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Hexnapanis npo BignoBigHicTh

Jarannna nasea supoty:
Common name of medical device:

Iepemix Bupobis:
List of products:

Bupobunk:
Manufacturer:

¥noBHoBaReHUI NpeICTABHAK
B YKpaini:
Authorized representative in Ukraine:

Knacadircania:
Classification:

IIpomeaypa ouinku
BiANOBiAHOCTI:
Conformity Assessment Route:

Ceprudixaru:
Certificates:

IIpm3aavennii opran 3 omiakn
BiANOBIAHOCTI Ta Horo
inenTudivaniiinuaii xox
Conformity assessment body with its
identification number:

(Declaration of conformity)

Crpeii na3amsani 3 BoAH MopceKoi crepansnoi ATOMEP
Nasal sterile seawater spray ATHOMER

s, Honarox 1 no wiei Jexnapami npo miamosinHics
See Annex 1 to the Declaration of conformity

Dapmaxocmerik-liapapm T.Coyaromxuannic eny Ko E.E.

14 xm Teccanonixu-TTomiripoc H.P,, Tepmi, Teccanoniky, Iunexe 57001
ILC. 60294, Tpenis

Pharmacosmetic-Diafarm G Soultogiannis and Co E.E.

14th km Thessaloniki-Poligiros NR., Thermi, Thessaloniki, P.C.57001

P.O. BOX 60294, Greece

TOB «MITEK»

03057, m. Kuig, Bysn. Meranictis, 16, Vipaiua
Ten.: 044 495 29 29

e-mail: mitek@mitek kiev.ua

«MITEK» LTD

03057, Kyiv, Metalistiv str., 16, Ukraine

Tel.: 044 49529 29

e-mail: milek@mitek. kiev.ua

Kmac T sriguo Tlymxty 13 Jomatky 2 TexHiMHOTO periaMeHTy OO
MEJYHAX BRPOOIB, 3aTmepmmkeroro IlocraHosowo KaGimery Minictpis
Vkpaian Big 02.10.2013 p. Ne 753

Class I according Item 13 to Annex 2 of Technical regulation on Medical devices
approved by Decree of Cabinet of Minisiters of Ulraine M753 on 2 October 2013
(with changes)

HMonarox 6 TexnyHOro peraMeHTy MO0 MEAMYHMX BHPOGIE, 3aTREPIKEHOTO
Tocranosoro Kabinery Minictpie Yipaiau sig 02.10.2013 p. Ne753 (ma cramisx
3a0earieueHHs Ta 36ePeKEHHS CTEPUILHOCTI) 33 NPOLEAYPOID ONHOCTOPOHHEOIO
BHSHAHHA De3yJbTaTiB IPOBefieHOi owwHkm simmosimsocti National Evaluation
Center of Quality & Technology in Health S.A_, I'perin

Annex 6 of Technical regulation on Medical devices approved by Decree of Cabinet of
Ministers of Ukraine of 02.10.2013 Ne753 (at the stages of ensuring and maintaining
sterility) according fo the procedure of unilateral recognition of the results of the
conducted conformily assessmeni by National Fvaluation Center of Quality &
Technology in Health S.A., Greece

UA.TR.120

Ceprudikar ouisku sinnosignocti Ne PR.071-17
Certificate assessment of conformity Ne.: PR.O71-17

Crpox gii cepTadixara ouinku signosimxocti 31.07.2022
Certificate assessment of conformity is valid until: 31.07.2022

Tomapnerro 3 00mexenolo sifnoRiALHICTIO
«IMITPYB MEJTMKEJD»
Limited Liability Company "IMPROVE MEDICAL"
UA.TR.120 ~

DapmaxocmeTik-Hiagapm I'.Covrrommuanuic eny Ko E.E. nexnapye sukouanms sumor Hogatky 1 o Texaianoro PETIAMERTY IMOJ0 MeHIHEX
Bupobis sareeprxenoro MocTaroporo Kabinery Yxpaiam sig 02.10.2013 p. Me 753

Pharmacosmetic-Diafarm G.Soultogiannis and Co E.E. declares the fulfiliment of requirements of Annex 1 to Technical regulations on Medical
devices, approved by Decree of Cabinet of Ministers af Ulraine of 02.10.2013 Ne753

Higrac
Signature

b Km THESSALONI
1THESSALUN\K\ -pe 5701 Py
TEL D210 484320 (86!
VAT No: EL 093877346 B¢

Hata mignucy: 20.12.2017 p.

Date of signing:
Hasea nocanu, II6  Tlpesupent, Jdp. Coynromxiansic Teoprioc

Position, Name President, Dr. Soultogiannis Georgios
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Jexnapanis npo BiAOBIIHICTH
(Declaration of conformity)

Joxatox 1
Annex 1
Haszga MeguuHoro BHpoOy aHINiHCLKO0 MOBO Ha3pa MeguuHOro Bupody yxpaiHCEK0H0 MOBOHD

Name of medical device in English Name of medical device in Ukrainian
Athomer spray 150 ml AroMep copeit 150 mu
Athomer baby spray 100 ml Atomep Gebi cnpeii 100 M
Athomer mini spray 35 ml AtoMep MiHI cnpeii 35 mMn
Athomer propolis spray 150 ml Atomep niponomic crpedi 150 mn
Athomer propolis baby spray 100 ml Atomep nponoiic 6e6i crpeit 100 Ma
Athomer mini propolis spray 35 ml Atomep MiHl nponofic crpeit 35 Ma
Athomer hypertonic spray 100 ml Atomep rinepromunwii copei 100 M
Athomer mint & eucalyptus spray 150 ml ATOMep M’sTa Ta eBKaJIIT crpei 150 M
Athomer mini mint & eucalyptus spray 35 ml AToMep MIHI M sTa TA eBKAMNT cpeii 35 mn

Cropinxa 2i3 2
Page 2 of 2




IMPROV=M=DICAL

TOB «IMIPYB MEJUKE

HpuniyHa anpeca:

Ykpaita, 01042, m. Kuiig,
Bynbeap M. lpuivayenko, 1/27,
KimMHara 506-4

(aKTnyHa appeca:

Vkpaika, 01024, m. Kuis,

BYN. JltoTepaHcbka, 16, od. 14
UATR.120

A A

80104 10304
ISO/IEC 17021 ISO/IEC 17065

CEPTUDIKAT

NOPALIOK 3ABEINEYEHHA ®YHKLIIOHVBAHHA CUCTEMI VPABIITHHA AKICTIO
MIJ] YAC BUPOBHULITBA MELIAYHIX BIAPOBIB

([lonarok 6 TeXHIYHOrO pernamenTy LLOA0 MEUYHIAX BUOGiB,
3aTBEPIKEHOr0 nocTaHoBoto Kabinery MinicTpis VkpaiHu

Bin 02.10.2013 Ne 753 (TP) 3a npoLieypoto OHOCTOPOHHbOTD
BU3HaHHA pe3ynbTartiB NPoBEAEHOI OLHK!A BiLNOBIAHOCTI

National Evaluation Center of Quality & Technology in Health SA.

BuupoGHin: Pharmacosmetic-Diafarm G.Soultogiannis & Co EE.
14th km Thessaloniki-Poligiros N, Thermi,
Thessaloniki, P.C.57001 P.0. BOX 60234, Greece

\noBHOBaweHuy  TOBAPUCTBO 3 0BMEXXEHOH BiaNoBifanbHicTio «MITEK»
npencrasHuk. 0307, m. Kui, Byn. Meranicris, 16, Ykpaia

Bupotiu: CnpeiA Ha3anbHuin 3 BOAWM MOPCHKOI
cTepunbHol ATOMEP

llp3HayeHuin oprai 3 OLIHKW BiANOBILHOCTI ToBApUCTBO 3 0GMEXEHOH
Binnosianbhictio «IMIPYB MELWKEN (inextudikauinnvin Homep Ne UA.TR.120)
NIATBENIKVE, LD 333HAYEHWA BUPOGHIK BNPOBAAWB CUCTEMY MPaBAiHHA SKICTH)
L0 NPOLIECIB BUPOBHILITBA HA CTAMIAX, LLO NOB'H3aHi i3 3a6E3NeYeHHAM Ta
30BPEXEHHAM CTEPUNbHOCTI CTOCOBHO 3a3HayeHux BIPOGIB (3a mpoLienypoto
0[IHOCTOPOHHBOTO BU3HAHHA Pe3ynbTaTiB NpoBe/eH OLHKY BifnoBinHocTi National
Evaluation Center of Quality & Technology in Heath S.A.) y BiAnoBiAHOCTI 0 MYHKTiB 3-5
nonarky 6 TP 1a Aka € 06 eKTOM NEpIOINYHIAX HANAA0BIAX aYOTIB 37iAHO 3 MYHKTIB 8-
11 nonarky 6 TP.

[1aHuiA CepTUMIKAT YWHHKIA 33 YmoBY il cepTudikary Ne 501001044 sip 01.08.2017,
Bupnatoro National Evaluation Center of Quality & Technology in Heath S.A.

fMincTasa and Buaui
aKT eKCrepTA3n okymenTaLi Ne PR.0T9/3-17 sip 18.12.2017;
DiLLIEHHR npo BIuAayy cepridikary Ne PR.OT9/4-17 sip, 2012.2017.

Cepruchikar Ne PR.OT1-17

[liiacHui oo 1 nunks 2022 p.

Bunanng Ne 1. CepruchikoaHo 3 20 rﬂ\luHﬂ 2017 p.
[lara peectpauii 20 1 =‘c‘-"r“' T

1B. asepcbka



IMPROV=M=DICAL

“IMPROVE MEDICAL" LLC

Legal address:

Ukraine, 01042, Kyiv,

M. Pryimachenko Boulevard, 1/27,
room 506-4

Actual address:

Ukraine, 01024, Kyiv,

Luteranska st, 16, office 14
UATR.120

80104 10304
ISO/IEC 17021 ISO/IEC 17065

CERTIFICATE

THE ORDER OF ENSURING PERFORMANCE OF PRODUCTION QUALITY
ASSURANCE SYSTEM

(Annex 6 of the Technical Regulation on Medical Devices, approved
by Resolution of Cabinet of Ministers of Ukraine No. 753 (TR)

dated 02.10.2013) according to the procedure of unilateral
recognition of the results of the conducted conformity assessment
by National Evaluation Center of Quality & Technology in Health SA.

Manufacturerr ~ Pharmacosmetic-Diafarm 6.Soultogiannis & Co EE.
14th km Thessaloniki-Poligiros NR., Thermi,
Thessaloniki, P.C.57001 P.0. BOX 60234, Greece

Authorized “MITEK" LTD
representative;  Metalistiv str, 16, Kyiv, 03057, Ukraine

Products: Nasal sterile seawater spray ATHOMER

Conformity Assessment Body Limited Liability Company “IMPROVE MEDICAL"
(identification number UA.TR.120) declares that aforementioned manufacturer has
implemented a quality management system for manufacture at the stages concerned
with securing and maintaining sterile conditions of these devices (according to the
procedure of unilateral recognition of the results of the conducted conformity
assessment by National Evaluation Center of Quality & Technology in Health S. A.) in
accordance with paragraphs 3-5 Annex 3 TR and which is subject to periodical
surveillance based on paragraphs 8-11 Annex 6 TR.

This certificate is valid if the certificate No. 501001044 dated 01.08.2017 issued by
National Evaluation Center of Quality & Technology in Health S.A. is valid.

Basis for issuing:
Report No.PR.079/3-17 dated 18.12.2017;
Decision on Certificate issue No.PR.073/4-17 dated 20.12.2017.

Certificate No. PR.OT1-17
Valid until July 31, 2022
Version No. L. Certified since December 20, 2017

Head of conformity

assessment body 1. Pazerska
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