peraamenty
IHOA0 MOMIHAX BUPOGIR

Hexnapais upo sigporiwicrs fificwa 3 26./7.2024 p. do
26.11.2029 p.




QRN
S a \\\
AN

DN
N

7
“,

N

vt

////////////////,

Hesin’emuoo yacriuom ganol Jexnapanil npo RUMIOBIHICTS

e nacryiE Joparke:
I
 BURATOUHY

responsibility of the nmumfacturer.

Further Annexes are an integral part of this Declaration of

Conformity:
Annex Dwith the st of the medical devices
This declaration of conformity is issued wnder the sole

Hodamor I 3 nepenixoy Meduunux supoie,
Ln dexaapayin npo sidnosionicnw sudans nind
gidnosidansuicme supotinuxa,

" Dhate: 25.11.2004

Adam Swiderski / Anam Csigepenxnii
Managing Director / Kepyrouuli aupexrop
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~ Annex 1 to Declaration of Conformity Ne 15/19-2

{ Ropatox 1 po Hexuapauil npo pignosinuicrs Nel5/19-2

List of the medical devices / Hepenix meppanny supobis
Name of the device in Ukrainian /

No Name of the device in English / )
B Haspa supoly anrii#fichbKom MOBOIO Hazsa supoby yxpalHCHKOI0 MOBOIO
1. | Mediderm® cream 15 g Ne100 Mediderm® xpem 15 1 {g) No100
2. | Mediderm® cream 100 g Mediderm® xpem 100 ¢ (g)
3. | Mediderm® cream 500 g Mediderm® xpem S00 r {g)
4, | Mediderm® cream 1000 g Mediderm® gpem 1000 ¢ (g)

Date: 25.11.2024

Adam Swiderski / Axam Crigepenynit
Managing Director / Kepyrounit yupexrop
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HAEKJIAPAIIIA NeQ1/UA/2019

npo_6idnogionicme Meduunozo gupooy sumozam TexHiunozo peziamenmy wodo MeQUUHUX supobie/

DECLARATION NeQ1/UA/2019

of Conformity medical devices requirements of the Technical Regulations on Medical Devices

3aranbHa Ha3Ra MEIUUHUX BUpPOOIiB/
General name of medical devices

Kpem Mediderm®

Cream Mediderm®

[lepenix meguunux BupoGis/ The
list of medical devices

Kpem Mediderm® 15 g/r Ne 100
Kpem Mediderm® 100 g/r
Kpem Mediderm® 500 g/r
Kpem Mediderm® 1000 g/r

Cream Mediderm® 15 g Ne 100
Cream Mediderm® 100 g
Cream Mediderm® 500 g
Cream Mediderm® 1000 g

Kiac 6e3nexu/ Safety class

I xnac Oesnexu

| safety class

BupoGHuk, anpeca/ Manufacturer,
address

npesposgep ApsHaiiMutens ['m6X
[ymsmirpacce 9
15913 Mepkime-Xaiige
Himeyuuna

Spreewilder Arzneimittel GmbH
Schulstrafie 9
15913 Markische Heide
Germany

VYIoBHOBa)KCHMI TIPEICTABHHK B
VYkpaini, anpeca/ Authorized
Representative in Ukraine, address

TOB «EBPOJIEK»

08133, Bys. banykoea, Gy, 7, m.
Bumnese, Knepo-CBATOWUHCHKHIH
paiton, Kniscbka o6u1., Ykpaina, ko
€JIPITOY 38559788
Bignosigno no Jorosopy Ne 16/07-18
Bijg 16 nunns 2018 poky

EUROLEK, LTD
7 Balukova Street, the town of
Vyshneve, 08133, Kyiv
Svyatoshinskyi district, Kyiv region,
Ukraine
Code: 38559788
In accordance with the Agreement No.
16/ 07-18 dated July 16,2018

Hexnapauis ckiagena y sianosigHocti 1o Bumor Texuiunoro PErIAMEHTY 1010 MEAMYHHX BUPOGIB, 3aTBEPIKEHOr0 [10CTAHOBOIO |
Kabinery Minictpis Ykpainun iz 02.10.2013 Ne753./ The declaration is made in accordance with the Technical Regulation on
Medical Products (implementation of internal control of the manufacture of medical products), approved by the CMU Decree dated

2.10.2013, No. 753.

Texniuna nokymeHTaList Ha MeMUHUI BUPiO po3pobieHa Ta Bianosigaec Bumoram TexXHIYHOrO perjaMenTy WoA0 MEANIHUX BUPOOIB,
3arsepiokeHoro IocraHosoto KaGinery Minictpis Vipainu Bin 02.10.2013 Ne753./ The technical documentation for a medical
product has been developed, implemented and complies with the requirements of the Technical Regulations on medical products,
approved by the Cabinet of Ministers of Ukraine from 02.10.2013, No. 753.

Bianosinanshicts 3a jocrosipuicts Haganoi inpopMartii Hece BUpOGHHUK ( [npessonuep Ap3naiimuresis ['m6X [lynpwrpacce
9 15913 Mepkiwme-Xaiine Himeuunna): The manufacturer (Spreewilder Arzneimittel GmbH, Schulstrafie 9, 15913 Mirkische
Heide, Germany) is responsible for the authenticity of the information provided.

Hasga ta aapeca, 3a axoro
30epiraetbes TexHiUHA
AOKYMEHTaLlisl 3 MiATBEPIKEHHS
BianosigHocti/ Name and address
where stored technical .
documentation conformity

TOB «€BPOJIEK»

08133, Kuieceka o61., Kuepo-
CBATOMMHCEKUIR paiioH, M. Buminese,
ByJl. banykoga,7
tein./ake: (044).406-00-78
e-mail: info@eurolek.eu

EUROLEK, LTD
7 Balukova Street, the town of
Vyshneve, 08133, Kyiv
Svyatoshinskyi district, Kyiv region,
Ukraine
tel./fax: (044) 406-00-78
e-mail: info@eurolek.cu

Mara od)opMJ{eHI--m Jeknapartil
Biznosignocti/ Date of registration
of the declaration of conformity

25.02.2019

25.02.2019

[lixnuc npeacrasnka BUpOOHHKA/
Signature of the manufacturer's
representative

Kepyrounii nupekrop
Anam CBingepcbkuii

Managing Director
Adam Swiderski
\

u/]‘gwkﬂ@%/é;j

Spreewalder Arzneimittel GmbH

SchulstraBe 9

15913 Markische Heide

HMexuapanis npo BixnosignicTs aic mo/ Declaration of Conformity valid until - 31.12.2023.




Spreowiifder Aiznairaittol GmbH « Schulstalle 3 ©

15813 Mirkische Heide - Germony

Sprewé €
Arzneimitte

i

Mirkische Heide, 10.01.2025

CEPTUDIKAT AHAJII3Y Ne 3331/2024
CERTIFICATE OF ANALYSIS NO. 3331/2024

Haspa:

Name

Ne napri:

Batch no.

JlaTa zaxiHyeH s TepMiny MPUIATHOCT]:
Expiry date

Hara saxinmenns BunpodypaHb:

Dare of tests end

Tlokaszunk

Parameter

®opma, 30BHILIHIN BUILA,

Form, appearance

3anax
Odour

Bumict ynakosxy 3 Hanipteepnoio Gopmoro [r]

3nauenns pH

PpH-value

MikpoGionoriuua YucroTa
Microbivlogical purity

3aranbHa KinbKicTh a6pOCHAX
mikpoopragismis (3KAM)

The total manber of acrobic microsrganisms (1AMC)

3aransHa Kinskicte apbxmxis i meini (3KILD
The tatal mumber of yeasts and molds (TYMC)

Cradinoxox 3010THCTHIH
Staphylococcus aureus

Hanmuka cuuporgiiina
Pseudomonas aeruginosa

kpem Mediderm (Yxpaina); 500r

Mediderm cream (Ukraine); 500g
4Y145

05.2027
06.12,2024

Bumora

Reguirenient

Onuopinna, Gimmit xpem
Homogencous, white cream

Jleane sinuyTHui HaTypansHui
apomar

Stightly perceptible natural vdour

Bia 485,0 no 515,0

From 485,010 315,0

Bin 4,5 1o 8,5

From 4,510 8,5

He Ginsme 102 KYO/r abo KY O/
No more than 107 CFUJg or CRUML

He Ginbuie 10! KYO/r afo KYO/Mn
No more than CFU/g or CFU/mL

Bincyrsicte B 1 r abo B 1 Ma
Absence in 1 gor lml

Bincyrnicrs 8 1 rabo B 1 mn
Absencein { gor { mL

Kinuesuit npomyxT Bianosigac texuiggnm snmoram MNe SP-PK-0298.

The final product meels the specifications No SP-PK-0298.

KepieHuk BIDUILY KOHTPOIIO SKOCTI
Head af Quality Conirol

www.spreewalderarzneimittel.de

Ein Unternehmen der FARMINA Gruppe
v farmina ol

o’

U 'Y
In Vs, }‘1\;&:} s
U

PesynvTtar
Result

Binnosinae BumMoram
Correspond

Binnonifae BuvMoram
Correspond

500,3

6,0

He sacTocoByerses
Not applicable

He 3aCcr0coBYETRCH
Not applicable

He sacTocoByeThCS
Notapplicable

He 3actocoByeThes
Not applicable

i
T + 49 (0) 35476 65020 + F 4 40 {0} 35476 660219 » E info@spreawaelderarzneimittel de
HRE-Nr, 7807 UB + Amtsgericht Cotthus + USt-{dNr. DE225954108
{BRAN DEE3 1002 {1890 0601 82351 06 « BIC HYVEDEMMAES
GeschaftsFhrer Adam Swiderski « Anna Opyda + Tim Baranowsk
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DECLARATION OF CONFORMITY
No. 15/19-2

of the medical device - Mediderm® cream

listed in the Anmex 1 to this Declaration of conformity, to
the requirements of Technical regulation concerning
medical devices (approved by the Decree of the Cabinet
of Ministers of Ukraine on 02 QOctober, 2013 under No.
753)

Manufacturer:
name: Spreewilder Arzneimittel GmbH
address: Schulstrale 9, 15913 Mirkische Heide, Germany

Telefon: 035476/6502-0
Telefax: 035476/6502-19
E-Mail: info@spreewaelder-arzneimittel,de

whose Authorized Representative in Ulraine is:
name: EUROLEK-UKRAINE LLC

address: 08320, ul. Boryspilska, building 7, p. Velyka
Oleksandrivka, Boryspil district, Kyiv region, Ukraine

EDRPOU code 42753911
Tel ffax: (044) 223-25-57

E-mail: info@ewrolek.com.ua

Medical devices classification: Class I, according to point
12 of Annex 2 of Technical regulation concerning medical
devices.

The products are accompanied by the conformity mark:

¢
According to point 18 of the Technical regulation
concerning medical devices, for the abovementioned
marking, conformity assessment procedures  was
performed according to the Procedure of the internal
control of the medical devices manufacturing as referred to
in Annex 8 (without points 5-6) to Technical regulation
concerning medical devices.

Declaration of Conformity is valid from 26.11.2024 1o
26.11.2029.

JEKIAPALILS TIPO BIJIMTOBIJIHICTD
No 15/19-2

Meduunozo cupoty - Mediderm® rpestu
3210110 nepeaixy ¢ Jodamry 1 do Jexnapayii npo
BIATIOBISHICT
BUMOraM TexHINHOrO persiaMenTy UoNo MexuHIX BHPOSis
(sewtit zaTnepprenuii Mocranoroo Kabi nery Minicrpis
Yipaiun vig 02 sconrhs 2013 p. No 753).

Bupobiu:

naitvenysami Hinpessonuep Apsnaitvurens I'v6X
ajppeca:  Illysswrpacce 9, 15913 Mepkiwe-Xasiue,
Himeuuuia

Ten: 035476/6502-0

Daxe:ax: 035476/6502-19

E-Mail: info@spreewaelder-arzneimittel.de

Ynoswosaoiceruil npedemacrux 6 Yipaini axozo ¢:
natimenysaiins: TOB «CBPONEK-YEKPAIHA»

adpeca: 08320, syn. Bopueninecora, 6y0. 7, ¢. Bemxa
Onexcandpiara, Bopueninscoruil pation, Kuiscora o6,
Ypaina

CAPITOV 42753911

Ten/hare: (044) 223-25-57

E- nowma: info@ewrolek.com.ua

Kaacughiayis sasuavenix vedunmux supodis: Knac 1 ariamo 2
nyuxrom 12 Jlojatky 2 Texuiumoro permaMenty uiofo
MEAHHHMX BHPOGIB.

Lpodyryio cynposodacye snar sidnosionocnii:

N

Jrigo . 18 TOXHIMHOTO PCLHAMCHTY OO MCKHUHHX
BupoGis, i 3asHAUCHOrO MapiyBauus Gyno sabesrieueso
APOBEACHHS NMPOLEAYPH ORINKK RIANOBIWOCTI, BigNOBIAHO
no  Hopwuky  suificHenms  BHYIPIWHBOrO  KOHIPOIIO
BHPOOHHLTBA MeAHUHKX BUPOGIB, skuil BHIGIaueHO B onaticy
8 (3a mumioueriam nynicrin 5-6), 1o Texniunoro pernaventy
OMO MEAMUHAX BHpOGin

Jexnapaiis npo sianosinnicts niticwa 3 26.11.2024 p. do
26.11.2029 p.

wigwssproesywasideraraneimizselde

e F
HEBR-Me, 7
A
Gaschitftsfithror




T'urther Annexes are an integral part of this Declaration of
Conformity:

Annex 1 with the list of the medical devices

This declaration of conformity is issued under the sole
responsibility of the murfacturer.

Herix emuoio uactnHoo ganoi Hewnapawdi rpo sianosignicts
¢ nacrynui JToparku:

Jodamox 1 3 nepenikos meduunux supobis,

Llw dexnapayin npo 6ION0GIOHICIG GUOGRN IIFO BUKAIOUHY
Gidnogidanuicmy eupobHUKa.

SO
8 R AL Date: 25.11.2024

Adam Swiderski / Axam Cuigepenkuii
Managing Director / Kepyroumii jupexrop
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Annex 1 to Declaration of Conformity No 15/19-2

/ Doparox 1 po Mexaapanit npo sinmosiaicrs Nel15/19-2

List of the medical devices / Hepeix mepquunux pupobin

Name of the device in Inglish /

Name of the device in Ukrainian /

Ne Haspa supo6y aurniitcnroio MoBoio Hazwa BupoOy yKpalHCHKOIO MOBOIO
1. | Mediderm® cream 15 g Nel 00 Mediderm® xpem 15 1 (g) Ne100

2. | Mediderm® cream 100 g Mediderm® xpem 100 r (g)

3. | Mediderm® cream 500 g Mediderm® xpem 500 r (g)

4. | Mediderm® cream 1000 g Mediderm® xpem 1000 T (g)

§

NS /

Date: 25.11,2024

Adam Swiderski/ Agam Cainepeninit
Managing Director / Kepyrouuii qupexrop
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DECLARATION QF CONFORMITY
No. 15/19-2

of the medical device — Mediderm® cream

listed in the Annex 1 to this Declaration of conforsity, to
the requirements of Technical regulation concerning
medical devices (approved by the Decree of the Cabinet
of Ministers of Ukraine on 02 Octeber, 2013 under No.
753)

Memufocturer,
name; Spreewdilder Arzneimittel GmbH
address: Schulstralie 9, 15913 Mirkische Heide, Germany

Telefon: 035476/6502-0
Teletax: 835476/6502-19
E-Mail: info@spreewaelder-arzneimittel.de

whose Authovized Representative in Ukraine is:
name: BUROTER-UIKRAINE LLC

address; 08320, wl. Boryspilska, building 7, p. Velyka
Oleksondrivka, Boryspil disirict, Kyiv region, Ukraine

EDRPOU cade 42753911
Tel /fax: (044) 223-25-57
E-mail infol@eurolek.com.ua

Medical devices classification: Class I, according to point
12 of Annex 2 of Technical regulation concerning medical

devices.

The products are accompanied by the conformity mark:
pamied 2

According to point 18 of the Technical regulation
concerning medical devices, for the abovementioned
marking, conformity assessment procedures was
performed according to the Procedure of the interunal
control of the medical devices manufactaring as referred to
in Amnex 8 (without points 5-6) to Technical regulation
concerning medical devices.
Declaration of Conformity is valid from 26.77.2024 to
26.11.2029.

JAEKITAPALA PO BIANOBIAHICTS
Ne 15/19-2

medynozo supoby — Mediderm® xpearu
seiono nepenixy g Hodamiy 1 0o Jexnapayii npo
BINIIOBIAHICTD
prMOraM TEXHIUHOTO PEITIaMERTY HIOA0 MEIHERIX BUpohis
{menit nareepmpxennd Hocragoroo Kabinery Minicrpin
Vipaiuu gig 02 swosras 2013 p, Ne 753),

Bupotinyx:

salimenysauns: Hinpessosgep Apzualimurens TubX
appecar  Ulymewrpacce 9, 15913 Mepxiwe-Xaiine,
Himemnmna

Ten.: 035476/6502-0

Darcax: 035476/6502-19

E-Mail: info@spreewaelder-arzneiniftel. de

Ynosuosamxcenuii npedcmasnux & Yrpail saxozo ¢
nativenyeanns; TOB « CBPOHER-YKPATHA»

adpeca: 08320, gyu. bBopucnirscora, 6y0. 7, ¢, Bemixa
Unexcandpisra, bopucnizecerutl pailon, Kuiscesa 0fia.,
Yrpaing

CHPIIOY 42753911

Tenrhawe: (044) 223-25-57

B~ nowma. info@eurolek.com ua

Kracughivayia zasnauenux meonwdsux eupodis: Knac 1 3riguo 3
nyacrom 12 Jomarey 2 Texmivroro pecnamesty oo

MEIUSHIX RHPOGE,

Hpodyryio cynposooxcye sHax sionosidnocmi;

3riguo 1 TexsiHore periaMeHTy oAb  MEEMHH
Bupo(iB, UIN 3aRHAUSHOre Maprypanus Oyno 3adesnevcHo
IPORGACHHS NPOUGRYPH OLIHKM BIAMORIRHOCTI, BIANOBILHO
go  Hopsuy  suificHenRds  BRYTPHUHBOIO  KOHTPOILO
BHpOGHALTES MeRHUHUX srpodie, skl srxianeno & Hogarxy
8 (za surmovesusm ayaxrie 5-6), 1o Texnivnoro peraamenty
IHOA0 MOMIHAX BUPOGIR

Hexnapais upo sigporiwicrs fificwa 3 26./7.2024 p. do
26.11.2029 p.
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Hesin’emuoo yacriuom ganol Jexnapanil npo RUMIOBIHICTS

e nacryiE Joparke:
I
 BURATOUHY

responsibility of the nmumfacturer.

Further Annexes are an integral part of this Declaration of

Conformity:
Annex Dwith the st of the medical devices
This declaration of conformity is issued wnder the sole

Hodamor I 3 nepenixoy Meduunux supoie,
Ln dexaapayin npo sidnosionicnw sudans nind
gidnosidansuicme supotinuxa,

" Dhate: 25.11.2004

Adam Swiderski / Anam Csigepenxnii
Managing Director / Kepyrouuli aupexrop
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~ Annex 1 to Declaration of Conformity Ne 15/19-2

{ Ropatox 1 po Hexuapauil npo pignosinuicrs Nel5/19-2

List of the medical devices / Hepenix meppanny supobis
Name of the device in Ukrainian /

No Name of the device in English / )
B Haspa supoly anrii#fichbKom MOBOIO Hazsa supoby yxpalHCHKOI0 MOBOIO
1. | Mediderm® cream 15 g Ne100 Mediderm® xpem 15 1 {g) No100
2. | Mediderm® cream 100 g Mediderm® xpem 100 ¢ (g)
3. | Mediderm® cream 500 g Mediderm® xpem S00 r {g)
4, | Mediderm® cream 1000 g Mediderm® gpem 1000 ¢ (g)

Date: 25.11.2024

Adam Swiderski / Axam Crigepenynit
Managing Director / Kepyrounit yupexrop
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HAEKJIAPAIIIA NeQ1/UA/2019

npo_6idnogionicme Meduunozo gupooy sumozam TexHiunozo peziamenmy wodo MeQUUHUX supobie/

DECLARATION NeQ1/UA/2019

of Conformity medical devices requirements of the Technical Regulations on Medical Devices

3aranbHa Ha3Ra MEIUUHUX BUpPOOIiB/
General name of medical devices

Kpem Mediderm®

Cream Mediderm®

[lepenix meguunux BupoGis/ The
list of medical devices

Kpem Mediderm® 15 g/r Ne 100
Kpem Mediderm® 100 g/r
Kpem Mediderm® 500 g/r
Kpem Mediderm® 1000 g/r

Cream Mediderm® 15 g Ne 100
Cream Mediderm® 100 g
Cream Mediderm® 500 g
Cream Mediderm® 1000 g

Kiac 6e3nexu/ Safety class

I xnac Oesnexu

| safety class

BupoGHuk, anpeca/ Manufacturer,
address

npesposgep ApsHaiiMutens ['m6X
[ymsmirpacce 9
15913 Mepkime-Xaiige
Himeyuuna

Spreewilder Arzneimittel GmbH
Schulstrafie 9
15913 Markische Heide
Germany

VYIoBHOBa)KCHMI TIPEICTABHHK B
VYkpaini, anpeca/ Authorized
Representative in Ukraine, address

TOB «EBPOJIEK»

08133, Bys. banykoea, Gy, 7, m.
Bumnese, Knepo-CBATOWUHCHKHIH
paiton, Kniscbka o6u1., Ykpaina, ko
€JIPITOY 38559788
Bignosigno no Jorosopy Ne 16/07-18
Bijg 16 nunns 2018 poky

EUROLEK, LTD
7 Balukova Street, the town of
Vyshneve, 08133, Kyiv
Svyatoshinskyi district, Kyiv region,
Ukraine
Code: 38559788
In accordance with the Agreement No.
16/ 07-18 dated July 16,2018

Hexnapauis ckiagena y sianosigHocti 1o Bumor Texuiunoro PErIAMEHTY 1010 MEAMYHHX BUPOGIB, 3aTBEPIKEHOr0 [10CTAHOBOIO |
Kabinery Minictpis Ykpainun iz 02.10.2013 Ne753./ The declaration is made in accordance with the Technical Regulation on
Medical Products (implementation of internal control of the manufacture of medical products), approved by the CMU Decree dated

2.10.2013, No. 753.

Texniuna nokymeHTaList Ha MeMUHUI BUPiO po3pobieHa Ta Bianosigaec Bumoram TexXHIYHOrO perjaMenTy WoA0 MEANIHUX BUPOOIB,
3arsepiokeHoro IocraHosoto KaGinery Minictpis Vipainu Bin 02.10.2013 Ne753./ The technical documentation for a medical
product has been developed, implemented and complies with the requirements of the Technical Regulations on medical products,
approved by the Cabinet of Ministers of Ukraine from 02.10.2013, No. 753.

Bianosinanshicts 3a jocrosipuicts Haganoi inpopMartii Hece BUpOGHHUK ( [npessonuep Ap3naiimuresis ['m6X [lynpwrpacce
9 15913 Mepkiwme-Xaiine Himeuunna): The manufacturer (Spreewilder Arzneimittel GmbH, Schulstrafie 9, 15913 Mirkische
Heide, Germany) is responsible for the authenticity of the information provided.

Hasga ta aapeca, 3a axoro
30epiraetbes TexHiUHA
AOKYMEHTaLlisl 3 MiATBEPIKEHHS
BianosigHocti/ Name and address
where stored technical .
documentation conformity

TOB «€BPOJIEK»

08133, Kuieceka o61., Kuepo-
CBATOMMHCEKUIR paiioH, M. Buminese,
ByJl. banykoga,7
tein./ake: (044).406-00-78
e-mail: info@eurolek.eu

EUROLEK, LTD
7 Balukova Street, the town of
Vyshneve, 08133, Kyiv
Svyatoshinskyi district, Kyiv region,
Ukraine
tel./fax: (044) 406-00-78
e-mail: info@eurolek.cu

Mara od)opMJ{eHI--m Jeknapartil
Biznosignocti/ Date of registration
of the declaration of conformity

25.02.2019

25.02.2019

[lixnuc npeacrasnka BUpOOHHKA/
Signature of the manufacturer's
representative

Kepyrounii nupekrop
Anam CBingepcbkuii

Managing Director
Adam Swiderski
\

u/]‘gwkﬂ@%/é;j

Spreewalder Arzneimittel GmbH

SchulstraBe 9

15913 Markische Heide

HMexuapanis npo BixnosignicTs aic mo/ Declaration of Conformity valid until - 31.12.2023.
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