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ACTY EN ISOAEC 17021-1

10304
JICTY EN ISOAEC 17065

TOB «IMMNPYB MEAVKET>

Micue3Haxo4KeHHs

OPUAVYHOT 0COBH:

Yxpaita, 01042, M. Kuis,
6ynbaap M. Mpuiimayenko, 1/27,
KimHata 506-4

MicueaHaxoaxerHs 00B:
YkpaiHa, 04112, m. Kuis,
Byn. Pu3bka 8-A, ofh. 110

©impROVE

CEPTUDIKAT
BIANOBIAHOCTI

MopsafoK npoBeAeHHA npoueaypu 3a6eaneseHHs (DYHKLIOHYBAHHS KOMMNEKCHOT CUCTEMU
ynpasAikHA aKicTio ([lonatok 3 TeXHIYHOTO pernaMenTy Wofo MeaniHuX BUPOGiB, 3aTBEPKEHOTO
nocTaxoBoo Kabinety MinicTpis Ykpainm Big 02.10.2013 Ne 753 (TP)

Bupo6HuK: LABORATOIRES URGO

42 rue de Longvic, 21300 Chenove, France

Na6opartopis YPIO

42 po pe NoHreik, 21300 LeHos, Ppanuia
YNnoBHOB@XEHWH MpeacTasHuyTBO «[lenbta Mepiken MpomoywHs Al»
NpeACTaBHUK: M. BuwHese, Byn. YopHosona, 43, 08132, YkpaiHa
T'pynu Bupo6is: YPT0 KOPILMI M0301bHMA, nnacTup MeauyHuit/ URGO

CORICIDE, medical plaster

Mnactupi meanyki YPTO 3 antucentukom/ URGO Antiseptic,
medical plasters:

YPI0O enactuyHuit 3 antucentukom/URGO Stretch Antiseptic
VPO B0AOHBNPOHUKHMUIA 3 aHTUCenTUKOM/URGO Washable
Antiseptic

YPTO npo3opwui 3 antucenTukoM/URGO Discreet Antiseptic
YPIO BopocTivikuit AkBaginem 3 aHTucentukoM/URGO
Waterproof Antiseptic

YPTO miunuit 3 antucentukoM/URGO Resistant Antiseptic
3aco6u ans Aornagy 3a NOpoXHUHOK Hoca/ Products for
the cleansing of the nasal cavity:

XbIOMEP 150 ans givei/Humer 150 for children

XbIOMEP 150 ana gopocnux/Humer 150 for adults
XbIOMEP 050 lineproHiykuii/Humer 050 Hypertonic
XbIOMEP Moxopao3a/ Humer Monodose

Knac puauky: lla, Hl

MpusHayeruit Opran 3 ouink BignoBigHoCTi ToBAPKCTBO 3 0GMEXEHOK BIANOBIAANLHICTIO «|MNPYB MEVKEN»
(inenTuchikauitmit Homep Ne UA.TR.120) niaTeepmxye, WO 3a3Ha4eHuit BAPOGHWK BNPOBAAUB cUCTeMY YNPaBMiHHA RKICTIO
{010 TPOUECIB PO3POBAEHHA, BUPOGHHULTBA Ta OCTATOYHOT NEPeBipKY CTOCOBHO BKASAHUX rpyn BUPOGiB y BiANOBIAHOCTI A0
nywKris 3-7 flonarka 3 TP Ta fiKa € 06'cKTOM NePIOAMYHIX HArNALOBYX ayAuTiB 3rigno nynkTis 12-15 flonarka 3TP. na
peanisauii npogykuii Hll knacy puauKy AOAATKOBO Mae GyTW HasBHWit CepTUCDIKAT Nepesipku NPOEKTY 3a NyHKTaMu 8-11
[oparka 3 TP. -

Migcrasa ans Bugavi:

38iT Ne PR.657/6-22 8ip 09.04.2022;

PiwenHs Ne PR.657/7-22 8ig 11.04.2022.

Ceprudpikar Ne PR.0O13-17
QiicHmi 3 11 KBiTHA 202287
LiicHnit 5o 10 KBITHA 2025
Bupanua Ne 2, [lata pg¥

/ 7(9 iBHUK OpraHy 3
&uiu{g BiZNOBigHOCTI
ET» 2G. M. 3ronnuk
= ,r,'{tf Andi »:"“’

52 343de2s3 SF




DECLARATION OF CONFORMITY
NeH150/01/UA
Version 4

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
Me753, 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 validy.

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

UA.TR.120

Date of issue: 13 April 2022
Valid till: 10 April 2027
Date of the first issue: 13 April 2017

JTEKJAPALIS BIXTTIOBIIHOCTI
NeH150/01/UA
Bepcin 4

Bupobrux: JABOPATOPI3 YPT'O
adpeca: 42 pro pie Jloursik, 21300 IIEHOB
kpaina: Qpanuis

Vnosrosadicenii npedcmasruk 6 Yxpaii:
IpeacrasauuTso «/lensra Meniken IIpomoymns AT
adpeca: M. Bumuese, Byl YopHOBONA, 43, 08132
Kpaina: Yxpaina

Meauuni Bupo6u nasegeni B opaTky 1 no Jexnapaui
npo Bignosiguicts

Aaxi suzomoensomvca Ha 3agodi: Jlabopatopis VPI'O, Ilapk
Excenanc 2000, 2 asento xe CtpacGypr, 21800 IIIEBIH’
CEH COBEP, ®pannis

sionosioaromy sumozam Texniunozo Peanamenmy 14000
MeduuHux aupobis, 3ameepdaicerozo Ilocmarosoio Kabinemy
Minicmpie Yxpainu 6i0 2 oicosmus 2013 Ne753, y
gionogionocmi 0o npoyedypu Jooamky 3 He 6KIIOYAIOYU
nynkmu 8-11 «Ilepesipka npoexmy meou4Ho20 eupoby» ma
gionosiono 0o kpumepiie Jodamxy 1 mexHIuHO20
peznamenmy.

Meduunuii 6upi6 eidnocumvcs 00 knacy Ila y eidnosionocmi
3 n. 19 Jodamiy 2 Texniunozo peznamenmy w000 MeOUUHUX
6upobis.

Ln Jlexnapayin eionosionocmi 6asyemuvcs Ha Cepmudpixami
gionogionocmi Ne PR.013-17 ma € yunnoro Ha cmpok 1020 Oi.

ITpodykm cynposodoicye HayioHanvHuil SHak 6ionosioHocmi 3

idenmugixayiiinum ~ Homepom  opeany 3 OYiHKU
8ionogionocmi:

UA.TR.120

Jama sunycky: 13 xeimnus 2022
Hiticna do: 10 keimus 2027

Jama nepuwiozo sudanns: 13 keimns 2017

LABORATOIRES

FIRGO

e=BP 157
1304 Chendve Cedex - France




Jexnapauis npo Bignosiguicrs NeH150/01/UA
(Declaration of Conformity NeH150/01/UA)

Honatox 1
Annex 1

Ilepenix MeguyHuX BHPoGiB
List of medical devices

Ha3ssa mequauHoro Bupo0y

AHIIIHCLKOI0 MOBOXO
Name of medical device in English

Ha3pa MexH4HOT0 BHPOOY

yKpalHCBKOX0 MOBOXO
Name of medical device in Ukrainian

The products for the hygiene of the nasal
cavity HUMER 150 for children:

3aco6m auIs ZOrJIsIAY 32 NOPOMHUHOK HOCA
XBIOMEP 150 nost giTeit:

Medical device for the hygiene of the nasal
cavity HUMER 150 for children,
nasal spray, 150 ml in ballon

Meppaemtt BUpi6 U1 JOTITY 3@ IIOPOXKHUHOIO
Hoca XbIOMEP 150 mna mitel, cipel HasaibHAH,
150 ml (M) y 6anoni

Medical device for the hygiene of the nasal
cavity HUMER 150 for children,
nasal spray, 150 ml in ballon

Memraauit BUpi6 murst JOrLy 3a IOPOXKHAHOKO
goca XbIOMEP 150 ma xite#t, copeif Ba3anpHuH, .
150 M (ml) y 6amomni

The product for the hygiene of the nasal
cavity HUMER 150 for children,
nasal spray, 150 ml in ballon

3aci6 ma Jorsy 3a IOPOXKHUHOK
Hoca XBIOMEP 150 mia miteit, cripeit HazaubHHH,
150 v y 6anoni

The products for the hygiene of the nasal
cavity HUMER 150 for adult:

3acol6u JuIs JOrVIsIAY 32 MOPOXHHHOI0 HOCA
XBbIOMEP 150 paist ropocimx:

The product for the hygiene of the nasal cavity

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

3aci6 it ZorLIAy 3a MOPOXHUHOIO Hoca
Xutomep 150 yis Hopociux, cpei HasaIbHuH,
150 my/m] y Ganori

The product for the hygiene of the nasal cavity

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

3aci6 Wi DoTsy 3a HOPOXXHHUHOIO HOca
Xsiomep 150 i ZOpoCTHX, crpel HasabHUHA,
150 mn y Ganoni

Responsible person / Ynoanosasicena 0coba m®

ATOPI3 VP




LABORATOIRES

RGO

CERTIFICATE OF QUALITY
PRODUCT: Humer 150 for adults, nasal spray, 150 ml in ballon
| PRODUCT NUMBER: 552447
SAP BATCH: 29048
» BATCH NUMBER: 30773
PRODUCTION DATE: November 2022
- EXPIRY DATE: October 2025
RELEASE DATE: 08 March 2023
- DELIVERY: 21565295
ORDER: 154492410
CUSTOMER ORDER: OCTOBER EXTRA ORDER
CUSTOMER: DELTA MEDICAL
BATCH QUANTITY: 30.218 UN
e
TESTS SPECIFICATIONS RESULTS
: Characteristics Clear liquid and practically colourless Complies
., Nitrogen pressure 6.5 to 9.5 bars 7.8 bars
Osmolality 270 to 330 mosmol/kg 2687 %
Returned volume > 150 mL 151 mL
& Heavy metals <0.1 ppm Complies
pH 7.0t0 8.0 7.6
- Sterilization parameters Conform to I1SO 11137 Complies
- # Rl 22/2257
M | certify that this batch has been manufactured in compliance with European GMP, registration files,
product specification and current regulation.
5 CONCLUSION: APPROVED
LY

QUALITY CONTROL PHARMACIST

.

LABORATOIRES URGO | 2 avenue de Strasbourg - Parc Excellence 2000 - 21800 CHEVIGNY-SAINT-SAUVEUR - France | Tel: +33 (0)3 80 54 50 00 | Fax:+33 (0)3 80 54 5079
- Sigge social : 42 rue de Longvic 21300 CHENOVE - France | SAS au capital de 13 987 328 € | RCS DIJON 433 842 044

o




IMPROV =

ICTOPIA CEPTUDIKATA

a:‘;x:a Nara Onuc 3MiH

1 13 kBiTHA 2017 p. [MepLue BUAaHHA
PecepTumiK_auiﬂ.

2 11 xeimha 2022p. mﬂsgmﬁ)—i%::omma CTepUNbHUA Npu
onikax YPTO

, CepTudpikar Ne PR.013-17

. Niichnit 3 11 kBiTHA 2022 p.

Rivichnit go 10 ksiTHa 2027 p.

Bupnanus Ne 2. [lata peectpauii 11 kBiTHa 2022 p.
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- OPUANYHOT 0CObM:
Ykpaina, 01042, M. Kuis,

bad 6ynbBap M. Mpuitmayenxo, 1/27,
., KimHaTa 506-4
» MicueaHaxomxenHs 00B:

. YkpaiHa, 04112, m. Kuis,

o Byn. Pusbka 8-A, odh. 110
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Bnank komnanii YPT'O

CEPTUDIKAT SKOCTI

Iponyxuisi: XbIOMEP 150 asist nopocJinx, cnpeii HazaabHui, 150 ma
y 6anoHi
Karanoxuuii Homep: 552447
Kona cepii: 29048
Howmep cepii 30773
JlaTa BHpOOHUITBA: 11.2022
JlaTa 3aKiH4eHHsl CTPOKY MPHAATHOCTI: 10.2025
JlaTa BUnycKy: 08.03.2023
IlocTaBka: 21565295
3amoBJIeHHS: 154492410
3aMOBJ/IeHHSI 3AMOBHHKA: OCTOBER EXTRA OPDER
3aMOBHHK: «Jlenpra Meniken»
JlocTaBieHa KiTbKiCTh: 30,218 on.
BunpobyBaHHst Cnemndikanii PesyabTaTH
SIKicHI XapaKTEepPHUCTHKH [Tpo3opa piauHa NPaKTHUHO Bignosinae
6e30apBHA
Tuck HiTpOreHy 6.5 10 9.5 6ap 7.8 6ap
OCMOJISUIBHICTD 270 10 330 MOCMOJIB/KT 267*
3BOPOTHIH 06’ eM > 150 ma 151 ma
Baskki MeTallH < 0.1 4acTHHOK Ha MiJIbHOH Bianosizae
pH 7.0 no 8.0 7.6
[Tapamerpu crepuizauii V BignosigHocri go ISO 11137 Bixnosinae
*RI122/2257

S1 niaTBepVKYIO IO AaHa napTis GyJa BUroToBICHA y BianoBiaHocti 3 €Bponeiickkum GMP, peectpauiiiiumu daiinavu ta

YMHHUM TEXHIYHUM PEriiaMeHTOM.

Bucnosok: [TinTBepaxkeno

KepiBHMK 3 KOCTI

ITinnuc

Jata: 20.03.2023

TFPTM(DIKA'DR)
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