Spreewalde
Arzeimitte[

Sproavdldor Arznoimittel GenbH « Schulstralie 9 - 16813 Mirkiache Hoido » Germuny

Mirkische Heide, 10.01.2025

CEPTH®IKAT AHAI3Y Ne 2217/2024/M
CERTIFICATE OF ANALYSIS NO. 221712024/

Hasga: kpeM Mediderm (Yxpaina); 1000 r

Name Mediderm cream (Ukraine): 1 kg

Ne mraprif: 47514

Batch no.

JaTa 3aKinyeHHd TepMiHy NprRIaTROCTI: 06.2027

Expiry dute

Jara sakiHueHns sUTPOOYBaib: 09.12.2024

Dute of tests end
Moxasznuk Bumora PesynpTar
Parameler Requirement Result

Dopua, 30BHIWAIK BArIHA

Form, appearance

3anax
Qdour

BuicT ynakoBky 3 HamiBTBEPAOIO (GopMoo [r]
Content of semisolid form inwnicpockoge Il
3navenng pH

pH-value

Mixpobionoriuga YyncToTa

Micrablological purity

3aranena KinpKicTs acpobuux
mikpoopranizmis (3KAM)

The total number of aerobic microorvganisms (TAMC)

3aransHa KIBKICTL ApDKIKIB 1 upini (KLY
The total number of yeasts and molds (TYMC)

Cradinokox zonoructuil
Staphylococeus aureus

[Tanuyka CHHBOrHIEA
Pseudvmonas acruginosa

Ouxropinda, 6111141“4 Kpem
Homogeneous, white eream

Jlenge BinHyTHUY HATYpAmLHUH
apomar
Stightly perceptible natural odour

Bin 983,0 no 1015,0
From 985,0¢0 1015,0

Bix 4,510 8,5
From4,5t0 8,5

He Ginbwe 10> KYO/r abo KYOQ/mn
No more than 107 CFUlg or CFU/ml

He Ginpne 10" KYO/r abo KYO/mn
No more than CFUlg or CFU/MmL

Bincyruicte B 1 raboe 1 Ma
Absence in I gor 1 pl

Bincyrnicts 8 1 rafo s | M
Absence inl g orl mL

Kinuesuil IpOAYKT BIANOBIae TeXHiMHUM BUMOTaM Ne SPM PK (}049

The finel product meets the specifications No SPM-PK-0049.

Kepinnuk iaainy KOHTpOmO aKoeTi
Head of Quality Conrol

I Yene f§

Binmosinae suMoram
Correspond

Bignosinae paMoram
Correspond

1001,2

6,1

He 3actocoByeTnes
Not applicable

He 3acTocoByeThes
Not applicable

He 3acTocoByeThCH
Not applicable

He 3acTOCOBYETRCS
Not applicable

Y+ 48 (0) 35478 mozo Fy 49 {35476 650213+ E mfo@spmr*macldcrcrzneurnmel de
HRB-Nr, 7507 CB » Amitsgeticht Cottbus « USE-idNr. DE226364108

IBAN DEGA 1002 0880 0601 9237 06 « BIC HYVEDEMMABE
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DECLARATION OF CONFORMITY
No. 15/19-2

of the medical device - Mediderm® cream

listed in the Annex [ 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 October, 2013 under No.
753)

Manufacturer:
naine: Spreewiilder Arzneimittel GmbH
address: SchulstraBe 9, 15913 Mirkische Heide, Germany

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

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

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

EDRPOU code 42753911
Tel ffax: (044) 223-25-57
E-mail: info@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:

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 ot Conformity is valid from 26.11.2024 to
26.11.2029.

JEKJTIAPALIA TTIPO BIANOBIIHICTD
Ne 15/19-2

Meduun02o Gupoly — Mediderm® kpestn
321010 nepenixy ¢ Looamry 1 do Jexnapayii npo
sinnosigricts,
BUMOraM TeXHIYHOrO persiaMenty Loso Me i amx BUPOOIB
(sewiid sarneporennii Toctanosoro KaGinery Min icTpis
Yicpainn Bin 02 sxosrust 2013 p. Ne 753).

Bupobnuk:

naiimenynarsy: lnpesnongep Apsnaiivurrens TvEX

agpeca:  Illynswrpacce 9, 15913 Mepriwe-Xaiie,
Himeuuuna

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

Ynoenosaxcenit npedemasrur ¢ Yiparni axozo c:
nativenysanns: TOB «CBPONEK-VEPAIHA»

adpeca: 08320, ayn. Bopucninocoxa, 6y0. 7, ¢. Benura
Onexcandpiera, Bopucninecoxuil paiion, Kniscoxa o6,
Yrpaina

CAPITIOV 42753911

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

E- nowma: info@eurolek.com.ua

Kaacudyivayis sasnavenx medunux supotie: Knac I 3rigno 3
nynkrom 12 Jlomartky 2 Texuiumoro peraamenty o0

MeaHYHHX Bipobis,

Lpodyryio cynposodacye snar sidnosionocmi:

Briguo 1. 18 TeXHIUHOTO pErylaMeHTy OO  MEAMUHIX
BupoGis, s 3asHaueHoro Mapkysands Gyno saGezneueHo
APOBEACHIS NPOLEAYPH OLHKK BIANOBIAHOCTI, BIANORIHO
Ao llopanxy  spificuenss  BRyrpimHbOro KOHTPOJIO
BUPOGHHLTBA MEAHURKX BUPOBIB, S BUKIAIEHO B Hopnarcy
8 (3a muimouennaM mynkTrin 5-6), no Texuiusoro peraamenTy
IOA0 MCUMUYHHX BUPOBiR

Hexnapaiis npo Bianosifpicrs aificna 3 26.11.2024 ». 00
26.11.2029 p.

www.spreswaslderarzncimittel do

T AQ ) G5476

Geschititsfithre



Spreewalder
JArzneimit

Further 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 manufacturer.

Hesiz’emeoro wactunoto ganol Hewnapauii npo signosigHicts
¢ wactyni Jlofarky:

Jlodamor 1 3 nepenixom mednux 6upodis,

L Qexaapajis npo 6IOROGIOWICIL GUOUHA HIO GURIIOUHY
gidnogidaivricne supodmuKa.

AL

Date: 25.11.2024

Adam Swiderski / Anam Cainepenicnii
Managing Director / Kepyroumii supexrop




Spree

Arznei
-

Annex 1 to Declaration of Conformity No 15/19-2

! Doparox 1 jpo Nexaapauit npo sigmosiaicrs Nel5/19-2

List of the medical devices / Hepenik mepnannx snpo6is

Name of the device in English /

Name of the device in Ukrainian /

Ne Haspa supo6y aurniitcnxolo MoBo1o Haspa Brpo0y yKpaiehKkoo MOBOIO
1. | Mediderm® cream 15 g Ne100 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 1 (g)

A0

Date: 25.11,2024

Adam Swiderski/ Agam Crinepenicnit
Managing Director / Kepyrounii anpercrop
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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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