Spreewalder
Arzneim

Spreveallr Syvapnomal G RoH - Sehuheefio § - 15313 Varache Heide - Gormany

Mirkische Heide, 11,09.2024
CEPTHOIKAT AHAIIZY Ne 2425/2024

CBRIFICATE OF ANALYSIS:NO. 242512024

Hazsa: Kpem Mediderm (Ykpaina); 100r
Name Mediderin ¢rears (Ukraine); (00g
Ne uaprivs .
Batch 1. 48173
Jra saxinvenus TepMiny npuiaTHGCTH:
Expiry date 022027
Jara saxingenns pripotynann:
Date of tests end ) 05.09.2024
Horaznuk Bumora Pesynorar
Parameter Requiremont Reguli.
N . . Bimmorinae
Popma, sosrIIHIE Buras Ounnopinma, Gimt KpeM HATOBLL
Forw, appearance Homogeticous, white eredm BHMOraM
Correspond
Banax Jense pigayTani BaTypanbHuit Bimnozinae
L]
Odour apuMAT BYMOTAM
... Slightly percepiible nuturl odour Coxrespand

Buicr ynaxosks 3 Hanistsepoio GopMoio Bix 95,5 70 104,5

N - . . [I‘} Feym 95,5 t0 104,5 1007()
- o semisolid form in wnit package [g]__
naseras pH Bix 4,5 0 8,5 56
b

B
MixpoGionoriuna yucrora *
Migrobislogical purity*

e B 1O 85

He Gibie 10° KYO/r abo
KYO/han
No mote thag 107 CFU/g or. CFU/mI,

He 8inswe 10! KYO/r abo

3araisaa KinskicTs aepoduyx
Mixpoopranismis (TAMC)

The total nuower af aerobic misroorganisms (TAMC)

He sacrocosyerses
Not applicable

JaraneHa KiNEKICTE Npiseie 1 oein

(TYMO)

The {otal number of'yeasts and molds (TYMC)

Cradinoxox sonoructuit

KY O

Novmore than CFU/g or CFU/mL

Bincyrricte 8 1 raos | mn

He zacrocoryerses
Noi applicable

He sactocopyeTnos

Swphylococeus auteus Absencein 1gorl mi. Wot applicable
Hanwuxa cuysormiiina Bimcyrictsh g 1 rabo s 1wy He 3acroconyerses
Psoudoroosas serupinosa - — _ Absenceintgoriml .. Notapplicable

*MixpoGionoriuuuii rect suilicHioerses s oxmiel maprii B pix
*Thie migrobiological test carriod out forone batch por year.

Kimrenuit npoxyxr nignosinae rexnivnuam sumoram No SP-PK-0298.
The final product meets the spest ficutions,No SP-PR-0298.

Kepisnux signiny konrpomoe akoeri

Head of Quality Control {w;\)
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dpreewdlder Arzneimitizl

~ DECLARATION OF CONFORMITY ™ HEKIAPALUS 11RO BITOBU G,

1 ' No. 15/19-1 N 15/19-1

i

i of the medical device - Creqms Mediderm®, Medtinod supody - Kpestr Mediderme,

| VR ) nepeairy 6 dooamxy 1 oo Hernapeyiv nps

o isted i the Annex 1w this Declaration of conformity, to pianosiaticrs

i the requirements of Technical regulation ¢oncerning Buatoram Texmiuuoro peraavenry mozno MEDTI X BUpODis
U medical devices (approved by the Decree of the Cabinet {axuit sarseprennii Nocranonoto Kabinery Mitcrpin
;- oFMinisters of Ukraine on 02 October, 2013 under No, Yipaium pin 02 swonrw 2013 p, Mo 753),

: 753)

Mamjacturer Bupotnur:

| name: Spreewalder Arzneimittel GmbH Hafisenysanns; Wopessonaep Apsuaitmurens yoX

i address: Schulstralie 9. 15913 Markische Heide, Germany | aapeca:  Wlyavuirpacce 9, 15913 Meprinse Nasios
; Hiseununa )

| Telefon: 035476i6502-0 P Feas U35476°6502-0
¢ Telefux: 035476/6502-19 §Darciax: U35476-6302-1
- U-Mails info@@spreewaelder-arzneimittel. de de-Mail: infoi@spreevwaclder-arzneimistel, de
whose Authorized Reprexentative in Ulkyaine is: ;[ Yuosuosaxceuuls npedemagiur ¢ Yipuin swoo ¢
e FUROLEK-URRAINE 1,40 natsenynatus: TOBR « CBPOMER-YKPATH 15
| address: U8320, ul, Boryspilska, building 7. p. Velyka aopeca: 08320, eya. Bopueninocora, Gyv. 7. ¢ Ben
| Qleksandrvka, Boryspil dustret, Kyiv region, {ikraine 1 Caercandpigra, Bopucnitecsrut padion, Kuigcona ¢,
» U Mipeting '
CHDRPOU code 42753911 CEAPHOY 42753911
YTl Jax (044) 223-25.57 ! Tea. thawe: (D44) 223-25-57
-l infbeurolesc com.ua - nowma: wfo@enrolek.com.na

§ Medical devices classification: Class 1, according o point | Kuacupixayis sesnivenx Medugnnx sipodis: Kaae  srizne
- 12 of Annex 2 of Technical regulation concerning medizal | nymeron 12 Josarky 2 Texmianoro PEFAAMEHTY G100

devices. MeHx BupoGin,
The products is accampanied by the conformity mark: L LIPOOYRYIO CYNPOBOGIVE 11K G1R0610ROCT -

¢ | &

< According 10 the point 18 of Technical regutation § 3rigpo 1 18 Texmiusoro PORIAMENTY 100 MeaMit iy

concerning medical devices, for abovementioned marking, | BupoGis, an 3a3HaueH0T0 MAPKYBaH Gya0 aderricuei
- conformity  assessment procedures  was  performed | nposeieLts APOLCIYPH OLUHRA BIANOBIANOCT. SLALOBL
- according to the Procedure of the internal control of the f o Topsaxy  satiicserng BUYTPHUMLOLO  (OHIpG:

SN
, medical devices manufacturing as referred to in Annex 8 0 | BUPOOHMLIGBA MUY HUX BUPOBT, stkiit BHICIASHO b Hoimirey
- Fechnical regulation concerning medical devices, 8, 10 TeXHIHOTO PErIaMenTy o4O MemM MMy BHPOGIn

The abovementioned devices comply with the requirements | 3asuaueni 8upody BIANOBIRAIOTE BHMOMA HALUCHAAL BN,
- of the national, Ewropean and international regulations and | €8poneHCHKHX T8 MBKHAPOAHKX HODMATHBHO-TNABOBUX axliy
Cstandards which are listed in the Amner 7 o this | & CTaMIapTin, ski nasedeni ¢ Juoamiy 2 do Ounol feraapuni

s eclaration of conformity, npo gidnasionicmy.
¢ Declaration of Conformity valid from 26.11.2019 10 : Hermapards npo vinnosiauicts aifiena 3 26,7700y 5o
P 23000004, D 25.01.2024 p.
S I . -
Spreewdlder Arznaimittel GribH : 1
Schulstrafe 9

18913 Markische Heids




Spreewiider Arzneim

r Further Annexes are an integral part of this Declaration of
. conformity:

| Avmex [ witl the list of the medicat devices
Anmnex 2 with the list of national,

Lwropean  and
imernational regulations and standards,

- This declaration of conformiry is issued under the sole
vesponibility of the manufacturer.

Hesia® evnoro waeTanoo aadoi Jeknapari PO BIATOBLAHICTS
¢ nacryrmi Jogariu;
Hodamor 1 3 nepenivom sedunnux supobie.

Hoaamar 2 3 nepesrivos nayiondaonny, CEPONCIICHRUX Wi
Midenapaonux HOPMAIUSHO-RDABOGUY URIiG i
L emanoapmia.

| L oexnapais PO BIOROGIHICIL  CUOUNE 10 GIK TR
alonowidanenicms supotmuna.

AS. A A

Adam Swidevski / Anant Coigepesruit

Managing Director / Kepywosnii jppexcrop

(S,

Spraewdlder Arznoimitiel Gmbk
Schulstrafs ¢
15913 Méarkische Heide




Spreewalder Arzneimitiel ¢

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

! Honaror 1 ao Hexaapauil npo sianosisnicrs
NoNe 15/19-1

List of the medical devices / Hepenir meauannx supodis

: Name of the device in English / Name of the device in Ukrainian /
: Hazsa Bupoly anraificskolo MoBoI0 | Hassa Bupoby yrpaiHchroo MoBOI0O
Creamy Mediderm® 13 g No 100 Kpest Mediderm® 15 g/r No 100
Cream Mediderm® 100 g Kpem Mediderm® 100 g/r
Cream Mediderm® 500 g Kpew Mediderm® 300 /v
Cream Mediderm® 1000 g Kpex Mediderm® 1000 g/ir

£S5 A

Adam Swiderski / Auam Coigepebunit
Spreewtiider Arzacimitte! GmutY1Anaging Divector / Kepyrouuii npexrop
SchulstraBe ¢
15913 Mérkische Helda

U




Spreewalder Arzneimittel

Annex 2 to Declaration of conformity Np 15/19-1
!/ Romaror 2 o Jewaapandi npo signosimicrn No 18/19-1

List of national, European and international regulations and standards /
[lepestik nawioHanbix, €BPONEHCLKVIN T4 MidXHAPORHAX HOPMATHBHO-IIPABOBHN AKTIB T2
cramapris

v JICTY EN ISO 14971:2015 BupoGu mesuuni. Hactanoss uono YIPaBIiHes pusuror (BN
ISO 14971:2012),

HCTY EN 1041:2015 BupoSu memyni. Tundopmanis, 5Ky vaac supobimx, (EN 1041:2008

+AT2013)

° JICTY EN ISO 15223-1:2018 3acobn Menuunoi Texuiky. YMOBHI [I03HAKH HA eTHKET AN
3300018 MEARYHOT TCXHIKH, MApPKOBAHHS T8 0608 93K0BI BigoMocTi, Yacthua 1. Jaranbui
sumorn (EN [SO 15223-1:2016, ISO 15223-1:2016, Corrected version 2017-03),

Ag ‘-*;w/‘.’/‘{u“

Adam Swiderski / Azam Crigepenbrui
Managing Dircctor / Kepyrouuit anpexrop
Spreawdlder Arznalmittel GmbH

SchulstraBe 9

15913 Mérkische Helle







