LABORATOIRES

FURGO

CERTIFICATE OF QUALITY

PRODUCT: Humer 150 for children, nasal spray, 150 ml in ballon
PRODUCT NUMBER: 552446
SAP BATCH: 17522
BATCH NUMBER: 17236
PRODUCTION DATE: December 2021
EXPIRY DATE: November 2024
RELEASE DATE: 21 January 2022
" DELIVERY: 20801536
= ORDER: 153625980
CUSTOMER ORDER: DECEMBER ORDER N°799
* CUSTOMER: DELTA MEDICAL
[ BATCH QUANTITY: 14,928 UN
TESTS SPECIFICATIONS RESULTS
Characteristics Clear liquid and practically colourless Complies
Nitrogen pressure 6.5 t0 9.5 bars 8.0 bars
Osmolality 270 to 330 mosmol/kg 300 mosmol/kg
Returned volume =150 mL 151 ml
Heavy metals <0.1 ppm Complies
pH 7.0to 8.0 7.3
Sterilization parameters Conform to ISO 11137 Complies

I certify that this batch has been manufactured in compliance with European GMP, registration
files, product specification and current regulation.

CONCLUSION: APPROVED

QUALITY CONTROL PHARMACIST:

LABORATOIRES URGO | Z avenue de Strasbaurg - Parc Excellance 2000 - 21800 CHEVIGNY-SAINT-SAUVEUR - E rance | Tel:+33 (D)3 80545000 | Fax:+33(0)3BOS4E0 ™

= YEpAMG & o

DATE: 25.01.2022

_ Siége social : 42 rue de Longvic 21300 CHENGVE - France | SAS au capital de 13 987 328 € | RCS DIJON 433 842 044




DECLARATION OF CONFORMITY
Ne H150/01/UA
Version 3

Manufacturer: LABORATOIRES URGO
address: 42 rue de Longvic, 21300 CHENOVE
country: France

Authorized Representative in Ukraine:

Representative office of Delta Medical Promotions AG
address: Vyshneve, Chornovola Street, 43, 08132
country: Ukraine

The medical devices indicated in the Annex 1 to
Declaration of Conformity

produced at the plant: Laboratoires URGO, Parc
Excellence 2000, 2 avenue de Strasbourg, 21800
Chevigny Saint Sauveur, France

meets the requirements of Technical regulation for medical
devices approved by the Cabinet of Ministers of Ukraine
Ne753, October 2, 2013, according to the procedure for
Annex 3 excluding points 8-11 “Examination of the design
of the product” and according to criteria for Annex I of
technical regulation.

The medical device has been assigned to class Ila according
to p. 19 of Annex 2 of the Technical Regulation for medical
devices.

This Declaration of conformity is linked to Certificate
of conformity NePR.013-17 and is valid of a period its
validity.

The product carries the national conformity mark with the
identification number of conformity assessment body:

UA.TR.120

Date of issue: 30.03.2021
First edition: 13.04.2021

JAEKJIAPALIIS BIAMTOBIAHOCTI
Ne H150/01/UA
Bepcin 3

Bupobrux: IABOPATOPI3 YPTO
adpeca: 42 pio ae Jlonrsik, 21300 WIEHOB
kpaina: Opanuis

Vnoenoeaoicenii npedcmasnux e Yepalni:
Ipeacrasannrso «deasTa Megiken llpomoymns Al
adpeca: M. BumHese, By, YopHosona, 43, 08132
kpatua: Yxpaina

Meaguqni supo6u naseaeni B lonatky 1 no Jexapauil
npo BixnosigmicTs

sxi suzomoensiomscs Ha sasooi: Jlaboparopiz YPI'O, INapk
Excenasc 2000, 2 aserio ne CtpacGypr, 21800 LLIEBIH']
CEH COBEP, ®panuis

@ionogioaromv eumozam Texriunozo peznamenmy w000
meduynux  supobis,  sameepdocernozo  Ilocmanosoio
Kabinemy Minicmpie Vxpatnu 6id 2 acoemus 2013 p. Ne753,
y aidnoeidnoemi do npoyedypu Jodamky 3 ne sxmouaiovu
nynkmu 8-11 «llepesipxa npoexmy Meduunozo eupofy» ma
gidnogiono 9o kpumepile [Hodamky 1 Texuiunozo
pezanamenmy.

Meduunuii eupib sionocumses do xaacy Ila y aionogionoemi
3 n. 19 Jodamxy 2 Texnivnozo peznamenmy wjodo Meduunux
eupobie.

Lin Jexnapayin eionoeionocmi 6asyemvea na Cepmugbikami
@idnogionocmi Ne PR.0I3-17ma € wunnoio na cmpox #o20

oil.
Ipodyxm cynposodoicye nayionanshuil sHax 6ionogionocmi 3

idenmucpixayiinum  HoMepom  opzawy 3 OyiHKu
@ionosionocmi:

UA.TR.120

Hama sunycky: 30.03.2021
Jama nepuwozo sudanun: 13.04.2017

e

Munel VERNAECKT-GRACIA, Quality Directoi” "
Name and title :
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Jexnapauis npo Bignosignicrs NoH150/01/UA
(Declaration of Conformity NeH150/01/UA)

HopaTok 1
Annex 1

Ilepesix meauHux sBupobis
List of medical devices

Hassa megu4yHOro BHpoGy

Hassa meguyHoro BupoGy

Ne aHrilich KO0 MOBOIO J\Z‘;q:m'l‘m:l,m)m MOBOH
Name of medical device in English ¢ of medical device in Ukralnian
The products for the hygiene of the nasal 3acoOu IS HOIVIALY 38 HOPOXKHHHOI0 HOCA
cavity HUMER 150 for children: XbIOMEP 150 pns miredt:
Medical device for the hygiene of the nasal Memiusuit BUPIO I JOTISAY 3@ OPOIKHHHOIO
I cavity HUMER 150 for children, noca XbIOMEP 150 s miteit, cnipelt nasansuui,
nasal spray, 150 ml in ballon 150 ml (i) y 6anori
Medical device for the hygiene of the nasal Memuauuit BHpIO WA Aoy 3a MOPOKHAHOKO
2. cavity HUMER 150 for children, noca XBIOMEP 150 juis nitel, cnpeii HazanbHui,
nasal spray, 150 ml in ballon 150 ma (ml) y Ganosi
The product for the hygiene of the nasal cavity 3acib pus [OrNAMY 38 NOPOKHUHOIO
3 HUMER 150 for children, Hoca XbIOMEP 150 mna pitelt, crpe#t HasanbHui,
nasal spray, 150 ml in ballon 150 mn y Ganoni
The products for the hygiene of the nasal 3aco6u [Uisi JOTJISIAY 38 MOPOXKHHUHOI0 HOCA
cavity HUMER 150 for adult: XBHOMEP 150 pis 40pOC/IHX:
The product for the hygiene of the nasal cavity 3aci6 mus gornAmy 3a NOPOIKHHUHOIO Hoca
4. HUMER 150 for adult, Xsiomep 150 mis qopocnux, cpel Ha3anbHHH,
nasal spray, 150 ml in ballon 150 Mu/ml y Ganoni
The product for the hygiene of the nasal cavity 3aci6 s fornAmy 3a MOPOIKHHHOIO
5 HUMER 150 for adult, Hoca XptoMep 150 [y fOpociuX, crpeil HasanbHH,

nasal spray, 150 ml in ballon

150 mn y Ganoni

Muriel VERNAECKT-GRACIA, Quality Director
Name and title
Responsible person / YoBHOBa)XeHa ocoba

Mew,

LABORATOIRES URGO, France / JABOPATOPI3 YPI'O, ®panuisi
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IMPROV=M=DICAL

TOB «IMNPYB MEQVKE In
YKPAIHA, 01042 M. KHIB,
6Y NbBAP M. NPUAMAYEHKD, 1727 KIMHATA 506-4.

UATRI20

80104
ISO/IEC mm/

CEPTU®IKAT

NlopsA0K NpoBe/eHHs npoLieaypy 3a6e3neYeHHA (YHKLIOHYBAHHA KOMNNEKCHOI
CLACTEMI \NPaBAIHHA AKICTIO ([l0RATOK 3 [eXHIYHOTD PernaMeHTy LOAD MEAMYHIX
Bupafie, 3aTBEJAXEHOr0 NoCTaHoBoW Kabikery MiicTpis Vkpainy Bin 02102013
No F..w “IJ;

BupoBHuK: LABORATOIRES URGD
42 rue de tonguic, 21300 Chenove, FRANCE

\N0BHOBAXEHUIA ipencrasHuuTsn «lenbta Meaiken NpoMoyLuna Al

NPEACTABHUK: M. BiituHese, syn. YopHosona, 43, 08132, Yxpaina
[pyna Bipobis; YPT0 KOPIUWA M030MbHME, NAGCTIAD MEMYRAI

(InacTvp NINING-KONCIAHWIA CTEPUALHUY Npy cnikax YPID

Minactvipi meauyki YPIO 3 aHTucentykom:

YPI0 enaciytinia 3 axTucentiakom; YPID BoQOHENPOHMKKYI
3 aHTUCenTUKoM; YPID npo3opuii 3 aHTvicentikom; YPIO
BOAOCTIKWIA AkBadinbM 3 aHTCENTIAKOM; YPTO MithuiA 3
AHTUCENTAKOM

Jacobyv ana aormaay 3a NOPOXHWHON HOCA:
XbHOMEP 158 ana aitew: XbIOMEP 158 ans popocux,
XbHIMEP 858 Mineproniunui; XbIOMEP Moronosa

ipwaHayeHui apran 3 uumxu BiAnoBinHoCTi T0BAUCTBO 3 DGMEXEHOID BIANOBIAANLHICTIO alMﬂP‘!B
MiﬂHHEﬂn { i KoMep Ne UATHIZ0) NIATBEJRMYE. MO 3ASHAMEHMA BUDOOHMK
gnposagu yGinekHs, BUOBHMLTEA Ta GCTAT0UHON
aHux BupoGIe v BigRoBIAKOCTI A0 nyRKTB 3-7 nogatky § 1P 13 Aka ¢
YHUX HAFMAACBIAY YRWTIB 3ripo myhkrie 12-15 Jomatky 3 TP. [les peanisaui
DW3MKY [IOAATHOBO et YT HanBHvA CepTadiaT NEpeBipky npoexTy 3a
§-11 aopamy 3 1P

ULOAD NpOLECE po

rlincraaa Jil)i Bmzaqi:

pileHHA npo Byfiady ce

Ceprudiar Ne PR.O13-17

[liacHuit ao 12 keitHa 2022 p.
BunatHa Ne 1. CepriudikoBaHo 3 13 KBITHR LT
[ata peectpauyi 13 keirua 2017 p.

p"\t}pu opraxy

il g% BIZHOCTI
a3epebKa




IMPROV=M=DICAL
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YKPAIHA, 01042 M. KHIB,
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MiﬂHHEﬂn { i KoMep Ne UATHIZ0) NIATBEJRMYE. MO 3ASHAMEHMA BUDOOHMK
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il g% BIZHOCTI
a3epebKa




imPROV=M=DICAL | PERTIFICATE

“IMPROVE MEDICAL" LLC The order of procedure for ensuring performance of
1. PRYIMACHENKD .ﬂ.ﬁ:mﬁﬁﬂ? ; 3??5? agal-li Ly Assuranc_e ) - : -
o Uﬁvfﬁ 8 (Annex 3 of the Iethmuaiﬂg:}uim;an on Medical Devices, approved by Resolution of
re Cabinet of Ministers of Ukraine No. 753 (TR) dated 62.18.2813)

Manufacturer LABORATOIRES URGO
42 rue de Longvic, 21300 Chenove, FRANCE

Authorized Representative office of Delta Medical Promotions AG
representative Vishneve, Chornovola Street, 43, 08132, Ukraine
Product URGO CORICIDE, medical plaster

Category(ies)

Sterile lindo-colloid plaster URGO Burns

URGO Antiseptic, medical plasters:

URGD Stretch Antiseptic; URGO Washabie Antiseptic; URGO
(iscreet Antiseptic: URGD Waterproof Antiseptic; URGD
Resistant Antiseptic

Products for the cleansing of the nasal cavity

Humer 158 for children; Humer 158 for adults; Humer 856
Hypertanic;

Humer Monodose

Conformity Assessment Body Limited Liability Company “IMPROVE MEDICAL®
{identification number UATR.128) declares that aforementioned manufacturer
has implemented a quality management system for design, manufacture and final
control inspection of these devices in accordance with paragraphs -7 Annex 3
TR and which is subject to periodical surveillance based on paragraphs 12-15
Annex 3 TR. For marketing of class I1I devices an additional paragraphs 8-11

80104
ISO/IEC 17021

Certificate No. PR813-17
Valid until April 12, 2822 -
Version No. 1. Certified since April 13, 2817 54
Registration date: April 13, 2817 %




Bnank'komnanii VPI'O

R
i CEPTHU®DIKAT AKOCTI
- [Mpoaykuisn: XBIOMEP 150 pns aiTeii, cnipeii nazanbnnii, 150 ma y
. DanoHi
Karanoxuuii Homep: 552446
Kona cepii: 17522
Homep cepii 17236
» Jdata BupodunuTBa: 12.2021
JlaTa 3aKiHYeHHs CTPOKY NPHAATHOCTI: 11.2024
- JlaTa BHOYCKY: 21.01.2022
[Mocraeka: 20801536
- 3amoBiaennsn: 153625980
3aMoBJIEHHA 3aMOBHHKA: DECEMBER ORDER Noe799
3aMOBHHK: «Jlensta Meaiken»
JlocTaBaeHa KilbKicTh: 14.928 o
Bunpobypanus Cneundirkauii PesyabTaTh
SIKicHI XapakTepucTHKH INpozopa piauna npakruuno Bianosinae
OesbapsHa
THcKHiTpOreHy 6.5 10 9.5 Gap 8.0 Gap
OcMONIBHICTE 270 10 330 MOCMOJIB/KT 300 MocMOB/KI
3BOpOTHIH 06 eM = 150 mn 151 ma
Basxkki Mmetanu < 0.1 yacTHHOK Ha Minkiion Bianosinae
H 7.0 no 8.0 7.3
ITapamerpu crepumizantii VY BianosignocTi a0 1SO 11137 Bianosinac

o

-
S niaTeepaayio mo nana napris 6yn1a BUroTosaena ¥ Bianosianocti 3 €sponeiickkum GMP, pecctpauiiinnmu thaiiamu
Ta YHHHHM TEXHIYHHM perjiaMeHToOM.

.

Bucnosox: Iligreepaxeno
¥YnoBHoBakeHa 0coba

Jlara 25.01.2022




BnaHK Komnawii

CEPTUDIKAT AKOCTI

NPOAYKT Xbtomep 150 gna gitei, cnpeii HasanbHUM, 150 mn y
6anoHi

Homep npoaykry: 552446

CAT cepii: 12241

Homep cepii: 94275

Darta supo6HuyTea: 10.2020

JaTta 3aKiH4YeHHA TepMiHY NPUAATHOCTI: 09.2023

MNocraBkKa: 20427940

3aMOBANEHHA: 153745239

3amoOB/IEHHA K/i€EHTA: EXTRA DECEMBER ORDER

KnieHT: TOB «AENNbTA MEAWKE»

Kinbkictb cepii: 6.944 yn.

MNokasHuku Cneuudikauis Pe3synbraTtu

30BHiWHIl BUrnag, Mpo30puit PO3UYMH Ta NPAKTUYHO Bignosipae
6e36apBHUl

Tuck asorty 6,5-9,5 6ap 7,9 6ap

OCMOTUYHMIA TUCK 270 - 330 mocmonb/Kr 320 mocMmonb/Kr

06’em, W0 BUTArAETLCA 2150 mn 150 mn

Baxki metanm <0,1 ppm Bignosigae

pH 7,0-8,0 7,2

MNapameTpbl cTepuansayum CrepunbHo CrepunbHo

Al niaTeepAxKyto, WO ua cepia Byna BurotosneHa y BignosigHocTi go €sponeiicbkoi HBIM, peecTpayiviHmx
[OKYMeHTIB, cneuudikauii Ta 4ilo4oro 3akoHoA,aBCTBa.

BMCHOBOK: CXBAJIEHO

MigTBepaxytounit nignuc /NignucaHo/ [ata: 29.04.2021

LUTAMIM




LABORATOIRES

RGO

CERTIFICATE OF QUALITY
PRODUCT: Humer 150 for children, nasal spray, 150 mi in ballon
PRODUCT NUMBER: 552446
SAP BATCH: 12241
| BATCH NUMBER: 94275
PRODUCTION DATE: 10/2020
_EXPIRY DATE; 09/2023
DELIVERY: 20427940
ORDER: 153745239
CUSTOMER ORDER: EXTRA DECEMBER ORDER
CUSTOMER: POE « DELTA MEDICAL »
| BATCH QUANTITY: 6,944 UN
TESTS S_?ECIF(CATIONS l RESULTS
Characteristics Clear liquid and practically colourless; Complies
Osmolality Mosmol/kg 298 mosmol/kg
270 t0 330
Heavy metals <or=0.1 ppm complies
pH 7.0t08.0 7.2
Pressure 6.5 10 9.5 bar 7.9 bar -
Restituted mean volume >= 150 ml 150 ml
Sterility Sterile | Sterile

| certify that this batch has been manufactured in compliance with European GMP, registration files,
product specification and current regulation, '

CONCLUSION: APPROVED

QUALITY CONTROL PHARMACIST DATE: 29.04.2021

LABORATOIRES URGO | 2 aventia de Strasboury - Par Excellence 2000 - 21800 CHE!
’ Sidge soclal : 42 rue de Longvic 21300 CHENOVE - France | %/




DECLARATION OF CONFORMITY
Ne H150/01/UA

Manufacturer: LABORATORIES URGO
address: 42 rue de Longyvic, 21300 CHENOVE
country: France

Authorized Representative in Ukraine:
Representative office of Delta Medical Promotions AG
address: 08132, Vyshneve, Chornovola Street, 43
country: Ukraine

The medical devices indicated in the Annex 1 to
Declaration of Conformity

produced at the plant: Laboratories URGO, Pare Excellence
2000, 2 avenue de Strasbourg, 21800
Chevigny Saint Sauveur, France

meets the requirements of Technical regulation for medical
devices approved by the Cabinet of Ministers of Ukraine
Me753, October 2, 2013, according to the procedure for
Annex 3 excluding points 8-11 “Examination of the design of
the products” and according to criteria for Annex 1
Technical regulations regarding medical devices.

The medical device has been assigned to class Ila according
to p. 19 of Annex 2 of the Technical regulation for medical
devices.

This Declaration of conformity is linked to Certificate
MNePR.013-17 and is valid of a period its validity.

The product carries the national conformity mark with the
identification number of conformity assessment body:

UA.TR.120

Date of issue: 26.02.2021
First edition: 13.04.2017

JEKJIAPALLA ITPO BIAIIOBIAHICTD
Ne H150/01/UA

Bupobrux: JJIABOPATOPI3 YPI'O
adpeca: 42 pro ge Jlonrsix, 21300 IITEHOB
kpaina: Opanyis

YnosHosascenuti npedcmasnux 6 Yxpaiui:
IpeacraBunuTBo “/lennTa Menikes ITpomoymns Al
aopeca: 08132, M. Bumnese, By, YopHoBoIIa, 43
kpaina: Yxpaina

Meauuni BupoGu naseaeni B ogaTky 1 go Jdexaapanil npo
BignosigHicTs

Akl guzomosnaiomvcs Ha 3a600i; JlabopaTopis VPI'O, Ilapx
Excenanc 2000, 2 aerto ne Ctpac6ypr, 21800 IIIEBIH’I CEH
COBEP, ®panuis

8idnogidaiome eumozam TexHiuHO20 pe2namenmy ujo00 MeOUUHUX
eupobis, 3ameepOvicenozo nocmarosolo Kabinemy Minicmpis
Ykpainu 6i0 2 owcosmus 2013 p. Ne753, y eionosionocmi 0o
npoyedypu Jooamky 3 e exmouaiouu nykmu 8-11 «Ilepesipka
npoexmy meduuHozo eupobyy ma 6ionosioHo 00 Kkpumepiig
Hooamky 1 Texniuxozo peanamenmy.

Meduynuii supi6 elonocumvcs 0o xnacy Ila y eidonosionocmi oo n.
19 Jlooamxy 2 TexHiynozo pe2namenmy w000 MeduuHux supodie.

s Jexnapayis sionogionocmi 6azyemvcst Ha Cepmugixami Ne |
PR.013-17 ma € 4uHHOI0 HA CIMPOK 11020 Ol

IIpodykm cynposodacye HayioHaneHuid 3Hak eidnogioHocmi 3
ioenmucixayiiiniumM HOMeEPOM Op2any 3 OYiHKU 8I0NOBIOHOCI

UA.TR.120

Hama sunycky: 26.02.2021
Iepwe eudanns: 13.04.2017

i .
URGO
Laboratoires Urgo

42 rue de Longvic
rance

Muriel VERNAECKT-GRACIA, Quality Director
Name and title

Z/@é “nad

21300 Chendve Responsible perse /Y HQBHOBANCHA ocoba
v 2
LABORATORIES URG! )b‘@?a c{ JAHQPATOPI3 YPT'O, ®pannis
ST,

)

Mg v




Hexnapauist npo Bignosiguicrs Ne H150/01/UA
(Declaration of Conformity Ne H150/01/UA)

Honarox 1
Annex 1

Ilepenix meguauanx Bupobin

List of medical devices

Hassa meguuHoro Bupody

Ha3zsa meananoro Bupoby

Ne AHIIiHCHKOI0 MOBOXO YKpaiHCHKOI0 MOBOXO
Name of medical device in English Name of medical device in Ukrainian
The products for the hygiene of the nasal 3acobu aada KornsAy 3a MOPOKHUHOK HOCA
cavity HUMER 150 for children: XbIOMEP 150 past gireit:
Medical device for the hygiene of the nasal Mermmit supi6 zox Hotmlfy 38 ncip & 010u
1. cavity HUMER 150 for children, noca XbIOMEP 150 s niteif, cripeil HasanbHUH,
nasal spray, 150 ml in ballon 150 ml (M) y Gaoxi
The product for the hygiene of the nasal cavity 3aci6 g AOTILy 28 I'IOpO:KHI/IHOIO
2 HUMER 150 for children Hoca Xpromep 150 ms piteH, criped HasanpHuid, 150
nasal spray, 150 ml in ballon iy basoni
The products for the hygiene of the nasal Sacobu fim (OrINY 18 NGPOKHIRGI HOCA
cavity HUMER 150 for adult: SBIOMEF 150 pra Aopochis:
The product for the hygiene of the nasal cavity 3aci6 mnst normazy sa HOPO)KHHUHOEO .
3, HUMER 150 for adult, Hoca Xpromep 150 mys gopocnux, cipeil HazanbHMH,
nasal spray, 150 ml in ballon 150 mi/ml y Garoni
The product for the hygiene of the nasal cavity 3aci6 ana forazy 3 HOpO)KHIrIf-IO}O .
4, Hoca XpromMep 150 s nopociux, crnped HazaTbHuH,

HUMER 150 for adult,
nasal spray, 150 ml in ballon

150 mn y 6asnoHi

Muriel VERNAECKT-GRACIA, Quality Director
Name and title
Responsible person/YmosHoBaxkeHa ocoba

Wouer,

LABORATORIES URGO, France/JIABOPATOFPI3 YPI'O, ®pannis

2
URGO
Laboratoires Urgo
42 rue de Longvic
21300 Chendve France




IMPROV=M=DICAL CEPTM(DIKAT

TOB «IMNPYB MEUKEM
YKPATHA, 01042, M. KUIB, . 4
EYIbBAP M. NPAAMAYEHKD, 1727 KIMHATA 506-4. lopanoK npoBe/eHHa npoLienypy 3a6esneyexts (YHKLIOHYBAHHA KOMNABKCHOI
UATRIZ0 CUCTEMM YNPaBAIHHA AKICTIO { [lonatok 3-TEXHIYHOTD pernamMeHTY LA MEVYHIAK
o Bupofis, saTeepaxeHorn nocTaHoeow KabiHery Minictple Yxpath gig 02.10.2013
No 753 {1P)
BupoGHm: | ABORATOIRES URGO

) rue e Longuic, 21300 Chenove, FRANCE

YnosHosakenwd  NpeacrasHuiTeo «[lenbta Mepiken Mpomoyiuna Al
NPEACTABHUK; M. Bintese, ayn. Yoprosona, 43, 08132, Yxpaika

[pyna supotiis: YPED KOPTUMA mn30aeHui, DAACTUD MELNYHAR
(InACTUP AININO-KONOIGHAA CTEpUnKHIAR Npv onikax YPTO

fina s Al ekl YPIO 3 anmacenTvnom:

YPID enacTuyHni 3 artucentykom: YPID BOGOHENPOHUKHA
3 aHrvicentuxons; VPT0 npo3opui 3 aHTMCENTUKOM, W”s
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CERTIFICATE

The order of procedure for ensuring performance of

Full Quality Assurance System

(Annex 3 of the Technical Reulation on Medical Devices, approved by Resolution of
Cabinet of Ministers of Ukraine No. 753 (TR) dated 82.16.2613)

Manufacturer LABORATOIRES URGO
42 rue de Longvic, 21300 Chenove, FRANCE

Authorized Hepresentative office of Delta Medical Promotions AG
representative Vishneve, Chomovola Street, 43, 06132 Ukraine
Product URGD CORICIDE, medical plaster

Category(ies)

Sterile lipido-colloid plaster URGD Burns

URGO Antiseptic, medical plasters:

URGO S%emﬁ*égw: J%%Gé} \foaahaé‘& ntiseptic; UR
(iscreet Antis ptic; URGD
Resistant Antise mz‘.z;:
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Products for the cleansing of the nasal cavity:

%3 “Eg *’9; children; Humer 158 for adults: Humer 858
Hypertonic
Hum *ﬁfﬁmi

Conformity Assessment Body Limited Liability Company “IMPROVE MEDICAL"
(identification number UATR.128) declares that aforementioned manufacturer
has implemented a quality management system for design, manufacture and final
control inspection of these devices in accordance with paragraphs 3-7 Annex 3
TR and which is subject to periodical surveillance based on paragraphs 12-16
Annex 3 TR for i arkatmga class I11 devices an additional paragraphs 8-11
Annex & TR Medical products design examination certificate is mandatory

Basis for issuing:
ﬂeport No. PR.817/6-17 dated 12.84.2817;
Hesision r PR 817/1-17 dated 13.84.2617.

Certificate No. PR.813-17

Valid until April 12, 2622 A
Version No. 1. Certified since April 13,§
Registration date: April 13, 2017 %

Ylead of conformity
Jassessment booy
§J TV Pazerska
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