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Hassa MeauuyHoro supofy: Axksa Mapic® Excrpa CTpoHr, cnpeii HasanbHuii 150 mn
Medical device name: Aqua Maris® Extra Strong, nasal spray 150 ml ’
Heknapauis signosigHocTi: N° 14/2019 Big 03.06.2019

Declaration of Conformity N2 14/2019 dtd. 03.06.2019

Ceptudikat signosigHocTi N2 UA. TR. 126 753 19 061 02 BugaHuit 03.06.2019 (UA. TR. 126)
Certificate of Conformity N2 UA. TR. 126 753 19 061 02, issued 03.06.2019 (UA. TR. 126)
BupobHuk: Aapax-Fanencekuii Nla6opatopin a.4., CeinbHo 20, 51000, Pieka, Xopsaris.
Manufacturer: Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka, Croatia.

Batch: 21140
Naprin: 21140
Batch size: 34.933
KinbkicTb ynakoBok: 34.933
Date of production: 06.2020.
[ata supobHuuTsa: 06.2020.
Exp.date: 06.2023.
Mpua.no: 06.2023.
Date of analysis: 16.07.2020.
Hara ananizy: 16.07.2020.

CERTIFICATE N2 0508/20
CEPTUO®IKAT N2 0508/20

CFU/mi
Staphylococcus aureus: absent in 1 mi
Pseudomonas aeruginosa: absent in 1 ml

NAPAMETPU REQUIREMENTS RESULTS
PARAMETERS f ; BUAMOru PE3YNIbTATH
30BHIWHIA BATNIAQ | |1PO30PWi GesbapsHuii posunH. - Biarosinae
CHARACTERS A clear colorless liquid. Complies
pH ’ 7,0-9,0 8,1
OCMONSPHICTb 0,62-0,70 ocMonb/kr 0,67 ocMmonb/kr
OSMOLALITY 0,62"0,70 Osmol/kg 0’67 osmo‘/kg
["MACA HANOBHEHHS - He MeHwe 135,0 Mn, T06T0 He MeHwWe 90% BiA HOMiHanLHOro ob'eMy | Bignosigac
| FILLING MASS not less than 135.0 m! i.e. not less than 90% of nominal volume Complies
k MIKPOBIOJIOTYHA 3arasnbHa KinbKicTs aepobHUX MikpoopraHiamis (TAMC): He 6inblue Bianosigae
YUCTOTA! 10? KYO/mMn
3arafibHa KinbKICTb APIKAKOBUX Ta NNICHABUX rpubis (TYMC): He
6inbwe 10* KYO /mn
Staphylococcus aureus: BiacyTHs 8 1 Mn
Pseudomonas aeruginosa: BIACYTHS B 1 mn
MICROBIOLOGICAL Total aerobic microbial count (TAMC): not more than 102 CFU/mI Complies
PURITY! Total combined yeast and moulds count (TYMC): not more than 10!

tparameter is examined by sterility test
! MapameTp BU3HAYAETLCA B TECTI HA CTEPWABLHICTD
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Certification statement. I hereby certify that all manufacturing stages (including packaging/labeling) and quality
control of this batch of product have been carried out in full compliance with stated requirements. Quality control data
of the Medical device complies with the Specification described in the Technical file.

3ansa npo ceptudikauilo. Lium s nigTeepaxyio, WO BCl BUPOSHUUI CTaall (BKNIOYAIOUM NAKYBAHHA Ta MapKyBaHHR),
@ TaKOX KOHTPONb AKOCTI ujel napTii 6yno npoBeaeHo y NOBHI BianosigHocT! A0 BCTAHOBNEHUX BUMOr, BUCHOBKMW
KOHTPOSIo AKOCTI BUPOBY BianoBIAaIOTL crieludikauil, WO € YACTUHOI TEXHIYHOI A0KYMeHTaLii.

Qualified Person

38 i l f‘ JGLd.d. Valentina Stuli¢
| lg kJ Svilna 20 YnosHoBaxeHa ocoba

Rijeks Valentina Stuli¢

5

Date of signature:
AaTta nignucanHa: ?—'(/071 Z&ZD

JADRAN GALENSKI LABORATOR!J d.d. = 51000 RIJEKA = SVILNO 20 = CROATIA = +385 51 546 024 o www.fgl.hr
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OPTAH 3 OL|IHKY BIAMOBIAHOCTI )
TOB «[JOCTIAHWA MEQVYHA LEHTP CEPTU®IKALIID

l0eHmucpikauitinuti Homep npusHayeHoeo opaaHy UA.TR.126

CEPTU®IKAT BIIIMOBIIHOCTI
Certificate of Conformity

Ne UA.TR.126 753 19 061 02

BupoGuux/Manufacturer: Jadran — Galenski Laboratorij d.d.
Micue BupoouunTBa/Address:  Svilno 20, Rijeka 51000, Croatia

| YuosnoBaenmii npeacrapuuk  IlpeacraBHHNTBO B YKpaini «Slnpan — 'anencbka

BYkpaiui/Authorized maGopaTopis a. aA.»
representative: ByJ1. JlaBpceka, 16, M. Kuis, 01015, Ykpaina

Ten.: +38 (044) 377 5416,0ffice_manager@jgl.com.ua
IMpoayxuis/Product: CrepHiIbHi Ta HeCTepWIbHI Po34HHH (cnpei, Kpanti, pO3YHHH

X THCKOM)

Sterile and non-sterile solutions (sprays, drops, pressurized
solutions)

Iepenik MemuMIHUX BUPOOIB sasHaveHuit v Jlomatky Ne 1, mo €
HeBi’ eMHOO 9acTHHOIO boro Ceprudikary Biamosignocti/ The
list of medical devices indicated in Annex 1 which is the integral
part of the Certificate of Conformity

BinnosizaeBumoram/ TexHiYHOrO  perNaMeHTy  WIOAO  MEIMYHMX  BHPOOIB
Conforms with requirements of>  (3atBepmkenuit [locranosoro KMY Big 02 xoBtHA 2013 poky
Ne753)/Technical regulation on medical devices (approved by
Decrees of Cabinet of Ministers of Ukraine Ne753 dated October

02, 2013)
IIpouenypa Texniunoro Jonmatok Ne3 — 3abesmedeHHs (YHKUIOHYBAaHHS KOMILICKCHOI
peraamenty/Technical CHCTEMH YNpaBJliHHS sikicTio (6e3 mepeBipku nmpoexty)/Annex 3:
regulation procedure ensuring of functioning of full quality assurance system (without

design examination)

JonaTkoBa ingopmanist/
Additional information

Pimenns/Decision: Ne 061-01/02 Jliticuuii 3/Effective date: 03.06.2019

Jlara Bunadgi/Issue date: 03.06.2019 Jittcauit no/Expiry date: 02.06.2024

«LOCAILHAH\ %"

Nt /)
3acTynHHK AMPEKTOPAL 3/ MenHuHuii % /‘/ _— 0.0. Kopoarosa
Deputy Director - LUEHTF o é/’% O. Korolova
62\ CEPTHPIKALD S /
%055 38197962
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2 ; i 5 % e Y Vrreye s . . ¢ i
YHHHICTH cepTH(IKaTy BiANOBIAHOCTI MOXKHA ne“pém@:rjvgg_ Siystivics 10 Oprasy 3 OLIHKH BiIMOBiAHOCTI/
The validity of th eCertificate of Conformity can be clreé“ﬁ??iy contacting Certification Body

Cropinka 132 10135
JICTY EN ISO/IEC 1706

AOCIOHNMA MEOWYHWUN LIEHTP. CEPTU®IKALII « RESEARCH MEDICAL CENTER OF CERTIFICATION
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10eHmucpikauiliHuli Homep npu3HayeHo20 opeaHy UA.TR.126

EHTP CEPTU®DIKALII

Honarok 1/4Annex 1

no Ceprudikary BiznosizHocri Ne UA.TR.126 753 19 06102/
to Certificate of ConformityNe UA.TR.126 753 19 061 02

[epenik mexuunux BUPoOIB/List of medical devices

HaiiMeHyBaHHSI MeIHYHOT0 BHPOOY

HajlimenyBaHHsA MeJHYHOr0 BHPOOY i/
Ne YKPaiHCbKOI0 MOBOK/ AHIJIHCBKOI0 MOBOIO/ Class
Ukrainian product name English product name
1 2 3 -
Cmepunwni eupoou
1 |AkBa Mapic® ITiroc, crpeii HasansHui 30 M1 |Aqua Maris® Plus, nasal spray 30 ml Ila
2 |AxBa Mapic®, cripeit st ropia 30 v Aqua Maris®, spray for throat 30 ml lla
p p p q pray

3 |Aksa Mapic® Ctponr, crpeii Hasansani 30 M1 [Aqua Maris” Strong, nasal spray 30 ml Ila
4 |AxBa Mapic®, cripeit HazanbHumii 30 M Aqua Maris®, nasal spray 30 ml Ila
5 |AxBa Mapic® Knacik, cripeit HazanbHuit 30 M1 Aqua Maris”® Classic,nasal spray 30 ml Ila
6 |Ontinon”, kparuti ouHi, posumn 0,21% 10 M |Optinol®, eye drops, solution 0,21% 10 ml | Ila
7 |Omriron”, kparuii ousi, posunn 0,4% 10 M1 |Optinol®, eye drops, solution 0,4% 10 ml [la
8 |OnTinon® IuTeHCHB, OuHi kparuti 10 M Optinol® Intensive, eye drops 10 ml IIb

AxBa Mapic® Anepxi, cripeit HazanbHuit
20 M

Aqua Maris® Allergy, nasal spray 20 ml

10 |AxBa Mapic® Be6i, kparuti Hasanbhi 10 M

Aqua Maris"” Baby, nasal drops 10 ml

11 |AxBa Mapic®, kpamwm Hazanbai 10 M

Aqua Maris®, nasal drops 10 ml

Hecmepunsni eupoou

« ® o o
AxBa Mapic ™ [HTeHCHB, clipeii Ha3aIbHHIMA

2 50 Mt 260 150 Mu1

Aqua Maris® Intensive,nasal spray 50 ml,
150 ml

Ila

Axsa Mapic” be6i InTencHB, CHpeil HazaIbHUM

Aqua Maris” Baby Intensive, nasal spray

S0 nmans 150 1 50 ml, 150 ml Il
Axsa Mapic® Excrpa Crposnr, crpei Aqua Maris" Extra Strong, nasal spray
14 - Ila
HazampbHUH 150 Mo 150 ml
T ® < 757
15 Axsa Mapic™, cnipeli Hasanbmit 50 m abo Aqua Maris®, nasal spray 50 ml, 150 ml Ila

150 mn
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3aCTyrlHl/lK AHPEKTOpa o LILEHTP )

Deputy Director el
O\ 38197962
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0.0. KoposboBa

O. Korolova

Honarok 1 nificuuii npu HasBHocTi Ceprudikara Bixnosignocti Ne UA.TR.126 753 19 061 02/
Annex 1 is valid with Certificate of Conformity Ne UA.TR.126 753 19 061 02

Cropinka 2 3 2

npoBynok XoTkeswuua MHaTa, 2A, micTo Kuis, 02094, YkpaiHa email: office@dmcs.in.ua; www.dmcs.in.ua; Ten: ( 044) 2274061
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Hexapanis npo BianmoBigHicTs Ne 14/2019

Bupo6nuk, anpeca

V1IOBHOBaKEHUU
MIPEJICTABHHUK B YKpaiHi

Ha3zea meauuHoro Bupo0Oy

Bumoru TexHIYHUX
pETJIaMEeHTIB

[Ipouenypa TexHiuHOTO
pErIaMeHTy 10
3aCTOCOBYETHCS

Kitac 6e3mnexu

Hazga Ta agpeca, 3a K00
30epiraeTbcs TEXHIUHA
JOKYMEHTAIIIA 3

1 ITBEPIIKEHHS
BiJIITOB1THOCTI

JlaTta odbopmiteHHs
JieKIapalii BiAMOB1IHOCTI

Jlexnmaparris aiicHa

Ceprudikar BiIMmOBiAHOCTI

Ilignuc ynmoBHOBaXKeHOI0
MpeACTABHUKA B 0C00i
JAupexropa
IIpencraBHuITBA
«Sppan-l'ajencbka
JlaGoparopis a.4.»

Anpan-T'anencokuit Jlaboparopiii 1.1.
CautbHO 20, 51000 Piexa, Xopsaris.

IIpexncraBaunTBO «Snpan-I'anencrka Jlaboparopist J1.14.»,
01015, m. Kuis, Byn. JIaBpcbka, 16
Ten.+38 (044) 377-54-16, office_manager@jgl.com.ua

AxBa Mapic® Excrpa Ctponr, cnpei HazanbHUA 150Ma

HonaTok 3 TeXHIYHOTO peryiaMeHTy 100 METUIHUX
BUPOOIB (OCHOBHI BUMOTH JUISI MEIHYHUX BUPOOIB),
3arBepxeHoro IloctanoBoro KMV Bix 2.10.2013 p.
Ne753

TexHIYHUI  perJaMeHT IWI0J0 MEIUYHUX  BHPOOIB
(3aTBepmxenuii [locranosoro KMV Big 02 xoBtHa 2013
poky Ne753) — JTomatox Ne 3:

3a0e3neueHHs ) YHKI[IOHYBaHHS KOMIUIEKCHOI CHCTEMHU
YIIPaBIiHHS SKICTIO (32 BUHATKOM TIEPEBIPKU MPOEKTY)
ITa

[IpencraBuunTBo «Aapan-I'anencrka Jlaboparopis x.4.»,
01015, m. Kuis, Byi. JIaBpceka, 16
Ten.+38 (044) 377-54-16, office_manager@jgl.com.ua

03.06.2019

02.06.2024

Ne UA. TR. 126 753 19 061 02, Bumaauii TOB
«ocmiganii MeauuHuid eHTp cepTudikaumii» 03.06.2019
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Kapakaii 1.O.
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