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

() o

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

& S . . B ios B BIE .- P —_ . . . tm sy mm—am -



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

7k

o
7/ «AOCALAHHI

Y2/ MEAWYHHH

3aCTyrlHl/lK AHPEKTOpa o LILEHTP )

Deputy Director el
O\ 38197962

TUPA L A
e

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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Hexnapanis npo BignoBignicTs Ne 3/2019

Bupo6nuk, anpeca

YTOBHOBAXXEHUM \
IPEICTABHUK B YKpaiHi

HasBa MeI4HOTO BUPOOY

BuMornu TexHiyHUX
pETJIaMeHTIB

[Tporienypa TexHiuHOTO
PETIaMEHTY IO
3aCTOCOBYETHCS

Kitac 6e3mnexu

HasBa Ta agpeca, 3a K010
30epiraeTbcs TEXHIYHA
JIOKYMEHTAIIis 3
ATBEPIKEHHS
BiJIIIOB1THOCTI1

Jara opopmiieHHS
JICKJTapariii BiAmoBiqHOCTI

Jexmapartis jaiicHa

CeprudikaT BiAMOBITHOCTI

Ilignuc ynoBHOBaXKEHOI0
npeJcTaBHUKA B 0CO0I
Jupexropa
IIpencraBHMUTBA
«Snpan-I'ajencoka
JlaGoparopis a.1.»

Anpan-l'anencokuit Jlaboparopiit 11.1.
CaurpHO 20, 51000 Piexa, Xopsaris.

[IpencraBaunTBo «Snpan-I"amenceka JlabopaTopis
n.1.», 01015, m. Kuis, Byi. JIaBpcbka, 16
Ten.+38 (044) 377-54-16, office_manager@jgl.com.ua

. ® o o)
AxBa Mapic™ ILmioc, cnpeit HazaabHui 30 M1

Honarok 3 TexHIYHOrO perJIaMeHTy 1010 MEIUYHUX
BHUPOOIB (OCHOBHI BUMOTH JIJISl MEMYHUX BUPOOIB),
3atBep;pkeHoro [Tocranosoro KMV Bix 2.10.2013 p.
No753

TexuiuHMi peraaMeHT MI0JI0 MEAWYHHX BHPOOIB
(3arBepmxenuit [TocranoBoro KMV Biy 02 >xoBTHS 2013
poky Ne753) — JTonatox Ne 3:

3a0e3neueHHs (QYHKIIOHYBaHHS KOMIUIEKCHOI CUCTEMHU

YIIPaBIIIHHS SKICTIO (32 BUHATKOM IIEPEBIPKU IIPOEKTY)
ITa

[MpeacraBuunTBo «Snpan-I'anencrka JlabopaTopis
a.a.», 01015, m. Kuis, Bym. JlaBpceka, 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, Bunanuii TOB
«JlocmiHui METUYHUI IEHTP cepTUdiKaIii»
03.06.2019

e

7/ ~Kapaaii 1.0.
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®amn 100636 10351 726704Y21 001 001l.gif
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MeauyHui Bupio: AxkBa Mapic®Maloc, cnpei HaszanbHuA 30 Mn

Medical device name: Aqua Maris® Plus, nasal spray 30 ml

Oexnapadisa signosigHocTi: N2 3/2019 sig 03.06.2019 -

Declaration of Conformity: N2 3/2019 dtd. 03.06.2019, :
CeptudikaTt sianosigHocTi N? UA. TR. 126 753 19 061 02 BuaaHuit 03.06.2019 (UA. TR. 126)

Certificate of Conformity N2 UA. TR. 126 753 19 061 02, issued 03.06.2019 (UA. TR. 126)
Manufacturer:Jadran-Galenski Laboratorij d. d., Svilno 20, 51000 Rijeka, Croatia.

Bupobruk: Aapan-raneHcbkuit NabopaTopiit g.4., CBinsHo 20, 51000, Pieka, Xopsaris.

Batch: 10351 -

NapTia: 10351
Batch size: 29.973
KinbKicTe yNakosok: 29.973
Date of production: 05.2021.
[aTa BupobruuTea: 05.2021.-
Mpua.no: 05.2024. -
Exp.date: 05.2024.
Date of analysis: 23.06.2021.
fata aHanisy: 23.06.2021.

CERTIFICATE N2 0486/21
CEPTU®IKAT N2 0486/21

NMAPAMETPH REQUIREMENTS RESULTS
PARAMETERS BHUMOIn PE3YJIbTATH
30BHIWHIW BATNAA NMpozopuit 6e3bapeHuin po3unH be3 3anaxy. Bianoeinae
APPEREANCE A clear colorless liquid without odor. Complies
pH 5,0-6,5 5,5 v
OCMONANBHICTb 0,280 - 0,320 ocMen/kr 0,301 ocmon/kr
OSMOLALITY 0,280 - 0,320 Osmol/kg 0,301 Osmol/kg
HANOBHEHHA He meHwe 30 mn Bignosigac
FILLING Not less than 30 ml Complies ”
CTEPUNBHICTb Po34ynK MaE BYTU CTEPUNBHUM. Bianoginae
STERILITY Solution must be sterile. Complies

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.

3aaea npo ceprudikayiro. UM s NiATBEPAXYHO, WO BCI BUpoGHAYI cTaaii (BKNIOUZKOYW NAKYBAHHA T2 MapKyBaHHAa), &
TAKOX  KOHTRONMb ®KOCTI LIEl napTii 6ynNo nNpPoBEAEHO y NOBHIA  BIANOBIAHOCTI A0 BCTAHOBAEHWX BWMOI. BUCHOBKKM
KOHTDOAMIO AKOCTI 8MpoBy BIAMOBIA3IOTE cneuvdikauil, Wo € YacTUHOK TeXHIYHO! AOKYyMeHTauil.

Qualified Person
Valentina Stuli¢
YnoBHoBaxeHa ocoba
Valentina Stulic¢
Name, signature
Im'a, nianuc

JAaTa nignucaHHK:

Date of signature: ZQ/ 06/808/1

Stamp

JADRAN - GALENSKI LABORATORI] d.d. © 51000 RIJEKA = SVILNO 20 = CROATIA = +385 51 660 700~ www.jgl.hr

Aqua Maris Plus nasal spray 30 mi -10351- UA

24.06.21 ﬁ)k i A/j/(’(g @7 W 077 M %,




OPI'AH 3 OIUHKH BIANOBIAHOCTI
JEPKABHE DIANPUEMCTBO
ARPAKABHUN MEANYHWA HEHTP CEPTUDIKAHID,
MIHICTEPCTBA OXOPOHH 3IOPOB’SI VKPAITHH

Ceprudirkar
BiANmOBITHOCTI

10ige
ISO/EC 17065 |

Ne R3M 191 331 Bl
BrpoGuux: Jadran — Galenski Laboratorij d.d.

Miere supoGHuuTEA: Aapeca: Sviino 20, 31000 Rijeka, Croatia
Tencdow: +385 (0} 531 660 767
E-mail igiwjel.hr
www,jgl.hr

YnosuopakeHul NpexerapanuTeo «Slapan-Tagencska Jdaboparopis it 1.»
OPSACTABHEK B Y Kpaini: sy, Mockorerka 43/11, v, Kais, 01013, Ykpaina;
Tea.: +38 (044) 377 54 16 (17), Daxc: +38 (044) 377 54 18,
E-mail: office manager/@jgl.com.ua
www.jadran.com.

Mpoayxiria: Capel Hasaaphi, cnpel VA rop/ia, Kpanai Hasasbii, Kpanui ouni
ITepenik MenmunEX BHPoOiB 3a3navenuil y Aomarxky Ne 1, mo € HeBin’ eMHOK0
yacTHHOIO 1horo CepradikaTy BianoBiIROCTL. :

Biamosinae RuMoran: TexulduHOTO PErMAMERTY HIOA0 MEIHUHNX BHPOOIB (3aTROpAKe A
Hoctaropoio KMV ix 02 soptas 2013 poxy Ne733) - Honatok Ne 3:
3alesncueHns QYHRIIONYBAHES KOMILISRCHOT CHCTOMI VIIPARTIHHES SKICTIO
(33 BHHATKOM HEPEBIpKE OPOCKTY) |

Jonatxosa inopmanis:  wa saminy Ceprudikary sigmosigmocri NMeUATR.067.2.6-16

Ceprudixar BRAaAD llt;gmanu.e nianpuemcTno «Jlepxanmnii Meuunui uenTp ceprudikauii»
GDIAHOM 3 OIIHKH MO3 'nga'iﬂm nposyaok Xorkesusa [ nara, Z“A, M.'KH?B, 2094, Ykpaina.
BIANOBIHHOCTI: Haxaz MiHicTepeTBa eKOHOMIMHOTO PO3BHTKY | TOPriBai Y kpaiuu BII

20.05.2014 p. Ne 579; nomep npusnavenoro oprany UA.TR.067
Plmensa Na: 331-110

Hittenwit 22 16.06.2017

Anpextop = g7 | . ."j A, Kpyte

JHara pugaui: 16.06.2017

Criopinge I 2 2



Honaror Ne 1

Ao Ceprabikary Bianosizmecti M: R3M 191 331 Bl

llepenix meamunux BupoGie

Kaac
:‘E Haitmenypanus meanannx supo6is MEHAYHOTO
BEpoHy
1| Aksa Mapic® [Tmoc capelt nasanrani (30 v Nel) Iia
2 | Axna Mépic® enpeis zm ropaa (30 ma Nel) Ila
3 | Axsa Mapic® Crponr cripelt nesasnmii (30w Nol) lta
4 | Axma Mapic® cnpeit Mhﬂblﬁ (30 ma Nel; 50 v Nel; 100 Mt Nol; 150 s Net: Ha
30 a3 Hacaxo10 IR fiTel Nel: 150 MII 3 HACAZIKOIO Auts miTedt Nel)
5 | Axsa Mapic® Cenc, cnpelt wasaannuii (20 1 Nel) Ha
6 | Axsa Mapic”, kpanai mazaneui {10 s Nel) la
7 | Ontinon® (0.21% xpanm ouni 10 M Nel; 0,40 % Kpani ouni 10 ma Nel) la
8 | Owrinos® IuTercHs, kpammi ouni (10 ma Nel) Ha
HupexTop

Aoaarex gificant wpy sassuoeri Ceprudivara sinposinancr Ne B3M 197 3By
xrepminon aff sia b6.06.2017 poxvy 1o 15.06.2022 POKY

Cmopinka 23 2
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Aexnapanisa npo BixnmosigHicTs, Ne 7/2017

Bupobruk/| anpeca

VnosuoBaxkenu# npeacTaBHuK B
Vxpaimi
Hazra meniranoro supoby

L :
BHMOIY TCXHIYHUX peTiTaMeHTiB

T
[Mpoueaypd lexHiunoro
PETIAMEITY 110 3aCTOCOBYETRCS

Knac Gezmoru

Hazea Ta aupeca, 3a K010
30epiraeThesT TEXIIYAA
JOKYMEHTAITIA 3 1T (I BEPIKSHHS
BUIIOBLHOCTI

Jlata obopiiieHs gexaapanii
BiATOBiAHOCTI

Hexnapartis JiicHa

Ceprudixar rigmosigaocti

IlinnHe yNoEHOBAKEHOT O
npeacTaBauKa B 0cobi Jupexropa
Hpencrapuunrea «Aapan-
Tanencoka JlaGopaTopist mu»

www.jadran.com.ua

I'Ipe.n,é'raal-mumo

Supan-Taneacexuii Jlaboparopiit 1.1,
Ceinbro 20, 51000 Pieka, Xopsaris.

ITpencraraunTBo «fxpan-I'anencrka Jlaboparopis m.u.»,
01015, m. Kuis, Byi. Mockoserka, 43/11
Tem.+38 (044) 377-54-16, www jadran.com.ua

AxBa Mapic® IL1roc, cripeii nazabumi 30 ma Ne 1

Jlomarok 3 TexHIUYHOTO PerIaMEeHTy TOLO MELUMYHIX
BUPOOIR (OCHOBII BAMOTH JUTS MEMAYHKX BUPOOGIB),
3aTeep prenoro [loctamosoio KMY rim 2.10.2013 p.
Ne753

Texuivunmii peramMenT IIOI0 MEUMYHHX  BUPOOIB
(3aTBepokennii [Toctanoroto KMV sig 02 xosrus 2013
poky Ne753) — Jomarox Ne 3: sabesmeuenHs
(pyHKIIOHYBAaHHS KOMIUTEKCHOT CHCTEMH  YIIPaBIiHHS
AKICTIO (33 BUHATKOM MEPEBIPKH [IPOCKTY).

IIa

[IpeycrapunnTro «Sapan-T'anenceka JlaGopatoplia m.1,»,
01015, m. Kuis, Byn. MockoBcrka, 43/11
Ten 438 (044) 377-54-16, www.jadran.com.ua

16.06.2017
15.06.2022

Ne R3M 191 331 B, eunanuit JIT «AMIIC»
MO3 Yxpainn g 16.06.2017

Kapaxaii |
//ﬁ

«Hapad — Manercora Aabdopatopis a. A»
01015; m. Kuis, Byn. Mockoscbka, 4311
Ten.: (B44) 3775416 (17), dhakc 3775418
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