Bnank komnanil YPI'O XEAJICKEA

CEPTU®DIKAT AKOCTI
[Tpoaykuis: Xbtomep Crton Bipye cnpeii IMocraBka: 22441724
HA3AIbHHI
Katanoxunii Homep: 600944 3amoBJ/IeHHs: 155359131
Kona cepii: 35364 3aMoBJIeHHS 3AMOBHHKA: November order 2299
Homep cepii 51767 3aMOBHUK!: «Jlensta Megiken»
JlaTa BHpoOHHITBA: Jlunens 2024 Kpaina VYkpaina
JaTta 3aKkiH4eHHs CTPOKY Yeprenn 2027 JlocTaBieHa KiIbKICTh: 10.008 oxa.
MPHAATHOCTI:
Bunpodypanns Cneundikauil PesyabTaTn
SKiCHI XapakTepHCTHKH [Tposopa a6o 31erka onajectioroda, | Bianosinae
GesbapsHa abo 3/1erka *)oBTyBaTa
piaHHa.
OcMOTSNBHICTE < 800 MmocMoOJIB/KP 658
AHaui3 BeH3aIKOH K0 XT0pHIL mr po3unn 50% /100 ma 40.5
Mr/Ma
33.7 no 50,5
pH 3.6 .103.8 3.6
3arajibHa KiJbKicTh aepofHHX (KYO/™mn) 1
MiKpooprauismis <100
3arajbHa KilbKicTh ApixkiB i usini | (KYO/mn) 1
<10
CHHBOTHIHHA NaJIH4Ka BigcyTHi Ha 1 M1 Binnosinae
30JI0THCTHI cTahiloKoK BincyTHi Ha 1 M7 Bianosijiae

S miaTBepIKYIO MO AaHa maptia GyJa BUrOTORAEHa y Bianosianocti 3 €sponeiickkum GMP, peectpauiiinnmu daitnamy 1a
YHHHHM TEXHIYHHM PErJaMEHTOM.

Buchosok: [Tiarseprkeno

[Tianuc Jara: 07.11.2024
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LABORATOIRES

t U RG o ANALYSIS CERTIFICATE

HEALTHCARE

LABORATQIRES URGO HEALTHCARE
42 Rue de Longvic
21300 CHENOVE (France)

PRODUCT : HUMER STOP VIRUS, Nasal spray. 15 ml DELIVERY 1 22441724
PRODUCT NUMBER : 600944 ORDER :+ 155359131
SAP BATCH : 35364 CUSTOMER ORDER : November order 2299
SUPPLIER NUMBER : 51767 CUSTOMER : POE “DELTA MEDICAL"
PRODUCTION DATE :+ JULY 2024 COUNTRY : Ukraine
EXPIRY DATE : JUNE 2027 DELIVERED QUANITTY : 10,008 UN
TESTS SPECIFICATIONS RESULTS
Characters Clear to slightly opalescent, Complies
Colourless or slightly yellowish
Liquid
Osmolality mosmol /kg 658
<= 800
Assay : Benzalkonium chloride mg solution 50%/100 ml 40.5
mg/100ml
33,7 to 50,5
pH 3,6 to 3,8 3.6
Total microbial aerobic count (CFU/ml) 1
<= 100 ml
Total yeast and moulds count (CFU/ml) 1
<= 10
Pseudomonas aeruginosa Absence in 1 ml Complies
Staphylococcus aureus Absence in 1 ml Complies

I certify that this batch has been manufactured in compliance with European GMP ,registrat
regulation.

CONCLUSION: APPROVED ——

7
o DATE 07.11.2024
— LABORATOIGES

------------------- == UR

HEALTYTHCAR E
42 rue Longvic
? ol 21300 CHENOVE - France
Tél. : 33.3.80.54.50.00

LABORATOIRES URGO HEALTHCARE | SAS au capital de 56 280 458 € | RCS DIJON 798 251559 | TVA:FR 65 798 251 559 | SIRET 798 251 559 00026
Qidne cacial - 42 riue de | onavic 21300 CHENOVE | Tal: +33 (03 80 44 74 00




LABORATOIRES

FURGO

HEALTHCARE

Jexnapanis npo BiamosignicTs Ne 01
Declaration of conformity Ne 01

Meanunuii BHpi6:

XBIOMEP CTOII BIPYC, Hazaneuuii cnpeit

Medical device: HUMER STOP VIRUS, Nasal spray
BupoGHuk: Jla6opaTopis YPI'O XEAJICKEA, 42 pro ne Jlonrsik, 21300 IIIEHOB, ®paHitis
Manufacturer: Laboratoires URGO Healthcare, 42 rue de Longvic, 21300 Chenove France
TOB «KPATISA MEATEXHIKA»,
S —— ByIL barrosyriBchbka, 6yn.17-21, M. Kuis, 04107, pra:iﬂa.
TpeRCTARNK: Ten.: 0 800 21-52-32, EnextporHa rommTa: uarep@cratia.ua, €IPTIOV: 38670845
y LLC "CRATIA MEDTEKHNIKA"

Authorized representative:

17-21, Baggoutivska Str., Kyiv, 04107, Ukraine. Tel.: 0 800 21-52-32
E-mail; uarep@cratia.ua, USREQU Code: 38670845

Knacudikauis
Classification

Knac I (3rigso TomaTky 2 TeXHIYHOrO PernaMeHTy MO0 MEAMYHIX BHPOOIB,
saTsepukenoro Iocranosoro Kabinery Minictpis Yipaiau Ne753 Bin 2 xoBTHA
2013 poxy) ‘

Class I (according to Annex 2 of Technical regulation on Medical devices approved
by Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013)

Ipoueaypa oUiHKA

Jopatok 8, TeXHIYHOTrO pEryaAMEHTy LIOXO MEJHTHHX BHpOOiB, 3aTBEpKEHOrO

Bimmosianocri: IMocranosoro Kabinery Minictpis Ykpaiaum Ne753 Bin 2 xostaa 2013 p
Conformity Assessment Annex 8, of Technical regulation on Medical devices approved by Decree of
Procedure: Cabinet of Ministers of Ukraine Ne753 on 2 October 2013)

Hpusnauennit opras 3
ouinkn BignosigHocTi Ta
iioro inenTndikauifinmii Koa:
Conformity assessment body
with its identification number:

He 3acTocoByeThesA
Not applicable

Jleransuuii Bupo6uux JlaGopatopis YPI'O XEAJICKEA B oco6i [IupexTopa 3 IKOCTi Ta Pery/isiTOpHHX
nutans Kapominu Coyn gexknapye BHKOHAHHS OCHOBHHX BHMoOr fo BupoGy(iB) sasmauyenoro(ux) Buuue
TexHiUHOT0 pErJaMeHTy WI0Z0 MeAM4HHX BHpoGiB, 3aTsepmxenoro Ilocranosoro KaGinery Miuicrpis
Vrpaiun Ne753 Bin 2 sxoTas 2013 poky.

Legal manufacturer Laboratoires URGO Healthcare in the person of Caroline SOUPE, Quality and Regulatory
Affairs Director declares that abovementioned device(s) complies(y) with the requirements of technical regulation
on medical devices, approved by Decree of Cabinet of Ministers of Ukraine Ne753 on_October 2 2013.

JIMpeKTop 3 SIKOCTI TA PeryJIATOPHHX MHTAHb Kaponina Coyn & / Lo [6’//
Caroline SOUPE, Quality and Regulatory Affairs Director .

7

Jlata suaanus: 08.07.2021 | Pemaxuis: 1 Jexnapauist npo signosinuicTs Ne 01 Tepmin aif 4o 29.06.2025 | Cropinxa 1i3 1
\ndBatmafissues ORI ] sAs oHersiom be sb 280 4Bealaration of conformipsdadd | TvAl: FrIEidunt 2906 28R T joa 2Buged ofb2s

Sidége social : 42 rue de Longvic 21300 CHENOVE | Tel: +33 (0)3 80 44 74 00

LABORAT!




. . ?@ TOBAPUCTBO 3 OOMEXEHOKD BIANOBIAQABHICTIO “KparTis MeaTexHika"
|< a T I g ;..}% ByA. barrosyTtisceka 17-21, 04107, m., KiiB, ¥YkpaiHa
‘ ‘ +38 044 332-42-94; +38 044 361-48-28

www.cratia.ua; uarep@cratia.ua

Jlexaapauisi npo Bianosianicts Ne 01
Declaration of conformity N 01

Meauunuii BHpi6: XbIOMEP CTOII BIPYC, Hasanbuuii cnipei

Medical device: HUMER STOP VIRUS, Nasal spray

BupoGHuK: JladopaTopis YPI'O Xeauckea, 42 pio ae Jlonrsik, 21300, [lenos, ®paHuis
Manufacturer: Laboratoires URGO Healthcare, 42 rue de Longvic, 21300, Chenove, France

TOB «KPATISA MEATEXHIKA»,

04107, m. Kuis, Byn. barrosyTiscbka, 6ya. 17-21, Vkpaina

Ten.: 0 800 21-52-32, Enexktponna nowra: uarep@cratia.ua, €IPTIOV: 38670845
LLC "CRATIA MEDTEKHNIKA"

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

Tel.: 0 800 21-52-32, E-mail: uarep@cratia.ua, USREOU Code: 38670845

Kanac 1, 2rizso TexHiYHOTO pernaMenTy o0 MeIHYHHX BHPOGIB, 3aTBEPIKEHOTO

¥YnoBHOBaxKeHUi
NpeaCcTABHHK!
Authorized representative:

Knacudikanis: TTocranosoto KaGinety Minictpis Ykpainu Ne753 gin 2 wostha 2013 p.

Classification: Class I, according to Technical regulation on Medical devices approved by Decree
of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013

CTrepHIAbHICTD: He crepuibHo

Sterility: Non sterile

DYHKLIA BUMIPIOBAHHA: be3 pyukuii BumiproBaHHs

Measurement function: Without measurement function

JlogaTok 8 (3a BHK/IOYEHHAM NYHKTIB 5-6), TexHiuHOro perjaMeHTy Moo

Ipouenypa ouinku i ; T %
p ypa ou MeanuHMX BUpoBiB, 3aTBepxkenoro IToctanopoio KaGineTy MinicTpis Vkpainu

BiANOBiAHOCTI: : 5
Conformity Asséssiment Ne753 Bin 2 sxoetHa 2013 p.
}éou{e' ’ ) Annex 8 (excluding clauses 5-6), of Technical regulation on Medical devices

approved by Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013

[Ipu3nayvennii opran 3

OUIHKH BiANMOBiAHOCTI Ta

foro inenTHdiKauiAnni

KOI:

Conformity assessment body

with its identification

number:

Jla6oparopiz YPI'O Xeauckea B 0co0i ynoBHOBAXKEHOT0 NPEACTABHHKA TOB «Kpatis MearexHika» aeknapye

BiANOBIAHICTH MPOAYKIIY, 3a3Ha4eH0i y Wiil AeKaapauil Npo BiAMOBIAHICTE BHMOTAM TexHiuHOro perjamMeHTy

1010 MeIHYHHX BHPOGiB, 3aTBepaxenoro [locranoroto Kadinery Minicrpis Yipaiun Ne753 Bin 2 KOBTHS

2013 poky.

Texuiuna JOKYMeHTALIA Ha MeauuHi BHPoOM 3riano uiei geknapauii npo BIAMOBIAHICTL po3pobieHa Ta

sripoBamkena. /lekaapauilo npo BiANOBIAHICTL CKJIALEHO M1 ULTKOBHTY BiAMOBIAAJBHICTE BHPOOHHKA.

BianosiaaanHicTs 3a ZocToBipHicThL HaaaHol iHGopmauii Hece BUPOOHHK.

Laboratoires URGO Healthcare in the person of authorized representative LLC "Cratia Medtekhnika" declares that

abovementioned devices comply with the requirements of technical regulation on medical devices, approved by

Decree of Cabinet of Ministers of Ukraine Ne753 on October 2nd, 2013.

The technical documentation for medical devices to this Declaration of Conformity has been deve, el

implemented. The Declaration of Conformity is written under the sole responsibility of the m
PN

manufacturer is responsible for the authenticity of the provided information.

He 3acTOCOBYETBCS
Not applicable

3actynuuk aupextopa 3 sxocti TOB «Kpatis Mearexnixka»
Deputy Director on Quality of LLC “Cratia Medtekhnika”

Mata saaaunun: 27.06.2025 Pepakuis: 2 Jlexaapanis npo sianosiamicts Ne 01 Tepmin aii 10 24.06.2030 | Cropinka 1 i32
Date of issue: 27.06.2023 Version: 2 Declaration of conformity Ne 01 Valid until 24.06.2030 Page | of 2




. TOBOPUCTRO 3 OBOMEXKEHOIO BIANOBIAGABHICTIO “KparTis MeaTexHika"

X
|< p a T | ﬂ .-}.. ByA. Barrosytisceka 17-21, 04107, m. Kuiis, YkpaiHa

+38 044 332-42-94; +38 044 361-48-28
www.cratia.ua; uarep@cratia.ua

Icropis neperasay Jdexnapauii npo sianosianicrs Ne 01
Review history of Declaration of Conformity Ne 01

No | Aera Onwc
| e Description
1| 08.07.2021 E_lspu{e BHIAHHA
Irst issuance
2 27.06.2025 HApyre rnaHHs
Second issuance
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3actynuuk aupexrtopa 3 akocti TOB «Kparis Mearexnika»
Deputy Director on Quality of LLC “Cratia Medtekhnika”

" Somyk A.O.

Jara suaanna: 27.06.2025 Pepakuin: 2 Jlexaapauis npo sianosianicrs Ne 01 Tepmin aii 10 24.06.2030 | Cropinka 2 i3 2
Date of issue: 27.06.2025 Version: 2 Declaration of conformity Ne 01 Valid until 24.06.2030 Page 2 of 2




. . ?@ TOBAPUCTBO 3 OOMEXEHOKD BIANOBIAQABHICTIO “KparTis MeaTexHika"
|< a T I g ;..}% ByA. barrosyTtisceka 17-21, 04107, m., KiiB, ¥YkpaiHa
‘ ‘ +38 044 332-42-94; +38 044 361-48-28

www.cratia.ua; uarep@cratia.ua

Jlexaapauisi npo Bianosianicts Ne 01
Declaration of conformity N 01

Meauunuii BHpi6: XbIOMEP CTOII BIPYC, Hasanbuuii cnipei

Medical device: HUMER STOP VIRUS, Nasal spray

BupoGHuK: JladopaTopis YPI'O Xeauckea, 42 pio ae Jlonrsik, 21300, [lenos, ®paHuis
Manufacturer: Laboratoires URGO Healthcare, 42 rue de Longvic, 21300, Chenove, France

TOB «KPATISA MEATEXHIKA»,

04107, m. Kuis, Byn. barrosyTiscbka, 6ya. 17-21, Vkpaina

Ten.: 0 800 21-52-32, Enexktponna nowra: uarep@cratia.ua, €IPTIOV: 38670845
LLC "CRATIA MEDTEKHNIKA"

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

Tel.: 0 800 21-52-32, E-mail: uarep@cratia.ua, USREOU Code: 38670845

Kanac 1, 2rizso TexHiYHOTO pernaMenTy o0 MeIHYHHX BHPOGIB, 3aTBEPIKEHOTO

¥YnoBHOBaxKeHUi
NpeaCcTABHHK!
Authorized representative:

Knacudikanis: TTocranosoto KaGinety Minictpis Ykpainu Ne753 gin 2 wostha 2013 p.

Classification: Class I, according to Technical regulation on Medical devices approved by Decree
of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013

CTrepHIAbHICTD: He crepuibHo

Sterility: Non sterile

DYHKLIA BUMIPIOBAHHA: be3 pyukuii BumiproBaHHs

Measurement function: Without measurement function

JlogaTok 8 (3a BHK/IOYEHHAM NYHKTIB 5-6), TexHiuHOro perjaMeHTy Moo

Ipouenypa ouinku i ; T %
p ypa ou MeanuHMX BUpoBiB, 3aTBepxkenoro IToctanopoio KaGineTy MinicTpis Vkpainu

BiANOBiAHOCTI: : 5
Conformity Asséssiment Ne753 Bin 2 sxoetHa 2013 p.
}éou{e' ’ ) Annex 8 (excluding clauses 5-6), of Technical regulation on Medical devices

approved by Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013

[Ipu3nayvennii opran 3

OUIHKH BiANMOBiAHOCTI Ta

foro inenTHdiKauiAnni

KOI:

Conformity assessment body

with its identification

number:

Jla6oparopiz YPI'O Xeauckea B 0co0i ynoBHOBAXKEHOT0 NPEACTABHHKA TOB «Kpatis MearexHika» aeknapye

BiANOBIAHICTH MPOAYKIIY, 3a3Ha4eH0i y Wiil AeKaapauil Npo BiAMOBIAHICTE BHMOTAM TexHiuHOro perjamMeHTy

1010 MeIHYHHX BHPOGiB, 3aTBepaxenoro [locranoroto Kadinery Minicrpis Yipaiun Ne753 Bin 2 KOBTHS

2013 poky.

Texuiuna JOKYMeHTALIA Ha MeauuHi BHPoOM 3riano uiei geknapauii npo BIAMOBIAHICTL po3pobieHa Ta

sripoBamkena. /lekaapauilo npo BiANOBIAHICTL CKJIALEHO M1 ULTKOBHTY BiAMOBIAAJBHICTE BHPOOHHKA.

BianosiaaanHicTs 3a ZocToBipHicThL HaaaHol iHGopmauii Hece BUPOOHHK.

Laboratoires URGO Healthcare in the person of authorized representative LLC "Cratia Medtekhnika" declares that

abovementioned devices comply with the requirements of technical regulation on medical devices, approved by

Decree of Cabinet of Ministers of Ukraine Ne753 on October 2nd, 2013.

The technical documentation for medical devices to this Declaration of Conformity has been deve, el

implemented. The Declaration of Conformity is written under the sole responsibility of the m
PN

manufacturer is responsible for the authenticity of the provided information.

He 3acTOCOBYETBCS
Not applicable

3actynuuk aupextopa 3 sxocti TOB «Kpatis Mearexnixka»
Deputy Director on Quality of LLC “Cratia Medtekhnika”

Mata saaaunun: 27.06.2025 Pepakuis: 2 Jlexaapanis npo sianosiamicts Ne 01 Tepmin aii 10 24.06.2030 | Cropinka 1 i32
Date of issue: 27.06.2023 Version: 2 Declaration of conformity Ne 01 Valid until 24.06.2030 Page | of 2




. TOBOPUCTRO 3 OBOMEXKEHOIO BIANOBIAGABHICTIO “KparTis MeaTexHika"
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+38 044 332-42-94; +38 044 361-48-28
www.cratia.ua; uarep@cratia.ua

Icropis neperasay Jdexnapauii npo sianosianicrs Ne 01
Review history of Declaration of Conformity Ne 01

No | Aera Onwc
| e Description
1| 08.07.2021 E_lspu{e BHIAHHA
Irst issuance
2 27.06.2025 HApyre rnaHHs
Second issuance
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3actynuuk aupexrtopa 3 akocti TOB «Kparis Mearexnika»
Deputy Director on Quality of LLC “Cratia Medtekhnika”

" Somyk A.O.

Jara suaanna: 27.06.2025 Pepakuin: 2 Jlexaapauis npo sianosianicrs Ne 01 Tepmin aii 10 24.06.2030 | Cropinka 2 i3 2
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bnank kommnanii YPI'O
NABOPATOPI3 YPTO XEAJ/ICKEA
42 pto ae JIoHrBiK
21300 WeHos ®paHuis
CEPTU®IKAT AHAJII3Y
Iponyxuis: Xbiomep Cron Bipyc cnipeii IMocraBka: 22706473
HA3aJIbHHIT
Karanoxunii Homep: 600944 3amoB1eHHN: 155585057
Kona cepii: 37269 3aMoBJIeHHS 3AMOBHHKA: 250
Homep cepil 58867 3aMOBHHK!: «Jlensra Meniken»
JaTta BHpoOHHUTBA: Jlrotu#i 2025 Kpaina Ykpaina
JlaTa 3aKiHYeHHS CTPOKY Ciuens 2028 JlocTaBlieHa KiIbKiCTE: 2,892 on.
NPHIATHOCTI:
Bunpodysanus Crneundikanii PesyabsTaTn
SIKicHI XapakTepHCTHKH [Tpo3opa abo 3nerka onanecworoya, | Binnosigae
Ge3bapsHa abo 371eTKa KOBTyBaTa
piauHa
OCMOSUILHICT < 800 MocMOIB/KT 672
Ananiz Bensankoniio xjiopuny Mr posuuH 50% /100 M 41.5
ML/MI
33.7 no 50,5
pH 3.6 103.8 3.6
3aransHa MikpoOHa acpoOHa (KVO/mm) 1
KiNBKICTB <100
3aranbHa KinebkicTs apixakis i usini | (KYO/Mn) 1
<10
CHHBOTHIMHA najnuvka BiacyTHeo Ha 1 M1 Binnogigae
3onoTucThit cradinokok BiacyThbo Ha 1 Mn Bixnosigae

S miATBEpIKYIO IO daHa napTis Oy/ia BUroTOB/IeHa ¥ BianosiaHocti 3 €sponeiicskum GMP, peectpanifinumu daiinamu ta

YHHHHUM TEXHIYHHM PETrTaMCHTOM.

Bucuosok: [TiarsepukeHo

Harta: 15.05.2025

A
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LABORATOIRES

<XURGO

HEALTHCARE

ANALYSIS CERTIFICAT

LABORATOIRES URGO HEALTHCARE
42 Rue de Longvic
21300 CHENOVE (France)

PRODUCT : HUMER STOP VIRUS, Nasal spray. 15 ml DELIVERY
PRODUCT NUMBER 1 600944 ORDER

SAP BATCH 1 37269 CUSTOMER ORDER
SUPPLIER NUMBER 1 58867 CUSTOMER
PRODUCTION DATE 1 February 2025 COUNTRY

EXPIRY DATE i January 2028 DELIVERED QUANT
R EEECCEEAEEE AR s S RN RS ASSE NS EEEN NS S ENNSESSONSEASHEASSEASSNSEssooESSoEDoSSzoooE
|
TESTS SPECIFICATIONS |
Characters Clear to slightly opalescent,
colourless or slightly yellowish
liquid
Osmolality mosmol /kg
<= 800
Assay:Benzalkonium chloride mg solution 50%/100mL
mg/100ml
33.7 to 50.5 ‘
pH 3.6 to 3.8 ‘
Total microbial aerobic count (CFPU/ml)
<= 100
Total yeast and moulds count (CFU/ml)
<= 10

Absence in 1 ml
Absence in 1 ml

Pseudomonas aeroginosa
Staphylococcus aureus

I certify that this batch has been manufactured in compliance with European GMP ,re

regulation, (:R\l 4{ oS . 2025

CONCLUSION: APPROVED
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C@N\g(@“c
NE 500

" DATE 15.05.2025

LABORATOIRES URGO HEALTHCARE | Société par Actions Simplifiée au capital de 52 784 046 €| R.C.§
TVA : FR 65 798 251 559 | SIRET 798 251 559 00026 | APE 7219Z
Siage soclal : 42 rue de Longvic 21300 CHENOVE | Téléphone : 03 BO 54 50 00

'E

22706473

155585057

250

POE “DELTA MEDICAL"

Ukraine

2,892 UN

Complies

672

41,

Complies
Complies

#Ykpalka 4,
A M

A
CEPTH®IKATIB

2glstration files and current

. DIJON 798 251559




LABORATOIRES

ZXURGO

HEALTHCARE

Jexnapanis npo sBignosignicre Ne 01
Declaration of conformity Ne 01 |

Mennanuit Bupi6:

XBIOMEP CTOII BIPYC, Hasanenuii cripeif

Authorized representative:

Medical device: HUMER STOP VIRUS, Nasal spray \
BupoGuuK: JlaGopaTopis YPI'O XEAJICKEA, 42 pio e Jloursik, 21300 IIIEHOB, ®panuis
Manufacturer: Laboratoires URGO Healthcare, 42 rue de Longvic, 21300 Chenove France
TOB «KPATISA MEJITEXHIKA», l
ByJ1. Barrosyrieceka, 6yn.17-21, M. Kuis, 04107, Vkpaina.
:;‘:ﬂ‘l‘;ﬁi‘;ﬁf:““ Ten.: 0 800 21-52-32, Enextporsa nomTa; varep@cratia.ua, EJ[PIIOY: 38670845
' LLC "CRATIA MEDTEKHNIEA"

17-21, Baggoutivska Str., Kyiv, 04107, Ukraine. Tel.: 0 800 21-52-32
E-mail: uarep@cratia.ua, USREQU Code: 38670845

Knacudikanis
Classification

Knac I (srigso Joxatky 2 TeXHIYHOTO perniamMeHTy [OKO0 MeAH4HIK BHpo6is,
3ateepkeHoro Ilocranosoro Kabinery MinicTpis Vikpainu Ne753 Bin 2 sxoBTHA
2013 poxky)

Class I (according to Annex 2 of Technical regulation on Medical devices approved
by Decree of Cabinet of Ministers of Ukraine Ne753 an 2 October 2013)

ITpouenypa ouiHKH

Joaatok 8, TeXHIYHOTO periamMeHTy IIOA0 MEeAMYHHMX BHpOGiB, 3aTBEp/KEHOro

BimmoBigHocTi: TMocranosoro Kabikery Misictpis Yipaiuu Ne753 igt 2 sxorraa 2013 p
Conformity Assessment Annex 8, of Technical regulation on Medical devices approved by Decree of
Procedure: Cabinet of Ministers of Ukraine Ne753 on 2 October 2013)

I

Ipu3nayenuit oprau 3
ouinkn BignosigHocTi TA
ftoro inenTudikauifnnii Kox:
Conformity assessment body
with its identification number:

He 3acTocoByeTnes

Not appiicable i

Jleranbuuii Bupo6uuk JaGopatopis YPI'O XEAJICKEA B ocofi [lupekTopa 3 sIKOCTI Ta Pery/IsiTOPHHX
nutank Kaposinn Coyn fexiapye BHKOHARHHS OCHOBHHX BHMOI [0 Bﬂpoﬁj(in) 3a3Ha4eHOro(Hx) BHIUE
TexHiYHOTO peramMeHTy LIOAO MeAHYHHX BHPOGiB, 3aTeepienoro Ilocrawosoro KaGimery Minicrpin
Vrpatuu Ne753 Bix 2 sxosTHs 2013 poky.

Legal manufacturer Laboratoires URGO Healthcare in the person of Caroline SObPE, Quality and Regulatory
Affairs Director declares that abovementioned device(s) complies(y) with the requirements of technical regulation
on medical devices, approved by Decree of Cabinet of Ministers of Ukraine Ne753 on_October 2™ 2013

JupexTop 3 siK0CTi Ta peryasTopHEX nuTanb Kaposina Coyn
Caroline SOUPE, Quality and Regulatory Affairs Director

Jata apanns: 08.07.2021 Penakmin: 1 Jexnapauis npo signosinuicTs Ne 01 Tepmin il 40 29.06.2025 | Cropinka lis 1
LABORATOIR Gissea O QIaM2]1 545 aHangjom ke sb 280 4Baalaration of conforrmitsedd | Tva|: Friéwidamtih 2906 2085 T on 2Brged afbos
Siége soclal : 42 rue de Longvic 21300 CHENOVE | Tel : +33 (0)3 80 44 74 00
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