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PAUL HARTMANN AG

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

89522 Heidenheim

P.O. Box 1420
89504 Heidenheim
Germany

3arasbHa HA3Ba MEAHYHOIO
BHPOOY:

Common name of medical device:

Mepenik Bupobis:
‘List of products:

Bupobuuk:
Manufacturer:

BupoOunyi naowanakH
(cyOniapsaAHHKH)!

Manufacturing sites (contractors):

YnoBHOBAKEHMIT
NnpeAcTABHHK B YKpaiHi:

Authorized representative in
Ukraine:

Kaacndikauis:
Classification:

[poueaypa ouinkH
siaAnosiaHoCTI:
Conformity Assessment Route:

Phone: +49 (0) 7321 36-0

hartmann.info

(Z)

Going further
for health

Hexnapauis npo sixnosinnicrn Ne 003
Declaration of conformity No. 003

Meanuni BHpoGH A1 3araJibHOTO i eneniajbHOro JiKyBaHHS paH, MPOAYKTH s
onepauiit, 6Ganaai i cTpiuKH, NPOAYKTH N0 AOIAAY 33 NALICHTOM ISl BHKOPHCTAHHS
B naJjaTi i B 3araneuiii npakriui

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

Jlus. Jomatok 1 go uiei Jdexnapauii npo sianosinuicts Ne 003
See Annex | 10 the Declaration of conformity No. 003
PAUL HARTMANN AG, Paul-Hartmann-Str. 12, 89522 Heidenheim, Germany

[TAVJIb XAPTMAHH AT, Mayns-Xapt™anu-LUtp. 12, 89522 Xaiinenxaiim, Himeuunna

¢ PAUL HARTMANN AG, Paul-Hartmann-Str. 12, 89522 Heidenheim, Germany
e PAUL HARTMANN S.A., Zone Industrielle de Bois I'Abesse, 68660 Liepvre,
France;

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

e 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 Bity3ka, Czech
Republic
Amino AG, Aemmenmattstra3e 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 «KPATISI MEATEXHIKA»,
04107, M. Kuis, Byn. BarroByTischka, Oyn. 17-21, Ykpama
Ten.: 0 800 21-52-32

EnextponHa nowrTa: uarep@cratia.ua, €JIPIIOY,
LLC "CRATIAMEDTECKNIKA"
17-21, Baggovutivska Str., Kyiv, 04107,
Tel.: 0 800 71-52—32

Knac Ila, 1Ib (3rizno Honatky 2 T "g ggqr

3atBepkeHoro INocranosoio KaGinery ‘%g 'rp
Class lla, Ilb (according to Annex 2 of Technical re
Ministers of Ukraine Ne753 on 2 October 2013)

10 MeINUHHX BHpPOOIB,

/Bin 2 %oBTHs 2013 poky)
[épproved by Decree of Cabinet of

Jonparor 3 TeXHIMHOTO PerIaMEHTY LIOA0 MEeTHHIX nupoﬁm, satBepaxenoro [loctaHosolo
Kabinery Minicrpis Vkpainu Ne753 Bin 2 sxosTHs 2013 p

Annex3 of Technical regulation on Medical devices approved by Decree of Cabinel of Ministers of Ukraine Ne753
on 2 October 2013

Jlexaapanis npo sianosimicts Ne 003 aiticna 3 11.02.2021 . .
Declaration of conformity No.003 is valid from o Penakuis: 6 Cropinka 1 i3 4
Jleknapauis npo sianosimicts Ne 003  aiticna 10 26,05.2024 Fertiog: 6 Pagelof 4
Declaration of conformity No. 003 is valid until:




PAUL HARTMANN AG

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

89522 Heidenheim hartmann.info
P.O. Box 1420 @
R for health
Honarok 1 - Jexknapauist npo signosianicTs Ne 003
Annex 1 -Declaration of conformity No. 003
Ne Hassa meanunoro supoby Hassa meanunoro supoly ykpaiucbkoro MoBoio Knac
oo AHrIICHKO10 MOBOIO Name of medical device in Ukrainian Class
Name of medical device in
English
1. | Atrauman® IMow’si3ka aTpaBMaTHYHA Ma3eBa Atrauman® IIb
2. | Atrauman® Silicone Mos’sizka arpaBmaTiuna Atrauman® Silicone IIb
3 IMos’a3Ka aTpaBMaTHYHA Ma3eBa
. . @
Grassolind® neutral Giassolind® newtral ITb
4. HydroClean® AKTHBOBAHA NOB'A3KA HA pany anis Tepanii' y Bonoromy b
y cepepoBiti HydroClean®
5. ® . AKTHBOBAHA NMOB'SI3KA HA PaHy ISt Tepanii y Bosioromy
SRR ey cepenosnwi HydroClean® Cavity Hh
' 6. Hydrocoll® Mor’a3ka rigpoxosoinua Hydrocoll® ITb
% Hydrocoll® Concave Mos’s3ka rigpoxonoinna Hydrocoll® Concave 11b
8 Hydrocoll® Sacral Mop’a3ka rinporosoinna Hydrocoll® Sacral ITb
: Y p
% Hydrocoll® Thin Tos’a3ka rigporosoinna Hydrocoll® Thin ITb
ydr p
s HydroTac® Mos'a3ka ry6uaTa 3 resieBum nokputram HydroTac® ITb
11.
IMos'si3ka ry6yaTa 3 reJieBHM MOKPHTTSM CAMOKJICIOHA
2 11b
HydroTac® Comfort HydroTac® Comfort
12. ; @
MoB'sA3ka ryéuaTa 3 resicBum nokputram HydroTac
® 11
HydroTac” Concave Coitivié b
1= ® IMos'sizka ry6uaTa 3 rejieBHM NOKPHTTAM CAMOKJICOHA Ih
HydroTac” Sacral HydroTac® Sacral
14. Medicomp® CepBerka 3 m‘mauorc%ﬁf}zeﬁc_om p® Ila
= >
| 15: | PermsFoam® Mos’si3ka ryGuaTa &N IIb
glE 16. Mos’a3ka ry6uaTa él&lﬁﬁ)@ME ” ) % e
. ® = LLOYI=
: % PermaFoam® Comfort PerriiiFoain® Cotii a f
B17. & Mos’si3ka ry6uara ¢ iy ' b
. P PermaFoam® Sacral PermaFosm® Sacral e ;6“’**
% T o
i PerttiaFonm™ Caneave Mos'si3ka ry6uaTa camomﬂa = b
PermaFoam® Concave
éﬁbpﬂlﬂn npo siosiicrs Ne 003 aificna 3 11.02.2021 - i
EClaration of conformity No.003 is valid from B Pcﬁ“:’{“:’:- 6 Cmg::'j‘o;: i34
18pauis npo pianosianicts Ne 003  aitica 10 26.05.2024
¢Claration of conformity No. 003 is valid until:
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OPTAH 3 OLWIHKM BIOMOBIAHOCTI

TOB «YKPATHCbKMA HAYKOBUMA IHCTUTYT CEPTUDIKALIIT»
04053, m. Kuis, KyapascbKkuia y3eis, 6ya,. 7, odic 320
UA.TR.116

CEPTUOIKAT BIANOBIAHOCT!

Ilopsnox npoBeseHns npouexypH 3abe3nedyeHns GyHKIiOHYBAHHSA KOMIJIEKCHOI CHCTeMH
ynpasainaa gkictio (Jomarox 3 Texwignoro periaMeHTy INOJ0 MEIHYHHX BHpPOOIB,
3aTBepmKeHoro nocranosoio Kabinery Minictpis Ykpaiuu sijx 02.10.2013 Ne 753 (TP)

BupoGuuk: PAUL HARTMANN AG / [IAYJIb XAPTMAHH AI
HOpuanuna Paul-Hartmann-Str. 12, 89522 Heidenheim, Germany /
ajpeca: [ayne-Xaptmans-ITp. 12, 89522 Xafigenxaiiv, Himewunna
Bupoounui PAUL HARTMANN AG / TIAVJIb XAPTMAHH AT'
IIOIAAKH: Paul-Hartmann-Str. 12, 89522 Heidenheim, Germany /

[Mayne-Xaptmans-Ilitp. 12, 89522 Xatinenxaiivm, Himeuunna

Ynopuosaxennii TOB «Kparin Mearexnixa»

NpeJcTABHUK: 04107, m. Kuig, Byn. barroeyTieceka, 6yn. 17-21, Ykpaina
Kopn €JIPTIOY 38670845
Bupobn: Menu4ani BHPOOH /IS 3araibHONO i CHENiAILHOTO JIIKYBAHHSA pPaH,

NPOAYKTH JJIsi oniepaniii, 0anaaki i cTpiuky, NPOAYKTH O AOTJAAAY 32
HALIEHTOM /1A BUKOPHCTAHHS B MAJATI i B 3araibHili npakTHni
(konkpemuzoeana cghepa nasedena na cmopinkax 2-3 yvozo cepmugixama)

Knac: 1la, 116, 111

IMpusnavenndi oprad 3 ouwisku BigmosigHocTi ToBapucreo 3 00MeKeHOIO BiIIOBINAALHICTIO
«YKpaincbkuil HaykoBHH iHCTHTYT ceprudikanii» (izenrudikaniiinuit nomep Ne UA.TR.116)
MIATBEPIDKYE, 110 BKa3aHWH BUPOOHUK BIPOBAIMB CHCTEMY YIPaBIiHHA SKICTIO HA eTanax po3pobieHHs,
BHPOOHMLTBA Ta OCTATOYHOI EPEBIPKH CTOCOBHO 3a3HA4Y€HWX BUPOOIB, Y BIAMOBIAHOCTI 10 MyHKTIR 3-7
Honarka 3 TP 1a ska € 06’ €KTOM MepiofANYHMX HATTAIOBMX ayAWTIR 3TifiHO MyHKTIB 12-15 Jlomarka 3
TP. Jlna peanizanii npoxyxkmii TI knacy pusuky momarkoBo mae GyTH HasBHHHE cepTHdikar mepeBipku
TpoekTa 3a TyHkTamu 8-11 Toxarka 3 TP.

[MigeTaBa i BUAAYi:
AKT excrieptusn gokymentanii Ne PR.264/EX2/3-21 six 18.06.2021;
Pimenns npo Bugady ceprudixara Ne PR.264/EX2/4-21 Bin 22.06.2021.

Ceprubdikar Ne PR.264-17

HiiicHuii no «26» Tpasusa 2024 p.

Bunanmsa Ne 6 Big «22» gepsas 2021 pyee’
L7 B

Bnepure sugauno 04.07.2017. 7 }.v‘_ o E,,} A

M H

Kepienuk oprany 3
OILHKHY BIINOBIAHOCTI
P.O. Muxaaxo

\"avar-g

o Cropinka 1 3 4

JCTY EN ISO/IEC 17065

80103
ACTY ENISOIEC 17021-1




OPrAH 3 OUIHKK BIANOBIOHOCTI

TOB «YKPAIHCHEKMA HAYKOBUM IHCTUTYT CEPTUDIKALT»
04053, m. Kuis, Kyapsascbkuii y3sis, 6ya. 7, odic 320
UA.TR.116

Konxperuiosana cepa:

Ne Ha3zeu Bupoéis, Hazen Bapobis,
3/m aHrailicbK0I0 MOBOIO YKpaiHCEKOI0 MOBOIO
1. | Atrauman® IToB’s13Ka aTpaBMaTHuYHa Ma3eBa Atrauman®
2. | Atrauman® Silicone IloB’sa3ka atpaBMaTiuHa Atrauman® Silicone
3. | Grassolind® neutral Ilop’s3Ka atpaBMaTHuna Masesa Grassolind® neutral
4. HydroClean® AI{’I‘HBOBHH(EL MOB'A3KA Ha q%),emly Juig Tepanil y BOJIOroMy
cepenosuuil HydroClean'
S| HydroClean® Cavity | (0 et Gty P BoToToMy
6. | Hydrocoll® TTog’s3Ka rigpokonoinua Hydrocoll®
7- | Hydrocoll® Concave ITor’s3ka rigpokonoinua Hydrocoll® Concave
8. | Hydrocoll® Sacral ITos’s3ka rigpokosnoinsa Hydrocoll® Sacral
9. | Hydrocoll® Thin Tos’a3xka rigpokosoinua Hydrocoll® Thin
10. | HydroTac® IMor's3ka ryGuara 3 rejesuM nokpurtaM HydroTac®
11. | HydroTac® Comfort g;ﬁi;:cggt;g; 0311117:11@131«1M TIOKPUTTAM CaMOKJIeIoYa
12. | HydroTac® Concave Top'a3ka ry6uata 3 renesuM nokputTsaM HydroTac®
Concave
13. | HydroTac® Sacral gors'ﬂaxa grﬁqa'ra 3 TeJICBUM MOKPHTTAM caMoKIeoda
ydroTac® Sacral
14. | Medicomp® Cepeerka 3 HerkaHoro marepiany Medicomp®
15. | PermaFoam® ITos’si3ka ryGuata PermaFoam®
16. | PermaFoam® Comfort TTos’s3ka ryGuara camoxiietoda PermaFoam® Comfort
17. | PermaFoam® Sacral Tlos’s3ka ry6uara camokneoda PermaFoam® Sacral
18. | PermaFoam® Concave Ilos's3ka ryGuata camokseioda PermaFoam® Concave
1. |\PEAER G TToB’s3ka ry6uara PermaFoam® Tracheostomy
Tracheostomy
20. | Sorbalgon® [Tor’s3Ka TIOTTIMHAOYA 3 Kanbllifo-anbrinaty Sorbalgon®
21, | Sorbalgon® T TamnonagHa cTpidka MOrMHHAIOYA 3 KANBIII0-ANBIiHATY

Sorbalgon® T

" A

L s ” — ] Jo ceprudikara Ne PR.264-17 Cropinka 2 3 4

ACTY EN IBO/IEC |
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OPTAH 3 OLIHKW BIANMOBIAHOCTI

UA.TR.116

TOB «YKPATHCbKMI HAYKOBWIA IHCTUTYT CEPTUGIKALJI»
04053, m. Kuis, KyopsecoKuid y3eis, ya,. 7, odic 320

Ne Ha3zsn BHpo6iB,
3/n aHrJgilcEK010 MOBOIO

Hassu BHpoGiB,
YKpalHCBKOIO MOBOIO

22. | Zetuvit® Plus

TMos'a3ka copbuilina Zetuvit® Plus

23. | HydroClean® plus

AKTHBOBaHA NOB'A3KA HA PAHY JUls Teparlii y BOIOroMy
cepenosui HydroClean® plus

24. | HydroClean® plus Cavity

AKTHBOBaHa [I0B'A3Ka HA paHy JUid Tepariii y BOJIoroMy
cepenosui HydroClean® plus Cavity

25. | HydroClean® plus mini AKTHBOBaHg TIOB'S3Ka Ha paHy JUls Tepamil y BomoroMy
cepenosumi HydroClean® plus mini
26. | HydroTac® transparent ITos'sska rigporenesa HydroTac® transparent

57 | HydroTac® transparent
Comfort

Toe's3ka rigporenesa HydroTac® transparent Comfort

28. | Hydrosorb® Gel

Tigporens Hydrosorb® Gel

29. | PermaFoam® Cavity

ITos’sa3ka ry6uara PermaFoam® Cavity

30. | Omnistrip®

Cumyxxu s Ge3mosHoro 3akpurtd par Omnistrip®

31. | Medicomp® extra

Cepaerku 3 HeTkaHoro Matepiany Medicomp® extra

32. | Hydrofilm®

Mo’ a3ka miskosa nposopa Hydrofilm®

33. | Hydrofilm® Plus

[Nor’s3Ka mmiBKOBa Mpo3opa 3 abcopbyrouoio MOAy MEYKOI0
Hydrofilm® Plus

34. | HydroClean® mini

AXTHBOBaHa OB’ A3Ka Ha paHy [UIf Tepalii y Boloromy
cepemosui HydroClean® mini

35. | Sterilux® ES

Mapregi cepBeTkH i3 MiABEPHYTHMH 00Pi3HHMH KPOMKAMH
3 abcopOyro4oi 6aBOBHAHOT TKAHWHH BiITIOBIIHO 0
craunapris EN 14079 Sterilux® ES

36. | Atrauman® Ag

TToR’#3KH, MpocoueHi cpiGaoM AtraumanM

A KA

10302
CTY EN ISOI[EC 17021-1| JICTY EN ISOIEC 17065

epiBHUK OpraHy 3
HKH BIINOBiHOCTL
P.O. Muaxaako

Ho ceprudikata Ne PR.264-17 Cropinka 3 34
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OPTAH 3 OLIHKM BIANOBIOHOCTI
TOB «YKPATHCbKMIA HAYKOBWUI IHCTUTYT CEPTU®IKALLIT»
04053, m. Kuis, Kyapascokuii y3siz, Bya. 7, odic 320

UA.TR.116

ICTOPISI CEPTH®IKATA

Ne 3/m
BH/IaHHA

Jarta

Onuc

1

04 munusa 2017 p.

Brnepiue Buaaso.

11 Tpaens 2018 p.

Poswmupeno cdepy ceprudikary, a came ToJaHo no3uuii 1o
Konkpernzopanoi chepu ceprudikara:

- AKTHBOEAHA MOB'I3Ka Ha paHy A4 Tepallii y BoJIoromy
cepenosmi HydroClean® plus;

- AKTHBOBaHa IIOB'A3KA HA paHy JUIs Tepamnil y BOJIOromMy
cepenosumi HydroClean® plus Cavity;

- [Mos'sa3ka rigporenesa HydroTac® transparent;

- Tor's3ka rigporenesa HydroTac® transparent Comfort;
- Tigporens Hydrosorb® Gel;

- [Top’a3Ka ry6uara PermaFoam® Cavity;

- CMyxku st GesmosHoro 3akputta pan Omnistrip®;

- CepBeTkH 3 HeTKaHOro Matepiany Medicomp® extra;

- INow’s3Ka rwiiBkosa nposopa Hydrofilm®;

- TToB’a3Ka mniBkoBa npo3opa 3 abcopby0uoio MOAYMEYKOO
Hydrofilm® Plus.

20 cepnus 2018 p.

Posmmpeno chepy ceprudikaty, a came JOJaHO TOMILIO IO
KonkpetnzoBaHoi cdepn cepTrdikara:

- AKTHBOBaHa MOB'A3Ka HA paHy s Teparnii y BOJIOroMy
cepenouini HydroClean® plus mini.

30 Bepecns 2019 p.

CkopouaeHo chepy aii ceprudikary, a came BHITy4eHO
nosuuito 3 KoHkpernsoBanoi cdepu ceprudikara:
- IMor’s3ka ryGuara M’sika Syspur-derm®.

15 geprng 2020 p.

IToBTOpHO cepTHiKOBaHO.
Posmmpeno chepy ceprrdikary, a came gomaHo 0
KOHKPETH30BaHO1 chepn nosuuii Ne 34, 35.
Buxnaneno  aapecy  BHpoOHHKa B

OHOBJIEHOMY
dbopmy.roBaHHi.

22 yepshs 2021 p.

Posmmmpero chepy ceptudikaty, a caMe J0JaHO 10
KOHKpeTH30BaHOi chepu nosuwiio Ne 36, /7

Ceprudikar Ne PR.264-17

Hidicuuii 10 «26» Tpasus 2024 p.
Bunanna Ne 6 Bin «22» gepsus 2021 p ST

Buepine Bupano 04.07.2017.

A

A

80103
[CTY EN ISOMEC 17021-1

10302

LACTY EN ISOAEC 17065,

KepiBHHK oprany 3
OLIHKH BiIMOBIAHOCTI
P.O. Muxaako

o ceprudikara Ne PR.264-17 Cropinka 434



PAUL HARTMANN AG Phone: +49 (0) 7321 36-0

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

89522 Heidenheim hartmann.info HARTMANN
P.C. Box 1420 @
89504 Heidenheim Going further
Germany for health

3aranbHa HA3BA MEIHYHOrO
BHpOOY:

Common name of medical device:

Iepenik supobis:
List of products:

Bupobunk:
Manufacturer:

BupoGunyi nomankn
(cyOnigpaannkn):
Manufacturing sites contractars):

YnopHOBAKEHHIT
npeJcTABHHK B Y Kpaiui:
Authorized represeniaiive in

Ukraine:

Knacndirauin:
Classification:

IIpoueaypa ouinkyn
Bianosinuoeri:
Conforniry Assessment Route:

Jexnapauis npo Bixnosiguicrs Ne 003
Declaration of conformity Ne. 003

Meanuni BupoOH 1714 3arajbHOrO i cneniaIbHOro JIKYBAHHSA PaH, NPOAYKTH N7
onepauiii, Gannaxi i cTPiuKN, NPOAYKTH N0 JOTIAAY 33 NALIEHTOM /IS BHKOPHCTAHHA
B MaJaTi i B 3araiabHiil npakTuui
Medical devices for general and special wound treatment, aperating theatre products, bandages
and tapes, patient care products for use on the ward and in general practice

Hus. Nonarok 1 o uiei Jexnapauii npo pianosianicte Ne 003
See Amex 1 ta the Declaration of conformity No. 603
PAUL HARTMANN AG, Paul-Hartmann-Str. 12, 89522 Heidenheim, Germany
ITAYJIb XAPTMAHH AT, [Tayns-Xaptmans-11Tp. 12, 89522 Xaitgeuxaiim, Himeuunna

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

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

* 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

o HARTMANN-RICO a.s., Masarvkovo ndm. 77 66471 Veverska Bityska, Czech
Republic

* Amino AG, Aemmenmattstrafie 2, CH-3123 Belp Switzerland

* Allmed Medical Produets 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 MEITEXHIKA», .
04107, m. Kuis, Byn. BarrosyTisceka, Gyn. 17-21, Ykpaina
Ten.: 0 800 21-52-32

EnexTpoHHa nowrTa: uarep@cratia.ua, €IPTIOY: 38670845
LLC "CRATIA MEDTECKNIKA"

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

Tel: 0 800 27-52-32

E-maii: varep@cratia.ua, USREOU Code: 38670845

Knac Ila, IIb (3rinto Jdosarky 2 TexHIMHOTO perfameHTy 1OA0 MeIWYHHX BHpOOIB,

sareepmxeHoro IMocranosoto Kabikety Minictpis Yxpainn Ne753 min 2 soeths 2013 poky)
Class Ha, Iih {according 1o Anmex 2 of Technical regulation on Medical devices approved by Decree of Cabinet of
Ministers of Ukraine Ne753 on 2 October 2013)

JdonaTok 3 TexHiuHOTO pernaMeHTy 100 MeAHYHHX BHPOOiR, 3aTBepLKeHoro [locTaHOBOO
KaGinety Minictpie Vipaiun No753 sin 2 mostea 2013 p

Annex 3 of Technical regulation on Medical devices approved by Decree of Cabinet of Ministers of Ukraine Ne733
on 2 October 2013

Jlexknapauia npo BianoeianicTs Ne 003 nificua 3 11.02.2021

Declaration of conformity Ne.003 is valid from i Penaxuis: 6 Cropinka 1 iz 4
Jlexnapauis npo BianosiaHicts Ne 003 nilicHa 1o 26.05.2024 pica. Poge lof
Declaration of conformity No. 003 is valid unil: R




PAUL HARTMANN AG

Tepmin il ceprudikara
BiANOBiAHOCTI:

Certificare assessment of confermify
is valid until:

Tpu3nadeHnii oprau 3
ouiHKH BignogiaHocTi Ta

| iioro ineHTH(iKAUIiHNI
KOJI:

Conformity assessment body with its
identification mimiber:

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

HARTMANN

89522 Heidenheim hartmann.info

P.0. Box 1420 (131

29?&4a:e:d3ﬂhem Goieng furthes

e for health
Homep cepTHhikaTa Ceprudgikar Ne PR.264-17 %
pianoeBigHOCTI: Certificate Ne PR.264-17
Nunber of Certificate of conformify:
UATR.116

Hiiicunii no 26,05.2024
Valid until 26.05.2024

ToBapHeTBO 3 0GMEXKEHOID BiANOBIAAALHICTIO

«¥kpaincexnii Haykosuii Inetnryt Ceprudirauii», UA.TR.116

Limited Liability Company " Ukrairian Sctentific Institute of Certification”
UATR G

MNAY.Jb XAPTMAHH AT 5 ocoGi Stefan Fischer T2 Jens Marquard nia cBoio BiacHy IOpHIAMMHY BIiANOBIAANLHICTL Jeknapye
SUKOIANHA OCHOBHHX BHMOr OO0 MeaHuHux pupoGis, 3riavo Jonarky | TeXHiUHOrO PErnaMCHTY LIOAO MEIHYHHX Bupobin,
sarpepiixenoro [ocranororo Kabinery Minictpin Yrpaiuu Ne 753 Bin 2 mosrhs 2013 p.

PAUL HARTMANN AG duly represented by Stefan Fischer and Jens Marquard under our sole responsibility declares the fulfiliment
of basic requirements for medical devices, according to Annex | of Technical regulations on Medical devices, approved by Decree of
Cabinet of Ministers of Ukraine Ne753 on 2 October 2013,

Mictie Buaaui: XafneHxaiim
Place of issue: Heidenheim

[Tinnuc ynoeHoBaXKeHOT ocodu:
Signature b{thd Muthorized person:

N
TMignuc ynosHOBaKeHoi ocobu:
[ Signature of the Au nr!:eﬂ}ersen:

Jara mianucy: 11.02.2021
Date of signing: 11.02.2021

Hazga nocaau, I1IE:
Position, Full Name:

Jens Marquard, Senior Vice President / Regional Director
Eastern Europe

Hasga nocanw, [115:
Position, Full Name:

Stefan Fischer, Senior Vice President Regulatory Affairs

" pa'-'.i!i npo pj i s o
—c OPG umoafmum Ne 093 mﬁcua 3 11.02.2021 . . -
o of conformity No.003 is valid from Peaakuis: 6 Crapinka2iz 4
A 1Ipo BinnosianicTs Ne 003  aiffena o Kerimoaz) Frgelafd
8tion of conformity No. 003 is valid until: 2a a0t




PAUL HARTMANN AG

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

HARTMANN

89522 Heidenheim hartmann.info
P.O. Box 1420 ®
85504 Heidenheim Going further
Germany for health
HJonatok 1 - Jeknapauisi npo sianosianicre Ne 003
Annex I -Declaration of conformity No. 003
No Hassa meanyunoro supoly Ha3spa mean4quoro sipody YKpaTHCEKOI0 MOBOID Knae
LI AHiiicbKOI0 MOBOIO Name of medical device in Ukrainian Class
Name of medical device in
English
1. | Atrauman® Mos’a3Ka aTpaBMaTHYHA Ma3eBa Atrauman® IIb
2. | Atrauman® Silicone Mos’s3ka aTpasmaTana Atrauman® Silicone Ilb
3 nl},ﬁllﬂ] B.Tpﬂ.]-iMHTi["lHﬂ Ma3cBa
k ind® x ITb
Grassolind® neutral Grassolind® neutral
; :
4. HydroClean® Alc"nmoaan.a noB's3Ka H"a;; paHy ns Tepanii y Bosoromy Ib
cepenosuiui HydroClean
2 . ; ! anit
5 HydroClean® Cavity Almmonan'a noB'A3Ka ng pau:,f L7151 Tepanii y BoJ10OToMY Ib
cepegosuini HydroClean®™ Cavity
6. | Hydrocoll® Mor’si3ka rigpokoaoinna Hydrocoll® ITb
% Hydrocoll® Concave Moe’sizka rigpoxonoigna Hydrocoll® Concave IIb
8, Hydrocoll® Sacral Mop’s3ka riapokonoinna Hydrocoll® Sacral ITb
“ Hydrocoll® Thin Mop s3ka rigpokonoigna Hydrocoll® Thin b
M HydroTac® Mog'azka ryfuara 3 renesnm noxpurram HydroTac® b
11.
IMop's13ka ryfyaTa 3 re1eBHM NOKPHTTAM CAMOK/EI0UA
: ® 1
HydroTac” Comfort HydroTac® Comfort I1b
Iz INos'3ka rybuaTa 3 reeBum nokpurram H druTac‘é
HydroTac® Concave Yy P y b
Concave
13. '
HvdroTac® Sacral Mos's3Kka ryGuaTa 3 re/IeBHM NOKPUTTAM CAMOKIIenYa b
y HydroTac® Sacral
14. : < %
Medicomp® CeppeTKa 3 HeTKAHOr0 MaTepiany Medicomp® Ila
15. -
PermaFoam® Mos*a3ka ry6uata PermaFoam® b
16. IMor’a3ka ryduaTa caMoKeioua
® 1Ib
PermaFoam® Comfort PeriinaFoain® Couilort
17, 2 3
PeradFrast el IMoB’si3Ka rygana CAMOKJIEIOUA IIb
PermaFoam® Sacral
18. ®
PermaFoam™ Concave Mog'si3ka ry0uaTa caMor/I€I04A b
1 L PermaFoam® Concave
(o5t s s o0 %
po BianosiaxicTs Ne 003 wiicHa s 11.02.2021 : i 5
f;::i:rah‘on of conformity No.003 is valid from S Pc_flsﬁ%:: [ C‘rog:a:;x:f:!‘ i34
i~D¢ Apais npo sianosignicTe Ne 003 aificka o 26.05.2024
: Claration 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
hartmann.info

(3

P.O. Box 1420
89504 Heidenheim Going further
Germany for health
19| PermaFoam® Tracheostomy Top’s3ka ryfuata PermaFoam® Tracheostomy I1b
0. 7 T :
0 Sorbalgon® Ilop’a3ka t:Ellor.ummmrl::?a 3 KANBUI-aNLTIHATY 1Ib
Sorbalgon
21. Sﬂrba]g0n® T TﬂM]’!DHaﬂ@I-.]a CTPIYMKA NONTHHAKYA 3 KAJALUIK-AJbI'THATY IIb
Sorbalgon™ T
22. Zetuvit® Plus TMos'a3ka copbuiiina Zetuvit® Plus 1b
23. | HydroClean® plus AKTHBOBAHA NOB'H3KA HA paHy 4Js Tepanii y BoJioromy Iib
cepeaoni HydroClean® plus
| 24, | HydroClean® plus Cavity AKTHBOBAHA MOB'A3KaA HA paHy Aas Tepanil y BoJOroMy lib
ceperoenwi HydroClean® plus Cavity
25. | HydroClean® plus mini AKTHBOBAHA NOB'A3KA HA paHy OJA Tepanii y BOJOroMy Iib
cepenoenmi HydroClean® plus mini
26. | HydroTac® transparent Mos'sska rigporeaesa HydroTac® transparent b
27. | HydroTac® transparent Moz'a3ka rizporenesa HydroTac® transparent Comfort IIb
Comfort
28. | Hydrosorb® Gel Finporeas Hydrosorb® Gel 11b
29. | PermaFoam® Cavity Mop’a3ka ryduata PermaFoam® Cavity 11b
30. | Omnistrip® CMy:KKH 408 0e310BHOr0 3aKpATTA pad Omnistrip® I1a
31. | Medicomp® extra CepBeTKH 3 HeTKaHOTo MaTepiany Medicomp® extra Ila
32. | Hydrofilm® Mos’s3ka miiskosa npozopa Hydrofilm® I1a
33. | Hydrofilm® Plus [Mop's3Ka nniBKoBa npo3opa 3 abeopbyoyoio Ila
noavweykoio Hydrofilm® Plus
34. HydroClean® mini Amlmonauia NOB’A3KA HA paKy Ans Tepanii y BoJioromMy Ib
cepeaosnti HydroClean® mini
35. MapuJiesi cepaeTKH i3 ningepHyTHMN 00pi3HAMH
Sterilux® ES KpoMKamu 3 abcopdyloyol 6aBOBHAHOT TKAHNHM Ila

Bianosiano no ctanaaprtis EN 14079 Sterilux® ES

Miciie suaaui: Xaiigenxaiim
Place of issue: Heidenheim

[lianuc ynoeHOBaMeHOT 0coGH:
Signanaf of the Authorized person:

s

. —

Minnuc ynoeioeaskenoi ocobu:

Signature of the Authorized on:

Jata miamuey: 11.02.2021
Date of signing: 11.02.2021

Hazea nocanwy, [11b:
Position, Full Name:

Jens Marquard. Senior Vice President / Regional Director

Eastern Europe

Hazpa nocanu, I15:
Position, Full Name:

Stefan Fischer, Senior Vice President Regulatory Affairs

’éﬁ:‘mapmma Npo simosiasicts Ne 003 mificha 3

Claration of conformity No.003 is valid from

11.02.2021 Penakuis: 6

M18Dauis npo piznosianicrs Ne 003 nifiena 1o
*ation of conformity No. 003 is valid wil:

Version: 6

26.05.2024
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A

P, Urkundenrolle UR 419 / 2021
B UZ 512/ 2021

ﬁ Notarkanzlei Kappeler*St. Péltener 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 1 Nol 7 BeurkG (authentication act).
Ich, Christoph A. Kappeler, |, 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,
geschaftsanséassig / business address 89522 Heidenheim, Paul-Hartmann-Stralie 12,
- personlich bekannt/perscnally known -

Herrn/Mr. Jens Marquard, geboren am / born on 05.06.1965,
geschaftsansassig / business address 89522 Heidenheim, Paul-Hartmann-StraRe 12,
- personlich bekannt/personally known -

have hereunto set
their hands in my presence.

Diese Personen handein 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
geschéftsfa'/l}ig. qualified to act and to contract.

Heide A},élim an der Brenz, den 12.02.2021

APOSTILLE

(Convention de La Haye du 5 octabre 1961)

1. Land: Bundesrepublik Deutschiand
Diese offentliche Urkunde
ist unterschrieben von Notar Christoph A. Kappeler
3. in seiner Eigenschaft als offentlicher Notar .
Sie ist versehen mit dem Dienstsiegel des Notars Christoph A. Kappeler.

Bestitigt
in Ellwangen/Jagst B. 2w, 2Z TED 2028
durch den Prasidenten des Landgerichts

unter Nr. 910 a -, /és (.;l?/f

10. Unterschrift:

© © = o

Stempel:
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