Queisser

PHARMA
Keaiiccep Mapma T'm6X i Ko, KT

Ceprudirar Gesnexn Ta axocri
Hexnapauis supo6anka

TIporedirc® Mixecyrounit kKpem 3 m’siro10, 40 Mut (47 1)

Apr. 21852
Ne cepii: 005043
IpupaTanii go: 04.2026
Iapanmerp ananuzy Creundicanin Pesyanrar
Ommc roMorensa (nonyckae'rhca BijIOBigAE

JIErKa 3ePHHUCTICTR), MATKAs
TIaCTd MATHHOBOTO KOABOPY

3anax TIETKHI 3anax MeHTOMY Bixnosigac
Koricuerenuis BiONOBixHA Binnoninae
Anresunsi BnacTHRoCTI 50,0-120,0N 95,0 N

Mikpo6ionoriuna uncrora Esp. Oapm,, 5.1.4 -
(xoutpomoerses koxna 10-s
cepis)

Cepis Ne 005043 npogykry Hpotedixe® dikcyrounit KpeM 3 M'sToio, 40 mn (47 r) Gyna
NpoaHai30BAHA T4 JO3BOJIEHA [0 Npojaiy BinAinoM nepesipku sixocti, Pesynsrarn aHamizy
BIANIOBiAAIOTE NapaMeTpanm cnerpdikani,

Ceprudixar Buroropnennii enexrponnum crocobom. Tiamie JifcHuit,

Hata: 08.05.2023

% KoCTi

Ly, Coer MTSEO

O, O&. 23 .
Quelsser Pharma GmbH & Co. KG Amitsgericht Flansburg HRA 2031 HypoVereinsbank AG, Flensburg
Schlaswiger Strafte 74 Komplementirn: Quelsser Verwallungs GmbH  IBAN: DEO7 2003 0000 0081 1818 18, BIC; HYYEDEMM300
24641 Flensburg Flensburg HRB 58+ |-Ust-IdNr. DE 134635616
Telafori +48 (0)461 9996-0 Geschafisfiihrer: Dipl.4fm, Jan K. Kuskowskl, Sparkasse Miltetholstein AG, Rendsburg
ww.quelsserde Axel Kaemple IBAN: DE31 2145 0000 D000 0428 63, BIC: NGLACE2IRDB
Unzare CrondsSle zom Dalenischulz finden Ste hise: hilps hwwwiquaissar deltal Azisinnnatonen. Ot pek # dota processing.van ta found hererfitipsih dux /d

Page 1/1

N



Queisser

PHARMA

DECLARATION OF CONFORMITY
No. 001 /verl

of the medical device — Protefix® Adhesive Cream,

Protefix® Adhesive Cream with Aloe Vera, Protefix®

JEKJIAPALLIA TPO BIMOBIAHICTE
Ne 001/verl

Meduunozo eupocy — lpomedine® Dikcyouuii Kpem,

Hpomedhire® Pixcyrouuit Kpem 3 aioe gepa, lpomedikc®

Adhesive Cream Neatral, Protefix® Adhesive Cream
with Mint, Protefix® Adhesive Cream with Propolis,

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.
733).

Wanufacturer:

name: Queisser Pharma GmbH & Co. KG

address:  Schleswiger Strale 74, 24941,

Germany

Tel.: +49 (0)461 9996-0

E-mail: infoi@queisser.de

Flensburg.

whose Authorized Representative in Ukraine is:
name: Queisser Pharma Ukraine LLC,
address: 02132, Ukraine, Kyiv, street
Naberezhna 26-zh, office 49.

USREOU Code: 38805743

Phone.: (044)585-34-90

Phone/Fax: (044)585-34-92

E-mail: info@queisser.ua

Dniprovska

Medical devices classification: Class [ according to
point 9 of Annex 2 of Technical regulation concerning
medical devices.

Che manufacturer declares the compliance of the above
medical devices with the reguirements of the Technical
Regulation on medical devices  (approved by  the

Resolution of the Cabinet of Ministers of Ukraine of

October 2, 2013 Ne 733),
The products is accompanied by the conformity mark:

4

According to the point 18 of Technical regulation
concerning medical devices. for 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§
to Technical regulation concerning medical devices.

Dikcyroyuii kpesm inoanepzennui, lpomedire®
Dircyrouuii kpem 3 m’amoro, lpomedinc® Dikcyionui
KPeM 3 Rponoaicom,
zeiono nepenixy ¢ Jooamry | oo Jexnapayii npo
gidnosidnicme
GuMozam TeXHIYHOZ0 peziamennty Wooo MeOUYHUX 6UPODIE
(axuit sameeponcenun Hoemanosow KaGinemy Minicmpis
Viepainu ¢io 02 scosmms 2013 p. Ne 753).

| Bupoonuxk:
aaimenveanns: Ksaiiecep ®@apma I'm6X i Ko. KT
aopeca:  llnesgirep Llrpace 74, 24941, ©nencbypr,
Himeuunna

Ter.: +49 (0)461 9996-0
Eaexmponna nowma: info@queisser.de

Ynosnosaxcenuil npedcmasuux ¢ Yipaini axo2o c:
naimenyeanns: TOB «Keaticcep @apma Yipainay,

adpeca: 02132, Vipaina, wm. Kuis, eyn. Huinpoecexa
Hatepeoicna 26-7K, ogh. 49

k00 EAPIIOY: 38805743

Tea.: (044)585-34-90

Tea/hare: (044)585-34-92

Enexmponna nowsma: info@queisser.ua

Kuacuthivayis saznavenux wmeouynux eupobdis: Knac [ srinno
3 nyHktoM 9 [lojatky 2 TexHiMHOro pernameHTy woao
MEAHUHHX BHPOOIB,

‘ Bupotnuk dexaapyve gionosionicms 6UJeSKA3aHUX MEOUYHUX
Gupoois cuvoeam Texunivnoeo peiaMenmy wooo MeouuHux
Gupoois  (sxutl  sameeposcenuli  ITocmanogowo Kabinenty
Minicmpie Vipainu ¢io 02 wcoemus 2013 p. Ne 753).

IIpodyruito cynposodicye sHar 6iOnoeioHocmi:

&

3rigno 1. 18 TexHiMHOrO pernamMeHTy IWWOA0 MEAHYHHX
Bupolis, 418 3a3HAYCHOrO MapKysaHHs Oyno 3abesneqeHO
NPOBENEHHA MPOUEAYPH OUIHKH BiAMOBIAHOCTI, BiAMOBIAHO
a0 TMopaaky  3gificHeHHa  BHYTPIILHBOTO  KOHTPOJIHO
BMPOOHHLTBA MEIWUHMX BHPODIR, AKWMH BHKIAAEHO B
Hoaarky 8, 20 TexHiuHOro perjiaMeHTy LOAO MEAHMHHX

SchleswigerStralie 74 « 24941 Flensburg = Teleton = 49 (0461 9996-0 « www,queisser.de = USi-ldNr. DE 134635616
Amtsgericht Flenshurg HRA 2931 « Komplementirin: QueisserVerwallungs GmbH Flensburg HRB 381 + Geschifisfithrer: GertBendixen. Dipl.-Kfim. Jan

K. Kuskowski

Bayerische Hypo- und Verginsbank AG, Flensburg (BLZ 200 300 00) 81 18 18 18 « IBAN: DE 07 2003 0000 0081 1818 18. BIC: HY VEDEMM3G0
SparkasseMittelholsiein AG. Rendsburg (B1.Z 214 500 00) 42 963. IBAN: DE 31 2145 0000 0000 0429 63. BIC: NOLADE2IRDB
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The abovementioned devices comply with the
requirements of the national. European and international
regulations and standards which are listed in the Annex 2
to this Declaration of conformity.

Declaration of Conformity valid from 12.10.2021 1o
29.06.2026.

Place of issuance of declaration of conformiry: 02132,
Ukraine, Kyiv, street Dniprovska WNaberezhna 26-zh,
office 49.

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

Annex 1 with the list of the medical devices

Anmmex 2 with the list of national, European and
international regulations and standards.

BHPOBIB,

3azHaveH! BHPOOH BLANOBLIAKTE BUMOraM HaWiOHANBHMX,
EBPONEHCLKMX  TA  MIKHAPOAHWX  HOPMATHBHO-MPABOBHX
AKTIB TA CTAMAAPTIB, ski nuseoeni ¢ HJodamky 2 oo danoi
| Heraapayii npo sionogionicnis.

Meknapauis npo sianosiaicTs aidicna 3 [2.10.2021 p. do
29.06.2026 p.

Micye suoaui oexnapayii npo sionosionicmes: 02132,
Yipaina, m. Kwuis, syn. JlHinpoeceka Halepewna 26-3,
od. 49.

Hegin'emuoro  wactudowo  aanoi  Jleknapauii  npo
BIANOBIAHICTD € HacTynHi JloaaTks: (
Hooamox | 3 nepeiixoym MeQuinux supoois,

Hooamor 2 3 nepenikom nayionansuux, €GPONEHICLKUX Md

MINCHAPOOHUX HOPMUAMUEHO-NPAGOBUX axmie ma
| cmandapmis.

~2 7
=

s
Na(ﬁya é‘fﬁ%ko / Yueaenxo H.B.

General Director / I'enepaabsumii {upexrop
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Annex 1 to Declaration of conformity No. 001/veri
Hoaarox 1 go Hexaapauii npo sianosianicrs Ne 001/verl

List of the medical devices / [lepeaix meguunux supobis

Name of the device in English /

Name of the device in Ukrainian /

Ne
Hazsa Bupoby aHITIHCHKOK MOBOK Hasgpa BupoOy yKpalHCEKOI0 MOBOIO
’ y [Ipotedikc® Dikcyroumii Kpem.

1. | Protefix® Adhesive Cream, 40 ml /47 ¢ 40 mu(ml) / 47 r(g)
2. | Protefix® Adhesive Cream, 4 ml [Tporedixe® Pikcyrounit kpem, 4 mi(ml)
3 Protefix® Adhesive Cream with Aloe [Tporedikc® Dikcyrounii Kpem 3 ajoe Bepa,

" | Vera, 40ml/47 ¢ 40 mn(ml) / 47 r(g)
4 Protefix® Adhesive Cream with Aloe [Tporedikc® Dikcyrounii KpeM 3 aloe Bepa,

’ Vera. 4 ml 4 ma(ml)
5 Protefix® Adhesive Cream Neutral. [Tpotedike® Dikcyounii Kpem rinoatepreHHui,
N 40ml/47 g 40 ma(ml) /47 r(g)
6. | Protefix® Adhesive Cream Neutral, 4 ml Eiﬁ ?;%‘KC@ e A e
- Protefix® Adhesive Cream with Mint. [poredike® dikcyrounil KpeM 3 M 4TOO,

" |40ml/47 g 40 ma(ml) / 47 r(g)
8. | Protelix® Adhesive Cream with Mint, 4 ml Eﬂ 323))11&@ {ARCYROREN FPRMS B ST0N,
9 Protefix® Adhesive Cream with Propolis. Hpomdﬁxc@ dikcyrourii KpeM 3 IponoJiicom,

" 140ml/47 g 40 ma(ml) / 47 r(g)
10 Protefix® Adhesive Cream with Propolis, | [Iporedikc® Pixkcyroqnii KpeM 3 IPOIOIICOM,

4 ml

4 ma(ml)
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Nadiya Chyslenko/ Unciienko H.B.
General Director / I'enepanbumii {npexrop
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Annex 2 to Declaration of conformity No. 001/verl
Joparor 2 o dexaapauii npo pianopianicts Ne 001/verl

List of national, European and international regulations and standards /
[lepenix narionanLHAX, EBPOMEHCHKHX T4 MDKHAPOAHKX HOPMATHBHO-MPABOBHX aKTiB Ta
CTaH/apTIR

e JICTY EN ISO 13485:2018 Memuuni Bupo6u. Cuctema ynpasiinas sxictio. Bumorn 1o
perymosants (ISO 13485:2016, EN ISO 13485:2016:

e JICTY EN ISO 14971:2015 Bupobn mennqni. HactaHoBH 1100 yHpaBliHHS PH3AKOM
(ENISQO 14971:2012);

o JICTY EN ISO 10993-1:2015 bionoriune oliHOBAHHA MEJHYHUX BUpo6iB. YacTana 1.
OuninioBanns Ta TECTYBaHHS B pamkax rpotiecy yrnpasainusa puzukamu.(EN [SO 10993-
1:2009);

e JICTY EN ISO 10993-5:2015 biomoriude oniHroBaHHs Meauuunx supobis. Uactuma 5.
BunpoOysanns na nuTotokcHunicts in vitro (EN [SO 10993-5:2009);

e EN ISO 10993-10:2013 Biological evaluation of medical devices - Part 10: Tests for
irritation and skin sensitization:

e JICTY EN ISO 15223-1:2018 3aco0n Mean4yHol TeXHIKH. YMOBHI MO3HAKH HA eTHKETKaXx
3ac001B MEIHYHOI TEXHIKH, MapKoBaHHs Ta 0008 a3Kk0B1 Bigomocti. Yacruua 1. 3araneni
sumoru (EN ISO 15223-1:2016. 1SO 15223-1:2016, Corrected version 2017-03);

e JICTY EN 1041:2015 Bupobm wmemnmuni. [Hdopmanis, sky nanae Bupobauk. (EN
1041:2008+A1:2013).
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Nadiya Chfslien‘l;o / Yucaenxo H.B.
General Director / I'enepaabunii Ilupexrop
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