PAUL HARTMANN AG

Phone: +49 (0) 7321 36-0

Paul-Hartmann-Strasse 12 Fax: +49 (0) 7321 36-3636

89522 Heidenheim

P.O. Box 1420
89504 Heidenheim
Germany

3aranbHa Ha3Ba MeIHYHOIO
BHpOOY:

Common name of medical device:

Iepenik BupobiB:
List of products:

Bupoounk:
Manufacturer:

Bupo6unyi nnomaakn
(cyOninpsaHuKkH):
Manufacturing sites (contractors):

YnosHoBazkeHHii
NpeacTaBHHK B YKpaiHi:

Authorized representative in
Ukraine:

Knacndikauis:
Classification:

IMpoueaypa ouinkn
BiAnosixHoCTI:
Conformity Assessment Route:

hartmann.info

®

Going further
for health

Jexnapauisa npo Bianosiguicrs Ne 003
Declaration of conformity No. 003

Menanuni BHPOOH /15 3araJIbHOTO i cMeniaJbHOrO JiKYBAHHSA PaH, NPOAYKTH /sl
onepauiii, 6anaaki i cTpiukH, NPOAYKTH MO AOINISAY 32 MAUIEHTOM 1151 BHKOPHCTAHHS

B MaJsarTi i B 3aranbHiii npakTini
Medical devices for general and special wound treatment, operating theatre products, bandages
and tapes, patient care products for use on the ward and in general practice

Hus. Honatok 1 no uiel Jexnapauii npo siznosignicts Ne 003
See Annex 1 to the Declaration of conformity No. 003

PAUL HARTMANN AG, Paul-Hartmann-Str. 12, 89522 Heidenheim, Germany
ITAYJIb XAPTMAHH AT, [Mayne-Xaprmanu-LTp. 12, 89522 Xaiinenxaiim, HimeuunHa

o PAUL HARTMANN AG, Paul-Hartmann-Str. 12, 89522 Heidenheim, Germany

¢ PAUL HARTMANN 8.A., Zone Industrielle de Bois I'Abesse, 68660 Liepvre,
France;

e IVF HARTMANN AG, Victor-Von-Bruns-Strasse 28, CH-8212 Neuhausen,
Switzerland

» Speciality Fibres and Materials Ltd., Galaxy House, 31 Herald Way, Binley
Industrial Estate, Coventry, CV3 2RQ, United Kingdom
EuroMed Inc., 25 Corporate Drive, Orangeburg, NY 10962, USA
HARTMANN-RICO a.s., Masarykovo nam. 77 66471 Veverska Bityska, Czech
Republic

e Amino AG, Aemmenmattstralie 2, CH-3123 Belp Switzerland
Allmed Medical Products Co., Ltd., 443200 Zhijiang City, Hubei Province
PEOPLE'S REPUBLIC OF CHINA

« Xuchang Zhende Surgical Dressing Co.,Ltd., Area A, Baihua Road East, South Side
of Erji River, Industry Cluster District, Yanling County,461200 Xuchang, Henan,
PEOPLE'S REPUBLIC OF CHINA

TOB «KPATIA MEATEXHIKA», .
04107, m. Kuis, Bys. barroeyriscbka, O6yn. 17-21, Ykpaina
Ten.: 0 800 21-52-32

EnektponHa nowra: uarep@cratia.ua, €JIPIIOY: 38670845
LLC "CRATIA MEDTECKNIKA"

17-21, Baggovutivska Str., Kyiv, 04107, Ukraine.

Tel.: 0800 21-52-32

E-mail: uarep@cratia.ua, USREOU Code: 38670845

Kaac Ila, IIb (3rigno Jlopatky 2 TexHiuHOro pernaMeHTy LIOAOC MEIHYHHX BHpOOiB,

3atBepxeHoro IlocraHoeoto KaGinery MiHicTpiB Vkpaiun Ne753 Bin 2 skoetHs 2013 poky)
Class Ha, IIb (according to Annex 2 of Technical regulation on Medical devices approved by Decree of Cabinet of
Ministers of Ukraine Ne753 on 2 October 2013)

Hoaatok 3 TexHIUHOro pernaMeHTy o0 MeJYHHX BUpoOiB, 3aTBepmxKeHoro [locTaHoBOIO
KaGinety Minictpi Ykpaiun Ne753 Big 2 sxosTHs 2013 p

Annex 3 of Technical regulation on Medical devices approved by Decree of Cabinet of Ministers of Ukraine Ne753
on 2 October 2013

Jeknapauia npo inosianicts Ne 003 nificHa 3

11.02.2021 3 ;
Declaration of conformity No.003 is valid from — Penakuis: 6 Cropinka 1 i3 4
Jleknapauia npo sianosiasicts Ne 003 nificna 10 5% 4 5654 Verion: fanlad
Declaration of conformity No. 003 is valid until: o
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Homep cepTHdikaTa Ceprudixat Ne PR.264-17 4?
pianoBiaHoCTi: Certificate Ne PR.264-17
Number of Certificate of conformity:
Tepmin aii cepTudikaTa Hiticuuii 10 26.05.2024 UATR.116
pianoBigHoCTI: Valid until 26.05.2024
Certificate assessment of conformity
is valid until:
IpuzHaueHHii opraux 3 ToBapHCTBO 3 00MeKEHOI0 BilNOBIAANLHICTIO
\ OLHKH BiaNoBiaHoCTI TA «Ykpaiucbkuii Haykosnii Inctntyt Ceptudikauiin, UA.TR.116
| iioro inenTndikauiiinnii Limited Liability Company " Ukrainian Scientific Institute of Certification”
' KOM: UATR.116
| Conformity assessment body with its
identification number:

MAYJIb XAPTMAHH AT B oco6i Stefan Fischer Ta Jens Marquard nia cBolo BIacHy IOPHIYHY BIANOBIAAIBLHICTH JeKnapye
BHKOHAHHA OCHOBHHX BMMOT IIO0 MEAWMHMX BpoGis, 3riano Jlojatky 1 TexHiMHOrO PErfaMeHTy OO0 MEAHYHHX BHpOGIB,
satsepukenoro [ocranosoto Kabinery Minictpis Ykpaiu Ne 753 Bizt 2 xoBTHs 2013 p.

PAUL HARTMANN AG duly represented by Stefan Fischer and Jens Marquard under our sole responsibility declares the fulfillment
of basic requirements for medical devices, according to Annex | of Technical regulations on Medical devices, approved by Decree of
Cabinet of Ministers of Ukraine N2753 on 2 October 2013,

Micue Bupaui: XalaeHxanm Jarta nianucy: 11.02.2021

Place of issue: Heidenheim Date of signing: 11.02.2021

[Mixnuc ynoBHOBaXKeHOT 0cOOH: Hassa nocanwu, IT15:

Signature bfthd Muthorized person: Position, Full Name:
Jens Marquard, Senior Vice President / Regional Director
Eastern Europe

N\
[Tianuc ynoBHOBaskeHOT 0COOM: Hazea nocaau, I15:
Signature of the Au on’:ed}erwn: Position, Full Name:

-/ ?%L k/q Stefan Fischer, Senior Vice President Regulatory Affairs

i

I n pam npo ignosianicts Ne 003 nificha 3 11.02.2021
1 tion of conformity No.003 is valid from o Penakuis: 6 Cropinka 2 i3 4
D, Tpo Binosianicts Ne 003  pificka a0 26.05.2024 Version & Page 2of 4
o1 of conformity No. 003 is valid until: ’
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P.O. Box 1420
89504 Heidenheim Going further
Genmany for health
HopaTtok 1 - leknapauis npo signosianicts Ne 003
Annex 1 -Declaration of conformity No. 003
No Haspa Mmean4yHoro Bupooy Hazpa Mean4Horo Bupody yKpailHCLKOI0 MOBOH) Knac
ILII AHIJiICbKOI0 MOBOIO Name of medical device in Ukrainian Class
Name of medical device in
English
1. | Atrauman® [Mos’si3ka aTpaBMaTHYHA Ma3eBa Atrauman® IIb
2. | Atrauman® Silicone Mop’si3ka aTpaBMaTH4Ha Atrauman® Silicone IIb
3 IMoB’aA3Kka aTpaBMaTHYHA Ma3eBa
. - @
Grassolind® neutral W —— ITb
L] as
4. HydroClean® Amusoaan-a nop'si3Kka Hi; pany aas Tepanii y Bosoromy b
cepeaosuiui HydroClean
5. ® L AKTHBOBAHA NOB'SI3KA HA paHy AN Tepanil y Bosoromy
Hydeokiem™ Cavity cepenosui HydroClean® Cavity I
6. | Hydrocoll® Mop’a3ka rizpoxoaoinua Hydrocoll® I1b
% Hydrocoll® Concave Moe’sizka rigpoxosoiana Hydrocoll® Concave IIb
B, Hydrocoll® Sacral Ios’sizka rinpoxonoiana Hydrocoll® Sacral IIb
% Hydrocoll® Thin IMos’si3ka rigpoxonoinua Hydrocoll® Thin Ib
10. HydroTac® Mog'a3ka ry6uata 3 renesnm nokputrsim HydroTac® b
11.
IMos's13ka ry6yaTa 3 reJieBHM NOKPHTTAM CaMOKJIEI04a
®
HydroTac® Comfort HydroTac® Comfort 1Ib
12. ' ®
HydroTac® Concave IMos'si3ka ryouaTa 3 reneeum nokputrsam HydroTac b
Concave
1% IMoB'sA3ka ryduaTa 3 releBHM NMOKPHTTAM CaMOKJ€l04a
HydroTac® Sacral = P I1b
HydroTac” Sacral
d: Medicomp® CepBeTka 3 HeTKaHoro martepiany Medicomp® Ila
15.
= PermaFoam® Mos’a3ka ry6uata PermaFoam® ITb
16. IMos’s13ka ryéyaTa caMoKjieloua
® IIb
EermaFoam™Comfort PermaFoam® Comfort
17. ’
PormaBoam® Sacval Mop’a3ka ryguaTa caMoKJIeroua b
PermaFoam™ Sacral
18. ®
: PermaFoam® Concave Iog'sizkca ryGuaTa camoKieoua b
L PermaFoam® Concave
_’I‘Wpauia npo sianosiaxicts Ne 003 xificna 3 11.02.2021 y > !
. Claration of conformity No.003 is valid from e Pc&fﬁli: 6 CTO.E.::':E;{ 14
'map“‘_’j" npo sianosianicts Ne 003  nificka 10 26.05.2024 :
—_ration of conformity No. 003 is valid until:




PAUL HARTMANN AG

89522 Heidenheim

Phone: +49 (0) 7321 36-0
Paul-Hartmann-Strasse 12 Fax: +49 (0) 7321 36-3636
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P.O. Box 1420
89504 Heidenheim Going further
Germany for health
B PermaFoam® Tracheostomy Moe’si3ka ry6uyara PermaFoam® Tracheostomy I1b
20. Sorbalgon® ITos’s13Ka gor.nmlaml{a 3 KaJIbUI0-aJIbTiHATY b
Sorbalgon
21. Sorbalgon® T Tamnouaﬂga CTpiuKa NOMNIHHAIOYA 3 KAJAbUi-abriHaTy b
Sorbalgon® T
22 | Zetuvit® Plus Mos'si3ka copbuiiina Zetuvit® Plus I1b
23. | HydroClean® plus AKTHBOBAaHA NOB'AI3KA HA paHy AJA Tepamnil y BOJIOromy b
cepeposuwi HydroClean® plus
| 24. | HydroClean® plus Cavity AKTHBOBaHA NOB'A3KA HA PaHy AJIA Tepamnii y BoJOromy b
cepenoBuwi HydroClean® plus Cavity
25. | HydroClean® plus mini AKTHBOBAaHA MOB'SI3KA HA paHYy AN Tepamii y BOJIOromMy b
cepenosuwi HydroClean® plus mini
26. | HydroTac® transparent Mos'si3ka rigporenesa HydroTac® transparent b
27. | HydroTac® transparent IMos'sa3ka rigporesnesa HydroTac® transparent Comfort ITb
Comfort
28. | Hydrosorb® Gel I'inporens Hydrosorb® Gel I1b
29. | PermaFoam® Cavity IMos’a3ka ry6uaTa PermaFoam® Cavity 1Ib
30. | Omnistrip® CMY:KKH Aas1 6e310BHOro 3aKkputTs pad Omnistrip® Ila
31. | Medicomp® extra CepBeTKH 3 HETKaHOTro MaTepiaay Medicomp® extra Ila
32. | Hydrofilm® Mogr’s3ka naiekosa npozopa Hydrofilm® Ila
33. | Hydrofilm® Plus INop’si3ka nuiBKoOBa npo3opa 3 abcopOyrotolo Ila
noayweukoio Hydrofilm® Plus
5 =
34. HydroClean® mini Am‘uaoaau'a MOB’sI3KA Ha paHy A1 Tepanii y BoJIOromMy b
cepenoeuuti HydroClean® mini
35. Mapusiegi cepBeTKH i3 ningepHyTHMH 00pi3HIMH
Sterilux® ES KpoMKamH 3 abcopOyro4ol 6aBOBHAHOT TKAHHHH Ila
' Bianosiano no cranaapris EN 14079 Sterilux® ES

Micue Buaaui: Xaiiaesxaiim
Place of issue: Heidenheim

ITinanuc ynoBHoBaskeHOT 0co0H:
Signatur of the Authorized person:

.\,

Hinnuc ynosiosaskeHoi ocobu:

~ Signature of the Authorized on:

Hara mignucy: 11.02.2021
Date of signing: 11.02.2021

Hasea nocapu, IT16:
Position, Full Name:

Jens Marquard, Senior Vice President / Regional Director

Eastern Europe

Haspa nocanw, [1156:
Position, Full Name:

Stefan Fischer, Senior Vice President Regulatory Affairs

e

I&bek?apnmg npo sianosianicts Ne 003 nificka 3

Claration of conformity No.003 is valid from

11.02.2021 Penakuis: 6

- Yapauis npo signosianicrs Ne 003 nificha J0
Tation of conformity No. 003 is valid until:

Version: 6

26.05.2024

Cropinka 4 i3 4
Page dof 4




IR, Urkundenrolle UR 419 / 2021
SR UZ 512/ 2021

% Notarkanzlei Kdppeler*St. Poltener Str. 33°89522 Heidenheim an der Brenz
Tel. 07321 23045"Fax 07321 730042

Notarielle Beglaubigung /
Authentication of Signature

Die Voraussetzung des The following instrument is established
§ 3 | Nr. 7 BeurkG wurden in compliance with the standards of
eingehalten. § 3 | Nol 7 BeurkG (authentication act).
Ich, Christoph A. Kappeler, I, Christoph A. Kappeler,

beglaubige umstehende, do hereby certify

vor mir vollzogene that the undersigned

Unterschriften von

Herrn/Mr. Stefan Fischer, geboren am / born on 04.11.1966,
geschéaftsansédssig / business address 89522 Heidenheim, Paul-Hartmann-Stralze 12,
- persdnlich bekannt/personally known -

Herrn/Mr. Jens Marquard, geboren am / born on 05.06.1965,
geschéftsansassig / business address 89522 Heidenheim, Paul-Hartmann-Strafze 12,
- persoénlich bekannt/personally known -

have hereunto set
their hands in my presence.

Diese Personen handeln These persons act
fur die Firma on behalf of

PAUL HARTMANN Aktiengesellschaft
in Heidenheim an der Brenz - Reg.Nr. HRB 661090 -

Aufgrund Einsicht in das After having taken access
elektronische Handelsregister vom to the electronic register of Commerce
01.02.2020 der Firma on 01.02.2020 of the

PAUL HARTMANN Aktiengesellschaft
in Heidenheim an der Brenz - Reg.Nr. HRB 661090 -

beim Amtsgericht Ulm, deposited at the District
bescheinige ich, Court of Ulm

dass diese Personen | hereby certify that the

zur Vertretung der mentioned persons are
genannten Gesellschaft authorized to act individually
berechtigt sind. as this company’s

legal representatives.



Diese Personen sind These persons are

nach meiner Uberzeugung as far as | can appreciate
geschaftsfahig. qualified to act and to contract.

Heide ‘,é’im an der Brenz, den 12.02.2021

APOSTILLE

(Convention de La Haye du 5 octobre 1961)

1. Land: Bundesrepublik Deutschiand
Diese ¢ffentliche Urkunde
ist unterschrieben von Notar Christoph A. Kappeler
in seiner Eigenschatft als &ffentlicher Notar .
Sie ist versehen mit dem Dienstsiegel des Notars Christoph A. Kappeler.

Bestitigt

5. in Ellwangen/Jagst 6. A 27 FED 202t
7. durch den Prasidenten des Landgerichts
8. unterNr.910a- A6S (AN
9. Stempel. 10. Unterschrift: a4
PGy Dr. Holzwartt
\, T - =t A
/ bt 3 _Prasident des Landgerichts




