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Bux. Ne 87

Bia 09.02.2024 p.
Hep:xaBua cayxda ¥Ykpainu 3
JKAPCBLKHX 32c00iB Ta KOHTPO.110
32 HAPKOTHKAMH

TOB «Kparin Mearvexnika», sya. barrosyrisebka, 6ya.17-21, m. Kuis, 04107, Vkpaiua,
€JIPTIOY: 38670845, w0 € ynopHOBaKeHUM npe/cTaBHuKoM BupobHHka Laboratoires URGO
Healthcare, 42 rue de Longvic, 21300 Chenove France (Jla6oparopis YPI'O Xeauckea, 42 pio
e Jloursik, 21300 Ulenos, ®panuis) a Teputopii Ykpainu, 3riaxo Jorosopy Ne 031/2019 ix
30.06.2019. suciosnroe Bam cBotO moBary 1a Ta inopMye npo HaCTynHe:

Bianosiano no indopmaitii BupoGHUKa, miA Yac PYTHHHOTO OMJISAY 3PaskiB MeAHUHHX
BupoGiBe XbIOMEP 3axuaazenuii Hic - Cineproniunmii — 100% mopeska Boga — cnpeii
HA3aJbHUH Oy/10 BHABICHO (OpPMATbHY HEBIANMOBIAHICTH Yy MAPKYBaHHI 1bOMO MEAHUYHOTO
BUpOOY, a came:

-Mmix uac JIpyKy iHCTpykuiit i3 3actocysanus XBIOMEP 3aknagennit Hie -
Fineproniunuii — 100% mopcbka Boaa — cnpeii Ha3aALHHI OYJI0 TOMUIKOBO BKA3aHO 06 €M
tpnaxony sk 150 ml (mn). [pasuabhuii 069M daakony — SO ml (M), 10 BKA3aHO HA YIaKOBLI
TOB@py Ta 0e3nocepe/iHbO Ha (I1akoHi.

3a pesyinbrataMu BHYTPILIHBOT MepeBipku Oyn0 BCTAHOBIEHO, WO B OOIr HA TepHTOPIi
Ykpainn Oynu BBedei HacTynui cepil MeauuHMX BHPOOGIB i3 3a3HAUCHOIO (POPMAIBHO
HEBIIMOBIAHICTIO!

Cepist Hazsa Bupody e Tgpmm ; Kiibkicrs
BHIOTOBJICHHA npWiaTHoOCT
40131 XbIOMEP 3aknanenuii Hic - 09/2023 08/2026 1776 wr

['ineproniunuit — 100%
MOpChKa BOJia — CIIpeit
Hasanbuuit / HUMER Blocked
Nose — Hypertonic - 100% sea
water — nasal spray

40158 XbIOMEP 3axnaneuuii Hic - | 09/2023 08/2026 6454 wr
1 [ineprouiunnii — 100%
MOpChKa Bo/1a — Cripei
nazanennii / HUMER Blocked
Nose — Hypertonic - 100% sea
water — nasal spray
40130 XBIOMEP 3aknanenuin Hic - 08/2023 07/2026 34176 wr
[neproniunuii — 100%
MOpPCbKa BOJIa — Cripei
nasanbuunii /| HUMER Blocked
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Nose — Hypertonic - 100% sea
water — nasal spray

45147 XBIOMEP 3aknangenuii Hic - 12/2023 11/2026 17376 wr
INineproxiunmii — 100%
MOpCBKa BOJA — Crpe
nazanbunii / HUMER Blocked
Nose — Hypertonic - 100% sea
water — nasal spray

Crnia 3a3HauMTH, 1O BUsABICHA (POPMAibHA HEBIAMOBIAHICTH € CYTO TEXHIYHOIO TA JKOJAHUM
YHHOM HE BIIMBAE Ha AKICTH Ta Oe3nevHICTh MEJAMUHOro BUPODY.

3000B'A3yeMOCH, IO NPH BUFOTOBJICHHI HACTYIHUX Cepiil BHINE3a3HAYEHOFO MEIHUYHOTO
BUPOOY TEXHIYHA MOMMUIIKA B IHCTPYKILT i3 3acTOCyBaHHs Oye BUNpABIICHa.

Jlonarku:

L. Komnis Jlorosopy Ne 031/2019 Bix 30.06.2019

2 Konis Ceprudikary Bianosinnocti Ne PR.1240-22 (suaaunns 1) sig 30.08.2022,
niicHui 10 29.08.2027

3 Konis Jleknapauii npo sianosianicts Ne 04 Bia 13.09.2022, apificna 10 29.08.2027

3 nosarouo,
3acTynHHK 1HpeKTOpa 3 AKOCTI

TOB «Kparis Mearexuika» Comuxk A.QO.




LABORATOIRES

*URGO

HEALTHCARE

Jexaapauist npo Bignosigmicts Ne 04
Declaration of conformity No 04

Meananiii Bupi6:
Medical device:

Izoronivwi Ta rineproniuni po_sq HHHM MOPCHKOI BOH 151 OUHUICHNS 301H
ByXa-ropsa-soca (BI'H)

Sea water isotonic and Rypertonic solutions for cleaning Ear-Nose-Throat (ENT)
area

[lepenix Bupodis:
List of products:
BupoGmk:
Manufacturer:

See Annex [ to this Declaration of conformity

Laboratoires URGO Healthcare, 42 rue de Longvic, 21300 Chenove France

Jlus. JIoparok | go wiet Hexnapauii npo signopiamicTs

JlabopaTopiz YPT'O Xeauckea, 42 pro ge JIoHrsik, 21300 Lljeaoa,Epauﬁiu

Yrnosnosaxennit
[IPeICTABHHK!
Authorized representative:

TOB «KPATI MEATEXHIKA»,

BYJ1. BarrosyTisceka, 6yn.17-21, m. Kuis, 04107, Vxpaina.

Ten.: 0 800 21-52-32, Enextponna nomrTa: uarep@ecratia.ua, CIPITOY: 38670845
LLC "CRATIA MEDTEKHNIKA"

17-21, Baggoutivska Str., Kyiv, 04107, Ukraine. Tel.: 0 800 21-52-32

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

Knacudixauin
Classification

pouenypa ouinkn

BianosiguocTi:

Conformity Assessment
Procedure;

Ha (3riaso ogatky 2 TeXHIYHOIO PerlaMeHTy MO0 MEAMTHMUX BUpobis,

sarsep oxetioro [Tocranosoro Ka6iuery Miuictpis Yxpaiuu No753 sin 2 sorTHa
2013 poxy), aus. Toaarok 1 xo uiei Jexnapauii npo sianosigxicrs

11a (according to Annex 2 of Technical regulation on Medical devices approved by
Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013), see Annex |
to this Declaration of conformity _ - B
Hoparor 3, TexuivHoro pernaMenTy MmoA0 MeZHYHHX BHPOGIB, 3aTBCPAMCHOrO |
Tocranosoio Kabinety Minictpis ¥ xpainu Na753 sig 2 wontns 2013 p

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

Homep 1a Tepmin aii
cepridikara pianosignocri:
Certificate of conformity
number and validity date:
Homep 1a tepmin air
ceprudirkarta meperipxu
NpoeKTy:

Number and expiration date of
Certificate of Design
Examination:

[Ipusuayennii opram 3
ouinKH Binnosiguoeri Ta loro
inenTudikaninnmit Koa:
Conformity assessment body
with its identification number:

PR.1240-22
29.08.2027

He sacToconyernen
Not applicable

Tosapucreo 3 06mesxenoo BinnoBizaaLHicTo

«YxpalHcbKnit HAYKOBUIT IHCTHTYT cepTudikauiin

Limited Liability Company "Ukrainian Scientific Institute of Certification"
UA.TR.116

JlaGopartopis YPI'O Xeasckea aexnapye signosiagicts npoaykuii, saswavemol y wuiit nexaapauii npo
BiANOBIAHICTE BuMoram TeXHIYHOTO PCTNAMEHTY WMOAO MeAHUHMX supoGis, sarsepkenocro lloctanonorw
Kabinery Minicvpis ¥xpaiun Ne753 pin 2 sos1us 2013 pOKY.

Texuiuna noxymenrtaunisn Ha meauumi Bupobu sriguo uiel Aexpapauil npo BiANOBiAHiCTE polpofaena Ta
supoBamkena. [exnapauito npo pinmosiauicrh ckaageno nin HiNKOBHTY BiMORifaABHICTL BHpOGIHKa.
Binnosiaansuicrs 3a pocrosipuicrs waganol indopmauil nece BHpoGHUK.

Laboratoires URGO Healthcare declares that abayementioned devices comply with the requirements of technical
1 ces, approv __5)1 Decree of Cabinet of Ministers of Ukraine o733 on October 2nd, 2013.

regulation on medical devic ;

xm‘,.?}ﬂ%ﬂ@i;:ggmqwmwy for medical d jeeﬂa-f{é‘s-Dec‘!amnan of Conformity has been developed and implemented.

~ | The Declaration of Conformity iy’ written under the sole responsibility of the manufacturer. The manufacturer is
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LABORATOIRES

XURGO

HEALTHCARE

Jexaapanist upo sijinosianicrs Na 04
Declaration of conformity Ne (4

Jogaror 1
Annex 1
Iepenik MEHYHIX BH po6is, auraifichKo MOBOKW | ﬁepeni:c MeAHYHHX BHpoGIB, yKpalHCbKOI0 MOBOK
List of medical devices, in English . Listof medical device, in Ukrainian

| XbIOMEP 3aknanenuit Hic - I_‘i_ncpmuiqlmﬁ 100%

HUMER Blocked Nose — 100% sea water - nasal spray N ———-

| HUMER Nasal Hygiene -- 100% sea water — nasal XBIOMEP Tiriena noca— 100% Mopcska Boja - cnpeit |
spray — Adult | HasamkHWH - A1 A0pOCITHX
HUMER Nasal Hygiene — 100% sea water — nasal XBIOMEP Tiriena noca — 100% mopesxa sona — cape

spray — Infant/children | Ha3anBHUH — ANA HEMOBIAT i HiTel

P
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3acCTyNHUK GhHpPesiCp..
3 AKOCTI
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