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Medical device name: AQUA MARIS®, nasal spray 150 ml
Hazea meguunoro supoby: AKBA MAPIC®, cnpeit Hasaabhnii 150 mn
beclaration of Conformity: iNe 5/2024 dtd. 03.06.2024
Bewnapaula slgnesigpoct: Ne 572024 sig 03.06.2024
Certificate of Conformity: N2 UA.TR. 126 753 24 061 07, Tssued 03.06.2029 (UA.TR. 126}
Ceprudinar signosiarocri: Nag UA. TR. 126 753 24 061 D7, eugaunii 03.06.2024 (UA. TR. 126}
Manufacturer & Quality control:  Jadran-Galenski Laboratorlj d.d., Sviino 20, 51000 Rijeka, Croatia
BHPOGHHK T8 KOHTROAB AKOCTH Appan-anewceiwnii Naboparaplih a8, Cainelo 20, 51000 Pleke, Xopearia
Batch: 24444 Batch slze: 41.220
Mapris; 24444 Posmip naprii:  41.220
Date of manufacture: 07.2024. Exp. date: 07.2027.
Aara supoBuuyrea:  07.2024. pvaaTnii no:  07.2027.
CERTIFICATE Ne 176000030898
CEPTAMIKAT N2 170000040838
PARAMETERS REQUIREMENTS RESULYS
RAPAMETPU BUMOTH PESYARTATH
APPEARANCE Clear, colouriess sofution. Complies
SOBHIWHIA BUIAIRY Npo3sopuii, Geabapeumii posHMH. Bianoeigac
pH 60-9,0 N _8 ‘:I; _
OSMOLALITY 270- 310 mOsmol/kg " 296 mOsmolfkg
acMoNAnbLHICTL 270—310 mOcmons/Kr 296 mOgMonL/ur
MICROBIOLOGICAL Total aerobic microbial count {TAMC): NMT 102 CFU/ml Complies
PURITY* Total combined yeast and moulds (TYMC): NMT 10* CFL/ml
Staphyloccoecus qureus: absent in 1 ml-
Pseudomonas aeruginosa: absent in 1 mi
MIKPOBSOROITYHA SaransHa KinericTe mikpoopraniamis (TAMC): He Gimwe 102 Bignoslaas
YHUCTOTA? KYO/mn
' 3aranbHa kinbKitrs APiKAKOBHK T2 RAICEHEBUX rpKbie (TYMC): He
Ginuwe 10* K¥YO/mn
Staphyloceoacus aureus: sigcyTHiii B 1 ma
Pseudomonas agruginose: slacythi & 1

Certiffcation statement. | hereby certify that all manufacturing staeS i
of product have been carried out in full compliance with stated T
with the Specification describad in the Technical file.

Zansa npo cepriudlnauibo. Uum n nigreepgucso, wo ocl/ed
KoHYpOAL AKOCT Wiel napTli Gy nposegenc y noewlli elajiosil
signosisawTe caeundikaull, 10 € YacTHOL TexHiMKO! AoKNERT

{H’.’\\ \11|{IH‘; '
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1 - Parameter Is examined by sterility test / [i3pamerp BUSHANZETHER B TACT HA CrepuAabHicTL

JADRAN - GALENSK! LABORATORIJ d.d. = 51000 RWEKA = SVILNO 20 « GROATIA « +385 &1 880 700 = wiew.[gbhe

Aqua Maris nasal spray 150 ml ~ 34444 v3 - UA

Reference CoA: v3 1/2
29,0824
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Stamp Quatifled Person 'F‘
Newatia Mirna Simlgié '«‘Lv RSk
YnoeHoBaxieHa ou:ﬁa
Date of release: Sisnature
pars sy, 34 o€ dol' fiaruc
Date of Coa signature:
Hara nigancy cepridivara: Jﬁ- g o’-‘%’-"l.

JADRAN - GALENSKI LABORATORM d.d, = 51000 RIJEKA © SVILNO 20« CROATIA = +385 51 6680 700 » www.iglhr
Aqua Maris nasal sprav 150 mil ~ 24444 v3 - UA
2.2

Referance CoA
29.08.24
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Medical device name:

HasBa meawuyHoro Bupoby:
Declaration of Conformity:
fernapauin signoniguocti:
Certificate of Conformity:
Ceprudinar siancsigHocr:
Manufacturer & Quality control:
BMPOSHUK Ta KOHTPOAB AKOCTI:

AQUA MARIS®, nasal spray 150 ml

AKBA MAPIC®, cnipeii HazanobHmit 150 mn

Ne 5/2024 dtd. 02.06.2024

Ne 5/2024 sin 03.06.2024

Ne UA. TR. 126 753 24 061 07, issued 03.06.2024 (UA. TR. 126)

Ne UA. TR, 126 753 24 061 C7, suganuit 03.06.2024 (UA. TR. 126}
Jadran-Galenskj Laboratorfj d.d., Svilno 20, 51000 Rijeka, Croatia
Aapak-TaneHcoruit laboparo piit aA., CeiauHo 20, 51000 Pieka, Xopeartia

Batch: 34744 Batch size: 50,090
Napria: 34744 Posmip naprtil: 50.090
Date of manufacture: 10.2024, Exp. date: 10.2027.
Aata supobHuuTea:  10.2024. Npupathnit no:  10.2027.
CERTIFICATE No 170000042455
CEPTUDIKAT Ne 170000042455
PARAMETERS REQUIREMENTS RESULTS
NAPAMETPU BHUMOI'H PEIVIILTATH
APPEARANCE Clear, colourless solution. Caomplies
3O0BHILIHIA BUrnapn posopuii, Geabapshuis posyuH, Bianosigae
pH 6,0-3,0 8,2
OSMOLALITY 270-2310 mOsmol/kg 285 mOsmol/kg

OCMOAAALHICTB

270~ 310 mOcmonb/kr

295 mOcmone/rr

MICROBIOLOGICAL Total aerobic microbial count (TAMC): NMT 102 CFU/mI Complies
PURITY? Total combined yeast and moulds {TYMC): NMT 102 CFU/m! complies
Stophyloccoceus aureus: absent in 1 m| complies
Pseudomaonas aeruginosa: absent in 1 ml complies
MIKPOBIOAOTIMHA 3aranbHa KinbkicTs Mikpooprauismis {(TAMC): e Ginbwe 102 Bianosigae
YHUCTOTA! KYQ/mn
3aransHa vinbricTs APIKAKOBHX Ta mAicenesux rpubis (TYMC): He Bifnosinae
Ginbwe 10° KYO/mn
Stophyloccoccus aureus: BiacyTHil B 1 ma Bignosinae
Pseudomonas aeruginosa: BIACYTHIM B 1 mn Bianosigae

Certification statement. | hereby ce
of product have been carried out in
with the Specification described in th

3ansa npo ceptudikalio. Uum a nigreepamyio,

BiANOBIAaH0TL cneumdiravyi,

full compliance with stated re
€ Technical file.

rtify that all manufacturing stages {including packaging/labeling) and qua
quirements. Quality control data of the

'~ Parameter is examined by sterility test / Napamerp auznavaerben B Tect] na CTEPUNBHICTD

JADRAN - GALENSK! LABORATORL) d.d. o 51000 RUJEKA © SVILNO 20 ©

Aqua Maris nasal Spray 150 ml - 34744 - UA

Reference CoA: v3
19.02,25

Wo 8¢l 8upoGHuYi cTagii (Brnouarouu nawkyeanna Ta MapKyBaHHsa),
KOHTPOAL AKOCTE Wil napTil Gyno fpoBeAgHO ¥ NoRKHEI BignoalgHocr 0 BCTEHOBAEGHMX BUMOr, BUCHOBKK KOHTpOMY AKOCT
Ui0 € YaCTUHOW TexXHIYHOT gorymenTaui.

CROATIA © +385 51660700 2 www.jgl.hr

1/2

lity control of this batch
Medical device complies

a Tarom
i BUpoGy

P79 02 2% ¢
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Stamp Qualified Person g

fevarka Mirna Simigié Y4 Livay
YnoeHobameHa ocoba

Date of release: Tl Signature

Jata sunycky: A?) 'D"? : ﬂ'%g - Mianue

Date of CoA signature: 14 06? p&o?{

Aara nignvicy ceprugirara:

JADRAN - GALENSKI LABORATORL d.d. « 51000 RUJEKA = SVILNO 209 CROATIA o +385 51660 700 % www,jglhr

Aqua Maris nasai spray 150 ml - 34744 - Ua
Reference CoA: v3 2/2
19.02 25
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Jexapanisa npo BignmoBignicts Ne 5/2024
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Bupo6Huk, aapeca SAnpan-TI'anencekuit Jlaboparopiit 11.4.
CsinsHo 20, 51000 Piexa, XopBaris

YnoBHOBaXXE€HUI NIPE/ICTABHUK B [MpencrasuunTBO «SAapan-I"anencrka JlabopaTopis 1.7,
01015 M. KmB ByJI JlaBpchka, 16. Ten. +38 (044) 377-54-16,

LOm

VYkpaini

AxBa Mapic®, cupeii nazannumii 150 ma

HazBa MeguaHoro BUpoOy
Homatok 3 (6e3 1.8-11) TexHIYHOrO peTIaMeHTy IO/I0 METUIHUX

Bumoru TexHiuHNX
BUpOOiB (OCHOBHI BUMOTH JUIsI MEIMYHUX BUPOOIB), 3aTBEP/KEHOTO

pErJIaMeHTIB
IMocranosoro KMY Bix 2.10.2013 p. Ne753
Homatok 1 TexHIYHOTO periaMeHTy acpO30IbHUX PO3IIIIOBAYIB

3atBepkeHoro [TocranoBoro KMY Big 21.02.2023 p. Nel154

IMponexypa TexHigyHOTO TexHIYHUH perJaMeHT MO0 MEAUYHUX BUPOOiB (3aTBEpIKCHUM
peTIIaMeHTY, IO 3aCTOCOBYETHCS ITocranoBoro KMY Big 02 xxoBTHs 2013 poxy Ne753): logarox 3 —
IMopsok npoBeieHHS IpolleIypy 3abe3nedeHHs (YHKIIOHYBaHHS

KOMILJIEKCHOI CUCTEMH YTIpaBliHHA AKicTio (6e3 m.8-11)

ITa

Kiac 6e3nexu
56700 — HectepuinsHUMA COIBOBUI pO3YMH JJI IPOMUBAHHS HOCA

Kox 3a HK 024:2023
[MpencraBuunTBO «SAapan-I"anencrka JlabopaTopis 1.7,

Hazga Ta ajpeca, 3a sKOI0
01015 M. Kuis, Ble JIachmca 16. Ten.+38 (044) 377-54-16,

30epiracThcs TEXHIYHA
JIOKYMEHTAITIS 3 TiATBEPAKCHHS AHRoOm

Ne UA. TR. 126 753 24 061 07, suganuit TOB «Jlocmigauit MeauaHui

BigmoBigHOCTI
Ceprudikar BiAIOBIAHOCTI 0
nenTp ceprudikarmii» 03.06.2024
Hata odopMicHHS 03.06.2024
02.06.2029

Hexnapartis gificHa

Jlexmapaltiro CKIaJIeHO IiJT IIUTKOBUTY BiJIl'IOBiJI_?JIBHiCTB }_\Bnpoﬁ\nnka
Ilignuc ynoBHOBaXKEeHOTO npeucTaBHmca B Kapakaii 1.0.
oco0i [lupexTopa [IpencraBHUNTBA «anaﬂ-
I'anencbka JlaGopartopis a.1.»

fgeacrisiiimo apar-laasncerd AaBopatonin A.a» B YOG

21015, M. s, Bya. Aaspcera, 16
Tea, (044) 377-54-16, (044 377-84-17




OPTAH 3 OUIHKK BIANOBIOHOCTI
TOB «[JOCHAHWIA MEQWUHHWY LIEHTP CEPTUSGIKALT

IQenmuchikaiiaud HOMaD NpURHaveHosn opsany UALTROTZE

Hakazu MIHICTERCTREA SROHOMIMHOIG poasw% i Toprian Ypaiku
gig 06.03.2018 p. Ne320 ta Big 11.12.2019 p. Ne723

CEPTUDIKAT BIAROBIAHOCTI
Certificate of Conformity
o UATR.I26 753 24 061 07

Bupobuux / Manufucturer:  Jadran — Galenski Laberatorj d.d. / Hopan — Farencoru
Habopamopiii 0.0.

Agpeea /Address: Svilne 28, 510006 Rijeka, Croatia / Ceinono 20, 51000 Piera,
Xopsamin
Yoonnonawensi [peacrasmareo «Hapan - Vaxenenka aaboparepin i A»
ppercrapmuk & Yipaini/ By Jlaspeska, 16, m. Kuie, 01015, Yxpaina
Authorvized representative: Teit: +38 (044) 377 5416, regulatory@jglpharma.com
Kon €IAPTIOV: 26558538 v
Hponyxenis / Product; Crepuiesi Ta secrepuianni pozanng (cnpel, Kpanil, POITHHN 1
rexom) / Sterile and non-sterile solutions (sprays, drops, pressurized
solutions) :
Iepenix menwannx  supolis swnavenmd y Jomarky 1, mo e
sepin eMuo0 sactanoto nporo Cepradixary sixuosinnocri /The list of

medical devices indicated in Annex 1 which is the integral part of the
Certificate of Conformity

Binnmosinae sumoram / Texuiunoro periaMenty WORe Meanusux pupodis (3armepiDKeHuN

Conforms with requirements  locraxosoro KMY »in 02 swomiwg 2013 poky Ne753) /Technical

of regulation on medical devices (approved by Decrees of Cabinet of
Ministers of Ukraine Ne733 dated October 02, 2013)

Hponenypa Texuiugors Homarox 3 (Gey . 8-11) — Hopsgoxk nposeNesHs upoueiypu

peraamenty / Technical sabestesenng  PyRKIHOHYBAHHS KOMIICKCHOT CHOTEME YHPABIHHHA

regulation procedure: sxictio/ dmnex 3 (without p. 8-11) - Procedure fov conducting the

procedure for ensuring the functioning of the infegrated quality
management 3ysiem

Honarkesa indopyanis/ Tepenix  supoSrwaux ainsmans sasanuit y Jlojmarky 2, mwo €
Additional information: HeRi eMHOK YactrEO teore Ceprudixary nianosignocti / The list

of production sites indicated in Annex 2 which is the integral part of the
Certificate  of Conformity. Ceprudixar puzasuii  Ha  saMminy
Cepradirary sigoosigpocri NeUATR.126 753 23 061 06 {nara
nepsuanol ceprudixauil 03.06.2019) The Certificale was issued to
replace the Certificate of Conformity NelUATR. 126 753 23 061 06 (dute
of initial certification 03.06.201%)

s

Pienmna/Decision: Ne 061-H5/07 : N Huticumit a/Effective date: 83.06.2024
Jiara sunaui/lssue date: 03.06,2024¢ Hiticwuii no/Expiry date: 02.06.2029

Auppist HERKAJIH
Andrii CHEKALIN

oy supodis HI ey ofon’nsxenum € S0P ; ass HT products, o Design Examination Cerdificate 18 required

Just supodie 16 Ta L caacy ofon ssrosum € Cepru@inat SepR v Trepu sactocy sansl pponeaypy Homary 5 abo Joparky 6Y For Class b and
Class 41 provhucts, o Type Examination Certificate is requived (Dinex 3 or Annex 6 pracedirs)

fae pipodia 115 wiacy 0008 s3xosas € Coprrndikar nepesipi naly (AP 3aCTOCYRAHHE HPOUSIYD Horaty 7Y
For Class 116 products, o Type Examination Certificate is requived (dnnex ] procedure)

Uysiors copradiEaty BUNIORIRNOCT MOKEE BEDERIHTY, IREPHYBIIHCE A0 QPTBHY 3 OMiMKH BidriosianocTi.
Coprrndias WHHRKE S0 YMOBH IPOX0IDKCHHS WOPIIHOrD BAIAOBOT0 ayauty /

Fhe validity of the Certificate of Confornity can be checked by comtacting Certificetion Sody.

The cartificare iy valid subject i avmmal surveillance audi,

Jupewrop/
Diirector

0315

Cropiuka 13 3 . 3 "
Ceprrupiwanin nposysull

flooeynoy Xoteeawas Ti - wwwdmox s



Honavex Udnnex |

me Ceprudixary siznosiznocyi Ne UATR.126 753 24 061 07/
to Certificate of Conformity Ne U4 TR 126 753 24 061 07
Hepesix wenmwmax supoebin / List of medical devices

Haiisenynanus Halimenysanus K Koxza HK
oo J3¥ .y ’
N MELIHOro Bupody MEIHYHOTe BHpOSY /Cla $24:20823/
o YRPATHCLKDIO MOBOW / ARTHHCH K00 MOBOIG / S? GMDN
Product name in Ukrainian Product wane in English B Code
1 2 3 4 ]
Crepunsni supobu Sterile devices
Axsa Mapic® Thnoc, Aqua Maris® Plus, ¢ Cr
1. e i n ’ , a 44844
ciped Hasaneurlt 30 v nasal spray 30 mi
% Axra Mapic® Crponr, Agqua Maris® Strong, 1o
2. y L . : Ila 44844
crpe nazarmapi 30 Mo nasal spray 30 ml
. Axsa Mapic®, Aqua Maris®, ~
3, £3itpa Mapls -, 113 MAnS 5 fla | 44844
crpedl nasansamit 30 ma nagsal spray 30 ml
Onrinon®, Optinol®, -
4, . ; Ry , A . oy Tk ila 44237
Kpamn ouar, posaun 0,21% 10 vn eye drops, solution 0,21% 10 mi
rinon®, Optinol® : .
5. . ey, ptoal, Ha | 44237
Epaitti ousl, posund 0,4% 10 mn eye drops, solution 0,4% 10 ml
. Ourrinon® Intencus, Optinol® Intensive, A i
o, N , ‘ . b 44237
Kpaxuu ousi 10 s gye drops 10 mi
" Orrrinon® Tinpo ainiy Sanasc, |, Optinol® Hydro Lipid Ballance, b 44237
B cpanti ouni 10 ma eve drops 10 mi -
Onrinon® Cxpin Komdopr, Optinol® Screen Comfort, 1497
8. by g itb 44237
kpam ognt, 10 Mo eve drops 10 m!
. Axsa Mapic®, Aqua Maris®, ,
g, ) g . i 44844
gparu sasannni 10 Mn nasal drops 10 ml
Hecmepuiwni supois Non-sterile devices
Axpa Mapic® Bebi lerrencus, Agua Maris® Baby Intensive, : oo
10 o . . ru . ‘ Iia 56700
copeit nasassuuit 50 v abo 150 ma nasal spray 50 ml, 150 ml
. Axea Mapic® Exerpa Crponr, Agqua Maris® Extra Strong, fla 56700
) a7 I /
capell Hazaubrui 150 Ma nasal spray 150 ml
5 Axna Mapic®, Aqua Maris?, s
12 5 e g1 e Ha 56700
crped HazansHull SO vt abo 150 mn nasal spray 50 ml, 150 mi
JAupexrop/ Anapiit HEKAJIH
Director Andrii CHEKALIN

Hoparox | pltiensit npy namssocti Cepraudiary simorinsooti No UATR, 126 753 24 061 07/
Annex 1 js valid with Certificate of Conformity No UA. TR 126 753 24 061 07

Cropiaxka 23 3

Fnoaynog Xovsonms |
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Jomaror 2/ dnnex 2
a0 Cepradivary shmosiapoeri Ne UATR26 753 24 (61 07/
to Certificate of Conformity Ne U4. TR 126 753 24 061 07
Hepenix supobumanx g’ List of production sites

Jadran - Galenski Laboratorij d.d. (Svilno 20, 51000 Rijeka, Croatia)

oo

Anapiii YEKAJIH
Andrii CHEKALIN

Hupexrop/
Lirecior

Hara segaal/Issue date: 83.06.202

Honarvox 2 giffcwadt nps nassuocyi Cepradixary sipnosianocrt No UATR. 126 753 24 061 07/
Annex 2 ks valid with Certificate of Conformity Ne UA.TR126 753 34 061 97

Cropiuga 33 3
i




Jexaapania npo Bignmoignicts Ne 5/2024

Bupobuuk, anxpeca

VYHOBHOBa)KEHHUH NTPEACTABHUK B
VYxpaini

Ha3zpa meguaHOTO BUPOOY

BuMoru TexHigHUX
perinaMeHTiB

ITponeypa Texnignoro
PETIIaMEeHTY, [0 3aCTOCOBY€EThCS

Knac 6e3nexn
Koz 3a HK 024:2023

Hasga Ta azgpeca, 3a sikoro
30epiraeThCcs TEXHITHA
JOKYMEHTAITis 3 i ITBePKCHHS
BiIITOBITHOCTI

CepTHdikat BinOBiIHOCTI

Hara odopmireHHS
Hexnaparris milicHa

Jlexmaparrito CKIaJeHo i MUTKOBUTY BiﬂHOBi;;anLHiCTB BHPOOHUKA.

Hll]l'[ﬂc YIOBHOBAKCHOI'0 HpeI[CTaBHHKa
oco6i {upexropa [IpencraBENITBA «ﬁ pan

I'anencnxa JlaGopartopin a.4.»

Snpan-T'anencekuit JJaboparopiit 1.1,
CainsHO 20, 51000 Piexa, XopsaTis

IIpencraBaunTBO «SAnpan-I'ancuceka Jlaboparopis 1.1.»,
01015 M. Kuis, Byn JIachmca 16. Ten. +38 (044) 377-54-16,

WR.COMm

AxBa Mapic®, cnpeii Hazansamii 150 mu

Honarok 3 (6e3 m.8-11) TexHiTHOTO peTIaMeHTy MO0 METUIHUX
BUpPOOiB (OCHOBHI BUMOT'H JJISI MEJUYHUX BUPOOIB), 3aTBEPPKEHOTO
IMoctranosoro KMV Bix 2.10.2013 p. Ne753

Honarok 1 TexHIYHOTO perIaMeHTy aepo30JILHUX PO3MIITIOBAIB,
3atBeppkeHoro Ilocranosoro KMV Bix 21.02.2023 p. Nel54

TexHiuHUM pernaMeHT NI00 MEAUIHUX BUPOOIB (3aTBEPHKEHUH
IMoctranosoro KMY Bix 02 xoBtHs 2013 poky Ne753): logaTok 3 —
IMopsiiok mpoBeAeHHS mpoleaypH 3a0e3medeHHs (GYHKITIOHYBaHHS
KOMIUIEKCHOI CHCTEMH YTIpaBIIiHHA sKicTio (63 m.8-11)

ITa
56700 — HecTepunbHU#N CONLOBHIA PO3YHH JIJIS IPOMHBAHHS HOCA

IIpencraBaunTBO «Snpan-Ianenceka Jlaboparopis 1.1.»,
01015 M. KuiB, BYIL. .HaBpCLKa 16. Ten.+38 (044) 377-54-16,

Wh

Ne UA. TR. 126 753 24 061 07, Bugarniit TOB «/{ocmigauit Megumaamii

neHTp ceprudikamiin 03.06.2024

03.06.2024
02.06.2029

Kapakaii 1.0.

MpeacTossamo «Rapar-laasrcnka AcBoparonin a.a.0 B YKok
Q1015, M. Kutls, Bya. Acspcbra, 16
T, (044) 377-54-16, (044) 377-H4-17




OPFAH 3 OL|IHKV BIAMOBIGHOCTI )
TOB «JOCTIAHUM MEOVMUHWA LIEHTP CEPTUGIKALLT»

IdenmuthikauiGrul roMep opLHaYsHoen opeany VA TR 126
Hakaam MiHicTepeTaa exoHOMIMHOTO POSBUTKY | TORRBN fy‘a«paw

Big 08.03.2018 p. Ne320 ta sig 11.12.2018 p. Ne723

CEPTH®IKAT BIAIIOBIAHOCTI

Bupobuue [ Manufacturer:

Anpeca /Address:

Y iOoBHOBRKCHH

TpeICTARHMK B YRpaia /

Authorized representative:

Hpoxyiagdn / Product:

Birnosizac punioran /

Canforms with requivements

Hpouenypa Texuiusoro
peraamenty / Technical
regulation procedure:

Jonarrosa indopmaniin/
Additional information:

Pimenus/Decision: Ne 661-HS07
Hara pugaui/Issuc date: 03,06.2024

Juperrtop/
Director

Jnssnpobis I xnacy o6oB 52K, !
Ao supedie 116 1a 111 rracy ofg
and Class I products, @ Type &

JUis maposin 116 ¥nacy oG08 sizkonny € Cg
For Class Ik products, a Type Examingtion €
YnHAICTS cepTHOiKATY BIfOBIRHOCT] MOKHA nep‘%‘sﬁm
Cepradikar TUNAEE 380 YMOBH HPOXOIASHI WOPMHOTC HAMEAGEOID QyIaTy /

The validity of the Centificate of Covformity can be checied by contaeting Certi fieation Body
The cenificate is valid subject to annual surveilionce audit,

Cropiaxa 123

Certificate of Conformity

Ne UA.TR.126 753 24 061 07

- Fanencbrul

Jadran — Galenski Laboratorij d.d. / opan -

Habopamopiii 0.0.

Svilmo 20, 31000 Rijeka, Croatia [/ Csineno 20, 51000 Piexa,

Xopeamis

pencrapmurreoe «fupan — Dasencsica Jadopayopis 1 1)

Bya. Jampowka, 16, m. Kuis, 010135, Y Kpaﬁia

Ten.: +38 (044) 377 5416, regu]_alzor}f @jglpharma.com

Kon €JIPTIOY: 26558538

Crepuwinii Ta HecTePIILHE PO HE (CHpel, KPpatuh, PO mijy
rucwom) / Sterile and non-sterile solitions (sprays, drops, pressuvized
solutions)

[epenix sepuunux pupodie casmauenudt v Homarxy 1, mo e
HEBI €MHOIO 9acTHHOW Thoro Cepraudikary pimnorinuocTi /The list of
medical devices indicated in Annex 1 which is the integral part of the
Certificate of Conformity

TexXHIYHOTO perlaMeHTy OO0 MCAWYHHX BRpoGIB (3aTRepUKeHuH
Hocranoporo KMY sin 02 sopras 2013 poxy Ne733) /Technical
regulation on medical devices (approved by Decrees of Cabinet of

Ministers of Ukraine Ne753 dated October 02, 2023}

210,{{:11‘(}]{ 3 /6

i

RS 8 { o 4 A
CIOTEY Amze 3 {witho ut po 811 - IDFU"@(/’FHE Jor ccmauat‘mg the
pmcmure for ensuring I!’te Junctioning of the integrated guality
management systen
Hepeﬂix BUPOOHMYNX JUIBHALE BKazaHui v llo‘rzamcv‘ 2 oo €
HEBIA €MHOK0 ¥acTaHOW 1poro Cepr Hdnmry Bifnosianecti [ The list
of production sites indicated in Annex 2 which is the integral part f:f the
Certificate  of ("'onf ormity.  CeprudikaT pajanuii  Ha  3aMiHY
(,epm(mmm pignosignocti NelJA TR.126 753 23 061 06 {nara
nepsuHnol ceprudixauwii 03.06.2019) The Certificate was issued io
replace the Certificate of Conformity NeUA.TR.126 753 23 061 06 (date
of initial cevtification 03.06.2019)

Jliticunit 3/Effective date: 03.06.2024
Hiticnuit no/Expiry date: 02.06.2029

Anapiit HEKAJH
Andrii CHEKALIN

S Class Bl products, a Design Bxaminasion Cevtificate is vequived
1 v (ﬁpm ACTOCYRAHHI ﬁp(»uuv[m Honarry 5 abo Hogarsy 8 For Class IHs
i §;¥m 3 orAnnex 6 procedure) .

{npy sacTocyB ARl Tpoitenypy Joparky TV
dmmex 7 procedure)
SO HYRIBHCE j10 OpTauyY 5 OuiHkd Bignes ECTL

10315
Cepradiranin npoxysafi

Nposynor Xotresiua Niata, 24, Kiie, 02004 VKN Ha - c‘f‘fn“m@dmcs mug -~ v dmos.nua,

Ter, +38{



Homaror 1/4nnex 1

no Ceprudirary simopiznocti Ne UATR.126 753 24 061 07/
to Certificate of Conformity Ne UA.TR. 126 753 24 061 07

Iepenix MemrunMx BUPOOGIB / List of medical devices

HaiimenyBanus HaiimenyBanna v Koasa HK
Ao MeAHYHOI'0 BUPOGY MeHYHOro BUpoly Kuaac/| 024:2023/
B YKPAIHCHKOIO MOBOO / AHIJI HCBKOIO MOBOO / Class | GMDN Code
Product name in Ukrainian Prodhict name in English
1 2 3 4 5
CrtepuiioHi eupobu Sterile devices
) ) ; Aaiia®
L AK}EZI Mapm rvLmoc, Aqua Maris " Plus, 1Ia 44844
crpelt HazansHuH 30 Ma nasal spray 30 ml
5 AKBEI Mapic®C IpOHT, Aqua Maris Strong, Ma 14844
crped masanpEmui 30 M nasal spray 30 ml
3. Axpa Mapic®, Aqua Maris®, Ma | 44844
cnpelt HazaapHuH 30 Mma nasal spray 30 ml
_ Ontinon®, Optinol®, ;
4 kpawn ouHi, poszuns 0,21% 10 m eye drops, solution 0,21% 10 ml 1l 1237
. Onrinon® Optinol® .
) s ’{
> Kparwn ouHi, po3unH 0,4% 10 v cye drops, solution 0.4% 10 ml Ila 237
o ® T TeHCH R inol® Intensi ;
‘. QIITIH():l II{mHu{L, Optlnf)l Intcnblye, b 44237
Kpamm ovur 10 mur eye drops 10 ml
7 Onriroa® F 1/1po Mt G‘ZklI[aHC, ; Optmol® Hydrp Lipid Ballance; b 44737
xpamn ouni 10 s gye drops 10 ml
THOT® Crii Optinol® Sereen Con :
8. Onminon® _L;cpq_ﬁ KOM(I?OPT, Optinol® bpresn Comfort, 1ib 44237
Kpammn out, 10 yn eye drops 10 ml
i 1c® i AL .‘ B .
9, ~ AwpaMapic?, Aqua Maris, I 56700
Kkpaijn Hazaiasm 10 mi nasal drops 10ml
Hecmepunonui supobu Non-sterile devices
10 Axpa Mapic® bebi Intencus, Aqua Maris® Baby Intensive, 1 56700
| cmpe#t masaasHuit 30 mrabo 150 M nasal spray 50 mi, 150-ml ‘
: Axsa Mapic® Eketpa Crponr, Agqua Maris® Extra Strong, s
11. . o Ma 56700
: crpeit HasampHEH 150 Mt nasal spray 150 ml
— T ; Ao ® ;
12, . AmmaMapch, dguaMans®, Ma | 56700
cuped Hasamesaui 50 s abo 150 s nasal spray 50-ml, 150-ml
Hdupexrop/ Anjapiit HEKAJITH
Director Andrii CHEKALIN

Jara pumam/Issue date: 03.06:

Honatok 1 miicuuit ipu HagsHocTi Cepradirary siamorinnoct No'TTA TR 126 753 24 061 07/
Anmnex 1 is valid with Certificate of Conformity Ne UA.TR. 126 753.24 061 07

Cropinka 233
Mposynor Xorvesuda Maars, 28, Kuls, 02004, Yepaiva - office@dmes inus - vennedmes in ua srern +38(044) 2274001
ke SORNOY 38197082 - lpasrwbikauifivml voMmep npuasausHoro oprany UATR A28




Homarok 2 / Annex 2
no Ceprudirkaty Bimnosignocti Ne UATR.126 753 24 061 07/
to Certificate of Conformity Ne UA.TR.126 753 24 061 07
Iepenix Bupodumwyunx MasuMin’ List of production sites

Jadran — Galenski Laboratorij d.d. (Svilno 20, 51000 Rijeka, Croatia)

Juperrop/  Anjpiit YEKAJIIH
Director Andrii CHEKALIN

Jarta pumaui//ssie date: 0306

Horatox 2 mitienuit mpn magsiocTi Ceprudixary sinmopinuoceti Ne UA. TR 126 753 24 061 07/
Annex 2 is validwith Certificate of Coviformity Ne UA.TR. 126 753 24 061 07

Cropinka 3 33
Mposynox Xorreruua Muars, 24, Muie, 02084, Yenalvs - office@dmesinus - weadmes.n.ua -rery +380044) 2274081
pof SOPTIOY 38187062 « [peHyunbia il omep npusiaqeHom Sprasy UATR A28
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HMexnapanisa npo BixmoBignicTs Ne 15/2019 (Bepcin 4)
Bupo6nuxk, aapeca Anpan-T'anencekuit JlJaboparopiit a.1.
CsinsHO 20, 51000 Piexa, Xopsaris
VYIIOBHOBa)KE€HUY IIPE/ICTABHUK B IIpencraBuunTBo «Sapan-I'anenceka Jlaboparopis 1.1.»,
VxpaiHi 01015 M. Kuis, Byn HaBpCBKa 16. Ten. +38 (044) 377-54-16,
Hassa mMemaHOTO BHpOOY Axsa Mapic®, cupeii Hazanbauii 150 mut
BuMoru TexHigHIX Honarok 3 TexHIYHOTO perJIaMeHTy III0I0 MEAMIHUX BUPOOiB (OCHO-
periIaMeHTIB BHI BUMOTH ISl MEAMYHUX BUPOOiB), 3aTBEpKeHOr0 [locTaHOBOIO
KMY Bix 2.10.2013 p. Ne753
Honarok 1 TexHIYHOrO periiaMeHTy acpo30JIbHUX PO3IHIIOBAYIB, 3a-
tBeppkeHoro IToctanoBoro KMY Bix 21.02.2023 p. Nel154
IMponexypa Texniunoro permame-  TexHIYHMIA peryiaMeHT 11010 MEAWIHHUX BUPOOiB (3aTBeppkenuit [Toc-
HTY IO 3aCTOCOBYETHCS taHoBor0 KMY Bij 02 kot 2013 poxy Ne753) — Homarok Ne 3: 3a-
6c3neucHHs (QYHKI[IOHYBAaHHS KOMILIEKCHOI CUCTEMH YIIPABIIiHHS SIKi-
CTIO (32 BUHSATKOM IIEPEBiPKU IIPOEKTY)
Kitac 6e3niexn ITa
Kox 3a HK 024:2023 56700 — HecrepuiibHu# COMHOBHIA PO3YMH JIJIS IPOMUBAHHS HOCA

HazsBa Ta agpeca, 3a sxoro 36epira-  IIpeacraBaunrso «Aapan-I'anenceka Jlaboparopis 1.1.»,

€THCS TEXHIYHA JOKYMEHTAIIIA 3 01015 M. KHIB ByJL. JlaBpceka, 16. Ten.+38 (044) 377-54-16,

HiATBEP/KCHHS BiITOBIAHOCTI Teg vigiphammacom

Ceprudikar BiIIIoBiTHOCTI Ne UA. TR. 126 753 23 061 06, Bunauuit TOB «JlocmigHuii MequIHMiA
neHTp ceprudikamiin 04.12.2023

Hara odpopmiteHHS 08.12.2023

Hexnapariis gilicHa 02.06.2024

Jlexnapalliro CKJIajieHo IIiJ I[LIKOBUTY BiJIIOB1IaJIbHICTh BUPOOHMKA.

ITianHC yNOBHOBAKEHOr0 IPE/ICTABHUKA'B Kapakaii 1.O.

oco0i Inpextopa IlpeacraBHUNTBa «ﬂnpan-
I'anencbka Jlaboparopis a.4.»

MpeacTasHU B «AARaR-TOAeHCERS AQBORATIRIN A4 B Yipainl
G015, s Ketle, ByA. ACBRRCHT, 16
wan, (044) 377-54-18, (044) 3775417




OPIAH 3 OLIIHKW BIANOBIAHOCT! .
TOB JOGIUHA MEQUUHIV LIEHTP GEPTUIKALI(

N N P T “" “‘5{2‘3
SO \"“\}M *5\’.@0?"}\1 380 \’ NSRRI \ ‘;*f\\ N E“\

HaKasw MiHECTepCTBa SROHOMIMHOrO POIBKUTKY | TOprisni pramm
Big 06.03.2018 p. Ne320 ta sig 11.12.2012 p. Ne723

CEPTH®IKAT BIAITOBITHOCTI
Certificate of Conformity

Ne UA.TR.126 753 23 061 06

Bupobnux/Manufacturer:  Jadran — Galenski Laberatorij d.d. /opan — Nanencoxu
Habopamopii 0.0.

Anpeca/Address: Svilne 20, 51000 Rijeka, Croatia /Csinono 20, 51000 Pieka,
Xopeamin
YnoBHoBamenuH Iipencraanuteo «$apan — Nanencrka nabeparepis 1. 1.

npencTapHMK B Yrpaimi /  Byn. Jlaspeska, 16, m. Kuie, 01015, Ykpaina
Authorized representative:  Ten.: +38 (044) 377 5416, regulatory@jglpharma.com
Kon €JIPITOY: 26558538

Hpoaywuis / Product: Crepuissi Ta HecTepwIbHi po3unsHg (cnpel, Kpamii, po3IHHA HijJ

tuckom) [/ Sterile and non-sterile solutions (sprays, drops,
pressurized solutions)
Hepenix menuunux BupoGis 3a3mavenwuit y Homarky Ne 1, mo ¢
HEBL €MHOK0 yacTuHOW usoro Ceprudikary sianoeinnocty/ The list
of medical devices indicated in Annex 1 which is the integral part of
the Certificate of Conformity

Binnosinac suMoram / Texuiguoro pernaMeHTy MO0 MEAWIHHUX BUPOOIB (3aTBEpIKCHHN
Conforms with Hocragororo KMV ig 02 xostas 2013 poxy Ne753) /Technical
requirements of: regulation on medical devices (approved by Decrees of Cabinet of

Ministers of Ukraine Ne753 dated October 02, 2013}
Hpouenypa Texuiunore Honatox Ne3 — zale3nequenns QyHKUIOHYBAHAS KOMIUICKCHOT CHCTEMHE

peraamenty / Technical yHIpapmiHHSA AKicTIo (Ge3 nepepipku npoekty) / Annex 3: ensuring of

regulation procedure: Junctioning of full quality assurance system (without design
examination)

Hoaarxosa indopmanin /  Iepenix BupoOuwuux IimeHEIE 3a3nadeHudl v Jomatky Ne2, mo €

Additional information: HeBi eMHOIO YacTuHoo mboro Ceprudikary Biamosiguocti / The list

of production sites indicated in Annex 2 which is the integral part of
the Certificate of Conformity. Ceprudixar supanuil Ha 3amimy
Ceprudirara BigmosimHocti NeUA.TR.126 753 23 061 05 (nara
nepsunanol ceprudixamii 03.06.2019)/ To replace the Certificate of
Conformity NeUA.TR.126 753 23 061 05 (initial certification date
03.06.2019).

Pimmenna / Decision: No (61-06

- Hiticanit 3 / Effective date: 04.12.2023
Hata sanadi / Issue date 64.12.2023:%

Hidicuauii no / Expiry date: 02.06.2024

Hupexrop/ *
Director

Annpiii YEKAJIIH/
Andrii CHEKALIN

YunHICTE CepTHQIKATY BUIIOBIIHOCTI MOKHA NEpesipTy, 3Bewwmamcz> JIC Oprafy 3 OHiHKY BIGIOBLIHOCTL,
Cepradixar unHE#H 38 YMOBH NPOXO/DKSHHS INOPIUHOTO HAXINIOBOTO AYANTY /

The validity of the Certificate of Conformity can be checked by contacting Certification Body.

The certificate is valid subject to annual surveillonce audit.

Cropinka 133

10315
Ceprudixaiiz nposyKuil

Mposynok Xotkeswaa THarta, \r\ M. Kuls,
TaN 3




Honarox VAnnex |
o Ceprudixaty sianosignecti Ne UATR.126 753 23 061 46/
to Certificate of Conformity Ne UA. TR 126 753 23 061 06
Hepenix mepuannx Bupobis / List of medical devices

. .. Koxza HX
Haltmenysasesa MeIHYHOTo Bapoly Hailimenysanug MeanusHore supody Koael | 2423003/
Ne VRpaiHChROK0 MoBOW/ anraifichroo Mosow/ o B tiininy
y s rn . , o g Class GMDN
Product name in Ukrainion Product name in English Code
1 ' 2 3 4 5
Cmepunosi aupofu Sterile devices
A ,, ic? Tlmoc A T® B
1 /\K}ia Mapic E:Eims,, Agua Maris ' Plus, Ha 44844
cnpelt gasanpunit 30 Mo nasal spray 30 ml
5 [}E\Ba Mapic®, Aqua ‘N};Z&Flbm, fa 47638
crpedt s ropna 30 M spray for throat 30 ml
3 Axxsf Mapic ngj}m \ Agua Maris iﬁmng, la 44844
crpeit HazaibHui 30 Ma _ . nasal spray 30 mi
4 {msd Mdpn: ; Aqua Man‘ns , fa 44844
cripel HazampHu# 30 M nasal spray 30 ml
5 Amzjs. Mapic ﬁlexz'a;cm, Aqua Maris (;Eds&m, Ma 44844
crpeit gazanphgit 30 Mn nasal spray 30 mi
HITIE j,® : ® "
6 B ~(_ 1111@ e, N Ophpoi S Ma 44237
xpawn ouni, posunr 0,21% 10 ma eve drops, solution 0,21% 10 mi
S ' ®
7 ' \’:)mmou > Opm}oi . a 44237
Kpa ouHl, poyuys 0,4% 10 mn eve drops, solution 0,4% 10 ml
*},“‘..J@} SHCUB. 4 ®7 e :“,;
g C NTIHON iH:IbH&Hb, Cptinol® Intensive, b 44737
gpanai oani 10 Ma gye drops 10 ml
i a— e
9 Onrmeﬂn@ E\nomn,m, Optu’_mi& Complete, b 44737
kpani ount 10 vt eve drops 10 ml
10 Axsa Mapic® Anepmxi, Agqua Maris® Allergy, ; 47679
) copel sasaneHui 20 M nasal spray 20 ml -
. Axsa Mapic® Bebi, Aqua Maris® Baby, .
11 , . ‘ i 44844
kpamyu mazanesi 10 Mn nasal drops 10 ml
emr Ml ® Aot Mapiad
v Agaga Ma,pl? , Aqua Maris®, 1 44844
Kpaivi pasasen: 10 M nasal drops 10 mi
Hecmepuinni supobu Non-sterile devices
- Axna Mapic® lurencus, Aqua Maris® Intensive, =
13 N . o iy - Ha 56700
crpelt panapundt 50 vy abo 150 Ma nasal spray 50 ml, 150 ml
Axsa Mapic® Bebi InTencus, Agua Maris® Baby Intensive, nasal spray .
14 o v = S g N N ' Ha 56700
cnpedt BasateEui 50 Mn albo 150 ma 30 ml, 150 ml
. Axea Mapic® Excrpa Crponr, Agua Maris® Exira Strong, i
15 9 i e fa 56760
crpedt Hazasmanit 150 wu nasal spray 150 ml
a Mapic®, Agua Maris®
16 ) }-&@ay ’{a_pxu __— " Agua Maris®, Ta 56700
cupelt Hasarsaui 50 v abo 130 ma tagal spray 50 ml, 150 ml

Aupexrop/ Aunapiit HEKAJIH/
Director Andrii CHEKALIN

Hara sunawi/lssue date: §4.13.262
Jlonarox | alficruil npu saseHocTi Ceprudinary SRS Ieocti Ne UA.TR.126 753 23 061 06/
Annex 1 is vafid with Certificate of Conformity Ne U4 TR 126 753 23 961 08

Cropiuxa 233
MNposynor Xortkaswua Mhay
] '\{')

¥og SARNIDY




Honarox Iidnnex 2
o Ceprudixarty sinnosinnocri Ne UATR. 126 753 23 661 66/
to Certificate of Conformity Ne UA TR 126 753 23 061 06
Hepenix supobumanx glasunns / List of production sites

1. Jadran — Galenski Laboratorij d.d. (Svilno 28, 510600 Rijeka, Croatia)
2. Jadran — Galenski Laboratorij d.d. (Pulac 44, 51000 Rijeka, Croatia)

3. Jadran — Galenski Laboratorij d.d. (Kukuljanovo 301, 51227 Kukuljanovo,

Croatia)
Hnpexrop/ Anppin MERAJIIH/
Director Andrii CHEKALIN

Jara swnaui/fssue date: 04.12.2023 ™%

Honmavox 2 ai¥icewdt npr rassdocti Ceprudixary riymonizgocti Ne UATR.126 753 23 0ot 06/
Annex 2 is valid with Certificate of Conformity Ne UA.TR 126 753 23 061 46

Cropiaxa 333
Pposynor Notkeswua Dua

KOE
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Hexnapanisi npo BignmoBigHicTs Ne 15/2019 (Bepcisn 3)
Bupo6nuxk, aapeca Anpan-T'anencekuit JlJaboparopiit a.1.
CsinsHO 20, 51000 Piexa, Xopsaris
VYIIOBHOBa)KE€HUY IIPE/ICTABHUK B IIpencraBuunTBo «Sapan-I'anenceka Jlaboparopis 1.1.»,
VYkpaini 01015 M. Kuis, Byn HaBpCBKa 16. Temn. +38 (044) 377-54-16,
Hassa mMemaHOTO BHpOOY Axsa Mapic®, cupeii Hazanbauii 150 mut
BuMoru TexHigHIX Honarok 3 TexHIYHOTO perJIaMeHTy III0I0 MEAMIHUX BUPOOiB (OCHO-
periIaMeHTIB BHI BUMOTH ISl MEAMYHUX BUPOOiB), 3aTBEpKeHOr0 [locTaHOBOIO
KMY Bix 2.10.2013 p. Ne753
Honarok 1 TexHIYHOrO periiaMeHTy acpo30JIbHUX PO3IUIIOBAYIB, 3a-
tBeppkeHoro IToctanoBoro KMY Bix 21.02.2023 p. Nel154
IMponexypa Texniunoro permame-  TexHIYHMIA peryiaMeHT 11010 MEAWIHHUX BUPOOiB (3aTBeppkenuit [Toc-
HTY IO 3aCTOCOBYETHCS taHoBor0 KMY Bij 02 sxoBTHS 2013 poxy Ne753) — Homarok Ne 3: 3a-
6c3neucHHS (QYHKI[IOHYBAaHHS KOMILIEKCHOI CUCTECMH YIIPABIIiHHS SIKi-
CTIO (32 BUHSATKOM IIEPEBiPKU IIPOEKTY)
Kitac 6e3niexn ITa
Kox 3a HK 024:2023 56700 — HecrepuiibHu# COMHOBHIA PO3YMH JIJIS IPOMUBAHHS HOCA

HazsBa Ta agpeca, 3a sxoro 36epira-  IIpeacraBaunrso «Aapan-I'anenceka Jlaboparopis 1.1.»,

€THCS TEXHIYHA JOKYMEHTAIIIA 3 01015 M. KHIB ByJL. JlaBpceka, 16. Ten.+38 (044) 377-54-16,

HiATBEP/KCHHS BiITOBIAHOCTI Teg vigiphammacom

Ceprudikar BiIIIoBiTHOCTI Ne UA. TR. 126 753 23 061 05, Bunauuit TOB «Jlocmigauii MeuaHMiA
neHTp ceprudikamiin 28.04.2023

Hara odpopmiteHHS 06.11.2023

Hexnapariis gilicHa 02.06.2024

Jlexnapalliro CKJIajieHo IIiJ I[LIKOBUTY BiJIIOB1IaJIbHICTh BUPOOHMKA.

ITianHC yNOBHOBAKEHOr0 IPE/ICTABHUKA'B Kapakaii 1.O.

oco0i Inpextopa IlpeacraBHUNTBa «ﬂnpan-
I'anencbka Jlaboparopis a.4.»

MpeacTasHU B «AARaR-TOAeHCERS AQBORATIRIN A4 B Yipainl
G015, s Ketle, ByA. ACBRRCHT, 16
wan, (044) 377-54-18, (044) 3775417




OPTFAM 3 OLIHKW BIINOBIGHOCTI
TOB «JCCHIAHWY MEOVUHWN LIEHTP CEPTUOIKAL

idermuhiauiiinud sonep NpuaHaueHRao opeany UATR 126

Hakaan MidicTepoTRa SKOHOMINHOMO DOIBUTKY | TOPTIBNI YKpaiHu
gin D8.03.20118 p. Ne320 va sig 11.12.2018 p. Ne723

CEPTH®IKAT BIANOBIUIHOCTI
Certificate of Conformity
Ne UA.TR.126 753 23 061 05

Bapoebuuw/Manufociyrer:  Jadran — Galenski Laboratori) dad, /
Hopan — Danencurudd Hdabopamopiil 6.0,

Aupeea/dddress: Svilne 20, 51006 Rijeka, Croatia /
Cetnviio 20, 51000 Piexa, Xopsamis

Yoopuonamenwi Hpencrasmmyrse «Hapan ~ Vagencnra xaloparopis i a»

npexerasuur 8 Vpailsd /ey Jaspesxa, 16, . Kuis, 01015, Vepaina

Authovized representative: Ten.: +38 (044) 377 5416, regulatory@jglpbarma.com
Kox €APTIOY: 26558538

Upoaysuis / Product: Crepuinul va seerepunni posunmm (Cnpel, Kpawid, poruus
iy tuewem) / Sterife and wonssterile solutions (sprays, drops,
pressurized solutions)
Hepenix vemmanux gapobls saxmavennit v Homarky Ne 1, wo ¢
HERLI eMHOIO MacTurow weoro Ceprndikary simosiamocry/  The
list of medical devices indicared in Annex 1 which is the integral
part of the Certificate of Conformity

Binnosigac nuvoram / TeXHIMHOIC PeraMenTy MONO MeIIHuX pupobin (3aTRepIKeHHIH

Conforms with Hocranosoo KMY sig 02 swosras 2013 pory Ne733) /Technical

requirements of: regulation on medical devices {approved hy Decrees of Cabinet of
Ministery of Ukraine Ne733 dared October 02, 2013)

Hpousnypa Texntunore Honmaror Ne3 — sabespeuenns QYHKIIOHYBAHES KOMIJICKCHO

pevaamenyy / Technical CHCTCMHE YIIpaBaings sxictio (fex meperipkn mpoexyy) / dsnex 3

regulation procedure: ensuring of functioning of full quality assurance system {without

design examinagtion)
Aogarvopa ingopmanis/  [lepenix xupobumuux ainpmans sasHasenudt y Honarxy No2, wo ¢
Additional information; HEBL MBI HacTurolo uporo Ceprudixary signosinuwocti / The
list of production sites indicated in dnnex 2 which is the integral
parts of the Certificate of’{"‘mffbmziiy
Ceprudirar sumaguit wa saminy Ceprudikara siarorimoct
MUATR.I26 753 19 061 02 {(nara smpsza:n:}'{m ceprudurcanii
03.06.2019) / To replace the Certificate of Conformity
NelUA TR 126 753 19 661 02 (initial (’(’111;” cation dave 03.06.2019),
Powenns / Decision; No 8614 Hittenuit 3/ Effective date: 28.04.20623
Hara ranani / lysue date: 28842823 Hiticnntt no / Expiry date: §2.66.2024

Hupexrtop/ Anapit HEKAJUH/
Director Andrii CHEKALIN

@y 3oniaxs Ripaosigaoeri.

OB TPOXONFCHS LA 0PI H
ifioare of C awm mity car ba chee

&1 ification Body.
The o Nu’imir? by wfrd sihject to annsal surveilionee sadit.




Honarox 1/dnnex 1
no Ceprudixary siznosiznoeri Ne UATR.126 753 23 061 05/

to Certificate of Conformity Ne UA.TR. 126 753 23 061 05
Hepenix mexuanux supo6ie / List of medical devices

Halimenysauus HalimernyBaHHH Konza HK
MeAuUHOro BHpoly MEXHYHROTe BHPOOY Knace/ | 024:2019/
Ne < . ' r
YKRPATHCHL KO MOBOIY/ AHrIifichKo10 MOBOIO/ Class GGMDN
Ukrainian product name English product name Code
1 2 3 4 5
Cmepunwni supoiu Sterile devices
uy Aapric®
1 Amia Mapic 7 l"VI,moc, Aqua Maris® Plus, la 44844
cripeit HazarbHui 30 Ma nasal spray 30 ml
) / + apria®
7 ‘ ;:&_maa Mapic ; Aqua _Mansﬁ, lia 47638
cnpelt is ropaa 30 mn spray for throat 30 ml
P ® arie® Srane
3 AI(ZBEl Mapic Czpom‘, Aqua Maris® Strong, fla 44844
cripeid yazanphuit 30 mn nasal spray 30 ml
4 U/—\-}&Bd Mdpi{; 5 Aqua Maris®, Ha 44844
cnpeil Hazampuui 30 mn nasal spray 30 ml
) " / B ) e
5 AKB\,a Ma_py K:mcug_ Aqua Maris® Classic, la 44844
cripeit Hasaneaui 30 mn nasal spray 30 ml
ﬁ Onrinon®, Optinol®, - ‘ ‘
6 Kpani oudl, poszumns 0,21% 10 mj eye drops, solution 0,21% 10 ml lla 44237 -
Onrinon® Optinol¥
'7 > £ £
’ kparii oui, posunt 0,4% 10 Ma eve drops, solution 0,4% 10 ml e i
WY,y . FNT) -
8 Ommgn I.H‘F?HQHB, Optinol® Intensive, b 44237
kpai ouni 10 M eye drops 10 ml ,
9 Onrmop@ Kt.orwrmn, Optinol® Complete, 1h 44237
kpanmi ouni 10 M eye drops 10 ml
Akea Mapic® Anepmxi, Aqua Maris® Allergy,
10 e . I 47679
cnpe nasanesnil 20 ma nasal spray 20 ml
Axsa Mapic® Bebi, Aqua Maris® Baby,
i1 v . o J [ 44844
kpansi vazasissi 10 mn nasal drops 10 ml
P anin& 2 0
12 Af(Bd Mdpas, . Aqua Maris®, i 44844
kpansi Hasaabui 10 mit nasal drops 10 ml
Hecemepunoni supobu Non-sterile devices
13 Axaa Mapic® Inrencus, Aqua Maris® Intensive, la 56700
cpet HazanbHuf 50 st abo 150 ma nasal spray 50 ml, 150 ml
14 Axra Mapic® Bebi [nTencus, Aqua Maris® Baby Intensive, nasal Ma 56700
cripeit Hatsanhﬂm‘/i 50 ma abo 150 v spray S0 ml, 150 ml i )
Axsa Mapic® Excrpa Crponr, Aqua Maris® Extra Strong, ,
15 P 5 . 1la 56700
cnped HasanpHKi 150 Mn nasal spray 150 ml
- @ S
16 ) A;\Ba.vMapw , ) Aqua Maris®, lla 56700
- cripet Hasassaui 50 ma abo 150 m

say 50 ml, 150 ml

HupexTop/ Angpiii YEKAJITH/
Director Andrii CHEKALIN

Hara pupaai/fssue date: 28.04.202

Honarox 1 nitfesuit npu wasssocti Ceprudikaty B!Hl}OBi}JHDCTi Ne UATR.126 753 23 061 05/
Annex 1 is valid with Certificate of Conforpiity No UA TR 126 753 23 061 05

. Cropinka 233
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Honaror 2/Annex 2
no Ceprugixcary sinnmosignocti Ne UATR.126 753 23 061 0S5/
to Certificate of Conformity Ne UA.TR. 126 753 23 061 05
[lepenix supobmusmx ginsauas / List of production sites

1. Jadran — Galenski Laboratorij d.d. (Svilno 20, 51000 Rijeka, Croatia)
2. Jadran - Galenski Laboratorij d.d. (Pulac 4A, 51000 Rijeka, Croatia)

3. Jadran — Galenski Laboratorij d.d. (Kukuljanovo 301, 51227 Kukuljanovo,

Croatia)
Jupexrop/ Aunapiii MEKAJIIH/
Direcior Andrii CHEKALIN

Jara sunaui/Issue date: 28.04.2023

Hoparox 2 pificnuit npy Haserocti Ceprudirary sianosignocti Ne UA.TR.126 753 23 061 05/
Annex 2 is valid with Certificate of Conformity Ne UA. TR 126 753 23 061 03

Cropinxa 333
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HMexnapauia npo Bignosianicrs Ne 15/2019 (Bepcis 2)

BupoGumk, axpeca Hapau-Tanenceruit JlaGoparopii 1.1,
Ceumno 20, 51000 Piexa, Xopearis

YIIOBHOBAKCHIH HPEICTABHUK B Hpexcrasnuyrso «fupan-Ianencska Jlaboparopis i.1.»,
Ykpaini 01015 M. Kme Byn Haspebka, 16. Tesr,+38 (044) 377-54-16,
Hassa menmunoro sBupody Axpa Mapic®, cnipeii nazaasuui 150 v

BHMOIH TEXHIMITHX Honarox 3 TexHiusoro periaMeity mox0 MeIHYHHX BHPpoDiB
persiaMentis {OCHOBHL BUMOTH [UIS MENHUYHKX BHpoOIB), 3arsepmxenoro Toe-

ranosoto KMY sig 2,10.2013 p. Ne753
Hpoucxypa Texuiamoro permaven-  TOXHIMHIH PErmaMeHT OO MCIMIHHX BUPOOLB (3aTBCPIKCHITT
TY WO 3aCTOCOBYETHCS TTocranosow KMY eig 02 sowsrus 2013 poxy Ne753) — Hoagarox
NG 3‘ 3a6€3neqemm (pymmiox’iylsamm ROMIULQKCHOT CHCTCMH Yii-
Kirac Gesnekn Ita
Konza HK 024:2019 56700 — Hecrepribunit COMbOBHN POTIHH A IPOMHBAHHA HOCA
Haspa Ta anpeca, 3a sxoro 30epira-  [pexcrapmnnrso «apan-Tanencoka JlaGoparopis mn,

€ThCS TCXHIYHA JOKYMCHTAIIN 3 OIOID M. Kuis, sy Jaspebka, 16, Tem,+38 (044) 377-54-16,
HLATBEPMHKCHHA BIAHOBLIHOCT Soharmagsom

Hara odopvnenus 28.04.2023
Hexnapauis mifcua 02.06.2024
Ceprudixar sianosiocti Ne UA. TR. 126 753 23 061 05, suarmit TOB «Hociinanit me-

MuHni nentp ceprudirauii» 28.04.2023

Jexnapaniino CKIafeHo Hi HITKOBHTY BLATTOBIAAABHICTS B

Hignmue ynosHoBaKeHOro Ope-
craBHHKA B 0codi [lupexTopa paxaii LO,
HpegeraBauursa «HAapau- ’
Fanencsra JaGoparopis a.»

MpeaCToRsmo »NADRGH-TOASHOERG AGBOROTORIN A.4.0 8 YD
GHOS, w. Kade, gya. AQepobrg, 18
A {0d44) 377-854-16, (0445 3775437




OPMAH 3 QUIHKK BIANOBIAHOCT!
TOB «JOCTIAHWM MEQWMYHWN LUEHTP CEPTUOIKALL

CEPTUDIKAT HA CHCTEMY VHPABJUHHEH SKICTIO
Ouality Management System Certificate

Ne A 126 Q85 23 061 04

Bupobnuw/ Manufacturer: Jadran — Galenski Laboratorij d.d./
Hapawn ~ Danencskni daboparopiit o

Anxpecaldddress: Svilnoe 20, Rijeka 51008, sz&ﬁai
Caimsio 20, Piexa S1000, Xopraris

Biznowinae wamoran: JJUTY EN ISO 134852018 (EN ISO 13485:2016, IDT
ISO 134858:2016, IDT), Bupobn senmani. Cuoremu yrpassiups  SKiovio.
RBavmors moxe peryapanus, [ Meets the requirements of DSTU EN ISC
[3485:2018 (EN ISO 13485:2016, IDT; ISO 13485:2016, 1D7). Medical devices.
Ouadity management svstems. Requirements for regulatory purposes.

Cdepa  sacrocysamus:  Poapoebua, supoSupurBe T8 POINORCIOHNONHN
CTEPHALHNX T8 secrepwanuuy poyvimin (cnpel, wpanad, podwnmyg  miy
tuewom) Scope: Development, mamgfacture and distriburion of sterile and non-
sterile solutions (spravs, drops, pressurised solutions)

Hoaareosa indopaanis / Additional imformation: Tepenix supo0Haunyg ALIBBRIE SA3Mavenui ¥

Eksxlaﬂw Nol, mo € pesia’eMEOK HaoTHEON 1oro Copradikary e CHCTEMY YIPIRRIHUR

ﬁfx;m;{) The list of production sites indivated in Annex 1 which is the integral parls of the
Cuality Management Sysiem Certificate

{ \,pliéd}ﬁ\al przannd na sasiny Copradikara g cnoromy yipasainss sxiovo NeUA HI6 Q83
2 061 03 (nara nepsuuyol ceprudivandi 03.06.2019) / To replace the Quality Management

PIRS

*wm w Certiffcate NoUdA 126 Q83 22 061 03 Gnidial certification dote (83.06.2018),
Pioaenus/Decizion: Ne §61-Hd Jilcsal o/ fffective Jaie: 28843023
Hara sunauiilssue date: TRO4.2023 Jionuwit ol Fxpiry date: 02,06 2028

SV e,

Hupexcrop/ Anapiit WEKAJIH /
Dirvecior Andrii CHEKALIN

RN Y JTY.
Y3 OREHKY SLINOBIEOCTE
i

wicn Bady




Hoaarox Vdmex |
a0 Ceprudixaty Ha cncremy ynpasinus swicrioNe UA126 Q85 23 061 04/
to Quality Management System Cervtificate NelUid 126 085 23 061 04

Hepenix supobunuux massuns! Lisi of production sites

1. Jadran ~ Galenski Laboratorij d.d. (Svilno 20, 51000 Rijeka, Croatia)
2. Jadran — Galenski Laboratorij d.d. (Pulac 4A, 51000 Rijeka, Croatia)

3. Jadran — Galenski Laboratorij d.d. (Kukuljanovo 301, 31227 Kukuljanove,

Croatia)
Jupexrop/ Anapiit HEKAJIH /
Director Andriit CHEKALIN

Hara smiayi/fssue date: 28.04.2023

Honarox 1 gificrnil npu nassrocr] Cepradivaty va cucremy yupasginus axicro Ne UA 126 Q8523 061 04/
Annex 1is valid with Quality Management System Certificaie Ne UA 126 083 23 061 04

Cropiunal 3 2
Hporynor Xorkesiss D, 38, sioro Kale, Q2084 Yepaing - offiosthirnosin ua - wva divios inns —ven 435044 Pr7ans




OPTAH 3 OUIHKKY BIANOBIOHOCT]
TOB «,{iiﬁ}afi ,QHMM MEQYHIAW LLEHTP CEPTUDIKALI

N
S8}

RERRI

SO

YN ¥ Y OERHN
!-%&i\a:em M;mm SPCTHR SHOHOMIMHOID POIBUTKY | TOPNISIE Yepaing

2 ppassy UATRITES

Bty 06.03.2018 p. Ned20 vz sig 11122018 p. Ne723

CEPTUOIKAT BIHOBLAHOCTI

Certificate of Conjormity

Ne UAVTR.I26 753 23 061 05

Buapoebsux/ Manfaciurer:
Anpeea/dddress:

Yoosnosswenni

upeaeTanHEk 8 Yipaiui /

Authorized representetive:

Hpoayemds / Product:

Blanosbiae suveiay /
Conforms with
requirements of!

Hpoeneayps Vexubanorsg
pevasMenty [ Technical
regulation procvedire:

Honayxopy ndopasis /
Additional information:

Jadran ~ Galenski Labaratord od.d./
Hopaw ~ Danesewris Hadopamapiit 3.0

Svilno 28, 5318086 Rijeka, Croatin /
Calanne 20, 31060 Piera, Xopeamia

Hpenevapmuurse «Hapas ~ Duaenesia aafoparopis i an

sy Jasperka, 16, v Kaly, 01015, Yipalaa

Ten.: +38 (044) 377 5416, regulatoryi@jglpharma.com

Kon CHAPTIOV: 26558538

Crepmind 18 secrepuanil posyman (cupel, Kpamd, DETURER
T ‘}‘mmm} ! Sterife and nowesterife solutions Sprays, drops,

presyurized soludions)

Hepente vemuuuux pupotis saswauennit v Jomarsy Ne 1, nio ¢
HERLUEMHEOW vacTaaore groro Copradivary strosinuoeery! The
fist of medicad devices indicated n Avnex 1 which ix the integral
part of the Certificate of Conjoraity

Texuignoro periEMenTy WoAo MORRIHIK Bupobis (sareepikenni
Hocranopow KMY sin 02 wowran 2013 poxy NeT83) /Technicul
reguiation en medical devices fappraved by Decrecs of Cabinet of
Ministers of Ulraine No733 duted Ociober 02, 2013)

Homprox N3 — 2a0esneucrns QyasiionyRaams  goMimsrenai
CHOYEMN }’Biipaﬁ.il‘f}ﬂm swierto {Bey pepesiprw npoekry) / danex 37
ensuring of functioning of Jildl qualiny asviwance system (without
design examination)

Ulepenix pupofnmaes Alrsims sasnavesni v Joaary N2, o ©

uesiy’eMuor sacThuow weore Cepradirary plnosimoen / The
list of production sites indicated in Avpex 2 which is the wiegrid

pares of the Certificate of Conformity

Ceprudinar praasud ga saniny Copradicams wianonianonti
NUATRIZE 753 19 061 (2 (uara nepsmiuol ceprudiraui

03.06.2019) 7/ To replace the Certificare of Conformity
NOUA TR A26 733 19061 02 (nitiad certification dage 03.06.2018)

Pligenng { Declsion: No §61-H4 Hidtesudt 1 7 Effective dore: 2884, 26%2'%
Hara sumaat / Tssue dove: 28,04, 2023 o Hittonwdt no / Bxpivy date: §2.86.2024

Aupexvop/
Direcior

‘w seees coprnddey bi;l‘iui?h

Cropinxa 1z 3

Anppifi YEKAJNIR/
Ardeii CHEKALIN

7 TRIET




Hoparox Vdnnex |
ae Cepradixary sianosimocri Ne UATR126 753 23 061 05/
to Certificate of Conformity Ne UATR. 126 753 23 061 (1)
Hepeaix mexaanmx supobis / List of medical devices

Hafimesynaunn Halimenysanus Koaza HK
o Mepnunoroe supody MeIIHOro Bupoly Kaae/ | 024:2019/
B YRPATHCHKOID MOBOW/ AUPNIHCLKOI0 MOBOHY Class GMDY
Ukrainian product name English product name Clode
1 2 3 4 5
Cemepuzani gupois Stervile devices
% 1 & 5 o™ Plie
| A;\)ia Mapic I}mc;c, Aqua Maris R Plus, 1a 44844
crpel rasasnd 30 mo nasal spray 30 ml
csa Mapic®, Agua Maris®, . -
2 %}M AR y ;Xq\& A ‘[V ! E Ha 47638
cupedt ang ropaa 30 va spray for throat 30 ml
3 Axna Mapic® Crpowr, Agua Maris® Strong, Ha 44844
capel sasansrd 30 wn nasal spray 30 ml '
4 fu\ﬁ.a Mapui > Agua Max‘m : la 44844
cripelt sazaneAni 30 M ssasal spray 30 mi
5 Axsa Mapic® Knacik, Agua Maris® Classic, i 44844
' cnpedt sazannaui 30 Ma nasal spray 30 ml
6 Ounrinon®, Optinol®, la 44937
kpangi ovsi, posuus ,21% 10 ma eve drops, solution 0,21% 10 mli o
- Ourrinon®, Optinol®, .
/ . . < v ADZ lla 44237
xparuti ouni, posuns 0,4% 10 Mn eye drops, sclution 0,4% 10 ml
3 Osrrinos® Irrencus, Optinol™ Intensive, 1 44237
kpam oy 10 Ma eye drops 10 mi ' N
9 Ourvinond® Konmnair, Optinol® Complete, b 44237
) Kpanai ounl 10 wi eye drops 10 mi ' -
10 Axsa Mapic® Anepai, Aqua Maris® Allergy, : 47670
cnpeit nasanbHuii 20 wo nasal spray 20 ml
T Axna Mapic® Bedi, Aqua Maris® Baby, ; 44844
xparti gazansni 10 ma nasal drops 10 ml e )
o Manio® o R
12 Af\ml Ma.p.z% . Agua Maris®, i 44844
Kpargt Hasaneai 10 ma nasal drops 10 ml
Hecmepussiil supoiin Nos-sterile devices
13 Axsa Mapic® lnrencus, Agqua Maris® Intensive, s 56700
. v o - = - PRISEAVIY
cripedt masansuai 30 v albo 150 M nasal spray 30 ml, 150 mi
14 Axsa Mapic® Bebi lureucus, Aqua Maris® Baby Intensive, nasal lla 56700
cupedt nazaneuui 50 ma abo 150 Mma spray 56 ml, 150 ml o
15 Axrea Mapic® Excrpa g‘.‘jpomp Agua Maris® Extra Strong, I 56700
‘ copel mazansii 150 wa nasal spray 150 ml ]
16 Axpa Mapic®, . Agua Maris®, a S6700
capet Hazanesaui SO s abo 150 ma shkay 30 ml, 150 mi ‘

Jupexrop/ Anapiit HEKAJIH/
Director Andrii CHEKALIN

Jara sanaw/fssue date: 28.04.202°

HJongrox 1 aificamit upy sagswoott Ceprudirary siguosianoeti Ne UATR. 126 753 23 061 03/
Annex 1 is valid with Certificate of Conformity Ne UA TR 126 753 23 061 03

Cropiaxa 233
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Hopavor 2/4mnex 2
o Cepradinary signosinnocri Ne UATR.126 753 23 061 05/
to Certificate of Conformity Ne UA.TR 126 733 23 061 03
Hepeaix supobumnx glapuuus / List of production sites

1. Jadran ~ Galenski Laboratorij d.d. (Svilno 20, 51000 Rijeka, Croatia)
2. Jadran ~ Galenski Laboratorij d.d. (Pulac 4A, 51000 Rijeka, Croatia)

3. Jadran — Galenski Laboratorij d.d. (Kukuljanove 301, 51227 Kukuljanovo,

Croatia)
Hupexrop/ Anapiti YEKAJMIH/
Director Andrii CHEKALIN

Hara sugaui/fesue dafe: 28.04.2023

Honaror 2 mitkenw npn wassnocr! Cepradixary pignosianocyi No UA TR 126 753 23 ¢a1 0%/
dnnex 2 is valid with Certificate of Conformity No UATRI26 753 23 061 65

Cropinxa 33 3
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jgled

Hexiiapaunisi npo Bignmosignicre Ne 15/2019

Bupobnuk, ampeca

V1oBHOBaXxeHUM
IIPEICTaBHUK B YKpaiHi

Hassa meanuHoro BupoOy

Bumoru texHiyHuUX
pErIaMeHTIB

IIpouenypa TexuiunOrO
peryiaMeHTy 1o
3aCTOCOBYETHCS

Kiac 6e3nexu

Ha3sBa ta agpeca, 3a axoro
30epira€Tbcs TEXHIYHA
JOKYMEHTAIlis 3

T TBEPIKEHHS
BIJIIIOBITHOCTI

Hata obopmiteHHS
JeKaaparii BIAOBIIHOCTI

Hexmnaparnis aiicHa

CepTudikar BiAMOBITHOCTI

IHixnuc ynoBHOBaKeHOT 0
NpeacTaBHUKA B 0C00i
Jupexropa
IIpencraBHMUITBA
«Sppan-I'anencpka
JlabopaTopis a.1.»

Snpan-T"anencekuit Jlaboparopiit .11.
CaineHO 20, 51000 Pieka, Xopsaris.

lpencrasaunrso «Anpan-I'anencoka Jlaboparopis
.4, 01015, m. Kuis, By1. JIaBpceka, 16
Ten.+38 (044) 377-54-16, office_manager@jgl.com.ua

e ® o o
AxBa Mapic, cipeii HazaabHui 150 mu

Honatok 3 TeXHIYHOTO perimaMenTy 11010 MeIUYHIX
BUPOOIB (OCHOBHI BUMOI'M [UISl MEINYHUX BUPOOIB),
3atBepkenoro Ilocranosoro KMV Big 2.10.2013 p.
Ne753

Texmiynuii permaMeHT MO0 MEAWYHHX BHPOOIB
(3arBepkenuit [ToctanoBoro KMY Bix 02 sxoBTHS 2013
poky Ne753) — Jlogatok Ne 3:

3a0e3NeueHHs] PYHKIIOHYBAHHSA KOMIUIEKCHOI CHCTEMH

YIPAaBIIIHHS AKICTIO (32 BUHSATKOM MIEPEBIPKH IPOEKTY)
ITa

IIpencraBanutso «Anpan-I'anenceka Jlaboparopist
a.1.», 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, sugaunuii TOB
«locniguuii MenuyHUM HEHTP cepTudikaiii»
03.06.2019




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

HA MELJUYHUA

EHTP CEPTUIKALIT

Honarok 1/4nnex 1

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

Iepenik mexuanux BUPoOiB/List of medical devices

HaiiMeHyBaHHSI MeIHYHOT0 BHPOOY

HajlimenyBaHHsA MeIHYHOr0 BHPOOY
. o Kunac/
Ne YKPaiHCbKO0 MOBOK/ AHIIIHCBKOI0 MOBOIO/ Class
Ukrainian product name English product name
1 2 3 -
Cmepunwni eupoou

1 |AkBa Mapic® Iiroc, crpeit HasansHui 30 M1 |Aqua Maris® Plus, nasal spray 30 ml Ila
2 |Axsa Mapic”, cripeit st ropaa 30 M Aqua Maris", spray for throat 30 ml lla
3 |Aksa Mapic® Ctponr, crpeii Hasansani 30 M1 [Aqua Maris” Strong, nasal spray 30 ml lla
4 |Axsa Mapic®, cripeit Hasanbami 30 M Aqua Maris®, nasal spray 30 ml Ila
5 |AxBa Mapic® Knacik, cnipeii HazanbHuit 30 M1 Aqua Maris” Classic,nasal spray 30 ml Ila
6 |Ontinon”, kparui ouHi, posuns 0,21% 10 M |Optinol®™, eye drops, solution 0,21% 10 ml | Ila
7 |Omriron”, kparuii ousi, posunH 0,4% 10 M1 |Optinol®, eye drops, solution 0,4% 10 ml lla
8 |OnTinon® IuTeHCHB, OuHi Kparuti 10 M Optinol® Intensive, eye drops 10 ml IIb

AxBa Mapic® Anepxi, cripeit HazanbHuIt
20 M1

Aqua Maris® Allergy, nasal spray 20 ml

10

Aksa Mapic® Be6i, kparuti Hasanbsi 10 mi

Aqua Maris"” Baby, nasal drops 10 ml

11

Aksa Mapic®, kpamii Hazanbhi 10 M

Aqua Maris®, nasal drops 10 ml

Hecmepuins

Hi gupoou

12

Axsa Mapic” Iatencus, CIIpel Ha3aJIbHUI
50 mi abo 150 M

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

Ila

13

AxBa Mapic” Be6i InTeHcHB, CIIpeH Ha3aJbHUU
50 M a6o 150 mn

Aqua Maris” Baby Intensive, nasal spray
50 ml, 150 ml

Ila

14

AxBa Mapic® Exctpa CtpoHnr, cupei
HasaibHUHM 150 M

Aqua Maris” Extra Strong, nasal spray
150 ml

Ila

15

AkBa Mapic®, crnpelt HazanpHHH 50 M abo

Aqua Maris®, nasal spray 50 ml, 150 ml

Ila

.o

150 MII Q’\J‘)‘KPA"H{!‘;}
* 2 *

3acTynHHK IHpeKTOpa
Deputy Director

0.0. KoposboBa
O. Korolova

o

Honarok 1 nificuuii npu HasBHocTi CepTudikara Bixnosianocti 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 232

nposynok XoTkesuua MHata, 2A, micto Kuis, 02094, YkpaiHa email: office@dmcs.in.ua; www.dmcs.in.ua; Ten: ( 044) 2274061



Medical device name:

Hazsa meguuroro Bupoby:

Declaration of Conformity:

Hexnapawia pignosiauooTi:

Certificate of Conformity:
Coprudiear signosinnocTi

AQUA MARIS®, nasal spray 150 ml

AKBA MAPIC®, cripeit HasansHu# 150 mn

Ne 5/2024 dtd, 02.06.2024

Ne 572024 gin 03.06.2024

No LA TR 126 753 24 061 07, issued 03.06.2024 {UA. TR, 126}
No UAC TR, 126 753 24 061 07, susannit 03.06.2024 {UA. TR, 126)

Tadran-Galenski Laboratorif d.ad, Svilno 20, 51000 Kijeka, Croatia
fapau-Tanencexait aboparopih g4, Cainero 20, 51000 Pieks, Xopsaria

Manufacturer & Quality control;
Bupobusk T8 KOHTROAL AROCTE

Batch: 29844 Batch size: 15,819
Mapris: 29844 Poamip napriic 15,819
Date of manufacture: 08,2024, Exp. date: 09.2027,
Hara supobumursa:  09.2024. Mpupar-ui po:  09.2027.
CERTIFICATE Ne 170000041832
CEPTUDIKAT Ne¢ 1700006041832
R e e e e e o
NAPAMETPU BAMOTH  PE3YAILTATH
APPEARANCE Clear, colourless solution. Comphes
SOBHILUH@BMMRA Mpo3opuit, Beadaperuit pozuwin, Binnosigae

pH 6,0 -9,0 - 180

OSMOLALITY 276 -310 mOsmoi/% 298 mOsmolikg
CCMONANBHICTE 270 ~ 310 mlemonniur 298 mOcmons/re
MICROBIOLOGICAL | Total serobic microbial count (TAMCY: NMT 30° CFU/mi Complies
PURITY Total combined veast and moulds {TYME): NMT 10T CFU/ml

Stuphyinceocous gureus; absantin 1 v

Pseudornonas aerugiriosa; absent in 1 mi
MIKPOBIOAOTIMHA Saranpua )iALKICT: MiEOopraniamis [TAMCY ne Binpwe 107 : Bignopigas .
HUCTOTAS KYDfmn '

BaranbHa KIALKICTE APpineRosnx T naiceresux rpubin (TYMC): ne
Ginplie 10° KYOfma

Stophdoceaceus gureys: SiaCyTHiR 8 1 ma
PSeudormonas aeruqiness: BcyTHid 8 1 ma

Certification statement. | hereby certilfy that all manufacturing stages {including packaging/labeling) and quality controt of this batch
af product have been carried out in full compliance with stated requiremenys. Quality control data of the Medica! device complies
with the Specification described in the Technical file.

3ansa npo ceprudikauiio. Lum 8 nigrsepsmyio, we 8ol supohnuul Crazll {BRAIMAIUM NARYBAMMA T3 MADHYBEHHA), & TIKOW
KOHTEOAR AROCT WE 0ap7H DYAD NPOBEARHO Y POBHIL BIANCRIARGCT A0 BCTAHOBARHUX BUMOr, BUCHOBRE KOHTRONK: AKOCT BUpoly
BANOBIARIOTL CreunbIkAL, LIO € HRCTHHOK TEXHINHOT QORYMEHTAUE

P Parpmetsr i sxamined by sterility test / Napamerp BuaHaduaeThin B T80T HE CISDNALMICTE

JADPAR - GALENSK CABORATORD dud, ¢ w00 RIJEEA ¢ SVILNG ro v (ROATIA » 4 B BEO P00 ¢ wearw gl

pray 150 mi- 28844 - UA

L/E

K\(c Qeg M"/Y] ( o

7
eLeg @0144”%
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Stamp Cualified Person Valentina Ll
. ) alenting Stuhc
MevaTya YNOBHOBAREHE 00003 =
Date of releaser i Signature ;
13.02.2025 e
Lara punyowy: iMane

Date of Coh sighature:
Hara nippucy ceprudikara:

19.02.2025

S CROATIA #4385 81 860 700 = weew jiilhic

S




%,
Yoy,
“

y
%

\\\\\
N

\\\

%
”///

/

Qe
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Bupo6Huk, aapeca SAnpan-TI'anencekuit Jlaboparopiit 11.4.
CsinsHo 20, 51000 Piexa, XopBaris

YnoBHOBaXXE€HUI NIPE/ICTABHUK B [MpencrasuunTBO «SAapan-I"anencrka JlabopaTopis 1.7,
01015 M. KmB ByJI JlaBpchka, 16. Ten. +38 (044) 377-54-16,

LOm

VYkpaini

AxBa Mapic®, cupeii nazannumii 150 ma

HazBa MeguaHoro BUpoOy
Homatok 3 (6e3 1.8-11) TexHIYHOrO peTIaMeHTy IO/I0 METUIHUX

Bumoru TexHiuHNX
BUpOOiB (OCHOBHI BUMOTH JUIsI MEIMYHUX BUPOOIB), 3aTBEP/KEHOTO

pErJIaMeHTIB
IMocranosoro KMY Bix 2.10.2013 p. Ne753
Homatok 1 TexHIYHOTO periaMeHTy acpO30IbHUX PO3IIIIOBAYIB

3atBepkeHoro [TocranoBoro KMY Big 21.02.2023 p. Nel154

IMponexypa TexHigyHOTO TexHIYHUH perJaMeHT MO0 MEAUYHUX BUPOOiB (3aTBEpIKCHUM
peTIIaMeHTY, IO 3aCTOCOBYETHCS ITocranoBoro KMY Big 02 xxoBTHs 2013 poxy Ne753): logarox 3 —
IMopsok npoBeieHHS IpolleIypy 3abe3nedeHHs (YHKIIOHYBaHHS

KOMILJIEKCHOI CUCTEMH YTIpaBliHHA AKicTio (6e3 m.8-11)

ITa

Kiac 6e3nexu
56700 — HectepuinsHUMA COIBOBUI pO3YMH JJI IPOMUBAHHS HOCA

Kox 3a HK 024:2023
[MpencraBuunTBO «SAapan-I"anencrka JlabopaTopis 1.7,

Hazga Ta ajpeca, 3a sKOI0
01015 M. Kuis, Ble JIachmca 16. Ten.+38 (044) 377-54-16,

30epiracThcs TEXHIYHA
JIOKYMEHTAITIS 3 TiATBEPAKCHHS AHRoOm

Ne UA. TR. 126 753 24 061 07, suganuit TOB «Jlocmigauit MeauaHui

BigmoBigHOCTI
Ceprudikar BiAIOBIAHOCTI 0
nenTp ceprudikarmii» 03.06.2024
Hata odopMicHHS 03.06.2024
02.06.2029

Hexnapartis gificHa

Jlexmapaltiro CKIaJIeHO IiJT IIUTKOBUTY BiJIl'IOBiJI_?JIBHiCTB }_\Bnpoﬁ\nnka
Ilignuc ynoBHOBaXKEeHOTO npeucTaBHmca B Kapakaii 1.0.
oco0i [lupexTopa [IpencraBHUNTBA «anaﬂ-
I'anencbka JlaGopartopis a.1.»

fgeacrisiiimo apar-laasncerd AaBopatonin A.a» B YOG

21015, M. s, Bya. Aaspcera, 16
Tea, (044) 377-54-16, (044 377-84-17




OPTAH 3 OUIHKK BIANOBIOHOCTI
TOB «[JOCHAHWIA MEQWUHHWY LIEHTP CEPTUSGIKALT

IQenmuchikaiiaud HOMaD NpURHaveHosn opsany UALTROTZE

Hakazu MIHICTERCTREA SROHOMIMHOIG poasw% i Toprian Ypaiku
gig 06.03.2018 p. Ne320 ta Big 11.12.2019 p. Ne723

CEPTUDIKAT BIAROBIAHOCTI
Certificate of Conformity
o UATR.I26 753 24 061 07

Bupobuux / Manufucturer:  Jadran — Galenski Laberatorj d.d. / Hopan — Farencoru
Habopamopiii 0.0.

Agpeea /Address: Svilne 28, 510006 Rijeka, Croatia / Ceinono 20, 51000 Piera,
Xopsamin
Yoonnonawensi [peacrasmareo «Hapan - Vaxenenka aaboparepin i A»
ppercrapmuk & Yipaini/ By Jlaspeska, 16, m. Kuie, 01015, Yxpaina
Authorvized representative: Teit: +38 (044) 377 5416, regulatory@jglpharma.com
Kon €IAPTIOV: 26558538 v
Hponyxenis / Product; Crepuiesi Ta secrepuianni pozanng (cnpel, Kpanil, POITHHN 1
rexom) / Sterile and non-sterile solutions (sprays, drops, pressurized
solutions) :
Iepenix menwannx  supolis swnavenmd y Jomarky 1, mo e
sepin eMuo0 sactanoto nporo Cepradixary sixuosinnocri /The list of

medical devices indicated in Annex 1 which is the integral part of the
Certificate of Conformity

Binnmosinae sumoram / Texuiunoro periaMenty WORe Meanusux pupodis (3armepiDKeHuN

Conforms with requirements  locraxosoro KMY »in 02 swomiwg 2013 poky Ne753) /Technical

of regulation on medical devices (approved by Decrees of Cabinet of
Ministers of Ukraine Ne733 dated October 02, 2013)

Hponenypa Texuiugors Homarox 3 (Gey . 8-11) — Hopsgoxk nposeNesHs upoueiypu

peraamenty / Technical sabestesenng  PyRKIHOHYBAHHS KOMIICKCHOT CHOTEME YHPABIHHHA

regulation procedure: sxictio/ dmnex 3 (without p. 8-11) - Procedure fov conducting the

procedure for ensuring the functioning of the infegrated quality
management 3ysiem

Honarkesa indopyanis/ Tepenix  supoSrwaux ainsmans sasanuit y Jlojmarky 2, mwo €
Additional information: HeRi eMHOK YactrEO teore Ceprudixary nianosignocti / The list

of production sites indicated in Annex 2 which is the integral part of the
Certificate  of Conformity. Ceprudixar puzasuii  Ha  saMminy
Cepradirary sigoosigpocri NeUATR.126 753 23 061 06 {nara
nepsuanol ceprudixauil 03.06.2019) The Certificale was issued to
replace the Certificate of Conformity NelUATR. 126 753 23 061 06 (dute
of initial certification 03.06.201%)

s

Pienmna/Decision: Ne 061-H5/07 : N Huticumit a/Effective date: 83.06.2024
Jiara sunaui/lssue date: 03.06,2024¢ Hiticwuii no/Expiry date: 02.06.2029

Auppist HERKAJIH
Andrii CHEKALIN

oy supodis HI ey ofon’nsxenum € S0P ; ass HT products, o Design Examination Cerdificate 18 required

Just supodie 16 Ta L caacy ofon ssrosum € Cepru@inat SepR v Trepu sactocy sansl pponeaypy Homary 5 abo Joparky 6Y For Class b and
Class 41 provhucts, o Type Examination Certificate is requived (Dinex 3 or Annex 6 pracedirs)

fae pipodia 115 wiacy 0008 s3xosas € Coprrndikar nepesipi naly (AP 3aCTOCYRAHHE HPOUSIYD Horaty 7Y
For Class 116 products, o Type Examination Certificate is requived (dnnex ] procedure)

Uysiors copradiEaty BUNIORIRNOCT MOKEE BEDERIHTY, IREPHYBIIHCE A0 QPTBHY 3 OMiMKH BidriosianocTi.
Coprrndias WHHRKE S0 YMOBH IPOX0IDKCHHS WOPIIHOrD BAIAOBOT0 ayauty /

Fhe validity of the Certificate of Confornity can be checked by comtacting Certificetion Sody.

The cartificare iy valid subject i avmmal surveillance audi,

Jupewrop/
Diirector

0315

Cropiuka 13 3 . 3 "
Ceprrupiwanin nposysull

flooeynoy Xoteeawas Ti - wwwdmox s



Honavex Udnnex |

me Ceprudixary siznosiznocyi Ne UATR.126 753 24 061 07/
to Certificate of Conformity Ne U4 TR 126 753 24 061 07
Hepesix wenmwmax supoebin / List of medical devices

Haiisenynanus Halimenysanus K Koxza HK
oo J3¥ .y ’
N MELIHOro Bupody MEIHYHOTe BHpOSY /Cla $24:20823/
o YRPATHCLKDIO MOBOW / ARTHHCH K00 MOBOIG / S? GMDN
Product name in Ukrainian Product wane in English B Code
1 2 3 4 ]
Crepunsni supobu Sterile devices
Axsa Mapic® Thnoc, Aqua Maris® Plus, ¢ Cr
1. e i n ’ , a 44844
ciped Hasaneurlt 30 v nasal spray 30 mi
% Axra Mapic® Crponr, Agqua Maris® Strong, 1o
2. y L . : Ila 44844
crpe nazarmapi 30 Mo nasal spray 30 ml
. Axsa Mapic®, Aqua Maris®, ~
3, £3itpa Mapls -, 113 MAnS 5 fla | 44844
crpedl nasansamit 30 ma nagsal spray 30 ml
Onrinon®, Optinol®, -
4, . ; Ry , A . oy Tk ila 44237
Kpamn ouar, posaun 0,21% 10 vn eye drops, solution 0,21% 10 mi
rinon®, Optinol® : .
5. . ey, ptoal, Ha | 44237
Epaitti ousl, posund 0,4% 10 mn eye drops, solution 0,4% 10 ml
. Ourrinon® Intencus, Optinol® Intensive, A i
o, N , ‘ . b 44237
Kpaxuu ousi 10 s gye drops 10 mi
" Orrrinon® Tinpo ainiy Sanasc, |, Optinol® Hydro Lipid Ballance, b 44237
B cpanti ouni 10 ma eve drops 10 mi -
Onrinon® Cxpin Komdopr, Optinol® Screen Comfort, 1497
8. by g itb 44237
kpam ognt, 10 Mo eve drops 10 m!
. Axsa Mapic®, Aqua Maris®, ,
g, ) g . i 44844
gparu sasannni 10 Mn nasal drops 10 ml
Hecmepuiwni supois Non-sterile devices
Axpa Mapic® Bebi lerrencus, Agua Maris® Baby Intensive, : oo
10 o . . ru . ‘ Iia 56700
copeit nasassuuit 50 v abo 150 ma nasal spray 50 ml, 150 ml
. Axea Mapic® Exerpa Crponr, Agqua Maris® Extra Strong, fla 56700
) a7 I /
capell Hazaubrui 150 Ma nasal spray 150 ml
5 Axna Mapic®, Aqua Maris?, s
12 5 e g1 e Ha 56700
crped HazansHull SO vt abo 150 mn nasal spray 50 ml, 150 mi
JAupexrop/ Anapiit HEKAJIH
Director Andrii CHEKALIN

Hoparox | pltiensit npy namssocti Cepraudiary simorinsooti No UATR, 126 753 24 061 07/
Annex 1 js valid with Certificate of Conformity No UA. TR 126 753 24 061 07

Cropiaxka 23 3

Fnoaynog Xovsonms |

RS TE PO
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e
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Jomaror 2/ dnnex 2
a0 Cepradivary shmosiapoeri Ne UATR26 753 24 (61 07/
to Certificate of Conformity Ne U4. TR 126 753 24 061 07
Hepenix supobumanx g’ List of production sites

Jadran - Galenski Laboratorij d.d. (Svilno 20, 51000 Rijeka, Croatia)

oo

Anapiii YEKAJIH
Andrii CHEKALIN

Hupexrop/
Lirecior

Hara segaal/Issue date: 83.06.202

Honarvox 2 giffcwadt nps nassuocyi Cepradixary sipnosianocrt No UATR. 126 753 24 061 07/
Annex 2 ks valid with Certificate of Conformity Ne UA.TR126 753 34 061 97

Cropiuga 33 3
i




Jexaapania npo Bignmoignicts Ne 5/2024

Bupobuuk, anxpeca

VYHOBHOBa)KEHHUH NTPEACTABHUK B
VYxpaini

Ha3zpa meguaHOTO BUPOOY

BuMoru TexHigHUX
perinaMeHTiB

ITponeypa Texnignoro
PETIIaMEeHTY, [0 3aCTOCOBY€EThCS

Knac 6e3nexn
Koz 3a HK 024:2023

Hasga Ta azgpeca, 3a sikoro
30epiraeThCcs TEXHITHA
JOKYMEHTAITis 3 i ITBePKCHHS
BiIITOBITHOCTI

CepTHdikat BinOBiIHOCTI

Hara odopmireHHS
Hexnaparris milicHa

Jlexmaparrito CKIaJeHo i MUTKOBUTY BiﬂHOBi;;anLHiCTB BHPOOHUKA.

Hll]l'[ﬂc YIOBHOBAKCHOI'0 HpeI[CTaBHHKa
oco6i {upexropa [IpencraBENITBA «ﬁ pan

I'anencnxa JlaGopartopin a.4.»

Snpan-T'anencekuit JJaboparopiit 1.1,
CainsHO 20, 51000 Piexa, XopsaTis

IIpencraBaunTBO «SAnpan-I'ancuceka Jlaboparopis 1.1.»,
01015 M. Kuis, Byn JIachmca 16. Ten. +38 (044) 377-54-16,

WR.COMm

AxBa Mapic®, cnpeii Hazansamii 150 mu

Honarok 3 (6e3 m.8-11) TexHiTHOTO peTIaMeHTy MO0 METUIHUX
BUpPOOiB (OCHOBHI BUMOT'H JJISI MEJUYHUX BUPOOIB), 3aTBEPPKEHOTO
IMoctranosoro KMV Bix 2.10.2013 p. Ne753

Honarok 1 TexHIYHOTO perIaMeHTy aepo30JILHUX PO3MIITIOBAIB,
3atBeppkeHoro Ilocranosoro KMV Bix 21.02.2023 p. Nel54

TexHiuHUM pernaMeHT NI00 MEAUIHUX BUPOOIB (3aTBEPHKEHUH
IMoctranosoro KMY Bix 02 xoBtHs 2013 poky Ne753): logaTok 3 —
IMopsiiok mpoBeAeHHS mpoleaypH 3a0e3medeHHs (GYHKITIOHYBaHHS
KOMIUIEKCHOI CHCTEMH YTIpaBIIiHHA sKicTio (63 m.8-11)

ITa
56700 — HecTepunbHU#N CONLOBHIA PO3YHH JIJIS IPOMHBAHHS HOCA

IIpencraBaunTBO «Snpan-Ianenceka Jlaboparopis 1.1.»,
01015 M. KuiB, BYIL. .HaBpCLKa 16. Ten.+38 (044) 377-54-16,

Wh

Ne UA. TR. 126 753 24 061 07, Bugarniit TOB «/{ocmigauit Megumaamii

neHTp ceprudikamiin 03.06.2024

03.06.2024
02.06.2029

Kapakaii 1.0.

MpeacTossamo «Rapar-laasrcnka AcBoparonin a.a.0 B YKok
Q1015, M. Kutls, Bya. Acspcbra, 16
T, (044) 377-54-16, (044) 377-H4-17




OPFAH 3 OL|IHKV BIAMOBIGHOCTI )
TOB «JOCTIAHUM MEOVMUHWA LIEHTP CEPTUGIKALLT»

IdenmuthikauiGrul roMep opLHaYsHoen opeany VA TR 126
Hakaam MiHicTepeTaa exoHOMIMHOTO POSBUTKY | TORRBN fy‘a«paw

Big 08.03.2018 p. Ne320 ta sig 11.12.2018 p. Ne723

CEPTH®IKAT BIAIIOBIAHOCTI

Bupobuue [ Manufacturer:

Anpeca /Address:

Y iOoBHOBRKCHH

TpeICTARHMK B YRpaia /

Authorized representative:

Hpoxyiagdn / Product:

Birnosizac punioran /

Canforms with requivements

Hpouenypa Texuiusoro
peraamenty / Technical
regulation procedure:

Jonarrosa indopmaniin/
Additional information:

Pimenus/Decision: Ne 661-HS07
Hara pugaui/Issuc date: 03,06.2024

Juperrtop/
Director

Jnssnpobis I xnacy o6oB 52K, !
Ao supedie 116 1a 111 rracy ofg
and Class I products, @ Type &

JUis maposin 116 ¥nacy oG08 sizkonny € Cg
For Class Ik products, a Type Examingtion €
YnHAICTS cepTHOiKATY BIfOBIRHOCT] MOKHA nep‘%‘sﬁm
Cepradikar TUNAEE 380 YMOBH HPOXOIASHI WOPMHOTC HAMEAGEOID QyIaTy /

The validity of the Centificate of Covformity can be checied by contaeting Certi fieation Body
The cenificate is valid subject to annual surveilionce audit,

Cropiaxa 123

Certificate of Conformity

Ne UA.TR.126 753 24 061 07

- Fanencbrul

Jadran — Galenski Laboratorij d.d. / opan -

Habopamopiii 0.0.

Svilmo 20, 31000 Rijeka, Croatia [/ Csineno 20, 51000 Piexa,

Xopeamis

pencrapmurreoe «fupan — Dasencsica Jadopayopis 1 1)

Bya. Jampowka, 16, m. Kuis, 010135, Y Kpaﬁia

Ten.: +38 (044) 377 5416, regu]_alzor}f @jglpharma.com

Kon €JIPTIOY: 26558538

Crepuwinii Ta HecTePIILHE PO HE (CHpel, KPpatuh, PO mijy
rucwom) / Sterile and non-sterile solitions (sprays, drops, pressuvized
solutions)

[epenix sepuunux pupodie casmauenudt v Homarxy 1, mo e
HEBI €MHOIO 9acTHHOW Thoro Cepraudikary pimnorinuocTi /The list of
medical devices indicated in Annex 1 which is the integral part of the
Certificate of Conformity

TexXHIYHOTO perlaMeHTy OO0 MCAWYHHX BRpoGIB (3aTRepUKeHuH
Hocranoporo KMY sin 02 sopras 2013 poxy Ne733) /Technical
regulation on medical devices (approved by Decrees of Cabinet of

Ministers of Ukraine Ne753 dated October 02, 2023}

210,{{:11‘(}]{ 3 /6

i

RS 8 { o 4 A
CIOTEY Amze 3 {witho ut po 811 - IDFU"@(/’FHE Jor ccmauat‘mg the
pmcmure for ensuring I!’te Junctioning of the integrated guality
management systen
Hepeﬂix BUPOOHMYNX JUIBHALE BKazaHui v llo‘rzamcv‘ 2 oo €
HEBIA €MHOK0 ¥acTaHOW 1poro Cepr Hdnmry Bifnosianecti [ The list
of production sites indicated in Annex 2 which is the integral part f:f the
Certificate  of ("'onf ormity.  CeprudikaT pajanuii  Ha  3aMiHY
(,epm(mmm pignosignocti NelJA TR.126 753 23 061 06 {nara
nepsuHnol ceprudixauwii 03.06.2019) The Certificate was issued io
replace the Certificate of Conformity NeUA.TR.126 753 23 061 06 (date
of initial cevtification 03.06.2019)

Jliticunit 3/Effective date: 03.06.2024
Hiticnuit no/Expiry date: 02.06.2029

Anapiit HEKAJH
Andrii CHEKALIN

S Class Bl products, a Design Bxaminasion Cevtificate is vequived
1 v (ﬁpm ACTOCYRAHHI ﬁp(»uuv[m Honarry 5 abo Hogarsy 8 For Class IHs
i §;¥m 3 orAnnex 6 procedure) .

{npy sacTocyB ARl Tpoitenypy Joparky TV
dmmex 7 procedure)
SO HYRIBHCE j10 OpTauyY 5 OuiHkd Bignes ECTL

10315
Cepradiranin npoxysafi

Nposynor Xotresiua Niata, 24, Kiie, 02004 VKN Ha - c‘f‘fn“m@dmcs mug -~ v dmos.nua,

Ter, +38{



Homaror 1/4nnex 1

no Ceprudirary simopiznocti Ne UATR.126 753 24 061 07/
to Certificate of Conformity Ne UA.TR. 126 753 24 061 07

Iepenix MemrunMx BUPOOGIB / List of medical devices

HaiimenyBanus HaiimenyBanna v Koasa HK
Ao MeAHYHOI'0 BUPOGY MeHYHOro BUpoly Kuaac/| 024:2023/
B YKPAIHCHKOIO MOBOO / AHIJI HCBKOIO MOBOO / Class | GMDN Code
Product name in Ukrainian Prodhict name in English
1 2 3 4 5
CrtepuiioHi eupobu Sterile devices
) ) ; Aaiia®
L AK}EZI Mapm rvLmoc, Aqua Maris " Plus, 1Ia 44844
crpelt HazansHuH 30 Ma nasal spray 30 ml
5 AKBEI Mapic®C IpOHT, Aqua Maris Strong, Ma 14844
crped masanpEmui 30 M nasal spray 30 ml
3. Axpa Mapic®, Aqua Maris®, Ma | 44844
cnpelt HazaapHuH 30 Mma nasal spray 30 ml
_ Ontinon®, Optinol®, ;
4 kpawn ouHi, poszuns 0,21% 10 m eye drops, solution 0,21% 10 ml 1l 1237
. Onrinon® Optinol® .
) s ’{
> Kparwn ouHi, po3unH 0,4% 10 v cye drops, solution 0.4% 10 ml Ila 237
o ® T TeHCH R inol® Intensi ;
‘. QIITIH():l II{mHu{L, Optlnf)l Intcnblye, b 44237
Kpamm ovur 10 mur eye drops 10 ml
7 Onriroa® F 1/1po Mt G‘ZklI[aHC, ; Optmol® Hydrp Lipid Ballance; b 44737
xpamn ouni 10 s gye drops 10 ml
THOT® Crii Optinol® Sereen Con :
8. Onminon® _L;cpq_ﬁ KOM(I?OPT, Optinol® bpresn Comfort, 1ib 44237
Kpammn out, 10 yn eye drops 10 ml
i 1c® i AL .‘ B .
9, ~ AwpaMapic?, Aqua Maris, I 56700
Kkpaijn Hazaiasm 10 mi nasal drops 10ml
Hecmepunonui supobu Non-sterile devices
10 Axpa Mapic® bebi Intencus, Aqua Maris® Baby Intensive, 1 56700
| cmpe#t masaasHuit 30 mrabo 150 M nasal spray 50 mi, 150-ml ‘
: Axsa Mapic® Eketpa Crponr, Agqua Maris® Extra Strong, s
11. . o Ma 56700
: crpeit HasampHEH 150 Mt nasal spray 150 ml
— T ; Ao ® ;
12, . AmmaMapch, dguaMans®, Ma | 56700
cuped Hasamesaui 50 s abo 150 s nasal spray 50-ml, 150-ml
Hdupexrop/ Anjapiit HEKAJITH
Director Andrii CHEKALIN

Jara pumam/Issue date: 03.06:

Honatok 1 miicuuit ipu HagsHocTi Cepradirary siamorinnoct No'TTA TR 126 753 24 061 07/
Anmnex 1 is valid with Certificate of Conformity Ne UA.TR. 126 753.24 061 07

Cropinka 233
Mposynor Xorvesuda Maars, 28, Kuls, 02004, Yepaiva - office@dmes inus - vennedmes in ua srern +38(044) 2274001
ke SORNOY 38197082 - lpasrwbikauifivml voMmep npuasausHoro oprany UATR A28




Homarok 2 / Annex 2
no Ceprudirkaty Bimnosignocti Ne UATR.126 753 24 061 07/
to Certificate of Conformity Ne UA.TR.126 753 24 061 07
Iepenix Bupodumwyunx MasuMin’ List of production sites

Jadran — Galenski Laboratorij d.d. (Svilno 20, 51000 Rijeka, Croatia)

Juperrop/  Anjpiit YEKAJIIH
Director Andrii CHEKALIN

Jarta pumaui//ssie date: 0306

Horatox 2 mitienuit mpn magsiocTi Ceprudixary sinmopinuoceti Ne UA. TR 126 753 24 061 07/
Annex 2 is validwith Certificate of Coviformity Ne UA.TR. 126 753 24 061 07

Cropinka 3 33
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HMexnapanisa npo BixmoBignicTs Ne 15/2019 (Bepcin 4)
Bupo6nuxk, aapeca Anpan-T'anencekuit JlJaboparopiit a.1.
CsinsHO 20, 51000 Piexa, Xopsaris
VYIIOBHOBa)KE€HUY IIPE/ICTABHUK B IIpencraBuunTBo «Sapan-I'anenceka Jlaboparopis 1.1.»,
VxpaiHi 01015 M. Kuis, Byn HaBpCBKa 16. Ten. +38 (044) 377-54-16,
Hassa mMemaHOTO BHpOOY Axsa Mapic®, cupeii Hazanbauii 150 mut
BuMoru TexHigHIX Honarok 3 TexHIYHOTO perJIaMeHTy III0I0 MEAMIHUX BUPOOiB (OCHO-
periIaMeHTIB BHI BUMOTH ISl MEAMYHUX BUPOOiB), 3aTBEpKeHOr0 [locTaHOBOIO
KMY Bix 2.10.2013 p. Ne753
Honarok 1 TexHIYHOrO periiaMeHTy acpo30JIbHUX PO3IHIIOBAYIB, 3a-
tBeppkeHoro IToctanoBoro KMY Bix 21.02.2023 p. Nel154
IMponexypa Texniunoro permame-  TexHIYHMIA peryiaMeHT 11010 MEAWIHHUX BUPOOiB (3aTBeppkenuit [Toc-
HTY IO 3aCTOCOBYETHCS taHoBor0 KMY Bij 02 kot 2013 poxy Ne753) — Homarok Ne 3: 3a-
6c3neucHHs (QYHKI[IOHYBAaHHS KOMILIEKCHOI CUCTEMH YIIPABIIiHHS SIKi-
CTIO (32 BUHSATKOM IIEPEBiPKU IIPOEKTY)
Kitac 6e3niexn ITa
Kox 3a HK 024:2023 56700 — HecrepuiibHu# COMHOBHIA PO3YMH JIJIS IPOMUBAHHS HOCA

HazsBa Ta agpeca, 3a sxoro 36epira-  IIpeacraBaunrso «Aapan-I'anenceka Jlaboparopis 1.1.»,

€THCS TEXHIYHA JOKYMEHTAIIIA 3 01015 M. KHIB ByJL. JlaBpceka, 16. Ten.+38 (044) 377-54-16,

HiATBEP/KCHHS BiITOBIAHOCTI Teg vigiphammacom

Ceprudikar BiIIIoBiTHOCTI Ne UA. TR. 126 753 23 061 06, Bunauuit TOB «JlocmigHuii MequIHMiA
neHTp ceprudikamiin 04.12.2023

Hara odpopmiteHHS 08.12.2023

Hexnapariis gilicHa 02.06.2024

Jlexnapalliro CKJIajieHo IIiJ I[LIKOBUTY BiJIIOB1IaJIbHICTh BUPOOHMKA.

ITianHC yNOBHOBAKEHOr0 IPE/ICTABHUKA'B Kapakaii 1.O.

oco0i Inpextopa IlpeacraBHUNTBa «ﬂnpan-
I'anencbka Jlaboparopis a.4.»

MpeacTasHU B «AARaR-TOAeHCERS AQBORATIRIN A4 B Yipainl
G015, s Ketle, ByA. ACBRRCHT, 16
wan, (044) 377-54-18, (044) 3775417




OPIAH 3 OLIIHKW BIANOBIAHOCT! .
TOB JOGIUHA MEQUUHIV LIEHTP GEPTUIKALI(

N N P T “" “‘5{2‘3
SO \"“\}M *5\’.@0?"}\1 380 \’ NSRRI \ ‘;*f\\ N E“\

HaKasw MiHECTepCTBa SROHOMIMHOrO POIBKUTKY | TOprisni pramm
Big 06.03.2018 p. Ne320 ta sig 11.12.2012 p. Ne723

CEPTH®IKAT BIAITOBITHOCTI
Certificate of Conformity

Ne UA.TR.126 753 23 061 06

Bupobnux/Manufacturer:  Jadran — Galenski Laberatorij d.d. /opan — Nanencoxu
Habopamopii 0.0.

Anpeca/Address: Svilne 20, 51000 Rijeka, Croatia /Csinono 20, 51000 Pieka,
Xopeamin
YnoBHoBamenuH Iipencraanuteo «$apan — Nanencrka nabeparepis 1. 1.

npencTapHMK B Yrpaimi /  Byn. Jlaspeska, 16, m. Kuie, 01015, Ykpaina
Authorized representative:  Ten.: +38 (044) 377 5416, regulatory@jglpharma.com
Kon €JIPITOY: 26558538

Hpoaywuis / Product: Crepuissi Ta HecTepwIbHi po3unsHg (cnpel, Kpamii, po3IHHA HijJ

tuckom) [/ Sterile and non-sterile solutions (sprays, drops,
pressurized solutions)
Hepenix menuunux BupoGis 3a3mavenwuit y Homarky Ne 1, mo ¢
HEBL €MHOK0 yacTuHOW usoro Ceprudikary sianoeinnocty/ The list
of medical devices indicated in Annex 1 which is the integral part of
the Certificate of Conformity

Binnosinac suMoram / Texuiguoro pernaMeHTy MO0 MEAWIHHUX BUPOOIB (3aTBEpIKCHHN
Conforms with Hocragororo KMV ig 02 xostas 2013 poxy Ne753) /Technical
requirements of: regulation on medical devices (approved by Decrees of Cabinet of

Ministers of Ukraine Ne753 dated October 02, 2013}
Hpouenypa Texuiunore Honatox Ne3 — zale3nequenns QyHKUIOHYBAHAS KOMIUICKCHOT CHCTEMHE

peraamenty / Technical yHIpapmiHHSA AKicTIo (Ge3 nepepipku npoekty) / Annex 3: ensuring of

regulation procedure: Junctioning of full quality assurance system (without design
examination)

Hoaarxosa indopmanin /  Iepenix BupoOuwuux IimeHEIE 3a3nadeHudl v Jomatky Ne2, mo €

Additional information: HeBi eMHOIO YacTuHoo mboro Ceprudikary Biamosiguocti / The list

of production sites indicated in Annex 2 which is the integral part of
the Certificate of Conformity. Ceprudixar supanuil Ha 3amimy
Ceprudirara BigmosimHocti NeUA.TR.126 753 23 061 05 (nara
nepsunanol ceprudixamii 03.06.2019)/ To replace the Certificate of
Conformity NeUA.TR.126 753 23 061 05 (initial certification date
03.06.2019).

Pimmenna / Decision: No (61-06

- Hiticanit 3 / Effective date: 04.12.2023
Hata sanadi / Issue date 64.12.2023:%

Hidicuauii no / Expiry date: 02.06.2024

Hupexrop/ *
Director

Annpiii YEKAJIIH/
Andrii CHEKALIN

YunHICTE CepTHQIKATY BUIIOBIIHOCTI MOKHA NEpesipTy, 3Bewwmamcz> JIC Oprafy 3 OHiHKY BIGIOBLIHOCTL,
Cepradixar unHE#H 38 YMOBH NPOXO/DKSHHS INOPIUHOTO HAXINIOBOTO AYANTY /

The validity of the Certificate of Conformity can be checked by contacting Certification Body.

The certificate is valid subject to annual surveillonce audit.

Cropinka 133
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Ceprudixaiiz nposyKuil

Mposynok Xotkeswaa THarta, \r\ M. Kuls,
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Honarox VAnnex |
o Ceprudixaty sianosignecti Ne UATR.126 753 23 061 46/
to Certificate of Conformity Ne UA. TR 126 753 23 061 06
Hepenix mepuannx Bupobis / List of medical devices

. .. Koxza HX
Haltmenysasesa MeIHYHOTo Bapoly Hailimenysanug MeanusHore supody Koael | 2423003/
Ne VRpaiHChROK0 MoBOW/ anraifichroo Mosow/ o B tiininy
y s rn . , o g Class GMDN
Product name in Ukrainion Product name in English Code
1 ' 2 3 4 5
Cmepunosi aupofu Sterile devices
A ,, ic? Tlmoc A T® B
1 /\K}ia Mapic E:Eims,, Agua Maris ' Plus, Ha 44844
cnpelt gasanpunit 30 Mo nasal spray 30 ml
5 [}E\Ba Mapic®, Aqua ‘N};Z&Flbm, fa 47638
crpedt s ropna 30 M spray for throat 30 ml
3 Axxsf Mapic ngj}m \ Agua Maris iﬁmng, la 44844
crpeit HazaibHui 30 Ma _ . nasal spray 30 mi
4 {msd Mdpn: ; Aqua Man‘ns , fa 44844
cripel HazampHu# 30 M nasal spray 30 ml
5 Amzjs. Mapic ﬁlexz'a;cm, Aqua Maris (;Eds&m, Ma 44844
crpeit gazanphgit 30 Mn nasal spray 30 mi
HITIE j,® : ® "
6 B ~(_ 1111@ e, N Ophpoi S Ma 44237
xpawn ouni, posunr 0,21% 10 ma eve drops, solution 0,21% 10 mi
S ' ®
7 ' \’:)mmou > Opm}oi . a 44237
Kpa ouHl, poyuys 0,4% 10 mn eve drops, solution 0,4% 10 ml
*},“‘..J@} SHCUB. 4 ®7 e :“,;
g C NTIHON iH:IbH&Hb, Cptinol® Intensive, b 44737
gpanai oani 10 Ma gye drops 10 ml
i a— e
9 Onrmeﬂn@ E\nomn,m, Optu’_mi& Complete, b 44737
kpani ount 10 vt eve drops 10 ml
10 Axsa Mapic® Anepmxi, Agqua Maris® Allergy, ; 47679
) copel sasaneHui 20 M nasal spray 20 ml -
. Axsa Mapic® Bebi, Aqua Maris® Baby, .
11 , . ‘ i 44844
kpamyu mazanesi 10 Mn nasal drops 10 ml
emr Ml ® Aot Mapiad
v Agaga Ma,pl? , Aqua Maris®, 1 44844
Kpaivi pasasen: 10 M nasal drops 10 mi
Hecmepuinni supobu Non-sterile devices
- Axna Mapic® lurencus, Aqua Maris® Intensive, =
13 N . o iy - Ha 56700
crpelt panapundt 50 vy abo 150 Ma nasal spray 50 ml, 150 ml
Axsa Mapic® Bebi InTencus, Agua Maris® Baby Intensive, nasal spray .
14 o v = S g N N ' Ha 56700
cnpedt BasateEui 50 Mn albo 150 ma 30 ml, 150 ml
. Axea Mapic® Excrpa Crponr, Agua Maris® Exira Strong, i
15 9 i e fa 56760
crpedt Hazasmanit 150 wu nasal spray 150 ml
a Mapic®, Agua Maris®
16 ) }-&@ay ’{a_pxu __— " Agua Maris®, Ta 56700
cupelt Hasarsaui 50 v abo 130 ma tagal spray 50 ml, 150 ml

Aupexrop/ Aunapiit HEKAJIH/
Director Andrii CHEKALIN

Hara sunawi/lssue date: §4.13.262
Jlonarox | alficruil npu saseHocTi Ceprudinary SRS Ieocti Ne UA.TR.126 753 23 061 06/
Annex 1 is vafid with Certificate of Conformity Ne U4 TR 126 753 23 961 08

Cropiuxa 233
MNposynor Xortkaswua Mhay
] '\{')

¥og SARNIDY




Honarox Iidnnex 2
o Ceprudixarty sinnosinnocri Ne UATR. 126 753 23 661 66/
to Certificate of Conformity Ne UA TR 126 753 23 061 06
Hepenix supobumanx glasunns / List of production sites

1. Jadran — Galenski Laboratorij d.d. (Svilno 28, 510600 Rijeka, Croatia)
2. Jadran — Galenski Laboratorij d.d. (Pulac 44, 51000 Rijeka, Croatia)

3. Jadran — Galenski Laboratorij d.d. (Kukuljanovo 301, 51227 Kukuljanovo,

Croatia)
Hnpexrop/ Anppin MERAJIIH/
Director Andrii CHEKALIN

Jara swnaui/fssue date: 04.12.2023 ™%

Honmavox 2 ai¥icewdt npr rassdocti Ceprudixary riymonizgocti Ne UATR.126 753 23 0ot 06/
Annex 2 is valid with Certificate of Conformity Ne UA.TR 126 753 23 061 46

Cropiaxa 333
Pposynor Notkeswua Dua

KOE
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Hexnapanisi npo BignmoBigHicTs Ne 15/2019 (Bepcisn 3)
Bupo6nuxk, aapeca Anpan-T'anencekuit JlJaboparopiit a.1.
CsinsHO 20, 51000 Piexa, Xopsaris
VYIIOBHOBa)KE€HUY IIPE/ICTABHUK B IIpencraBuunTBo «Sapan-I'anenceka Jlaboparopis 1.1.»,
VYkpaini 01015 M. Kuis, Byn HaBpCBKa 16. Temn. +38 (044) 377-54-16,
Hassa mMemaHOTO BHpOOY Axsa Mapic®, cupeii Hazanbauii 150 mut
BuMoru TexHigHIX Honarok 3 TexHIYHOTO perJIaMeHTy III0I0 MEAMIHUX BUPOOiB (OCHO-
periIaMeHTIB BHI BUMOTH ISl MEAMYHUX BUPOOiB), 3aTBEpKeHOr0 [locTaHOBOIO
KMY Bix 2.10.2013 p. Ne753
Honarok 1 TexHIYHOrO periiaMeHTy acpo30JIbHUX PO3IUIIOBAYIB, 3a-
tBeppkeHoro IToctanoBoro KMY Bix 21.02.2023 p. Nel154
IMponexypa Texniunoro permame-  TexHIYHMIA peryiaMeHT 11010 MEAWIHHUX BUPOOiB (3aTBeppkenuit [Toc-
HTY IO 3aCTOCOBYETHCS taHoBor0 KMY Bij 02 sxoBTHS 2013 poxy Ne753) — Homarok Ne 3: 3a-
6c3neucHHS (QYHKI[IOHYBAaHHS KOMILIEKCHOI CUCTECMH YIIPABIIiHHS SIKi-
CTIO (32 BUHSATKOM IIEPEBiPKU IIPOEKTY)
Kitac 6e3niexn ITa
Kox 3a HK 024:2023 56700 — HecrepuiibHu# COMHOBHIA PO3YMH JIJIS IPOMUBAHHS HOCA

HazsBa Ta agpeca, 3a sxoro 36epira-  IIpeacraBaunrso «Aapan-I'anenceka Jlaboparopis 1.1.»,

€THCS TEXHIYHA JOKYMEHTAIIIA 3 01015 M. KHIB ByJL. JlaBpceka, 16. Ten.+38 (044) 377-54-16,

HiATBEP/KCHHS BiITOBIAHOCTI Teg vigiphammacom

Ceprudikar BiIIIoBiTHOCTI Ne UA. TR. 126 753 23 061 05, Bunauuit TOB «Jlocmigauii MeuaHMiA
neHTp ceprudikamiin 28.04.2023

Hara odpopmiteHHS 06.11.2023

Hexnapariis gilicHa 02.06.2024

Jlexnapalliro CKJIajieHo IIiJ I[LIKOBUTY BiJIIOB1IaJIbHICTh BUPOOHMKA.

ITianHC yNOBHOBAKEHOr0 IPE/ICTABHUKA'B Kapakaii 1.O.

oco0i Inpextopa IlpeacraBHUNTBa «ﬂnpan-
I'anencbka Jlaboparopis a.4.»

MpeacTasHU B «AARaR-TOAeHCERS AQBORATIRIN A4 B Yipainl
G015, s Ketle, ByA. ACBRRCHT, 16
wan, (044) 377-54-18, (044) 3775417




OPTFAM 3 OLIHKW BIINOBIGHOCTI
TOB «JCCHIAHWY MEOVUHWN LIEHTP CEPTUOIKAL

idermuhiauiiinud sonep NpuaHaueHRao opeany UATR 126

Hakaan MidicTepoTRa SKOHOMINHOMO DOIBUTKY | TOPTIBNI YKpaiHu
gin D8.03.20118 p. Ne320 va sig 11.12.2018 p. Ne723

CEPTH®IKAT BIANOBIUIHOCTI
Certificate of Conformity
Ne UA.TR.126 753 23 061 05

Bapoebuuw/Manufociyrer:  Jadran — Galenski Laboratori) dad, /
Hopan — Danencurudd Hdabopamopiil 6.0,

Aupeea/dddress: Svilne 20, 51006 Rijeka, Croatia /
Cetnviio 20, 51000 Piexa, Xopsamis

Yoopuonamenwi Hpencrasmmyrse «Hapan ~ Vagencnra xaloparopis i a»

npexerasuur 8 Vpailsd /ey Jaspesxa, 16, . Kuis, 01015, Vepaina

Authovized representative: Ten.: +38 (044) 377 5416, regulatory@jglpbarma.com
Kox €APTIOY: 26558538

Upoaysuis / Product: Crepuinul va seerepunni posunmm (Cnpel, Kpawid, poruus
iy tuewem) / Sterife and wonssterile solutions (sprays, drops,
pressurized solutions)
Hepenix vemmanux gapobls saxmavennit v Homarky Ne 1, wo ¢
HERLI eMHOIO MacTurow weoro Ceprndikary simosiamocry/  The
list of medical devices indicared in Annex 1 which is the integral
part of the Certificate of Conformity

Binnosigac nuvoram / TeXHIMHOIC PeraMenTy MONO MeIIHuX pupobin (3aTRepIKeHHIH

Conforms with Hocranosoo KMY sig 02 swosras 2013 pory Ne733) /Technical

requirements of: regulation on medical devices {approved hy Decrees of Cabinet of
Ministery of Ukraine Ne733 dared October 02, 2013)

Hpousnypa Texntunore Honmaror Ne3 — sabespeuenns QYHKIIOHYBAHES KOMIJICKCHO

pevaamenyy / Technical CHCTCMHE YIIpaBaings sxictio (fex meperipkn mpoexyy) / dsnex 3

regulation procedure: ensuring of functioning of full quality assurance system {without

design examinagtion)
Aogarvopa ingopmanis/  [lepenix xupobumuux ainpmans sasHasenudt y Honarxy No2, wo ¢
Additional information; HEBL MBI HacTurolo uporo Ceprudixary signosinuwocti / The
list of production sites indicated in dnnex 2 which is the integral
parts of the Certificate of’{"‘mffbmziiy
Ceprudirar sumaguit wa saminy Ceprudikara siarorimoct
MUATR.I26 753 19 061 02 {(nara smpsza:n:}'{m ceprudurcanii
03.06.2019) / To replace the Certificate of Conformity
NelUA TR 126 753 19 661 02 (initial (’(’111;” cation dave 03.06.2019),
Powenns / Decision; No 8614 Hittenuit 3/ Effective date: 28.04.20623
Hara ranani / lysue date: 28842823 Hiticnntt no / Expiry date: §2.66.2024

Hupexrtop/ Anapit HEKAJUH/
Director Andrii CHEKALIN

@y 3oniaxs Ripaosigaoeri.

OB TPOXONFCHS LA 0PI H
ifioare of C awm mity car ba chee

&1 ification Body.
The o Nu’imir? by wfrd sihject to annsal surveilionee sadit.




Honarox 1/dnnex 1
no Ceprudixary siznosiznoeri Ne UATR.126 753 23 061 05/

to Certificate of Conformity Ne UA.TR. 126 753 23 061 05
Hepenix mexuanux supo6ie / List of medical devices

Halimenysauus HalimernyBaHHH Konza HK
MeAuUHOro BHpoly MEXHYHROTe BHPOOY Knace/ | 024:2019/
Ne < . ' r
YKRPATHCHL KO MOBOIY/ AHrIifichKo10 MOBOIO/ Class GGMDN
Ukrainian product name English product name Code
1 2 3 4 5
Cmepunwni supoiu Sterile devices
uy Aapric®
1 Amia Mapic 7 l"VI,moc, Aqua Maris® Plus, la 44844
cripeit HazarbHui 30 Ma nasal spray 30 ml
) / + apria®
7 ‘ ;:&_maa Mapic ; Aqua _Mansﬁ, lia 47638
cnpelt is ropaa 30 mn spray for throat 30 ml
P ® arie® Srane
3 AI(ZBEl Mapic Czpom‘, Aqua Maris® Strong, fla 44844
cripeid yazanphuit 30 mn nasal spray 30 ml
4 U/—\-}&Bd Mdpi{; 5 Aqua Maris®, Ha 44844
cnpeil Hazampuui 30 mn nasal spray 30 ml
) " / B ) e
5 AKB\,a Ma_py K:mcug_ Aqua Maris® Classic, la 44844
cripeit Hasaneaui 30 mn nasal spray 30 ml
ﬁ Onrinon®, Optinol®, - ‘ ‘
6 Kpani oudl, poszumns 0,21% 10 mj eye drops, solution 0,21% 10 ml lla 44237 -
Onrinon® Optinol¥
'7 > £ £
’ kparii oui, posunt 0,4% 10 Ma eve drops, solution 0,4% 10 ml e i
WY,y . FNT) -
8 Ommgn I.H‘F?HQHB, Optinol® Intensive, b 44237
kpai ouni 10 M eye drops 10 ml ,
9 Onrmop@ Kt.orwrmn, Optinol® Complete, 1h 44237
kpanmi ouni 10 M eye drops 10 ml
Akea Mapic® Anepmxi, Aqua Maris® Allergy,
10 e . I 47679
cnpe nasanesnil 20 ma nasal spray 20 ml
Axsa Mapic® Bebi, Aqua Maris® Baby,
i1 v . o J [ 44844
kpansi vazasissi 10 mn nasal drops 10 ml
P anin& 2 0
12 Af(Bd Mdpas, . Aqua Maris®, i 44844
kpansi Hasaabui 10 mit nasal drops 10 ml
Hecemepunoni supobu Non-sterile devices
13 Axaa Mapic® Inrencus, Aqua Maris® Intensive, la 56700
cpet HazanbHuf 50 st abo 150 ma nasal spray 50 ml, 150 ml
14 Axra Mapic® Bebi [nTencus, Aqua Maris® Baby Intensive, nasal Ma 56700
cripeit Hatsanhﬂm‘/i 50 ma abo 150 v spray S0 ml, 150 ml i )
Axsa Mapic® Excrpa Crponr, Aqua Maris® Extra Strong, ,
15 P 5 . 1la 56700
cnped HasanpHKi 150 Mn nasal spray 150 ml
- @ S
16 ) A;\Ba.vMapw , ) Aqua Maris®, lla 56700
- cripet Hasassaui 50 ma abo 150 m

say 50 ml, 150 ml

HupexTop/ Angpiii YEKAJITH/
Director Andrii CHEKALIN

Hara pupaai/fssue date: 28.04.202

Honarox 1 nitfesuit npu wasssocti Ceprudikaty B!Hl}OBi}JHDCTi Ne UATR.126 753 23 061 05/
Annex 1 is valid with Certificate of Conforpiity No UA TR 126 753 23 061 05

. Cropinka 233

PR N : LAY T
TR ~ WA SIS T LR TR S RETAEY 35



Honaror 2/Annex 2
no Ceprugixcary sinnmosignocti Ne UATR.126 753 23 061 0S5/
to Certificate of Conformity Ne UA.TR. 126 753 23 061 05
[lepenix supobmusmx ginsauas / List of production sites

1. Jadran — Galenski Laboratorij d.d. (Svilno 20, 51000 Rijeka, Croatia)
2. Jadran - Galenski Laboratorij d.d. (Pulac 4A, 51000 Rijeka, Croatia)

3. Jadran — Galenski Laboratorij d.d. (Kukuljanovo 301, 51227 Kukuljanovo,

Croatia)
Jupexrop/ Aunapiii MEKAJIIH/
Direcior Andrii CHEKALIN

Jara sunaui/Issue date: 28.04.2023

Hoparox 2 pificnuit npy Haserocti Ceprudirary sianosignocti Ne UA.TR.126 753 23 061 05/
Annex 2 is valid with Certificate of Conformity Ne UA. TR 126 753 23 061 03

Cropinxa 333
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HMexnapauia npo Bignosianicrs Ne 15/2019 (Bepcis 2)

BupoGumk, axpeca Hapau-Tanenceruit JlaGoparopii 1.1,
Ceumno 20, 51000 Piexa, Xopearis

YIIOBHOBAKCHIH HPEICTABHUK B Hpexcrasnuyrso «fupan-Ianencska Jlaboparopis i.1.»,
Ykpaini 01015 M. Kme Byn Haspebka, 16. Tesr,+38 (044) 377-54-16,
Hassa menmunoro sBupody Axpa Mapic®, cnipeii nazaasuui 150 v

BHMOIH TEXHIMITHX Honarox 3 TexHiusoro periaMeity mox0 MeIHYHHX BHPpoDiB
persiaMentis {OCHOBHL BUMOTH [UIS MENHUYHKX BHpoOIB), 3arsepmxenoro Toe-

ranosoto KMY sig 2,10.2013 p. Ne753
Hpoucxypa Texuiamoro permaven-  TOXHIMHIH PErmaMeHT OO MCIMIHHX BUPOOLB (3aTBCPIKCHITT
TY WO 3aCTOCOBYETHCS TTocranosow KMY eig 02 sowsrus 2013 poxy Ne753) — Hoagarox
NG 3‘ 3a6€3neqemm (pymmiox’iylsamm ROMIULQKCHOT CHCTCMH Yii-
Kirac Gesnekn Ita
Konza HK 024:2019 56700 — Hecrepribunit COMbOBHN POTIHH A IPOMHBAHHA HOCA
Haspa Ta anpeca, 3a sxoro 30epira-  [pexcrapmnnrso «apan-Tanencoka JlaGoparopis mn,

€ThCS TCXHIYHA JOKYMCHTAIIN 3 OIOID M. Kuis, sy Jaspebka, 16, Tem,+38 (044) 377-54-16,
HLATBEPMHKCHHA BIAHOBLIHOCT Soharmagsom

Hara odopvnenus 28.04.2023
Hexnapauis mifcua 02.06.2024
Ceprudixar sianosiocti Ne UA. TR. 126 753 23 061 05, suarmit TOB «Hociinanit me-

MuHni nentp ceprudirauii» 28.04.2023

Jexnapaniino CKIafeHo Hi HITKOBHTY BLATTOBIAAABHICTS B

Hignmue ynosHoBaKeHOro Ope-
craBHHKA B 0codi [lupexTopa paxaii LO,
HpegeraBauursa «HAapau- ’
Fanencsra JaGoparopis a.»

MpeaCToRsmo »NADRGH-TOASHOERG AGBOROTORIN A.4.0 8 YD
GHOS, w. Kade, gya. AQepobrg, 18
A {0d44) 377-854-16, (0445 3775437




OPMAH 3 QUIHKK BIANOBIAHOCT!
TOB «JOCTIAHWM MEQWMYHWN LUEHTP CEPTUOIKALL

CEPTUDIKAT HA CHCTEMY VHPABJUHHEH SKICTIO
Ouality Management System Certificate

Ne A 126 Q85 23 061 04

Bupobnuw/ Manufacturer: Jadran — Galenski Laboratorij d.d./
Hapawn ~ Danencskni daboparopiit o

Anxpecaldddress: Svilnoe 20, Rijeka 51008, sz&ﬁai
Caimsio 20, Piexa S1000, Xopraris

Biznowinae wamoran: JJUTY EN ISO 134852018 (EN ISO 13485:2016, IDT
ISO 134858:2016, IDT), Bupobn senmani. Cuoremu yrpassiups  SKiovio.
RBavmors moxe peryapanus, [ Meets the requirements of DSTU EN ISC
[3485:2018 (EN ISO 13485:2016, IDT; ISO 13485:2016, 1D7). Medical devices.
Ouadity management svstems. Requirements for regulatory purposes.

Cdepa  sacrocysamus:  Poapoebua, supoSupurBe T8 POINORCIOHNONHN
CTEPHALHNX T8 secrepwanuuy poyvimin (cnpel, wpanad, podwnmyg  miy
tuewom) Scope: Development, mamgfacture and distriburion of sterile and non-
sterile solutions (spravs, drops, pressurised solutions)

Hoaareosa indopaanis / Additional imformation: Tepenix supo0Haunyg ALIBBRIE SA3Mavenui ¥

Eksxlaﬂw Nol, mo € pesia’eMEOK HaoTHEON 1oro Copradikary e CHCTEMY YIPIRRIHUR

ﬁfx;m;{) The list of production sites indivated in Annex 1 which is the integral parls of the
Cuality Management Sysiem Certificate

{ \,pliéd}ﬁ\al przannd na sasiny Copradikara g cnoromy yipasainss sxiovo NeUA HI6 Q83
2 061 03 (nara nepsuuyol ceprudivandi 03.06.2019) / To replace the Quality Management

PIRS

*wm w Certiffcate NoUdA 126 Q83 22 061 03 Gnidial certification dote (83.06.2018),
Pioaenus/Decizion: Ne §61-Hd Jilcsal o/ fffective Jaie: 28843023
Hara sunauiilssue date: TRO4.2023 Jionuwit ol Fxpiry date: 02,06 2028

SV e,

Hupexcrop/ Anapiit WEKAJIH /
Dirvecior Andrii CHEKALIN

RN Y JTY.
Y3 OREHKY SLINOBIEOCTE
i

wicn Bady




Hoaarox Vdmex |
a0 Ceprudixaty Ha cncremy ynpasinus swicrioNe UA126 Q85 23 061 04/
to Quality Management System Cervtificate NelUid 126 085 23 061 04

Hepenix supobunuux massuns! Lisi of production sites

1. Jadran ~ Galenski Laboratorij d.d. (Svilno 20, 51000 Rijeka, Croatia)
2. Jadran — Galenski Laboratorij d.d. (Pulac 4A, 51000 Rijeka, Croatia)

3. Jadran — Galenski Laboratorij d.d. (Kukuljanovo 301, 31227 Kukuljanove,

Croatia)
Jupexrop/ Anapiit HEKAJIH /
Director Andriit CHEKALIN

Hara smiayi/fssue date: 28.04.2023

Honarox 1 gificrnil npu nassrocr] Cepradivaty va cucremy yupasginus axicro Ne UA 126 Q8523 061 04/
Annex 1is valid with Quality Management System Certificaie Ne UA 126 083 23 061 04

Cropiunal 3 2
Hporynor Xorkesiss D, 38, sioro Kale, Q2084 Yepaing - offiosthirnosin ua - wva divios inns —ven 435044 Pr7ans




OPTAH 3 OUIHKKY BIANOBIOHOCT]
TOB «,{iiﬁ}afi ,QHMM MEQYHIAW LLEHTP CEPTUDIKALI

N
S8}

RERRI

SO

YN ¥ Y OERHN
!-%&i\a:em M;mm SPCTHR SHOHOMIMHOID POIBUTKY | TOPNISIE Yepaing

2 ppassy UATRITES

Bty 06.03.2018 p. Ned20 vz sig 11122018 p. Ne723

CEPTUOIKAT BIHOBLAHOCTI

Certificate of Conjormity

Ne UAVTR.I26 753 23 061 05

Buapoebsux/ Manfaciurer:
Anpeea/dddress:

Yoosnosswenni

upeaeTanHEk 8 Yipaiui /

Authorized representetive:

Hpoayemds / Product:

Blanosbiae suveiay /
Conforms with
requirements of!

Hpoeneayps Vexubanorsg
pevasMenty [ Technical
regulation procvedire:

Honayxopy ndopasis /
Additional information:

Jadran ~ Galenski Labaratord od.d./
Hopaw ~ Danesewris Hadopamapiit 3.0

Svilno 28, 5318086 Rijeka, Croatin /
Calanne 20, 31060 Piera, Xopeamia

Hpenevapmuurse «Hapas ~ Duaenesia aafoparopis i an

sy Jasperka, 16, v Kaly, 01015, Yipalaa

Ten.: +38 (044) 377 5416, regulatoryi@jglpharma.com

Kon CHAPTIOV: 26558538

Crepmind 18 secrepuanil posyman (cupel, Kpamd, DETURER
T ‘}‘mmm} ! Sterife and nowesterife solutions Sprays, drops,

presyurized soludions)

Hepente vemuuuux pupotis saswauennit v Jomarsy Ne 1, nio ¢
HERLUEMHEOW vacTaaore groro Copradivary strosinuoeery! The
fist of medicad devices indicated n Avnex 1 which ix the integral
part of the Certificate of Conjoraity

Texuignoro periEMenTy WoAo MORRIHIK Bupobis (sareepikenni
Hocranopow KMY sin 02 wowran 2013 poxy NeT83) /Technicul
reguiation en medical devices fappraved by Decrecs of Cabinet of
Ministers of Ulraine No733 duted Ociober 02, 2013)

Homprox N3 — 2a0esneucrns QyasiionyRaams  goMimsrenai
CHOYEMN }’Biipaﬁ.il‘f}ﬂm swierto {Bey pepesiprw npoekry) / danex 37
ensuring of functioning of Jildl qualiny asviwance system (without
design examination)

Ulepenix pupofnmaes Alrsims sasnavesni v Joaary N2, o ©

uesiy’eMuor sacThuow weore Cepradirary plnosimoen / The
list of production sites indicated in Avpex 2 which is the wiegrid

pares of the Certificate of Conformity

Ceprudinar praasud ga saniny Copradicams wianonianonti
NUATRIZE 753 19 061 (2 (uara nepsmiuol ceprudiraui

03.06.2019) 7/ To replace the Certificare of Conformity
NOUA TR A26 733 19061 02 (nitiad certification dage 03.06.2018)

Pligenng { Declsion: No §61-H4 Hidtesudt 1 7 Effective dore: 2884, 26%2'%
Hara sumaat / Tssue dove: 28,04, 2023 o Hittonwdt no / Bxpivy date: §2.86.2024

Aupexvop/
Direcior

‘w seees coprnddey bi;l‘iui?h

Cropinxa 1z 3

Anppifi YEKAJNIR/
Ardeii CHEKALIN

7 TRIET




Hoparox Vdnnex |
ae Cepradixary sianosimocri Ne UATR126 753 23 061 05/
to Certificate of Conformity Ne UATR. 126 753 23 061 (1)
Hepeaix mexaanmx supobis / List of medical devices

Hafimesynaunn Halimenysanus Koaza HK
o Mepnunoroe supody MeIIHOro Bupoly Kaae/ | 024:2019/
B YRPATHCHKOID MOBOW/ AUPNIHCLKOI0 MOBOHY Class GMDY
Ukrainian product name English product name Clode
1 2 3 4 5
Cemepuzani gupois Stervile devices
% 1 & 5 o™ Plie
| A;\)ia Mapic I}mc;c, Aqua Maris R Plus, 1a 44844
crpel rasasnd 30 mo nasal spray 30 ml
csa Mapic®, Agua Maris®, . -
2 %}M AR y ;Xq\& A ‘[V ! E Ha 47638
cupedt ang ropaa 30 va spray for throat 30 ml
3 Axna Mapic® Crpowr, Agua Maris® Strong, Ha 44844
capel sasansrd 30 wn nasal spray 30 ml '
4 fu\ﬁ.a Mapui > Agua Max‘m : la 44844
cripelt sazaneAni 30 M ssasal spray 30 mi
5 Axsa Mapic® Knacik, Agua Maris® Classic, i 44844
' cnpedt sazannaui 30 Ma nasal spray 30 ml
6 Ounrinon®, Optinol®, la 44937
kpangi ovsi, posuus ,21% 10 ma eve drops, solution 0,21% 10 mli o
- Ourrinon®, Optinol®, .
/ . . < v ADZ lla 44237
xparuti ouni, posuns 0,4% 10 Mn eye drops, sclution 0,4% 10 ml
3 Osrrinos® Irrencus, Optinol™ Intensive, 1 44237
kpam oy 10 Ma eye drops 10 mi ' N
9 Ourvinond® Konmnair, Optinol® Complete, b 44237
) Kpanai ounl 10 wi eye drops 10 mi ' -
10 Axsa Mapic® Anepai, Aqua Maris® Allergy, : 47670
cnpeit nasanbHuii 20 wo nasal spray 20 ml
T Axna Mapic® Bedi, Aqua Maris® Baby, ; 44844
xparti gazansni 10 ma nasal drops 10 ml e )
o Manio® o R
12 Af\ml Ma.p.z% . Agua Maris®, i 44844
Kpargt Hasaneai 10 ma nasal drops 10 ml
Hecmepussiil supoiin Nos-sterile devices
13 Axsa Mapic® lnrencus, Agqua Maris® Intensive, s 56700
. v o - = - PRISEAVIY
cripedt masansuai 30 v albo 150 M nasal spray 30 ml, 150 mi
14 Axsa Mapic® Bebi lureucus, Aqua Maris® Baby Intensive, nasal lla 56700
cupedt nazaneuui 50 ma abo 150 Mma spray 56 ml, 150 ml o
15 Axrea Mapic® Excrpa g‘.‘jpomp Agua Maris® Extra Strong, I 56700
‘ copel mazansii 150 wa nasal spray 150 ml ]
16 Axpa Mapic®, . Agua Maris®, a S6700
capet Hazanesaui SO s abo 150 ma shkay 30 ml, 150 mi ‘

Jupexrop/ Anapiit HEKAJIH/
Director Andrii CHEKALIN

Jara sanaw/fssue date: 28.04.202°

HJongrox 1 aificamit upy sagswoott Ceprudirary siguosianoeti Ne UATR. 126 753 23 061 03/
Annex 1 is valid with Certificate of Conformity Ne UA TR 126 753 23 061 03

Cropiaxa 233
floosyna Xorsenmua Mravs 38 miorvs Nuis 02084 Yenatua - offios@irimes in os « wosnne dimies iy us -ren 38 R274081

T «Rage: h/




Hopavor 2/4mnex 2
o Cepradinary signosinnocri Ne UATR.126 753 23 061 05/
to Certificate of Conformity Ne UA.TR 126 733 23 061 03
Hepeaix supobumnx glapuuus / List of production sites

1. Jadran ~ Galenski Laboratorij d.d. (Svilno 20, 51000 Rijeka, Croatia)
2. Jadran ~ Galenski Laboratorij d.d. (Pulac 4A, 51000 Rijeka, Croatia)

3. Jadran — Galenski Laboratorij d.d. (Kukuljanove 301, 51227 Kukuljanovo,

Croatia)
Hupexrop/ Anapiti YEKAJMIH/
Director Andrii CHEKALIN

Hara sugaui/fesue dafe: 28.04.2023

Honaror 2 mitkenw npn wassnocr! Cepradixary pignosianocyi No UA TR 126 753 23 ¢a1 0%/
dnnex 2 is valid with Certificate of Conformity No UATRI26 753 23 061 65

Cropinxa 33 3

{inonvaoy Xomresmia Nrara, 24 pminrs Kuts, D8084. Yimatis -~ offosfRomog in ra - wesy Smea i oo orase SR04 D07aNa




jgled

Hexiiapaunisi npo Bignmosignicre Ne 15/2019

Bupobnuk, ampeca

V1oBHOBaXxeHUM
IIPEICTaBHUK B YKpaiHi

Hassa meanuHoro BupoOy

Bumoru texHiyHuUX
pErIaMeHTIB

IIpouenypa TexuiunOrO
peryiaMeHTy 1o
3aCTOCOBYETHCS

Kiac 6e3nexu

Ha3sBa ta agpeca, 3a axoro
30epira€Tbcs TEXHIYHA
JOKYMEHTAIlis 3

T TBEPIKEHHS
BIJIIIOBITHOCTI

Hata obopmiteHHS
JeKaaparii BIAOBIIHOCTI

Hexmnaparnis aiicHa

CepTudikar BiAMOBITHOCTI

IHixnuc ynoBHOBaKeHOT 0
NpeacTaBHUKA B 0C00i
Jupexropa
IIpencraBHMUITBA
«Sppan-I'anencpka
JlabopaTopis a.1.»

Snpan-T"anencekuit Jlaboparopiit .11.
CaineHO 20, 51000 Pieka, Xopsaris.

lpencrasaunrso «Anpan-I'anencoka Jlaboparopis
.4, 01015, m. Kuis, By1. JIaBpceka, 16
Ten.+38 (044) 377-54-16, office_manager@jgl.com.ua

e ® o o
AxBa Mapic, cipeii HazaabHui 150 mu

Honatok 3 TeXHIYHOTO perimaMenTy 11010 MeIUYHIX
BUPOOIB (OCHOBHI BUMOI'M [UISl MEINYHUX BUPOOIB),
3atBepkenoro Ilocranosoro KMV Big 2.10.2013 p.
Ne753

Texmiynuii permaMeHT MO0 MEAWYHHX BHPOOIB
(3arBepkenuit [ToctanoBoro KMY Bix 02 sxoBTHS 2013
poky Ne753) — Jlogatok Ne 3:

3a0e3NeueHHs] PYHKIIOHYBAHHSA KOMIUIEKCHOI CHCTEMH

YIPAaBIIIHHS AKICTIO (32 BUHSATKOM MIEPEBIPKH IPOEKTY)
ITa

IIpencraBanutso «Anpan-I'anenceka Jlaboparopist
a.1.», 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, sugaunuii TOB
«locniguuii MenuyHUM HEHTP cepTudikaiii»
03.06.2019




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

HA MELJUYHUA

EHTP CEPTUIKALIT

Honarok 1/4nnex 1

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

Iepenik mexuanux BUPoOiB/List of medical devices

HaiiMeHyBaHHSI MeIHYHOT0 BHPOOY

HajlimenyBaHHsA MeIHYHOr0 BHPOOY
. o Kunac/
Ne YKPaiHCbKO0 MOBOK/ AHIIIHCBKOI0 MOBOIO/ Class
Ukrainian product name English product name
1 2 3 -
Cmepunwni eupoou

1 |AkBa Mapic® Iiroc, crpeit HasansHui 30 M1 |Aqua Maris® Plus, nasal spray 30 ml Ila
2 |Axsa Mapic”, cripeit st ropaa 30 M Aqua Maris", spray for throat 30 ml lla
3 |Aksa Mapic® Ctponr, crpeii Hasansani 30 M1 [Aqua Maris” Strong, nasal spray 30 ml lla
4 |Axsa Mapic®, cripeit Hasanbami 30 M Aqua Maris®, nasal spray 30 ml Ila
5 |AxBa Mapic® Knacik, cnipeii HazanbHuit 30 M1 Aqua Maris” Classic,nasal spray 30 ml Ila
6 |Ontinon”, kparui ouHi, posuns 0,21% 10 M |Optinol®™, eye drops, solution 0,21% 10 ml | Ila
7 |Omriron”, kparuii ousi, posunH 0,4% 10 M1 |Optinol®, eye drops, solution 0,4% 10 ml lla
8 |OnTinon® IuTeHCHB, OuHi Kparuti 10 M Optinol® Intensive, eye drops 10 ml IIb

AxBa Mapic® Anepxi, cripeit HazanbHuIt
20 M1

Aqua Maris® Allergy, nasal spray 20 ml

10

Aksa Mapic® Be6i, kparuti Hasanbsi 10 mi

Aqua Maris"” Baby, nasal drops 10 ml

11

Aksa Mapic®, kpamii Hazanbhi 10 M

Aqua Maris®, nasal drops 10 ml

Hecmepuins

Hi gupoou

12

Axsa Mapic” Iatencus, CIIpel Ha3aJIbHUI
50 mi abo 150 M

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

Ila

13

AxBa Mapic” Be6i InTeHcHB, CIIpeH Ha3aJbHUU
50 M a6o 150 mn

Aqua Maris” Baby Intensive, nasal spray
50 ml, 150 ml

Ila

14

AxBa Mapic® Exctpa CtpoHnr, cupei
HasaibHUHM 150 M

Aqua Maris” Extra Strong, nasal spray
150 ml

Ila

15

AkBa Mapic®, crnpelt HazanpHHH 50 M abo

Aqua Maris®, nasal spray 50 ml, 150 ml

Ila

.o

150 MII Q’\J‘)‘KPA"H{!‘;}
* 2 *

3acTynHHK IHpeKTOpa
Deputy Director

0.0. KoposboBa
O. Korolova

o

Honarok 1 nificuuii npu HasBHocTi CepTudikara Bixnosianocti 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 232

nposynok XoTkesuua MHata, 2A, micto Kuis, 02094, YkpaiHa email: office@dmcs.in.ua; www.dmcs.in.ua; Ten: ( 044) 2274061



Medical device name: AGUA MARIS®, nasal spray 150 mi
Hassa meanunoro supofy:  AKBA MAFIC®, crpeii nasansHuit 150 mn

peclaration of Conformity: ’\N n/a024 did. 03.06.2024
Aewaapauin plancsigHocr: o 5/2074 pia 03.06.2024
Certificate of Conformity g UAL TR, 126 753 24 061 07, issued 03, 06.7024 {UA TR, 126}

4t BlanoniaHocT iz 753 24 0Bl 07, sugasail 03 2024 {Uh. TR 128)
urer & Quality control Jadran-G deriski Laboratorij dud., Svilno 20, 51000 Rijeka, Croatis
rpratit Aabopartopi ., CainpHo 20, $1000 Pixa, Xopss

Kanula
Bupoiinmk 13 508TPOAL AROLTE

Batch: 320442 Batch size:  9.230

[apris: 320442 posmip napti 8.230
Date of manufacture:  09.2024. Exp. date:  08.2027.
Nata srpodbunlTsa: 09.2024. MpraaTHui A0 49.2027.

CERTIFICATE Ne 170000042137
CEPTM@?KAT Ne 170000042137

UIREMENTS
BUMOTH

PARAM%?E‘%&
: " APPEARANCE ear tolourless solution.
| 3OBHILIHIV BUITIRA

PRMIE POTYIL

[ OSMOLALITY /i
DCMOﬂﬂJ’lelCTb ' - 31 svinle mom,/ur
MICROEJDLO&CAL Total d(m)bxr mmohmi uunt‘z’\'\mw, NAAT 107 CFLU mi Comg

CPURITY? Total combined veast and moulds {TYMC: AT 200 CFU/md
i Staphviocoaccus nureds! absent in L mi

pseudomonas ceruginosa: absentin it :
: MIKPOBIONOFIMHA | 3arannHa KIABKICTE MIKPOORTAHTIMIB {TARCY: He Dinslue 107 | Bipnosisac
| WACTOTA' L RYO/mn '
Sranuha KALKICTY AIRACROBIK TS (08B AR f;}wf;%e (T"z’M(J%: HE
uumc» 10 K‘l();’f».

63
‘;

37
L sto
{
l

A\

ehnp) and qu ality control of this ba

teh

sfafos {

Certification statement, 1 hereby certif Iy the Raging
orf rgguirements, Guality m‘u ol dats of the Medical device compiies

of product have been carried cut in full comphia
thir Specification deseribed in the e chrical

WL

23 {BHRADUIIOUN NAKYBERHA T MAPHRYBEHHA) 8 TOKOW

Zanpa npo cepTudikaubo. Lam A NEATBERANYID, uu gci ﬁvxpumm‘d oy
KOHTPGAL AXOCTE LEE napTs i Byne nROBEAEHO Y A0sH
b

Bign O’B(MHOCH T OBARHAX BT BUCHOBK RORTREKS AR felmt! F;H;)O{J,
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HHn FOa

e NATIA
CHROATIA ¥ 3




Sramg Qualified Person o
valenting Siu

flosarea YOIOBROBRIKEHE oroba
Date of reteasi Signature

J1aTa sunyaKy: HIELE

Date of CoA signature’

Data mLAnueY < pprdixara
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Jexapanisa npo BignmoBignicts Ne 5/2024
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Bupo6Huk, aapeca SAnpan-TI'anencekuit Jlaboparopiit 11.4.
CsinsHo 20, 51000 Piexa, XopBaris

YnoBHOBaXXE€HUI NIPE/ICTABHUK B [MpencrasuunTBO «SAapan-I"anencrka JlabopaTopis 1.7,
01015 M. KmB ByJI JlaBpchka, 16. Ten. +38 (044) 377-54-16,

LOm

VYkpaini

AxBa Mapic®, cupeii nazannumii 150 ma

HazBa MeguaHoro BUpoOy
Homatok 3 (6e3 1.8-11) TexHIYHOrO peTIaMeHTy IO/I0 METUIHUX

Bumoru TexHiuHNX
BUpOOiB (OCHOBHI BUMOTH JUIsI MEIMYHUX BUPOOIB), 3aTBEP/KEHOTO

pErJIaMeHTIB
IMocranosoro KMY Bix 2.10.2013 p. Ne753
Homatok 1 TexHIYHOTO periaMeHTy acpO30IbHUX PO3IIIIOBAYIB

3atBepkeHoro [TocranoBoro KMY Big 21.02.2023 p. Nel154

IMponexypa TexHigyHOTO TexHIYHUH perJaMeHT MO0 MEAUYHUX BUPOOiB (3aTBEpIKCHUM
peTIIaMeHTY, IO 3aCTOCOBYETHCS ITocranoBoro KMY Big 02 xxoBTHs 2013 poxy Ne753): logarox 3 —
IMopsok npoBeieHHS IpolleIypy 3abe3nedeHHs (YHKIIOHYBaHHS

KOMILJIEKCHOI CUCTEMH YTIpaBliHHA AKicTio (6e3 m.8-11)

ITa

Kiac 6e3nexu
56700 — HectepuinsHUMA COIBOBUI pO3YMH JJI IPOMUBAHHS HOCA

Kox 3a HK 024:2023
[MpencraBuunTBO «SAapan-I"anencrka JlabopaTopis 1.7,

Hazga Ta ajpeca, 3a sKOI0
01015 M. Kuis, Ble JIachmca 16. Ten.+38 (044) 377-54-16,

30epiracThcs TEXHIYHA
JIOKYMEHTAITIS 3 TiATBEPAKCHHS AHRoOm

Ne UA. TR. 126 753 24 061 07, suganuit TOB «Jlocmigauit MeauaHui

BigmoBigHOCTI
Ceprudikar BiAIOBIAHOCTI 0
nenTp ceprudikarmii» 03.06.2024
Hata odopMicHHS 03.06.2024
02.06.2029

Hexnapartis gificHa

Jlexmapaltiro CKIaJIeHO IiJT IIUTKOBUTY BiJIl'IOBiJI_?JIBHiCTB }_\Bnpoﬁ\nnka
Ilignuc ynoBHOBaXKEeHOTO npeucTaBHmca B Kapakaii 1.0.
oco0i [lupexTopa [IpencraBHUNTBA «anaﬂ-
I'anencbka JlaGopartopis a.1.»

fgeacrisiiimo apar-laasncerd AaBopatonin A.a» B YOG

21015, M. s, Bya. Aaspcera, 16
Tea, (044) 377-54-16, (044 377-84-17




OPTAH 3 OUIHKK BIANOBIOHOCTI
TOB «[JOCHAHWIA MEQWUHHWY LIEHTP CEPTUSGIKALT

IQenmuchikaiiaud HOMaD NpURHaveHosn opsany UALTROTZE

Hakazu MIHICTERCTREA SROHOMIMHOIG poasw% i Toprian Ypaiku
gig 06.03.2018 p. Ne320 ta Big 11.12.2019 p. Ne723

CEPTUDIKAT BIAROBIAHOCTI
Certificate of Conformity
o UATR.I26 753 24 061 07

Bupobuux / Manufucturer:  Jadran — Galenski Laberatorj d.d. / Hopan — Farencoru
Habopamopiii 0.0.

Agpeea /Address: Svilne 28, 510006 Rijeka, Croatia / Ceinono 20, 51000 Piera,
Xopsamin
Yoonnonawensi [peacrasmareo «Hapan - Vaxenenka aaboparepin i A»
ppercrapmuk & Yipaini/ By Jlaspeska, 16, m. Kuie, 01015, Yxpaina
Authorvized representative: Teit: +38 (044) 377 5416, regulatory@jglpharma.com
Kon €IAPTIOV: 26558538 v
Hponyxenis / Product; Crepuiesi Ta secrepuianni pozanng (cnpel, Kpanil, POITHHN 1
rexom) / Sterile and non-sterile solutions (sprays, drops, pressurized
solutions) :
Iepenix menwannx  supolis swnavenmd y Jomarky 1, mo e
sepin eMuo0 sactanoto nporo Cepradixary sixuosinnocri /The list of

medical devices indicated in Annex 1 which is the integral part of the
Certificate of Conformity

Binnmosinae sumoram / Texuiunoro periaMenty WORe Meanusux pupodis (3armepiDKeHuN

Conforms with requirements  locraxosoro KMY »in 02 swomiwg 2013 poky Ne753) /Technical

of regulation on medical devices (approved by Decrees of Cabinet of
Ministers of Ukraine Ne733 dated October 02, 2013)

Hponenypa Texuiugors Homarox 3 (Gey . 8-11) — Hopsgoxk nposeNesHs upoueiypu

peraamenty / Technical sabestesenng  PyRKIHOHYBAHHS KOMIICKCHOT CHOTEME YHPABIHHHA

regulation procedure: sxictio/ dmnex 3 (without p. 8-11) - Procedure fov conducting the

procedure for ensuring the functioning of the infegrated quality
management 3ysiem

Honarkesa indopyanis/ Tepenix  supoSrwaux ainsmans sasanuit y Jlojmarky 2, mwo €
Additional information: HeRi eMHOK YactrEO teore Ceprudixary nianosignocti / The list

of production sites indicated in Annex 2 which is the integral part of the
Certificate  of Conformity. Ceprudixar puzasuii  Ha  saMminy
Cepradirary sigoosigpocri NeUATR.126 753 23 061 06 {nara
nepsuanol ceprudixauil 03.06.2019) The Certificale was issued to
replace the Certificate of Conformity NelUATR. 126 753 23 061 06 (dute
of initial certification 03.06.201%)

s

Pienmna/Decision: Ne 061-H5/07 : N Huticumit a/Effective date: 83.06.2024
Jiara sunaui/lssue date: 03.06,2024¢ Hiticwuii no/Expiry date: 02.06.2029

Auppist HERKAJIH
Andrii CHEKALIN

oy supodis HI ey ofon’nsxenum € S0P ; ass HT products, o Design Examination Cerdificate 18 required

Just supodie 16 Ta L caacy ofon ssrosum € Cepru@inat SepR v Trepu sactocy sansl pponeaypy Homary 5 abo Joparky 6Y For Class b and
Class 41 provhucts, o Type Examination Certificate is requived (Dinex 3 or Annex 6 pracedirs)

fae pipodia 115 wiacy 0008 s3xosas € Coprrndikar nepesipi naly (AP 3aCTOCYRAHHE HPOUSIYD Horaty 7Y
For Class 116 products, o Type Examination Certificate is requived (dnnex ] procedure)

Uysiors copradiEaty BUNIORIRNOCT MOKEE BEDERIHTY, IREPHYBIIHCE A0 QPTBHY 3 OMiMKH BidriosianocTi.
Coprrndias WHHRKE S0 YMOBH IPOX0IDKCHHS WOPIIHOrD BAIAOBOT0 ayauty /

Fhe validity of the Certificate of Confornity can be checked by comtacting Certificetion Sody.

The cartificare iy valid subject i avmmal surveillance audi,

Jupewrop/
Diirector

0315

Cropiuka 13 3 . 3 "
Ceprrupiwanin nposysull

flooeynoy Xoteeawas Ti - wwwdmox s



Honavex Udnnex |

me Ceprudixary siznosiznocyi Ne UATR.126 753 24 061 07/
to Certificate of Conformity Ne U4 TR 126 753 24 061 07
Hepesix wenmwmax supoebin / List of medical devices

Haiisenynanus Halimenysanus K Koxza HK
oo J3¥ .y ’
N MELIHOro Bupody MEIHYHOTe BHpOSY /Cla $24:20823/
o YRPATHCLKDIO MOBOW / ARTHHCH K00 MOBOIG / S? GMDN
Product name in Ukrainian Product wane in English B Code
1 2 3 4 ]
Crepunsni supobu Sterile devices
Axsa Mapic® Thnoc, Aqua Maris® Plus, ¢ Cr
1. e i n ’ , a 44844
ciped Hasaneurlt 30 v nasal spray 30 mi
% Axra Mapic® Crponr, Agqua Maris® Strong, 1o
2. y L . : Ila 44844
crpe nazarmapi 30 Mo nasal spray 30 ml
. Axsa Mapic®, Aqua Maris®, ~
3, £3itpa Mapls -, 113 MAnS 5 fla | 44844
crpedl nasansamit 30 ma nagsal spray 30 ml
Onrinon®, Optinol®, -
4, . ; Ry , A . oy Tk ila 44237
Kpamn ouar, posaun 0,21% 10 vn eye drops, solution 0,21% 10 mi
rinon®, Optinol® : .
5. . ey, ptoal, Ha | 44237
Epaitti ousl, posund 0,4% 10 mn eye drops, solution 0,4% 10 ml
. Ourrinon® Intencus, Optinol® Intensive, A i
o, N , ‘ . b 44237
Kpaxuu ousi 10 s gye drops 10 mi
" Orrrinon® Tinpo ainiy Sanasc, |, Optinol® Hydro Lipid Ballance, b 44237
B cpanti ouni 10 ma eve drops 10 mi -
Onrinon® Cxpin Komdopr, Optinol® Screen Comfort, 1497
8. by g itb 44237
kpam ognt, 10 Mo eve drops 10 m!
. Axsa Mapic®, Aqua Maris®, ,
g, ) g . i 44844
gparu sasannni 10 Mn nasal drops 10 ml
Hecmepuiwni supois Non-sterile devices
Axpa Mapic® Bebi lerrencus, Agua Maris® Baby Intensive, : oo
10 o . . ru . ‘ Iia 56700
copeit nasassuuit 50 v abo 150 ma nasal spray 50 ml, 150 ml
. Axea Mapic® Exerpa Crponr, Agqua Maris® Extra Strong, fla 56700
) a7 I /
capell Hazaubrui 150 Ma nasal spray 150 ml
5 Axna Mapic®, Aqua Maris?, s
12 5 e g1 e Ha 56700
crped HazansHull SO vt abo 150 mn nasal spray 50 ml, 150 mi
JAupexrop/ Anapiit HEKAJIH
Director Andrii CHEKALIN

Hoparox | pltiensit npy namssocti Cepraudiary simorinsooti No UATR, 126 753 24 061 07/
Annex 1 js valid with Certificate of Conformity No UA. TR 126 753 24 061 07

Cropiaxka 23 3

Fnoaynog Xovsonms |

RS TE PO
g {8

e

HH HOMOR DI




Jomaror 2/ dnnex 2
a0 Cepradivary shmosiapoeri Ne UATR26 753 24 (61 07/
to Certificate of Conformity Ne U4. TR 126 753 24 061 07
Hepenix supobumanx g’ List of production sites

Jadran - Galenski Laboratorij d.d. (Svilno 20, 51000 Rijeka, Croatia)

oo

Anapiii YEKAJIH
Andrii CHEKALIN

Hupexrop/
Lirecior

Hara segaal/Issue date: 83.06.202

Honarvox 2 giffcwadt nps nassuocyi Cepradixary sipnosianocrt No UATR. 126 753 24 061 07/
Annex 2 ks valid with Certificate of Conformity Ne UA.TR126 753 34 061 97

Cropiuga 33 3
i




Jexaapania npo Bignmoignicts Ne 5/2024

Bupobuuk, anxpeca

VYHOBHOBa)KEHHUH NTPEACTABHUK B
VYxpaini

Ha3zpa meguaHOTO BUPOOY

BuMoru TexHigHUX
perinaMeHTiB

ITponeypa Texnignoro
PETIIaMEeHTY, [0 3aCTOCOBY€EThCS

Knac 6e3nexn
Koz 3a HK 024:2023

Hasga Ta azgpeca, 3a sikoro
30epiraeThCcs TEXHITHA
JOKYMEHTAITis 3 i ITBePKCHHS
BiIITOBITHOCTI

CepTHdikat BinOBiIHOCTI

Hara odopmireHHS
Hexnaparris milicHa

Jlexmaparrito CKIaJeHo i MUTKOBUTY BiﬂHOBi;;anLHiCTB BHPOOHUKA.

Hll]l'[ﬂc YIOBHOBAKCHOI'0 HpeI[CTaBHHKa
oco6i {upexropa [IpencraBENITBA «ﬁ pan

I'anencnxa JlaGopartopin a.4.»

Snpan-T'anencekuit JJaboparopiit 1.1,
CainsHO 20, 51000 Piexa, XopsaTis

IIpencraBaunTBO «SAnpan-I'ancuceka Jlaboparopis 1.1.»,
01015 M. Kuis, Byn JIachmca 16. Ten. +38 (044) 377-54-16,

WR.COMm

AxBa Mapic®, cnpeii Hazansamii 150 mu

Honarok 3 (6e3 m.8-11) TexHiTHOTO peTIaMeHTy MO0 METUIHUX
BUpPOOiB (OCHOBHI BUMOT'H JJISI MEJUYHUX BUPOOIB), 3aTBEPPKEHOTO
IMoctranosoro KMV Bix 2.10.2013 p. Ne753

Honarok 1 TexHIYHOTO perIaMeHTy aepo30JILHUX PO3MIITIOBAIB,
3atBeppkeHoro Ilocranosoro KMV Bix 21.02.2023 p. Nel54

TexHiuHUM pernaMeHT NI00 MEAUIHUX BUPOOIB (3aTBEPHKEHUH
IMoctranosoro KMY Bix 02 xoBtHs 2013 poky Ne753): logaTok 3 —
IMopsiiok mpoBeAeHHS mpoleaypH 3a0e3medeHHs (GYHKITIOHYBaHHS
KOMIUIEKCHOI CHCTEMH YTIpaBIIiHHA sKicTio (63 m.8-11)

ITa
56700 — HecTepunbHU#N CONLOBHIA PO3YHH JIJIS IPOMHBAHHS HOCA

IIpencraBaunTBO «Snpan-Ianenceka Jlaboparopis 1.1.»,
01015 M. KuiB, BYIL. .HaBpCLKa 16. Ten.+38 (044) 377-54-16,

Wh

Ne UA. TR. 126 753 24 061 07, Bugarniit TOB «/{ocmigauit Megumaamii

neHTp ceprudikamiin 03.06.2024

03.06.2024
02.06.2029

Kapakaii 1.0.

MpeacTossamo «Rapar-laasrcnka AcBoparonin a.a.0 B YKok
Q1015, M. Kutls, Bya. Acspcbra, 16
T, (044) 377-54-16, (044) 377-H4-17




OPFAH 3 OL|IHKV BIAMOBIGHOCTI )
TOB «JOCTIAHUM MEOVMUHWA LIEHTP CEPTUGIKALLT»

IdenmuthikauiGrul roMep opLHaYsHoen opeany VA TR 126
Hakaam MiHicTepeTaa exoHOMIMHOTO POSBUTKY | TORRBN fy‘a«paw

Big 08.03.2018 p. Ne320 ta sig 11.12.2018 p. Ne723

CEPTH®IKAT BIAIIOBIAHOCTI

Bupobuue [ Manufacturer:

Anpeca /Address:

Y iOoBHOBRKCHH

TpeICTARHMK B YRpaia /

Authorized representative:

Hpoxyiagdn / Product:

Birnosizac punioran /

Canforms with requivements

Hpouenypa Texuiusoro
peraamenty / Technical
regulation procedure:

Jonarrosa indopmaniin/
Additional information:

Pimenus/Decision: Ne 661-HS07
Hara pugaui/Issuc date: 03,06.2024

Juperrtop/
Director

Jnssnpobis I xnacy o6oB 52K, !
Ao supedie 116 1a 111 rracy ofg
and Class I products, @ Type &

JUis maposin 116 ¥nacy oG08 sizkonny € Cg
For Class Ik products, a Type Examingtion €
YnHAICTS cepTHOiKATY BIfOBIRHOCT] MOKHA nep‘%‘sﬁm
Cepradikar TUNAEE 380 YMOBH HPOXOIASHI WOPMHOTC HAMEAGEOID QyIaTy /

The validity of the Centificate of Covformity can be checied by contaeting Certi fieation Body
The cenificate is valid subject to annual surveilionce audit,

Cropiaxa 123

Certificate of Conformity

Ne UA.TR.126 753 24 061 07

- Fanencbrul

Jadran — Galenski Laboratorij d.d. / opan -

Habopamopiii 0.0.

Svilmo 20, 31000 Rijeka, Croatia [/ Csineno 20, 51000 Piexa,

Xopeamis

pencrapmurreoe «fupan — Dasencsica Jadopayopis 1 1)

Bya. Jampowka, 16, m. Kuis, 010135, Y Kpaﬁia

Ten.: +38 (044) 377 5416, regu]_alzor}f @jglpharma.com

Kon €JIPTIOY: 26558538

Crepuwinii Ta HecTePIILHE PO HE (CHpel, KPpatuh, PO mijy
rucwom) / Sterile and non-sterile solitions (sprays, drops, pressuvized
solutions)

[epenix sepuunux pupodie casmauenudt v Homarxy 1, mo e
HEBI €MHOIO 9acTHHOW Thoro Cepraudikary pimnorinuocTi /The list of
medical devices indicated in Annex 1 which is the integral part of the
Certificate of Conformity

TexXHIYHOTO perlaMeHTy OO0 MCAWYHHX BRpoGIB (3aTRepUKeHuH
Hocranoporo KMY sin 02 sopras 2013 poxy Ne733) /Technical
regulation on medical devices (approved by Decrees of Cabinet of

Ministers of Ukraine Ne753 dated October 02, 2023}

210,{{:11‘(}]{ 3 /6

i

RS 8 { o 4 A
CIOTEY Amze 3 {witho ut po 811 - IDFU"@(/’FHE Jor ccmauat‘mg the
pmcmure for ensuring I!’te Junctioning of the integrated guality
management systen
Hepeﬂix BUPOOHMYNX JUIBHALE BKazaHui v llo‘rzamcv‘ 2 oo €
HEBIA €MHOK0 ¥acTaHOW 1poro Cepr Hdnmry Bifnosianecti [ The list
of production sites indicated in Annex 2 which is the integral part f:f the
Certificate  of ("'onf ormity.  CeprudikaT pajanuii  Ha  3aMiHY
(,epm(mmm pignosignocti NelJA TR.126 753 23 061 06 {nara
nepsuHnol ceprudixauwii 03.06.2019) The Certificate was issued io
replace the Certificate of Conformity NeUA.TR.126 753 23 061 06 (date
of initial cevtification 03.06.2019)

Jliticunit 3/Effective date: 03.06.2024
Hiticnuit no/Expiry date: 02.06.2029

Anapiit HEKAJH
Andrii CHEKALIN

S Class Bl products, a Design Bxaminasion Cevtificate is vequived
1 v (ﬁpm ACTOCYRAHHI ﬁp(»uuv[m Honarry 5 abo Hogarsy 8 For Class IHs
i §;¥m 3 orAnnex 6 procedure) .

{npy sacTocyB ARl Tpoitenypy Joparky TV
dmmex 7 procedure)
SO HYRIBHCE j10 OpTauyY 5 OuiHkd Bignes ECTL

10315
Cepradiranin npoxysafi

Nposynor Xotresiua Niata, 24, Kiie, 02004 VKN Ha - c‘f‘fn“m@dmcs mug -~ v dmos.nua,

Ter, +38{



Homaror 1/4nnex 1

no Ceprudirary simopiznocti Ne UATR.126 753 24 061 07/
to Certificate of Conformity Ne UA.TR. 126 753 24 061 07

Iepenix MemrunMx BUPOOGIB / List of medical devices

HaiimenyBanus HaiimenyBanna v Koasa HK
Ao MeAHYHOI'0 BUPOGY MeHYHOro BUpoly Kuaac/| 024:2023/
B YKPAIHCHKOIO MOBOO / AHIJI HCBKOIO MOBOO / Class | GMDN Code
Product name in Ukrainian Prodhict name in English
1 2 3 4 5
CrtepuiioHi eupobu Sterile devices
) ) ; Aaiia®
L AK}EZI Mapm rvLmoc, Aqua Maris " Plus, 1Ia 44844
crpelt HazansHuH 30 Ma nasal spray 30 ml
5 AKBEI Mapic®C IpOHT, Aqua Maris Strong, Ma 14844
crped masanpEmui 30 M nasal spray 30 ml
3. Axpa Mapic®, Aqua Maris®, Ma | 44844
cnpelt HazaapHuH 30 Mma nasal spray 30 ml
_ Ontinon®, Optinol®, ;
4 kpawn ouHi, poszuns 0,21% 10 m eye drops, solution 0,21% 10 ml 1l 1237
. Onrinon® Optinol® .
) s ’{
> Kparwn ouHi, po3unH 0,4% 10 v cye drops, solution 0.4% 10 ml Ila 237
o ® T TeHCH R inol® Intensi ;
‘. QIITIH():l II{mHu{L, Optlnf)l Intcnblye, b 44237
Kpamm ovur 10 mur eye drops 10 ml
7 Onriroa® F 1/1po Mt G‘ZklI[aHC, ; Optmol® Hydrp Lipid Ballance; b 44737
xpamn ouni 10 s gye drops 10 ml
THOT® Crii Optinol® Sereen Con :
8. Onminon® _L;cpq_ﬁ KOM(I?OPT, Optinol® bpresn Comfort, 1ib 44237
Kpammn out, 10 yn eye drops 10 ml
i 1c® i AL .‘ B .
9, ~ AwpaMapic?, Aqua Maris, I 56700
Kkpaijn Hazaiasm 10 mi nasal drops 10ml
Hecmepunonui supobu Non-sterile devices
10 Axpa Mapic® bebi Intencus, Aqua Maris® Baby Intensive, 1 56700
| cmpe#t masaasHuit 30 mrabo 150 M nasal spray 50 mi, 150-ml ‘
: Axsa Mapic® Eketpa Crponr, Agqua Maris® Extra Strong, s
11. . o Ma 56700
: crpeit HasampHEH 150 Mt nasal spray 150 ml
— T ; Ao ® ;
12, . AmmaMapch, dguaMans®, Ma | 56700
cuped Hasamesaui 50 s abo 150 s nasal spray 50-ml, 150-ml
Hdupexrop/ Anjapiit HEKAJITH
Director Andrii CHEKALIN

Jara pumam/Issue date: 03.06:

Honatok 1 miicuuit ipu HagsHocTi Cepradirary siamorinnoct No'TTA TR 126 753 24 061 07/
Anmnex 1 is valid with Certificate of Conformity Ne UA.TR. 126 753.24 061 07

Cropinka 233
Mposynor Xorvesuda Maars, 28, Kuls, 02004, Yepaiva - office@dmes inus - vennedmes in ua srern +38(044) 2274001
ke SORNOY 38197082 - lpasrwbikauifivml voMmep npuasausHoro oprany UATR A28




Homarok 2 / Annex 2
no Ceprudirkaty Bimnosignocti Ne UATR.126 753 24 061 07/
to Certificate of Conformity Ne UA.TR.126 753 24 061 07
Iepenix Bupodumwyunx MasuMin’ List of production sites

Jadran — Galenski Laboratorij d.d. (Svilno 20, 51000 Rijeka, Croatia)

Juperrop/  Anjpiit YEKAJIIH
Director Andrii CHEKALIN

Jarta pumaui//ssie date: 0306

Horatox 2 mitienuit mpn magsiocTi Ceprudixary sinmopinuoceti Ne UA. TR 126 753 24 061 07/
Annex 2 is validwith Certificate of Coviformity Ne UA.TR. 126 753 24 061 07

Cropinka 3 33
Mposynox Xorreruua Muars, 24, Muie, 02084, Yenalvs - office@dmesinus - weadmes.n.ua -rery +380044) 2274081
pof SOPTIOY 38187062 « [peHyunbia il omep npusiaqeHom Sprasy UATR A28




5
\\\\\\\\ \\\\\
HMexnapanisa npo BixmoBignicTs Ne 15/2019 (Bepcin 4)
Bupo6nuxk, aapeca Anpan-T'anencekuit JlJaboparopiit a.1.
CsinsHO 20, 51000 Piexa, Xopsaris
VYIIOBHOBa)KE€HUY IIPE/ICTABHUK B IIpencraBuunTBo «Sapan-I'anenceka Jlaboparopis 1.1.»,
VxpaiHi 01015 M. Kuis, Byn HaBpCBKa 16. Ten. +38 (044) 377-54-16,
Hassa mMemaHOTO BHpOOY Axsa Mapic®, cupeii Hazanbauii 150 mut
BuMoru TexHigHIX Honarok 3 TexHIYHOTO perJIaMeHTy III0I0 MEAMIHUX BUPOOiB (OCHO-
periIaMeHTIB BHI BUMOTH ISl MEAMYHUX BUPOOiB), 3aTBEpKeHOr0 [locTaHOBOIO
KMY Bix 2.10.2013 p. Ne753
Honarok 1 TexHIYHOrO periiaMeHTy acpo30JIbHUX PO3IHIIOBAYIB, 3a-
tBeppkeHoro IToctanoBoro KMY Bix 21.02.2023 p. Nel154
IMponexypa Texniunoro permame-  TexHIYHMIA peryiaMeHT 11010 MEAWIHHUX BUPOOiB (3aTBeppkenuit [Toc-
HTY IO 3aCTOCOBYETHCS taHoBor0 KMY Bij 02 kot 2013 poxy Ne753) — Homarok Ne 3: 3a-
6c3neucHHs (QYHKI[IOHYBAaHHS KOMILIEKCHOI CUCTEMH YIIPABIIiHHS SIKi-
CTIO (32 BUHSATKOM IIEPEBiPKU IIPOEKTY)
Kitac 6e3niexn ITa
Kox 3a HK 024:2023 56700 — HecrepuiibHu# COMHOBHIA PO3YMH JIJIS IPOMUBAHHS HOCA

HazsBa Ta agpeca, 3a sxoro 36epira-  IIpeacraBaunrso «Aapan-I'anenceka Jlaboparopis 1.1.»,

€THCS TEXHIYHA JOKYMEHTAIIIA 3 01015 M. KHIB ByJL. JlaBpceka, 16. Ten.+38 (044) 377-54-16,

HiATBEP/KCHHS BiITOBIAHOCTI Teg vigiphammacom

Ceprudikar BiIIIoBiTHOCTI Ne UA. TR. 126 753 23 061 06, Bunauuit TOB «JlocmigHuii MequIHMiA
neHTp ceprudikamiin 04.12.2023

Hara odpopmiteHHS 08.12.2023

Hexnapariis gilicHa 02.06.2024

Jlexnapalliro CKJIajieHo IIiJ I[LIKOBUTY BiJIIOB1IaJIbHICTh BUPOOHMKA.

ITianHC yNOBHOBAKEHOr0 IPE/ICTABHUKA'B Kapakaii 1.O.

oco0i Inpextopa IlpeacraBHUNTBa «ﬂnpan-
I'anencbka Jlaboparopis a.4.»

MpeacTasHU B «AARaR-TOAeHCERS AQBORATIRIN A4 B Yipainl
G015, s Ketle, ByA. ACBRRCHT, 16
wan, (044) 377-54-18, (044) 3775417




OPIAH 3 OLIIHKW BIANOBIAHOCT! .
TOB JOGIUHA MEQUUHIV LIEHTP GEPTUIKALI(

N N P T “" “‘5{2‘3
SO \"“\}M *5\’.@0?"}\1 380 \’ NSRRI \ ‘;*f\\ N E“\

HaKasw MiHECTepCTBa SROHOMIMHOrO POIBKUTKY | TOprisni pramm
Big 06.03.2018 p. Ne320 ta sig 11.12.2012 p. Ne723

CEPTH®IKAT BIAITOBITHOCTI
Certificate of Conformity

Ne UA.TR.126 753 23 061 06

Bupobnux/Manufacturer:  Jadran — Galenski Laberatorij d.d. /opan — Nanencoxu
Habopamopii 0.0.

Anpeca/Address: Svilne 20, 51000 Rijeka, Croatia /Csinono 20, 51000 Pieka,
Xopeamin
YnoBHoBamenuH Iipencraanuteo «$apan — Nanencrka nabeparepis 1. 1.

npencTapHMK B Yrpaimi /  Byn. Jlaspeska, 16, m. Kuie, 01015, Ykpaina
Authorized representative:  Ten.: +38 (044) 377 5416, regulatory@jglpharma.com
Kon €JIPITOY: 26558538

Hpoaywuis / Product: Crepuissi Ta HecTepwIbHi po3unsHg (cnpel, Kpamii, po3IHHA HijJ

tuckom) [/ Sterile and non-sterile solutions (sprays, drops,
pressurized solutions)
Hepenix menuunux BupoGis 3a3mavenwuit y Homarky Ne 1, mo ¢
HEBL €MHOK0 yacTuHOW usoro Ceprudikary sianoeinnocty/ The list
of medical devices indicated in Annex 1 which is the integral part of
the Certificate of Conformity

Binnosinac suMoram / Texuiguoro pernaMeHTy MO0 MEAWIHHUX BUPOOIB (3aTBEpIKCHHN
Conforms with Hocragororo KMV ig 02 xostas 2013 poxy Ne753) /Technical
requirements of: regulation on medical devices (approved by Decrees of Cabinet of

Ministers of Ukraine Ne753 dated October 02, 2013}
Hpouenypa Texuiunore Honatox Ne3 — zale3nequenns QyHKUIOHYBAHAS KOMIUICKCHOT CHCTEMHE

peraamenty / Technical yHIpapmiHHSA AKicTIo (Ge3 nepepipku npoekty) / Annex 3: ensuring of

regulation procedure: Junctioning of full quality assurance system (without design
examination)

Hoaarxosa indopmanin /  Iepenix BupoOuwuux IimeHEIE 3a3nadeHudl v Jomatky Ne2, mo €

Additional information: HeBi eMHOIO YacTuHoo mboro Ceprudikary Biamosiguocti / The list

of production sites indicated in Annex 2 which is the integral part of
the Certificate of Conformity. Ceprudixar supanuil Ha 3amimy
Ceprudirara BigmosimHocti NeUA.TR.126 753 23 061 05 (nara
nepsunanol ceprudixamii 03.06.2019)/ To replace the Certificate of
Conformity NeUA.TR.126 753 23 061 05 (initial certification date
03.06.2019).

Pimmenna / Decision: No (61-06

- Hiticanit 3 / Effective date: 04.12.2023
Hata sanadi / Issue date 64.12.2023:%

Hidicuauii no / Expiry date: 02.06.2024

Hupexrop/ *
Director

Annpiii YEKAJIIH/
Andrii CHEKALIN

YunHICTE CepTHQIKATY BUIIOBIIHOCTI MOKHA NEpesipTy, 3Bewwmamcz> JIC Oprafy 3 OHiHKY BIGIOBLIHOCTL,
Cepradixar unHE#H 38 YMOBH NPOXO/DKSHHS INOPIUHOTO HAXINIOBOTO AYANTY /

The validity of the Certificate of Conformity can be checked by contacting Certification Body.

The certificate is valid subject to annual surveillonce audit.
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Honarox VAnnex |
o Ceprudixaty sianosignecti Ne UATR.126 753 23 061 46/
to Certificate of Conformity Ne UA. TR 126 753 23 061 06
Hepenix mepuannx Bupobis / List of medical devices

. .. Koxza HX
Haltmenysasesa MeIHYHOTo Bapoly Hailimenysanug MeanusHore supody Koael | 2423003/
Ne VRpaiHChROK0 MoBOW/ anraifichroo Mosow/ o B tiininy
y s rn . , o g Class GMDN
Product name in Ukrainion Product name in English Code
1 ' 2 3 4 5
Cmepunosi aupofu Sterile devices
A ,, ic? Tlmoc A T® B
1 /\K}ia Mapic E:Eims,, Agua Maris ' Plus, Ha 44844
cnpelt gasanpunit 30 Mo nasal spray 30 ml
5 [}E\Ba Mapic®, Aqua ‘N};Z&Flbm, fa 47638
crpedt s ropna 30 M spray for throat 30 ml
3 Axxsf Mapic ngj}m \ Agua Maris iﬁmng, la 44844
crpeit HazaibHui 30 Ma _ . nasal spray 30 mi
4 {msd Mdpn: ; Aqua Man‘ns , fa 44844
cripel HazampHu# 30 M nasal spray 30 ml
5 Amzjs. Mapic ﬁlexz'a;cm, Aqua Maris (;Eds&m, Ma 44844
crpeit gazanphgit 30 Mn nasal spray 30 mi
HITIE j,® : ® "
6 B ~(_ 1111@ e, N Ophpoi S Ma 44237
xpawn ouni, posunr 0,21% 10 ma eve drops, solution 0,21% 10 mi
S ' ®
7 ' \’:)mmou > Opm}oi . a 44237
Kpa ouHl, poyuys 0,4% 10 mn eve drops, solution 0,4% 10 ml
*},“‘..J@} SHCUB. 4 ®7 e :“,;
g C NTIHON iH:IbH&Hb, Cptinol® Intensive, b 44737
gpanai oani 10 Ma gye drops 10 ml
i a— e
9 Onrmeﬂn@ E\nomn,m, Optu’_mi& Complete, b 44737
kpani ount 10 vt eve drops 10 ml
10 Axsa Mapic® Anepmxi, Agqua Maris® Allergy, ; 47679
) copel sasaneHui 20 M nasal spray 20 ml -
. Axsa Mapic® Bebi, Aqua Maris® Baby, .
11 , . ‘ i 44844
kpamyu mazanesi 10 Mn nasal drops 10 ml
emr Ml ® Aot Mapiad
v Agaga Ma,pl? , Aqua Maris®, 1 44844
Kpaivi pasasen: 10 M nasal drops 10 mi
Hecmepuinni supobu Non-sterile devices
- Axna Mapic® lurencus, Aqua Maris® Intensive, =
13 N . o iy - Ha 56700
crpelt panapundt 50 vy abo 150 Ma nasal spray 50 ml, 150 ml
Axsa Mapic® Bebi InTencus, Agua Maris® Baby Intensive, nasal spray .
14 o v = S g N N ' Ha 56700
cnpedt BasateEui 50 Mn albo 150 ma 30 ml, 150 ml
. Axea Mapic® Excrpa Crponr, Agua Maris® Exira Strong, i
15 9 i e fa 56760
crpedt Hazasmanit 150 wu nasal spray 150 ml
a Mapic®, Agua Maris®
16 ) }-&@ay ’{a_pxu __— " Agua Maris®, Ta 56700
cupelt Hasarsaui 50 v abo 130 ma tagal spray 50 ml, 150 ml

Aupexrop/ Aunapiit HEKAJIH/
Director Andrii CHEKALIN

Hara sunawi/lssue date: §4.13.262
Jlonarox | alficruil npu saseHocTi Ceprudinary SRS Ieocti Ne UA.TR.126 753 23 061 06/
Annex 1 is vafid with Certificate of Conformity Ne U4 TR 126 753 23 961 08
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Honarox Iidnnex 2
o Ceprudixarty sinnosinnocri Ne UATR. 126 753 23 661 66/
to Certificate of Conformity Ne UA TR 126 753 23 061 06
Hepenix supobumanx glasunns / List of production sites

1. Jadran — Galenski Laboratorij d.d. (Svilno 28, 510600 Rijeka, Croatia)
2. Jadran — Galenski Laboratorij d.d. (Pulac 44, 51000 Rijeka, Croatia)

3. Jadran — Galenski Laboratorij d.d. (Kukuljanovo 301, 51227 Kukuljanovo,

Croatia)
Hnpexrop/ Anppin MERAJIIH/
Director Andrii CHEKALIN

Jara swnaui/fssue date: 04.12.2023 ™%

Honmavox 2 ai¥icewdt npr rassdocti Ceprudixary riymonizgocti Ne UATR.126 753 23 0ot 06/
Annex 2 is valid with Certificate of Conformity Ne UA.TR 126 753 23 061 46

Cropiaxa 333
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\\\\\\\\ \\\\\
Hexnapanisi npo BignmoBigHicTs Ne 15/2019 (Bepcisn 3)
Bupo6nuxk, aapeca Anpan-T'anencekuit JlJaboparopiit a.1.
CsinsHO 20, 51000 Piexa, Xopsaris
VYIIOBHOBa)KE€HUY IIPE/ICTABHUK B IIpencraBuunTBo «Sapan-I'anenceka Jlaboparopis 1.1.»,
VYkpaini 01015 M. Kuis, Byn HaBpCBKa 16. Temn. +38 (044) 377-54-16,
Hassa mMemaHOTO BHpOOY Axsa Mapic®, cupeii Hazanbauii 150 mut
BuMoru TexHigHIX Honarok 3 TexHIYHOTO perJIaMeHTy III0I0 MEAMIHUX BUPOOiB (OCHO-
periIaMeHTIB BHI BUMOTH ISl MEAMYHUX BUPOOiB), 3aTBEpKeHOr0 [locTaHOBOIO
KMY Bix 2.10.2013 p. Ne753
Honarok 1 TexHIYHOrO periiaMeHTy acpo30JIbHUX PO3IUIIOBAYIB, 3a-
tBeppkeHoro IToctanoBoro KMY Bix 21.02.2023 p. Nel154
IMponexypa Texniunoro permame-  TexHIYHMIA peryiaMeHT 11010 MEAWIHHUX BUPOOiB (3aTBeppkenuit [Toc-
HTY IO 3aCTOCOBYETHCS taHoBor0 KMY Bij 02 sxoBTHS 2013 poxy Ne753) — Homarok Ne 3: 3a-
6c3neucHHS (QYHKI[IOHYBAaHHS KOMILIEKCHOI CUCTECMH YIIPABIIiHHS SIKi-
CTIO (32 BUHSATKOM IIEPEBiPKU IIPOEKTY)
Kitac 6e3niexn ITa
Kox 3a HK 024:2023 56700 — HecrepuiibHu# COMHOBHIA PO3YMH JIJIS IPOMUBAHHS HOCA

HazsBa Ta agpeca, 3a sxoro 36epira-  IIpeacraBaunrso «Aapan-I'anenceka Jlaboparopis 1.1.»,

€THCS TEXHIYHA JOKYMEHTAIIIA 3 01015 M. KHIB ByJL. JlaBpceka, 16. Ten.+38 (044) 377-54-16,

HiATBEP/KCHHS BiITOBIAHOCTI Teg vigiphammacom

Ceprudikar BiIIIoBiTHOCTI Ne UA. TR. 126 753 23 061 05, Bunauuit TOB «Jlocmigauii MeuaHMiA
neHTp ceprudikamiin 28.04.2023

Hara odpopmiteHHS 06.11.2023

Hexnapariis gilicHa 02.06.2024

Jlexnapalliro CKJIajieHo IIiJ I[LIKOBUTY BiJIIOB1IaJIbHICTh BUPOOHMKA.

ITianHC yNOBHOBAKEHOr0 IPE/ICTABHUKA'B Kapakaii 1.O.

oco0i Inpextopa IlpeacraBHUNTBa «ﬂnpan-
I'anencbka Jlaboparopis a.4.»

MpeacTasHU B «AARaR-TOAeHCERS AQBORATIRIN A4 B Yipainl
G015, s Ketle, ByA. ACBRRCHT, 16
wan, (044) 377-54-18, (044) 3775417




OPTFAM 3 OLIHKW BIINOBIGHOCTI
TOB «JCCHIAHWY MEOVUHWN LIEHTP CEPTUOIKAL

idermuhiauiiinud sonep NpuaHaueHRao opeany UATR 126

Hakaan MidicTepoTRa SKOHOMINHOMO DOIBUTKY | TOPTIBNI YKpaiHu
gin D8.03.20118 p. Ne320 va sig 11.12.2018 p. Ne723

CEPTH®IKAT BIANOBIUIHOCTI
Certificate of Conformity
Ne UA.TR.126 753 23 061 05

Bapoebuuw/Manufociyrer:  Jadran — Galenski Laboratori) dad, /
Hopan — Danencurudd Hdabopamopiil 6.0,

Aupeea/dddress: Svilne 20, 51006 Rijeka, Croatia /
Cetnviio 20, 51000 Piexa, Xopsamis

Yoopuonamenwi Hpencrasmmyrse «Hapan ~ Vagencnra xaloparopis i a»

npexerasuur 8 Vpailsd /ey Jaspesxa, 16, . Kuis, 01015, Vepaina

Authovized representative: Ten.: +38 (044) 377 5416, regulatory@jglpbarma.com
Kox €APTIOY: 26558538

Upoaysuis / Product: Crepuinul va seerepunni posunmm (Cnpel, Kpawid, poruus
iy tuewem) / Sterife and wonssterile solutions (sprays, drops,
pressurized solutions)
Hepenix vemmanux gapobls saxmavennit v Homarky Ne 1, wo ¢
HERLI eMHOIO MacTurow weoro Ceprndikary simosiamocry/  The
list of medical devices indicared in Annex 1 which is the integral
part of the Certificate of Conformity

Binnosigac nuvoram / TeXHIMHOIC PeraMenTy MONO MeIIHuX pupobin (3aTRepIKeHHIH

Conforms with Hocranosoo KMY sig 02 swosras 2013 pory Ne733) /Technical

requirements of: regulation on medical devices {approved hy Decrees of Cabinet of
Ministery of Ukraine Ne733 dared October 02, 2013)

Hpousnypa Texntunore Honmaror Ne3 — sabespeuenns QYHKIIOHYBAHES KOMIJICKCHO

pevaamenyy / Technical CHCTCMHE YIIpaBaings sxictio (fex meperipkn mpoexyy) / dsnex 3

regulation procedure: ensuring of functioning of full quality assurance system {without

design examinagtion)
Aogarvopa ingopmanis/  [lepenix xupobumuux ainpmans sasHasenudt y Honarxy No2, wo ¢
Additional information; HEBL MBI HacTurolo uporo Ceprudixary signosinuwocti / The
list of production sites indicated in dnnex 2 which is the integral
parts of the Certificate of’{"‘mffbmziiy
Ceprudirar sumaguit wa saminy Ceprudikara siarorimoct
MUATR.I26 753 19 061 02 {(nara smpsza:n:}'{m ceprudurcanii
03.06.2019) / To replace the Certificate of Conformity
NelUA TR 126 753 19 661 02 (initial (’(’111;” cation dave 03.06.2019),
Powenns / Decision; No 8614 Hittenuit 3/ Effective date: 28.04.20623
Hara ranani / lysue date: 28842823 Hiticnntt no / Expiry date: §2.66.2024

Hupexrtop/ Anapit HEKAJUH/
Director Andrii CHEKALIN

@y 3oniaxs Ripaosigaoeri.

OB TPOXONFCHS LA 0PI H
ifioare of C awm mity car ba chee

&1 ification Body.
The o Nu’imir? by wfrd sihject to annsal surveilionee sadit.




Honarox 1/dnnex 1
no Ceprudixary siznosiznoeri Ne UATR.126 753 23 061 05/

to Certificate of Conformity Ne UA.TR. 126 753 23 061 05
Hepenix mexuanux supo6ie / List of medical devices

Halimenysauus HalimernyBaHHH Konza HK
MeAuUHOro BHpoly MEXHYHROTe BHPOOY Knace/ | 024:2019/
Ne < . ' r
YKRPATHCHL KO MOBOIY/ AHrIifichKo10 MOBOIO/ Class GGMDN
Ukrainian product name English product name Code
1 2 3 4 5
Cmepunwni supoiu Sterile devices
uy Aapric®
1 Amia Mapic 7 l"VI,moc, Aqua Maris® Plus, la 44844
cripeit HazarbHui 30 Ma nasal spray 30 ml
) / + apria®
7 ‘ ;:&_maa Mapic ; Aqua _Mansﬁ, lia 47638
cnpelt is ropaa 30 mn spray for throat 30 ml
P ® arie® Srane
3 AI(ZBEl Mapic Czpom‘, Aqua Maris® Strong, fla 44844
cripeid yazanphuit 30 mn nasal spray 30 ml
4 U/—\-}&Bd Mdpi{; 5 Aqua Maris®, Ha 44844
cnpeil Hazampuui 30 mn nasal spray 30 ml
) " / B ) e
5 AKB\,a Ma_py K:mcug_ Aqua Maris® Classic, la 44844
cripeit Hasaneaui 30 mn nasal spray 30 ml
ﬁ Onrinon®, Optinol®, - ‘ ‘
6 Kpani oudl, poszumns 0,21% 10 mj eye drops, solution 0,21% 10 ml lla 44237 -
Onrinon® Optinol¥
'7 > £ £
’ kparii oui, posunt 0,4% 10 Ma eve drops, solution 0,4% 10 ml e i
WY,y . FNT) -
8 Ommgn I.H‘F?HQHB, Optinol® Intensive, b 44237
kpai ouni 10 M eye drops 10 ml ,
9 Onrmop@ Kt.orwrmn, Optinol® Complete, 1h 44237
kpanmi ouni 10 M eye drops 10 ml
Akea Mapic® Anepmxi, Aqua Maris® Allergy,
10 e . I 47679
cnpe nasanesnil 20 ma nasal spray 20 ml
Axsa Mapic® Bebi, Aqua Maris® Baby,
i1 v . o J [ 44844
kpansi vazasissi 10 mn nasal drops 10 ml
P anin& 2 0
12 Af(Bd Mdpas, . Aqua Maris®, i 44844
kpansi Hasaabui 10 mit nasal drops 10 ml
Hecemepunoni supobu Non-sterile devices
13 Axaa Mapic® Inrencus, Aqua Maris® Intensive, la 56700
cpet HazanbHuf 50 st abo 150 ma nasal spray 50 ml, 150 ml
14 Axra Mapic® Bebi [nTencus, Aqua Maris® Baby Intensive, nasal Ma 56700
cripeit Hatsanhﬂm‘/i 50 ma abo 150 v spray S0 ml, 150 ml i )
Axsa Mapic® Excrpa Crponr, Aqua Maris® Extra Strong, ,
15 P 5 . 1la 56700
cnped HasanpHKi 150 Mn nasal spray 150 ml
- @ S
16 ) A;\Ba.vMapw , ) Aqua Maris®, lla 56700
- cripet Hasassaui 50 ma abo 150 m

say 50 ml, 150 ml

HupexTop/ Angpiii YEKAJITH/
Director Andrii CHEKALIN

Hara pupaai/fssue date: 28.04.202

Honarox 1 nitfesuit npu wasssocti Ceprudikaty B!Hl}OBi}JHDCTi Ne UATR.126 753 23 061 05/
Annex 1 is valid with Certificate of Conforpiity No UA TR 126 753 23 061 05
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Honaror 2/Annex 2
no Ceprugixcary sinnmosignocti Ne UATR.126 753 23 061 0S5/
to Certificate of Conformity Ne UA.TR. 126 753 23 061 05
[lepenix supobmusmx ginsauas / List of production sites

1. Jadran — Galenski Laboratorij d.d. (Svilno 20, 51000 Rijeka, Croatia)
2. Jadran - Galenski Laboratorij d.d. (Pulac 4A, 51000 Rijeka, Croatia)

3. Jadran — Galenski Laboratorij d.d. (Kukuljanovo 301, 51227 Kukuljanovo,

Croatia)
Jupexrop/ Aunapiii MEKAJIIH/
Direcior Andrii CHEKALIN

Jara sunaui/Issue date: 28.04.2023

Hoparox 2 pificnuit npy Haserocti Ceprudirary sianosignocti Ne UA.TR.126 753 23 061 05/
Annex 2 is valid with Certificate of Conformity Ne UA. TR 126 753 23 061 03

Cropinxa 333
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HMexnapauia npo Bignosianicrs Ne 15/2019 (Bepcis 2)

BupoGumk, axpeca Hapau-Tanenceruit JlaGoparopii 1.1,
Ceumno 20, 51000 Piexa, Xopearis

YIIOBHOBAKCHIH HPEICTABHUK B Hpexcrasnuyrso «fupan-Ianencska Jlaboparopis i.1.»,
Ykpaini 01015 M. Kme Byn Haspebka, 16. Tesr,+38 (044) 377-54-16,
Hassa menmunoro sBupody Axpa Mapic®, cnipeii nazaasuui 150 v

BHMOIH TEXHIMITHX Honarox 3 TexHiusoro periaMeity mox0 MeIHYHHX BHPpoDiB
persiaMentis {OCHOBHL BUMOTH [UIS MENHUYHKX BHpoOIB), 3arsepmxenoro Toe-

ranosoto KMY sig 2,10.2013 p. Ne753
Hpoucxypa Texuiamoro permaven-  TOXHIMHIH PErmaMeHT OO MCIMIHHX BUPOOLB (3aTBCPIKCHITT
TY WO 3aCTOCOBYETHCS TTocranosow KMY eig 02 sowsrus 2013 poxy Ne753) — Hoagarox
NG 3‘ 3a6€3neqemm (pymmiox’iylsamm ROMIULQKCHOT CHCTCMH Yii-
Kirac Gesnekn Ita
Konza HK 024:2019 56700 — Hecrepribunit COMbOBHN POTIHH A IPOMHBAHHA HOCA
Haspa Ta anpeca, 3a sxoro 30epira-  [pexcrapmnnrso «apan-Tanencoka JlaGoparopis mn,

€ThCS TCXHIYHA JOKYMCHTAIIN 3 OIOID M. Kuis, sy Jaspebka, 16, Tem,+38 (044) 377-54-16,
HLATBEPMHKCHHA BIAHOBLIHOCT Soharmagsom

Hara odopvnenus 28.04.2023
Hexnapauis mifcua 02.06.2024
Ceprudixar sianosiocti Ne UA. TR. 126 753 23 061 05, suarmit TOB «Hociinanit me-

MuHni nentp ceprudirauii» 28.04.2023

Jexnapaniino CKIafeHo Hi HITKOBHTY BLATTOBIAAABHICTS B

Hignmue ynosHoBaKeHOro Ope-
craBHHKA B 0codi [lupexTopa paxaii LO,
HpegeraBauursa «HAapau- ’
Fanencsra JaGoparopis a.»

MpeaCToRsmo »NADRGH-TOASHOERG AGBOROTORIN A.4.0 8 YD
GHOS, w. Kade, gya. AQepobrg, 18
A {0d44) 377-854-16, (0445 3775437




OPMAH 3 QUIHKK BIANOBIAHOCT!
TOB «JOCTIAHWM MEQWMYHWN LUEHTP CEPTUOIKALL

CEPTUDIKAT HA CHCTEMY VHPABJUHHEH SKICTIO
Ouality Management System Certificate

Ne A 126 Q85 23 061 04

Bupobnuw/ Manufacturer: Jadran — Galenski Laboratorij d.d./
Hapawn ~ Danencskni daboparopiit o

Anxpecaldddress: Svilnoe 20, Rijeka 51008, sz&ﬁai
Caimsio 20, Piexa S1000, Xopraris

Biznowinae wamoran: JJUTY EN ISO 134852018 (EN ISO 13485:2016, IDT
ISO 134858:2016, IDT), Bupobn senmani. Cuoremu yrpassiups  SKiovio.
RBavmors moxe peryapanus, [ Meets the requirements of DSTU EN ISC
[3485:2018 (EN ISO 13485:2016, IDT; ISO 13485:2016, 1D7). Medical devices.
Ouadity management svstems. Requirements for regulatory purposes.

Cdepa  sacrocysamus:  Poapoebua, supoSupurBe T8 POINORCIOHNONHN
CTEPHALHNX T8 secrepwanuuy poyvimin (cnpel, wpanad, podwnmyg  miy
tuewom) Scope: Development, mamgfacture and distriburion of sterile and non-
sterile solutions (spravs, drops, pressurised solutions)

Hoaareosa indopaanis / Additional imformation: Tepenix supo0Haunyg ALIBBRIE SA3Mavenui ¥

Eksxlaﬂw Nol, mo € pesia’eMEOK HaoTHEON 1oro Copradikary e CHCTEMY YIPIRRIHUR

ﬁfx;m;{) The list of production sites indivated in Annex 1 which is the integral parls of the
Cuality Management Sysiem Certificate

{ \,pliéd}ﬁ\al przannd na sasiny Copradikara g cnoromy yipasainss sxiovo NeUA HI6 Q83
2 061 03 (nara nepsuuyol ceprudivandi 03.06.2019) / To replace the Quality Management

PIRS

*wm w Certiffcate NoUdA 126 Q83 22 061 03 Gnidial certification dote (83.06.2018),
Pioaenus/Decizion: Ne §61-Hd Jilcsal o/ fffective Jaie: 28843023
Hara sunauiilssue date: TRO4.2023 Jionuwit ol Fxpiry date: 02,06 2028

SV e,

Hupexcrop/ Anapiit WEKAJIH /
Dirvecior Andrii CHEKALIN

RN Y JTY.
Y3 OREHKY SLINOBIEOCTE
i

wicn Bady




Hoaarox Vdmex |
a0 Ceprudixaty Ha cncremy ynpasinus swicrioNe UA126 Q85 23 061 04/
to Quality Management System Cervtificate NelUid 126 085 23 061 04

Hepenix supobunuux massuns! Lisi of production sites

1. Jadran ~ Galenski Laboratorij d.d. (Svilno 20, 51000 Rijeka, Croatia)
2. Jadran — Galenski Laboratorij d.d. (Pulac 4A, 51000 Rijeka, Croatia)

3. Jadran — Galenski Laboratorij d.d. (Kukuljanovo 301, 31227 Kukuljanove,

Croatia)
Jupexrop/ Anapiit HEKAJIH /
Director Andriit CHEKALIN

Hara smiayi/fssue date: 28.04.2023

Honarox 1 gificrnil npu nassrocr] Cepradivaty va cucremy yupasginus axicro Ne UA 126 Q8523 061 04/
Annex 1is valid with Quality Management System Certificaie Ne UA 126 083 23 061 04

Cropiunal 3 2
Hporynor Xorkesiss D, 38, sioro Kale, Q2084 Yepaing - offiosthirnosin ua - wva divios inns —ven 435044 Pr7ans




OPTAH 3 OUIHKKY BIANOBIOHOCT]
TOB «,{iiﬁ}afi ,QHMM MEQYHIAW LLEHTP CEPTUDIKALI

N
S8}

RERRI

SO

YN ¥ Y OERHN
!-%&i\a:em M;mm SPCTHR SHOHOMIMHOID POIBUTKY | TOPNISIE Yepaing

2 ppassy UATRITES

Bty 06.03.2018 p. Ned20 vz sig 11122018 p. Ne723

CEPTUOIKAT BIHOBLAHOCTI

Certificate of Conjormity

Ne UAVTR.I26 753 23 061 05

Buapoebsux/ Manfaciurer:
Anpeea/dddress:

Yoosnosswenni

upeaeTanHEk 8 Yipaiui /

Authorized representetive:

Hpoayemds / Product:

Blanosbiae suveiay /
Conforms with
requirements of!

Hpoeneayps Vexubanorsg
pevasMenty [ Technical
regulation procvedire:

Honayxopy ndopasis /
Additional information:

Jadran ~ Galenski Labaratord od.d./
Hopaw ~ Danesewris Hadopamapiit 3.0

Svilno 28, 5318086 Rijeka, Croatin /
Calanne 20, 31060 Piera, Xopeamia

Hpenevapmuurse «Hapas ~ Duaenesia aafoparopis i an

sy Jasperka, 16, v Kaly, 01015, Yipalaa

Ten.: +38 (044) 377 5416, regulatoryi@jglpharma.com

Kon CHAPTIOV: 26558538

Crepmind 18 secrepuanil posyman (cupel, Kpamd, DETURER
T ‘}‘mmm} ! Sterife and nowesterife solutions Sprays, drops,

presyurized soludions)

Hepente vemuuuux pupotis saswauennit v Jomarsy Ne 1, nio ¢
HERLUEMHEOW vacTaaore groro Copradivary strosinuoeery! The
fist of medicad devices indicated n Avnex 1 which ix the integral
part of the Certificate of Conjoraity

Texuignoro periEMenTy WoAo MORRIHIK Bupobis (sareepikenni
Hocranopow KMY sin 02 wowran 2013 poxy NeT83) /Technicul
reguiation en medical devices fappraved by Decrecs of Cabinet of
Ministers of Ulraine No733 duted Ociober 02, 2013)

Homprox N3 — 2a0esneucrns QyasiionyRaams  goMimsrenai
CHOYEMN }’Biipaﬁ.il‘f}ﬂm swierto {Bey pepesiprw npoekry) / danex 37
ensuring of functioning of Jildl qualiny asviwance system (without
design examination)

Ulepenix pupofnmaes Alrsims sasnavesni v Joaary N2, o ©

uesiy’eMuor sacThuow weore Cepradirary plnosimoen / The
list of production sites indicated in Avpex 2 which is the wiegrid

pares of the Certificate of Conformity

Ceprudinar praasud ga saniny Copradicams wianonianonti
NUATRIZE 753 19 061 (2 (uara nepsmiuol ceprudiraui

03.06.2019) 7/ To replace the Certificare of Conformity
NOUA TR A26 733 19061 02 (nitiad certification dage 03.06.2018)

Pligenng { Declsion: No §61-H4 Hidtesudt 1 7 Effective dore: 2884, 26%2'%
Hara sumaat / Tssue dove: 28,04, 2023 o Hittonwdt no / Bxpivy date: §2.86.2024

Aupexvop/
Direcior

‘w seees coprnddey bi;l‘iui?h

Cropinxa 1z 3

Anppifi YEKAJNIR/
Ardeii CHEKALIN

7 TRIET




Hoparox Vdnnex |
ae Cepradixary sianosimocri Ne UATR126 753 23 061 05/
to Certificate of Conformity Ne UATR. 126 753 23 061 (1)
Hepeaix mexaanmx supobis / List of medical devices

Hafimesynaunn Halimenysanus Koaza HK
o Mepnunoroe supody MeIIHOro Bupoly Kaae/ | 024:2019/
B YRPATHCHKOID MOBOW/ AUPNIHCLKOI0 MOBOHY Class GMDY
Ukrainian product name English product name Clode
1 2 3 4 5
Cemepuzani gupois Stervile devices
% 1 & 5 o™ Plie
| A;\)ia Mapic I}mc;c, Aqua Maris R Plus, 1a 44844
crpel rasasnd 30 mo nasal spray 30 ml
csa Mapic®, Agua Maris®, . -
2 %}M AR y ;Xq\& A ‘[V ! E Ha 47638
cupedt ang ropaa 30 va spray for throat 30 ml
3 Axna Mapic® Crpowr, Agua Maris® Strong, Ha 44844
capel sasansrd 30 wn nasal spray 30 ml '
4 fu\ﬁ.a Mapui > Agua Max‘m : la 44844
cripelt sazaneAni 30 M ssasal spray 30 mi
5 Axsa Mapic® Knacik, Agua Maris® Classic, i 44844
' cnpedt sazannaui 30 Ma nasal spray 30 ml
6 Ounrinon®, Optinol®, la 44937
kpangi ovsi, posuus ,21% 10 ma eve drops, solution 0,21% 10 mli o
- Ourrinon®, Optinol®, .
/ . . < v ADZ lla 44237
xparuti ouni, posuns 0,4% 10 Mn eye drops, sclution 0,4% 10 ml
3 Osrrinos® Irrencus, Optinol™ Intensive, 1 44237
kpam oy 10 Ma eye drops 10 mi ' N
9 Ourvinond® Konmnair, Optinol® Complete, b 44237
) Kpanai ounl 10 wi eye drops 10 mi ' -
10 Axsa Mapic® Anepai, Aqua Maris® Allergy, : 47670
cnpeit nasanbHuii 20 wo nasal spray 20 ml
T Axna Mapic® Bedi, Aqua Maris® Baby, ; 44844
xparti gazansni 10 ma nasal drops 10 ml e )
o Manio® o R
12 Af\ml Ma.p.z% . Agua Maris®, i 44844
Kpargt Hasaneai 10 ma nasal drops 10 ml
Hecmepussiil supoiin Nos-sterile devices
13 Axsa Mapic® lnrencus, Agqua Maris® Intensive, s 56700
. v o - = - PRISEAVIY
cripedt masansuai 30 v albo 150 M nasal spray 30 ml, 150 mi
14 Axsa Mapic® Bebi lureucus, Aqua Maris® Baby Intensive, nasal lla 56700
cupedt nazaneuui 50 ma abo 150 Mma spray 56 ml, 150 ml o
15 Axrea Mapic® Excrpa g‘.‘jpomp Agua Maris® Extra Strong, I 56700
‘ copel mazansii 150 wa nasal spray 150 ml ]
16 Axpa Mapic®, . Agua Maris®, a S6700
capet Hazanesaui SO s abo 150 ma shkay 30 ml, 150 mi ‘

Jupexrop/ Anapiit HEKAJIH/
Director Andrii CHEKALIN

Jara sanaw/fssue date: 28.04.202°

HJongrox 1 aificamit upy sagswoott Ceprudirary siguosianoeti Ne UATR. 126 753 23 061 03/
Annex 1 is valid with Certificate of Conformity Ne UA TR 126 753 23 061 03

Cropiaxa 233
floosyna Xorsenmua Mravs 38 miorvs Nuis 02084 Yenatua - offios@irimes in os « wosnne dimies iy us -ren 38 R274081

T «Rage: h/




Hopavor 2/4mnex 2
o Cepradinary signosinnocri Ne UATR.126 753 23 061 05/
to Certificate of Conformity Ne UA.TR 126 733 23 061 03
Hepeaix supobumnx glapuuus / List of production sites

1. Jadran ~ Galenski Laboratorij d.d. (Svilno 20, 51000 Rijeka, Croatia)
2. Jadran ~ Galenski Laboratorij d.d. (Pulac 4A, 51000 Rijeka, Croatia)

3. Jadran — Galenski Laboratorij d.d. (Kukuljanove 301, 51227 Kukuljanovo,

Croatia)
Hupexrop/ Anapiti YEKAJMIH/
Director Andrii CHEKALIN

Hara sugaui/fesue dafe: 28.04.2023

Honaror 2 mitkenw npn wassnocr! Cepradixary pignosianocyi No UA TR 126 753 23 ¢a1 0%/
dnnex 2 is valid with Certificate of Conformity No UATRI26 753 23 061 65

Cropinxa 33 3

{inonvaoy Xomresmia Nrara, 24 pminrs Kuts, D8084. Yimatis -~ offosfRomog in ra - wesy Smea i oo orase SR04 D07aNa




jgled

Hexiiapaunisi npo Bignmosignicre Ne 15/2019

Bupobnuk, ampeca

V1oBHOBaXxeHUM
IIPEICTaBHUK B YKpaiHi

Hassa meanuHoro BupoOy

Bumoru texHiyHuUX
pErIaMeHTIB

IIpouenypa TexuiunOrO
peryiaMeHTy 1o
3aCTOCOBYETHCS

Kiac 6e3nexu

Ha3sBa ta agpeca, 3a axoro
30epira€Tbcs TEXHIYHA
JOKYMEHTAIlis 3

T TBEPIKEHHS
BIJIIIOBITHOCTI

Hata obopmiteHHS
JeKaaparii BIAOBIIHOCTI

Hexmnaparnis aiicHa

CepTudikar BiAMOBITHOCTI

IHixnuc ynoBHOBaKeHOT 0
NpeacTaBHUKA B 0C00i
Jupexropa
IIpencraBHMUITBA
«Sppan-I'anencpka
JlabopaTopis a.1.»

Snpan-T"anencekuit Jlaboparopiit .11.
CaineHO 20, 51000 Pieka, Xopsaris.

lpencrasaunrso «Anpan-I'anencoka Jlaboparopis
.4, 01015, m. Kuis, By1. JIaBpceka, 16
Ten.+38 (044) 377-54-16, office_manager@jgl.com.ua

e ® o o
AxBa Mapic, cipeii HazaabHui 150 mu

Honatok 3 TeXHIYHOTO perimaMenTy 11010 MeIUYHIX
BUPOOIB (OCHOBHI BUMOI'M [UISl MEINYHUX BUPOOIB),
3atBepkenoro Ilocranosoro KMV Big 2.10.2013 p.
Ne753

Texmiynuii permaMeHT MO0 MEAWYHHX BHPOOIB
(3arBepkenuit [ToctanoBoro KMY Bix 02 sxoBTHS 2013
poky Ne753) — Jlogatok Ne 3:

3a0e3NeueHHs] PYHKIIOHYBAHHSA KOMIUIEKCHOI CHCTEMH

YIPAaBIIIHHS AKICTIO (32 BUHSATKOM MIEPEBIPKH IPOEKTY)
ITa

IIpencraBanutso «Anpan-I'anenceka Jlaboparopist
a.1.», 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, sugaunuii TOB
«locniguuii MenuyHUM HEHTP cepTudikaiii»
03.06.2019




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

HA MELJUYHUA

EHTP CEPTUIKALIT

Honarok 1/4nnex 1

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

Iepenik mexuanux BUPoOiB/List of medical devices

HaiiMeHyBaHHSI MeIHYHOT0 BHPOOY

HajlimenyBaHHsA MeIHYHOr0 BHPOOY
. o Kunac/
Ne YKPaiHCbKO0 MOBOK/ AHIIIHCBKOI0 MOBOIO/ Class
Ukrainian product name English product name
1 2 3 -
Cmepunwni eupoou

1 |AkBa Mapic® Iiroc, crpeit HasansHui 30 M1 |Aqua Maris® Plus, nasal spray 30 ml Ila
2 |Axsa Mapic”, cripeit st ropaa 30 M Aqua Maris", spray for throat 30 ml lla
3 |Aksa Mapic® Ctponr, crpeii Hasansani 30 M1 [Aqua Maris” Strong, nasal spray 30 ml lla
4 |Axsa Mapic®, cripeit Hasanbami 30 M Aqua Maris®, nasal spray 30 ml Ila
5 |AxBa Mapic® Knacik, cnipeii HazanbHuit 30 M1 Aqua Maris” Classic,nasal spray 30 ml Ila
6 |Ontinon”, kparui ouHi, posuns 0,21% 10 M |Optinol®™, eye drops, solution 0,21% 10 ml | Ila
7 |Omriron”, kparuii ousi, posunH 0,4% 10 M1 |Optinol®, eye drops, solution 0,4% 10 ml lla
8 |OnTinon® IuTeHCHB, OuHi Kparuti 10 M Optinol® Intensive, eye drops 10 ml IIb

AxBa Mapic® Anepxi, cripeit HazanbHuIt
20 M1

Aqua Maris® Allergy, nasal spray 20 ml

10

Aksa Mapic® Be6i, kparuti Hasanbsi 10 mi

Aqua Maris"” Baby, nasal drops 10 ml

11

Aksa Mapic®, kpamii Hazanbhi 10 M

Aqua Maris®, nasal drops 10 ml

Hecmepuins

Hi gupoou

12

Axsa Mapic” Iatencus, CIIpel Ha3aJIbHUI
50 mi abo 150 M

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

Ila

13

AxBa Mapic” Be6i InTeHcHB, CIIpeH Ha3aJbHUU
50 M a6o 150 mn

Aqua Maris” Baby Intensive, nasal spray
50 ml, 150 ml

Ila

14

AxBa Mapic® Exctpa CtpoHnr, cupei
HasaibHUHM 150 M

Aqua Maris” Extra Strong, nasal spray
150 ml

Ila

15

AkBa Mapic®, crnpelt HazanpHHH 50 M abo

Aqua Maris®, nasal spray 50 ml, 150 ml

Ila

.o

150 MII Q’\J‘)‘KPA"H{!‘;}
* 2 *

3acTynHHK IHpeKTOpa
Deputy Director

0.0. KoposboBa
O. Korolova

o

Honarok 1 nificuuii npu HasBHocTi CepTudikara Bixnosianocti 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 232

nposynok XoTkesuua MHata, 2A, micto Kuis, 02094, YkpaiHa email: office@dmcs.in.ua; www.dmcs.in.ua; Ten: ( 044) 2274061
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