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CEPTUDIKAT AHAJII3Y Ne 2608/2024
CERTIFICATE OF ANALYSIS NO. 2608/2024

Hassa:
Name

Ne rraprif:

Baich no,

JlaTa saKiHueHHA TepMiny MpuIEaTHOCTI:
FExpiry date

Jarta saxinueuns sunpolysamb:

Date of tests end

Tokasnuxk

Parameter

Mopma, SOBHINHIA BUIyIs)Y
Form, appearance

Janax
Cdour

Buict ynakoskn 3 garisteepaoro dopmowo [1]
. Eomem of 3ern12901121,[0.1'{n L"n_'u_fzxi_t package [g]

3nauenns pH
pHvalue

Mixpo6ionoriyna yucrora
Microbiological purity

3aransHa KineKicTs depobHMX
mikpoopranizmis (3KAM)
The total number of aerobic microorgarisms (TAMC)

SaranbBa KinbKicrs ApURIKIB 1 uaini (I
The total number of yeasts and molds (TYMC)

Craginoxox 30moTHeTHHA
Staphylococeus aureus

TTanuuxa cuusornilina
Pscudomonas aeruginma

kpem Mediderm (Yxpaina); 500r

Mediderm cream (Ukraine); 5002
49089

03.2027
30.09.2024

Bumora

Reguirement

Ognopinna, Ginuii kpem

Homogeneous, white cream

Pesynprar
Resull

Binnozigae sumoran
Correspond

Jlenge pinuyTruit HaTYpanbHui
apomar

Stighsly perceptible natural odowr

Bin 485,0 xo §15,0

From 485,0 to 515,0

Big 4,500 8,5
From4,51t0 85

He 6inpie 102 KYO/r a6o KYO/mn
No more than 1(F CEUg or CRU/mL

He Gimpwe 10" KYO/r abo KYO/mn
No more thar CFUlg or CFU/mdL

Bincyrsicrs 2 1 7260 8 1 M
Absencein I gor [ mL

Bigcyrnicts B 1 rao s 1 mn
Absence in 1 g or 1 ml,

Kinpenu# npogyxr Bianosisac Texaivaum srMoram Ne SP-PK-0298,

The final product meets the specifications Ne SP-PK-0298.

Kepisnui sipniny xoHTpomo AxocTi
Head of Quality Control

bltial.de

s reuaranid
P TR

2 aer CARRING Givpon

;
(59 Oyt

Bianosinae sumoram
Correspond

500,2

54

He 38CTOCOBYCTHCA
Not applicable

He zacrocosyeTnes
Nat applicable

He sactocoByerncs
Not applicable

He 3acrocopyeThes
Not applicable
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No. 15/19-1

of the medical device . Creqmy Mediderm®,

hsted in the Amiex: § (o this Declaration of conformity, to

i the requirements of Technical regulation concerning

P medical devices {approved by the Decree of the Cabinet

of Ministers o Ukraine on 02 October, 2013 under No.
753)

Maryfacrurer:
name: Sprecwilder Arzneimittel Gimb
address: SchulstraBe 9. 15913 Mirkische Heide, Geemany

-

Telefon: 035476165020
P Telefax: 035476/6502-19

-

L-Mail: info@spreewaelder-arzneimittel.de

Dwhose Authorized Represeniative in Ulraine is:
nanie: LUROLER-URRAINE 11O

cacldress: UN320, ul, Borespilska, building =, . Velvka
Oicksandrvka, Baryspil district, Kyiv region, Ufkraine

CEDRPOU code 4275397 /
Tl Jie (044) 223-25.57
i lmail injo@eurotek. com.ua

s Medical devices classification: Class 1, according to point
Fof Annex 2 of Technical regulation concerning medical
s devices.

The products iy accompanied by the conformity mark:

N

s According to the point 18 of Technical regulation
concerning medical devices, tor abovementioned marking,
conformity  asscssment procedures  was  performed
- according 10 the Procedure of the interal control of the
medical devices manufacturing as referred to in Annex 8 to
" Tochnical regulation concerning imedical devices,

< The abovementioned devices comply with the
¢ of the national, Evropean and intervational
Cstandards which are listed in the
- Declaration of conformity,

requirements
regulations and

Aunex 2 (v thiy

¢ Declaraton

of Conformity valid from 26112019 10
D25 200

Spraswilder Arznaimittol Gniblf

wpfeswaider Arznaimits

 MEKIAPALS TP B
Ne 18/19-1

Medwaocn supody - Kpemi M edidermd,
wlonw nepeainy o Hooamey 1 oo Hersapayti npy
BLATOBLAHIC TS
BMoras Texmiunoro peraasicury LHOMO MEAMUHMX BUpoGiss
(i sarsepureni Mlocranonow Kabitery Mivicrpin
Ypainy pia 02 wonrms 2013 p. Ne 753),

Bupotnus:

naiisenysanns: J11 UpeELOAACH Apsxaiidvurens MmoX
aapecar  Ulyawmrrpacce 9, 1593 Meprinre Najiw,

Hiseunpina

Teq.; 33476 °6502-0)

Parciox. U35476-6302.09

fe-Mail: injo@sprecwactder-arznoimistel de

Vuvsnonascei APEACMAGHUR 6 VRpaiing unooy ¢
natisienysana: TOB «BPOMER-YICPATHA » .
adpeca: 08320, ey, Bopucninscora, ayo. 7, ¢ Ber
Caexcandpiera, Bopucnizsconid peilion, Kuiwcoma ofss,
Nipariug ‘ '

CHPIIOY 42753911

{ Tenghaxe: (044) 223-25.57

| - nowma: wmfolpenrolek, com. ua

Kaacughiayis raznaveniy sveon SUPOGIE: Kome |
nyurron 12 flonatky 2 Texmiumoro PERIAMEHTY B0
MERHAHIMX BHPOGIS.

VIpocviagio CYRPOGOGICYC SUUR G1N0GISHOC ).

S

3rizee w18 Texmiunoro periiaMenTy  moao  Mesusnmy
BuposiB, WLl 3a3naUCHONO MAPRYBAIIA Gyao 3adeiiie
IPOBCACHHS TDOLCAYPH OWIHKA BIAMOBLANOCTL. Bignosi i
cao o Tloprary  eailienernm BHYTRRIHBOTO  KOMIpQ.K
BUDOOHMILETBA MEII HVX BUPOSIR, stkuit suirazeno o Hosarey
8, 20 Texmiunoro POTIAMEITY IHOAO MEAMHNMX BHPoGis

(W

Sustaveni supoby sixnoBiNAOTH BHMOram HamoRaALHix,
€BPONEHCHKHX 18 MDKHAPOAH X HOPMATHBHO-NPABOBHN k1Y
T8 CTASAPTIR, AT nagedeni ¢ | wadaniy 2 00 unol e
AP0 8IOROGION T,

! Hexnapauis mpo sinnosiuicwn distena 3 26 14301y IE
D 25.01.2024 p.
W N

1

Schulstrals g
18913 Markische Heide




Spreewdider Arzaeimitie! Gm

A

. Further Annexes are au integral part of this Declavation of
. conformity:

i Annex 1 with the list of the medical devices
Amiex 2 with the Hst of nationad,
imernational regutations and standeards,

Luropean  and

This declaration of conformity is issued under the sole
respanyibility of the manufacturer.

Hesin’ennoo unerrueo paxol Jekmapai npo sianosiuscs
€ nactynmi dopariu:
Hooamor 1 3 nepeniror asredunsux supodie,

HAodanar 2 3 REpeikosr HAyIoHUA6HIY, CEPORCHCLRUY B
AMENCHAPOOUUX HOPMAMUGH O-NPAROCUY armiic Hii

b emanoapimia,

s dexrapaiyin. Ao GIONGGIIICING  GUOANT I Gl
GIOnGIdaaLIIcH SUpPObHIKa.

85 A

! Adam Swiderski / Axam Caigepesruit

[—

Managing Director / Kepywouiii gupexcrop

Spraewdider Arznaimitiol Gmbi
Schulstrafs 9
15913 Mérkische Heide




Spreswdlder Arzneimittsi G

Annex | to Declaration of conformity Ne 15/19-1

/ Homarvor | no Jewsapauil npo signosianicrs
NoNo 15/19-]

List of the medical devices / Ilepeaix meguannx supotin

! Name of the device in English ¢ Name of the device in Ukrainian ,
; Hazsa supoby auraiiichkoio Monoto Haspa supody vipainenkow Monoto :
1| Cream Mediderm® 15 g Ne 100 Kpem Mediderm® 15 g/ Ne 100
I2 Cream Mediderm® 100 g Kpem Mediderm® 100 gr
: 3. | Cream Mediderm® 300 g Kpem Mediderm® 500 g/r
4[ Cream Mediderm® 1600 ¢ Kpem Mediderm® 1000 g/r

A J b«lf{/{m“

Adam Swiderski / Anam Coigepenienii
Sproewdider Arzneimitel Gupi1Anaging Director / Kepysomnii mupexrop
SchulstraBe ¢
18913 Mérkische Helds
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Spreswilder Arzneimitte! Gm

Annex 2 to Declaration of conformity N 15/19-1
!/ Ronaror 2 no Mexnapaudt npo sixmosimsicrs Mo 18/19-1

List of national, European and international regulations and standards /
Uepesis nanionanbuux, eBPONCHCLIAN Ta MOKHAPOIHUX HOPMATHBHO-IIPABOBHN AKTIB Ta
cranuaprin

¢ HCTY EN SO 14971:2015 Bupobu menuuui, Hactanosn 000 YIPABIIHHA PUIKKOM (N
[SO 14971:2012);

¢ JACTY EN 1041:2015 Bupobu meanuni. Indopmanis, sky vaac snpobiuk, (EN 1041:2008
+A1:2013);

¢ JICTY EN ISO 15223-1:2018 3acobn mewuunoi rexuikg. YMOBHI M03HAKH HA STHKETIAN
3460018 MEARHHOI TCXHIKH, MapKoBaHHs Ta 000B 93K0BI BigomocTi, Yacriua 1. 3araibul
smord (EN 150 15223-1:2016, I1SO 15223-1:2016, Corrected version 2017-03),

/\l j “':u{,/gxf

Adam Swiderski / Anam Crigepenicnii
Managing Director / Kepyrouuit tupexrop
Spreawdilder Arznalmittel GmbH

SchulstraBe 9

18913 Mirkische Helde







