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Medical device name:

Hasea meguyHoro Bupoby:
Declaration of Conformity:
fJeknapauis sionosigHocTi:

OPTINOLS, eye drops, solution 0,21% 10 ml

ONTIHOA®, kpanai ousi, po3unH 0,21 % 10 mn
Ne 10/2024 dtd. 03.06.2024
Ne 10/2024 sig 03.06.2024

Certificate of Conformity: Ne UA. TR. 126 753 24 061 07, issued 03.06,2024 (UA. TR. 126)
Ceprrdirat RignosigHocri: Ne UA. TR. 126 753 24 061 07, suganumii 03.06.2024 {UA. TR. 126)
Manufacturer: Jadran-Galenski Laboratori] d.d., Svilno 20, 51000 Rijeka, Croatia
BupobHuk: Anpan-Fanencexnii Nabopatopiit g.4., Ceiabto 20, 51000 Piexa, Xopeatia
Batch: 289542 Batch size: 20.020
MapTin: 289542 Posmip napTii: 20.020
Date of manufacture: 08.2024. Exp. date: 08.2027.
fara sBupobHuurtea: 08.2024. Mpupathuit go: 08.2027.
CERTIFICATE Ne 170000041562
CEPTHM®IKAT Ne 170000041562
PARAMETERS REQUIREMENTS RESULTS
TNAPAMETPH BUMOTIA PE3YNILTATH
CHARACTERS Clear, colourless or light-yellow solution. Complies
30BHILHINA BUrNAL Mpo3sopuii pozunH eig BesGapeHoro Ao anerka osTyBaToro konb- | Bignoeigae
opy.
CLARITY OF SOLUTION Solution is clear. Complies
NPO30PICTb PO3YNHY Mpozopnit posunH. Bianoeigae
COLOUR OF SOLUTION Solution is not more intensely coloured than reference solution Y6, | Complies
3ABAPBAEHICTE PO3YNHY Poauut He Binbiwe 3abapenetuil Kix pedepeHThMii posdynk Y6, Bignoelpae
DELIVERABLE VOLUME Meet the requirements USP <698>. Complies
OB'€M WO BOCTABAAETHLCA Bianoeigae sumoram USP <698, Bianosigae
OSMOLALITY 0,270 - 0,320 Osmol/kg 0,294 Osmol/kg
OCMONANLHICTR 0,270 - 0,320 Ocmonb/Kr 0,294 Ocmonb/kr
pH 6,0-7,5 6,9
DENSITY 1,002 - 1,012 g/fcm? 1,007 g/cm?®
TYCTHHA 1,002 — 1,012 ¢fcm? 1,007 rfem?
VISCOSITY 4-14 mPas 8 mPas
B'A3KICTD 4-14 mltac 8 mlMac
STERILITY Solution has to be sterile. Complies
CTEPUNBHICTD PosuuH mae Gyt cTepuasHUM, Biznogigae
IDENTIFICATION OF A purple-pink ring is farmed on the phase border. Complies
SODIUM HYALURONATE
{chemical reaction}
IAEHTUSIKALIIA HATPIIO Ha mexi posainy daz yTaopioeThea AYpAyPHO-pOMEsE KinbLe. Bignosinae
NANYPOHATY
{ximiuHa peakiin)

JADRAN-GALENSKI LABORATORL d.d. = 51000 RIJEKA @ Svilno 20 CROATIA = +385 51660 700 0 www.lgl.hr
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Certification statement, | hereby certify that all manufacturing stages (including packaging/labeling} and quality control of this batch
of product have been carried out in full compliance with stated requirements. Records of production, packaging and quality control
data complies with the Speclfication described in the Technical file.

3anBa npo cepradikayito. Uum A nigTeepamyio, wo Bei BupoBHuvi cTapii {BrmONBtONM NaKYBAHHA Ta MAPKYBAHHRA), 3 TAKOMK
KOHTpOAL AKoCTi Liel napTil 6yno nposeAsHs y noBHIi BiAANOBIAHOCTI 40 BCTAHOBAGHWX BUMOF, MPOTOKOAU BUPOBHULTEA Ta Nary-
BAHHA, BUCHOBKM KOHTPOA AKocTi sianosiganTs cneuudikayii Bupoby, 1o € yacTUHo TexHIuHOT AoKRyMeHTauil.

Stamp Qualified Person
MNevatka VriosHosaseHa ocoba Valentina Stdlic
Date of release: g ?{ tol 10 341 Signature .

[Hata sunycky: Nianuc V ?
Date of CoA signature:
fara nignucy ceptudirara; ‘{5{ MI o ?C}
53
ol @ IGL d.d.
vilna 20
j 27 BE Ricke

JADRAN-GALENSK| LABORATORLS d.d. = 51000 RIJEKA © Svilno 20 9 CROATIA = +385 51660 7000 www.jglhr

Optinol®, eye drops, solution 0,21% 10 ml - 289542 - UA 2/2
Reference CoA: v2
13.11.24




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
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Jomaror 2/ dnnex 2
a0 Cepradivary shmosiapocri Ne UATRA26 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)

N

oo

Anapifi YEKAJIH
Andrii CHEKALIN

Huperxrop/
Lirecior

Hara sapaal/ Issue date: 83.06.202

Honarvox 2 giffcwadt nps vassuocyi Cepradixary ripnosianoctt Ne UATR. 126 753 24 061 07/
Annex 2 ks valid with Certificate of Conformity Ne UATR126 753 34 061 97

Cropinga 33 3
i




Hexapanis npo BignmoBigHicts Ne 10/2024

Bupobnuk, agpeca

VOBHOBa)K€HUI PEJACTaBHUK B
Vkpaini

Hazea meguanOro BUpoOy

Bumoru TexHIYHUX
perjiaMeHTiB

IIponexypa Texniunoro
PETJIaMEHTY, IO 3aCTOCOBYETHCS

Kmnac Gesnexu
Konx 3a HK 024:2023

Hazsga ta anpeca, 3a K00
30epiracThCcs TEXHIYHA
JIOKYMEHTAITiS 3 MiATBEPKEHHS
BiAIOBigHOCTI

Ceptudikat BiqnoBigHOCTI

Hara odopmnenns
Hexnaparis giiicHa

Jexnapartiito CKiIaeHo i IiIIKOBUTY BiANIOBiAaAbHICTE B

igmac ynmoBHOBaXXeHOTO
NPeACTABHAKA B 0c00i
Jupexropa [IpencraBEunTBa
«Snpan-T'anencoka JIaGopaTopin
AO»

Snpan-T'anencekuit Jlaboparopiit 1.1.
CsinsHo 20, 51000 Piexa, XopBaris

IIpencraBaunTBo «Snpan-I'anencska Jlabopatopis a.1.»,
01015, m. Kuis, Byin. JlaBpceka, 16. Ten.+38 (044) 377-54-16,

I OO
L. AN

Onrinoa®, kpamii ouni, pozunn 0,21% 10 mu

Honatok 3 (6e3 1m.8-11) TexHIUHOTO periaMeHTy MO0 MEIUIHUX
BUPOOiB (OCHOBHI BUMOTH JUIsl MEAUIHUX BUPOOGiB),
3arBepaxenoro IlocranoBoro KMY Bix 2.10.2013 p. Ne753

TexHiuHME periaMeHT moI0 MEIUIHUX BUPOOIB (3aTBEpAKEHUN
ITocranoBoio KMV Big 02 >xoBtHS 2013 poky Ne753): Jloxgarok 3
— Iopsaok npoBeIeHHs NpoIeAypU 3abe3neueHHs
(GyHKII0HYBaHHS KOMIUIEKCHOI CHCTEMH YITPaBIIiHHA AKicTiO (03
m.8-11)

ITa
44237 — JlyOpuKkaHT Juis JTIKyBaHHS CUHAPOMY CyXOTO OKa
IIpencraBaunTBo «Snpan-I"anencrka Jlabopatopis a.1.»,

01015, m. Kuis, Byin. JlaBpceka, 16. Ten.+38 (044) 377-54-16,

N
AOITINATIVIS SOm
LLERTALM AL AN

e
ARSI

Ne UA. TR. 126 753 24 061 07, sumanuit TOB «Jlocnigamit
MeandHUH 1eHTp ceptudikanii» 03.06.2024

03.06.2024
02.06.2029

Kapaxaii 1.O.

MHeACTIEHALTES «HARTIHT GASHCEKS ACBOROMDE ALA.» B YRECHH
01015, . Kutis, sya. Acepcbrd, 16
oA (044 377-84-16. (044 377-54-17




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 MasHuin’ List of production sites

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

Juperrop/ Anjipiit YUEKAJIIH
Director Andrii CHEKALIN

Jara sunaui//ssue date: 03.06.

Homatox 2 mittenuit mpn magsiocti Ceprudixary sinmopinuoceti Ne UA TR 126 753 24 061 07/
Annex 2 is validwith Certificate of Covformity Ne UA.TR. 126 753 24 061 07

Cropifika 3 33
Mposynox XoTreruus Muars, 24, Muie, 02084, Yenalvs - office@dmesinus - wwadmes.n.ua -rery +380044) 2274081
pof SAPTIOY 38157062 - lpeurtwditalifturi vomep npysHaqesomn Oprany UA TR A28




>

L

/%p

/f/%
7
4

.
7

Nexaapanisi mpo BignoBignicts Ne 10/2024

Bupo6nuk, aapeca

YmoBHOBaXKEHHI PEICTABHUK B
Vkpaini

Haszsa MeauunOr0 BUpOOY

BuMorn TexHIYHUX
periaaMeHTiB

[Mponenypa TexHigHOTO
peTrJIaMeHTY, 10 3aCTOCOBY€EThCS

Knac Oesnexu
Kox 3a HK 024:2023

Hassa Ta agpeca, 3a K010
30epira€Tscsl TEXHITHA
JIOKYMEHTAITiS 3 TiATBEePKEHHS
BigmoBimHOCTI

Ceprudikar BiAmoBiAHOCTI

Jlara oopmieHHs
Jexmaparris milicHa

Jeknapariro CKIaaeHo il IiIKOBHTY BiIOBIJATBHICTE Bl

ITigmnce ynoBHOBAXKEHOT0
NpeACTABHUKA B 0€00i
Jupexropa IlpeacraBHANTBA

«SAnpan-T'anencska Jlaboparopis

LA

SAnpan-Tanencekuii JlJaGoparopiii a.1.
CsinbHo 20, 51000 Piexa, Xopsaris

[pencraBaumTBo «Sapan-Ianenceka Jlaboparopis a.4.»,
01015 M. KuiB, Byn HaBpCLKa 16. Ten.+38 (044) 377-54-16,

OnTinon®, kpamwrti ouni, pozunn 0,21% 10 ma

Jonarox 3 (6e3 n.8-11) TexHIYHOro periaMeHTy mo0 MeIUIHUX
BHUPOOiB (OCHOBHI BUMOTH AJI MEUYHUX BHUPOGiB),
3arBepmxenHoro [locranoBoro KMV Bix 2.10.2013 p. Ne753

TexHiuHM# periaMeHT 00 MEJUYHUX BUPOOiB (3aTBEpIHKEHUH
[TocranoBoro KMY Bix 02 sxoBtHs 2013 poky Ne753): Joxarok 3
— Iops ok mpoBeAeHH: MPoLeAypH 3a0e3MedeHHS

(GyHKI1OHYBaHHS KOMIUIEKCHOI CUCTEMH YTIpaBIiHHA sKicTio (63

n.8-11)
Ila

44237 — JIyOpukaHT 1151 TIKyBaHHSI CHHAPOMY CyXOTO OKa

[pencraBaumTBo «Sapan-Iamenceka Jlaboparopis A.4.»,
01015 M. KmB BYIL. JIaBpCLKa 16. Ten.+38 (044) 377-54-16,

Ne UA. TR. 126 753 24 061 07, supanuii TOB «Jocmigamii
MeauuHui TeHTp ceprudikamii» 03.06.2024

03.06.2024
02.06.2029

MpeacTapHao «SapoH-TaseHCEG AQBOROTORIN A48+ B YRDCIH

D105, M, Kudle, sya, Acepoexa, 10
e, (044) 377-54-16, (044) 377-54-17
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I[elc.ﬂapauih npo Bignosignicts Ne 11/2019 (Bepcis 3)

Bupo6nuk, agpeca

VYI10BHOBa)KE€HU IIPEICTaBHUK B
VYkpaini

Hazsa meauanoro BupoOy
BumMoru TexHIgHEX

periIaMCHTIB

IMpouemypa TexHIYHOTO periTaMeH-
TY IO 3aCTOCOBYETHCS

Kinac 6e3mexu

Koy 3a HK 024:2023

HazsBa Ta anpeca, 3a sikoro 36epira-
€THCS TCXHIYHA JOKYMCHTAIIIS 3
MiATBEP/PKCHHS BiIIOBIHOCTI
Ceprtudikar BiamosigHOCTI

Hara opopmiteHHS
Jexnaparris giicHa

Jlexiapanito CKJIaIcHO IiJ] IUIKOBUTY BIIIOBIIAJILHICTS BURPOOHN KA.

IMigmac ynoBHOBa)XkeHOr0 pes-
CTaBHHUKA B 0c00i /{upexTopa
IpeacrasaunTBa «Sapan-
I'anencnbka JlaGoparopis a.1.»

SAnpan-T'anencekuit Jlaboparopii a.1.
CsinbaO 20, 51000 Piexa, XopBatis

IMpencraBaunurBo «Aapan-Ianenceka JlaGoparopis a.1.»,
01015, M. Kuis, By. JIaBpCLKa 16. Ten.+38 (044) 377-54-16,

RN

OnTinoa®, kpanii ouni, po3uns 0,21% 10 ma

Honarok 3 TexHi4HOTO peraaMeHTy o0 MEJUIHIX BUPOOiB
(ocHOBHI BUMOTH 11 MEAMYHIX BUPOOiB), 3aTBeppxeHoro Iloc-
taHOBOO KMY Bix 2.10.2013 p. Ne753

TexHIYHUH periaMeHT 010 MEMYHIX BUPOOIB (3aTBEPHKCHUN
ITocranoBoro KMY Bix 02 >xoBtHS 2013 poxy Ne753) — logarok
Ne 3: 3a6e3neueHHs QyHKIIIOHYBaHHS KOMIUIEKCHOT CHCTEMH YII-
PaBJIiHHA SKICTIO (32 BUHATKOM IIEPEBIPKY IIPOEKTY)

ITa
44237 — JlyOpukaHT JyIs JIIKyBaHHS CHHJIPOMY CYXOI'0 OKa

IMpeacraBuunTBo «Sapan-Tanenceka Jlaboparopis a.1.»,
01015 M. KmB Ble JIachmca 16. Ten.+38 (044) 377-54-16,

\\
YO

Ne UA. TR. 126 753 23 061 06, Bumauuit TOB «Jlocmiguuii Me-
JaHUE neHTp ceprudikariin 04.12.2023

08.12.2023
02.06.2024

apaxau 1.O.

Mpeacwisime GlapaaasHoa AQGapampis a.am 8 YDl
OHO18, M, e, Bva. Aceporry, 16
Tan, (044) 377-54-16, (044) 377-84-17




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




Hexnapauia npo Bignosianicrs Ne 11/2019 (Bepcis 2)

BupoGumk, axpeca

YIIOBHOBAKCHIH HPEICTABHUK B
Ykpaini

Hassa menmunoro sBupody
BHMOIH TEXHIMITHX

persiaMentis

Hpoucxypa TCXHIMHOrO POrIaMeH-
TY L0 3aCTOCOBYETHLCH

Kutac Gesrexu

Kon za HK 024:2019

Haspa Ta axpeca, 3a koo 30epira-
ETHCS TeXHIYHA JOKYMCHTAS 3
HLATBEPMHKCHHA BIAHOBLIHOCT

1T . )

Hara odopvnenus

Hexnapauis mifcua

Ceprudixar sianosirocyi

Jexnapaniino CKIafeHo Hi HITKOBHTY BLATTOBIAAABHICTS B

Hignmue ynosHoBaKeHOro Ope-
CTaBHHUKA B 0c00i JlupexTopa
HpegeraBauursa «HAapau-
Fanencsra JaGoparopis a.»

MpeaCrRsmo »SAnai-UASHOERG AGBOROTCGRIN &
GHOS, w. Kade, gya. AQepobrg, 18
A {0d44) 377-854-16, (0445 3775437

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

Hpeucrapannrso «Supan-Ianercsra Jlaboparopis i1,
01015 M. Kme Byn Haspebka, 16. Tesr,+38 (044) 377-54-16,

Ourinea®

, Kpanai ouri, pozunn 0,21% 10 ma

Honarox 3 TexHiusoro periaMeity mox0 MeIHYHHX BHPpoDiB
{OCHOBHL BUMOTH [UIS MENHUYHKX BHpoOIB), 3arsepmxenoro Toe-
ranosoto KMY sig 2,10.2013 p. Ne753

Texuianmi pCraaMeHT HOA0 MCAMIHAX BUPODIB (3aTBCPIKCHMI
TTocranosow KMY eig 02 sowsrus 2013 poxy Ne753) — Hoagarox
NG 3‘ 3a6€3neqemm (pymmiox’iylsamm ROMIULQKCHOT CHCTCMH Yii-
a

44237 — JlySpukanTt aus JMKYBAHHS CHHAPOMY CYXOro OKa
[pencrapnunreo «Hnpan-Tanencska JaGoparopis m»,

01013 M. Kuis, sy flaspeeka, 16, Tenx+38 (044) 377-54-16,

ot el
Soharmagsem

28.04.2023
02.06.2024

Ne UA. TR, 126 753 23 061 05, suzasmit TOB « Hoci it me-
MuHni nentp ceprudirauii» 28.04.2023

paxaii L.O,

A0 8 Yepcia




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
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Jexkaapauis npo BianoBigHicts Ne 11/2019

Bupo0Huxk, agpeca

YTHOBHOBaKEHUI
MIPEJICTAaBHUK B YKpaiHi

Ha3ea meauuHoro BUpooy

BuMoru rexH14HAX
perIaMeHTIB

[Ipouenypa TexHiuHOTrO
periamMeHTy 1o
3aCTOCOBYETHCS

Kuac 6e3mnexu

Ha3ssa Ta agpeca, 3a siK0r0
30epiraeTbcs TEXHIYHA
JIOKyMEHTAITIs 3

i ITBEPKEHHS
BIJITTOB1THOCTI

Jlata opopmiieHHs
JeKIapalii BiAMOBITHOCTI

Jexnaparis mificHa

Ceprudikar BiAMOBIIHOCTI

Ilinnuc ynoBHOBaKeHOT O
NpeACTAaBHUKA B 0C00i
Jupexropa
IIpeacraBuunrsa «Sapan-
I'anencnka Jlabopartopis

i §9) 8923

Snpan-TIanencekuii Jlabopatopiit 1.1.
CainbHO 20, 51000 Pieka, XopBartis.

[TpencraBuunTBo «Snpan-Ianenceka Jlabopatopis
a.1.», 01015, m. Kuis, Byn. JlaBpceka, 16
Ten.+38 (044) 377-54-16, office_manager@jgl.com.ua

OHTiHOJI®, Kpanii ouHi, po34uH 0,21% 10 ma

Hoxaarok 3 TeXHIYHOIrO perjiaMeHTy 1040 MEANYHUX
BUPOOIB (OCHOBHI BUMOTH /I MEAUYHUX BUPOOIB),
3arBepkeHoro [locrtanosoro KMV Bix 2.10.2013 p.
Ne753

TexHIYHMA periamMeHT MO0 MEIUYHUX BUPOOIB
(3arBepmkenuii [TocranoBoro KMV Bix 02 xoBtHs 2013
poxy Ne753) — [TonaTox Ne 3:

3a0e3nedeHHs GyHKIIOHYBaHHS KOMIUIEKCHOT CUCTEMH
YIIPaBIiHHSA AKICTIO (32 BUHATKOM MIEPEBIPKU MTPOCKTY)
ITa

[IpencraBuuuTBo «SAnpan-I'anencerka Jlaboparopis
n.a.», 01015, m. Kuis, Byn. JlaBpceka, 16
Ten.+38 (044) 377-54-16, office_manager@)jgl.com.ua

03.06.2019

02.06.2024

No UA. TR. 126 753 19 061 02, Bunanuii Jlocmigaum
MeIUYHUM TieHTpoM ceptudikartii Bijx 03.06.2019

B =




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



OPI'AH 3 OIIHKH BUIMOBIIHOCTI
JEPKABHE OIANPUEMCTBO
«IEPAKABHUM MEAUYHUI IIEHTP CEPTH®IKAIID»
MIHICTEPCTBA OXOPOHHU 310POB’SI YKPATHH

Ceprudirkar
BiAIOBIAHOCTI

03 Ymiﬂ“

wi1se
ISO/IEC 17085 |

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

Miernie BHpoOHBEUTRA; Aaxpeca: Svilno 20, 51000 Rijeka, Croatia
Tenedon: +385 (0) 51 660 767
E-mail: jgl@jal.hr
www.jgl.hr

YnosroBaReHUH Mpeacrasunureo «Aapan-Iagencska Jlabopatopis . i1
OPSACTABHEK B Y KpaiHi: Byn. Mockorerka 43/11, M. Kuis, 01015, Ykpaina;
Tesn.: ~38 (044) 377 54 16 (17), Qaxe: +38 (044) 377 54 18;
E-mail: office_manager@jgl.com.ua
www.jadran.com.ua

Hpoayxitis:; Cupei Haza pHi, crpel AJ ropaa, Kpanai Hasaabhi, KpanJi O*IHl
Tlepenik MenHUHUX BUPOOIB 3a3HaueHuil y ,HO,I&TK\ No 1, 1110 ¢ BeBif eMHOK)
yacTHHOW Hkoro Ceprudikaty BignosiaHoCTI.

Bianosinae Bumoram: TexuiqHOro peraMenTy MO0 MEAHUHIX BUPOOIB (3aTREp/UKEHHUH
Iloctaroroto KMY Bin 02 xosrra 2013 poxy Ne753) ~ Honatok Ne 3:
sabelneuens QyHKIiOHYBAHHS KOMIUISKCHOT CHCTEMH YIPAB/IHHA AKICTEO
(33 BUHATKOM HEPEBIPKH NPOCKTY)

Jonatkora indopmaris: Ha saminy Ceprudikary signosigmocri NeUA.TR.067.2.6-16

Cepradixat BHAHO Hepxasne nianpuemMcrso «/lepxanuuil Meuunuii uenTp ceprudixamii»
OpraHoM 3 OIHKH MO3 Vkpainu: nposyiok Xorkesuua ['nata, 2A, M. Kiuis, 02094, Ykpaina.
BIIIIORINHOCTI; Haxas MinicTepeTBa eKOHOMIMHOTO PO3BHTKY i TopriBni YKpainu Bia

20.05.2014 p. No 579; nomep npuznagenoro oprasny UA. TR.067
Piunenns Ne: 331-110

Hiticnpii 20 16.06.2017

Yaj, g
‘m“v

¢ B
4 .Q&, sl

Aupexrop

Hara paaaur 16,06.2017

e o
HnanicTs ceovudisara siAN0BIAROCTE MORHA Tiepesipaty 8 Gasi i ¥ 5eofiinkn wianosiznocti,
W0 poasimens 1A ywivw dnes.com.ua 800 38 Teredoros: Taetiaa ) 296-10-1 1 !
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Honarox Ne 1

Ao Ceprudixary sianosiznocti Ne R3M 191 331 Bl

Hepenixk meamunux Bupobis

Knac
jji Haitmenypanus meamanux supoGis MEANYHOTO
BUPODY

1 | Aksa Mapic® ITmoc cnpet Hasamsani (30 ma Nel) Ha

2 | Axsa Mapic® cnpeit as ropaa (30 ma Nel) Ia

3 | Akea Mapic® Crponr cnpedt HazanpHui (30 Ma Nel) Ia

4 | Akma Mapic® cnpei Izlmé'mbﬂﬁﬁ (30 mr Nel; 50 Mo Nel; IUO.M}I stl; 150 ma Mel; Ha

50 M2 3 HacanKo1o IR AiTel Nel: 150 m21 3 Bacaaxow Ans aiteit Nel)

5 | Axsa Mapic® Cenc, cnpeit HA3ATBRUI (20 M Nel) ' | ; ' Ha

6 | Axma Mapic®, Kpamti HazaneHi (10 Ma Nel) ‘ Ha

¢ i OHﬁH(}ﬂ@ (0.21% xparii ouni 10 yn Net; 0,40 % kpart ouri 10 ma Nel) 1a

8 | Owrigon® Tarencus, kpam ousi (10 v Nel) | Ila

Anpektop

Aosarox piiteunt npu gassuoeT Ceprudinara sinnosizsocri Mo R3IM 191 331 Bt
3 Tepmitiont aif sia 16.06.2017 poxy #o 15.06.2022 poKy

Cmopinka 2 3 2




JAexkapanist nmpo BigmoBiguicTes Ne 17/2017

BupobHuk, agpeca

YIOBHOBaXKEHUH NPENCTABHUK B
Ykpaini
HasBa Meanunoro Bupo0y

Bumoru TexHiYHMX periaMeHTiB

IIpouenypa Texnignoro
PETIAMEHTY IO 3aCTOCOBYETHCS

Knac 0e3nexku

Hasga Ta agpeca, 3a sixoro
30epiraerbcs TexHigHa
JOKYMEHTAIlisl 3 MiATBEP/DKEHII
BiIIIOBiTHOCTI

Jara obopmileHHs JieKTaparii
BIJIIOBiTHOCTI

Jexmnapartis jpiticHa
Ceptudikat BiIIIOBIIHOCTI
Ilinnuc ynopHoBaxkeHOr0
npeacTaBHUKA B 0c06i
Hupexropa

IlpeacraBunursa «Sapan-
I'anencbka JlaGopartopist x.4.»

MNpeacTasHuuTBO

Snpan-I"anencekuit JlaGoparopiit a.i.
CaurbHO 20, 51000 Piexa, Xopsaris.

IIpenctaBauurso «lnpan-I"anenceka Jlaboparopis
a..», 01015, m. Kuis, Byn. MockoBceka, 43/11
Ten.+38 (044) 377-54-16, www.jadran.com.ua '

Onrinon® 0,21%, xkpanui ouri 10 mux Ne 1

Honarok 3 TeXHIYHOTO periIaMeHTy IoI0
MCJTHYHHIX BEPOOiB (OCHOBHI BUMOTH JUIS MEAMIHIAX
BUpOOIB), 3aTBepLKEeHOr0 IloctanoBoro KMV Bij
2.10.2013 p. Ne753 ‘

Texniunmii persmaMmeHt ImoJ0O ME[MYHHX  BHPOOIB
(3arBeprxennii [locranosoro KMY Bin 02 skoBTHS 2013
poxy Ne753) — Homatox Ne 3:

3a0e31e4eHHs QYHKIIOHYBaHHS KOMILUIEKCHOI CHCTEMH
YIPaBIiHHA AKICTIO (32 BUHSTKOM TICPEBipKH npoeKTy)

ITa

[Ipencrasuunrso «Snpan-lanenceka JlaGopatopis
o.1.», 01015, m. Kuis, Byi1. MockoBcbKa, 43/11 |
Ten.+38 (044) 377-54-16, www.jadran.com.ua

16.06.2017

15.06.2022

NeR3M 191331 B1, Bupanuit 11 « IMIIC»
MO3 Vkpainum Bix 16.06.2017

Kapaxkaii 1.O.
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«fnpaH — aneHcoka NabopaTtopis A A.»
01015, m. Knis, Byn Mockoscbka, 43/11
Ten: (044) 3775416 (17). cbakc 3775418
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Medical device name:

Beclaration of Conformity:
Aeraapaiis 8iAnosiAHCT:
Certificate of Conformity,
CapriudikaeT 81ANOBIAROCTI
Manufacturer:

OPTINOL®, eye drops, solution 0,21% 10 ml

Hazna megmvroro supoby:  ONTIHON®, kpanni ound, posunn 0,21 % 10 mn
Ne 10/2024 did. 02.06.2024
Ne 1072024 8in 03.06.2024
Ne LA TR 26 753 24 061 07, issued 03.06.2024 {UA. TR, 126}

Ne UA. TR, 126 753 24 061 07, euganmia 03.06.2024 {UA. TR, 128}
Jadran-Galenski Laboratory d.d., Sviloo 20, 51000 Rijeka, Croatia

Biepobmms Sapan-TaneHeprii NaBopatopif 2.4, Csineao 20, 51000 Picka, XopsaTis
Batch: 315544 20.460
Maprin: 315544 Poamip naprit;  20.460
Date of manufacture: 09,2024, 09.2027.
Hava supobruyrsa; 09.2024, Apuaardns go: 09,2027,
CERTIFICATE Ne 170000041888
CEPTUOIKAT Ne 170000041888
PARAMETERS  REQUIREMENTS RESULTS
[APAMETPH BMMOT N PE3YNBTATU
CHARACTERS Clear, colourtess or light-vellow sofution. | Complies

IOBHIWHIV BMIrNAL

Mposopuit poame Big 6e3BAPEHOIO D 3ALIKA MOBTYBATOrO KoMy | Bignosinac

opy.

CLARITY OF SOLUTION
NPO30PICTH POUUHY

Solution s clear,
Mposopuit poasmH,

: Complies
gianonigat

COLOUR OF SOLUTION
3ABAPBAEHICTD PO3UMHY

Salution is not mare intensely coloured than reference solution Y6, - Complies

Posuunn we Siapwe 3a6apBaesisid Hin peOEPeHTHIt DO3YMH Y6,

DELIVERABLE VOLUME
OB'E€M IO JOCTABNAETHCH

Meet the requirements USP <6982,
Bianosigac sumoram USP «6Y8>.

Biganosinas

. Complies
. Bignosinac

OSMOLALITY

0,270~ 0,320 Osmol/kg

| 0,294 Csmolfkg

SODIUM HYALURODNATE
{chemical reaction)
HIEHTUDIKALIR HATPIHOD
CANYPOHATY

{ximinma pearuing

Ma reni posainy Oasd yTEOMOETLON NYRIYPHC-POMEBE Kifible,

OCMONBNLHICTE G,270 ~ 0,320 Ocmonn/re 0,294 Qemonb/«e
pH 6.0-7.5 7.0 )
DENSITY 1002 - 1,012 g/om’ 1,007 glem’
FYCTUHA | 1,002 - 1,012 t/em’ 1,007 r/em?
Vo b e
- B’ABKICTL 4-14 pallac & mflac
CSTERILITY Solution has to be sterile, Compliey
CTEPUNBHICTY Pozunn mat Oyru CTepunLHtm, Bianosigac
IDENTIFICATION OF A purple-pink ring is formed on the phase border.

Complies

Bianosinac

FADRAN-GALE NSKE LAR

{

soiuton 0,219 10 mi - J158%<a- UA

ORI, 2 51000 RUERA & Saing ho e 1Y




Certification statement. | hereby certily that alt manufacturing stages {including packaging/labeling) and quality control of this batch
of produrt have been carried out in full compliance with stated requicements. Records of production, packaging and quality control
data complies with the Specification described in the Technical file.

3383 NPO CepTHGIKAUO. LMy 8 DNATECRMYIO, Lo #Ci Bupoluudl Cragl (Srmouaicun NaKYBaHNg 10 MAPDKYBEHHA), 3 TAK0K
ROHTPOAL AROCTI WIET AARTIE DYA0 NPOBEAEHO vy MOBHIA BLANOBIAHOCT A0 BLTAHOBAGHWK BIWMOr. TTROTORONM BUPOBHULLTES Ta NaKy-
BEHMHA, BUIHQBEKK KORTROMAO BKOUY LN Qs

AMNGTH CHEUnGIKAUT 8Upoby, 10 £ HACTIHOK TEXHIMHOT QO Ky M NTI LT,

Stamp Cualified Rersan
flowarka Ynoukogamesa 0coba
Gate of release. ; Signature
Aara srayoky S Mignue
4
Date of Con signatura: : ‘.

fara nignucy ceprudikara

v 2385 51 H60 P00 ¢ wwer]

abion 0,2 1% 10 mi - 3




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 shmosiapocri Ne UATRA26 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)

N

oo

Anapifi YEKAJIH
Andrii CHEKALIN

Huperxrop/
Lirecior

Hara sapaal/ Issue date: 83.06.202

Honarvox 2 giffcwadt nps vassuocyi Cepradixary ripnosianoctt Ne UATR. 126 753 24 061 07/
Annex 2 ks valid with Certificate of Conformity Ne UATR126 753 34 061 97

Cropinga 33 3
i




Hexapanis npo BignmoBigHicts Ne 10/2024

Bupobnuk, agpeca

VOBHOBa)K€HUI PEJACTaBHUK B
Vkpaini

Hazea meguanOro BUpoOy

Bumoru TexHIYHUX
perjiaMeHTiB

IIponexypa Texniunoro
PETJIaMEHTY, IO 3aCTOCOBYETHCS

Kmnac Gesnexu
Konx 3a HK 024:2023

Hazsga ta anpeca, 3a K00
30epiracThCcs TEXHIYHA
JIOKYMEHTAITiS 3 MiATBEPKEHHS
BiAIOBigHOCTI

Ceptudikat BiqnoBigHOCTI

Hara odopmnenns
Hexnaparis giiicHa

Jexnapartiito CKiIaeHo i IiIIKOBUTY BiANIOBiAaAbHICTE B

igmac ynmoBHOBaXXeHOTO
NPeACTABHAKA B 0c00i
Jupexropa [IpencraBEunTBa
«Snpan-T'anencoka JIaGopaTopin
AO»

Snpan-T'anencekuit Jlaboparopiit 1.1.
CsinsHo 20, 51000 Piexa, XopBaris

IIpencraBaunTBo «Snpan-I'anencska Jlabopatopis a.1.»,
01015, m. Kuis, Byin. JlaBpceka, 16. Ten.+38 (044) 377-54-16,

I OO
L. AN

Onrinoa®, kpamii ouni, pozunn 0,21% 10 mu

Honatok 3 (6e3 1m.8-11) TexHIUHOTO periaMeHTy MO0 MEIUIHUX
BUPOOiB (OCHOBHI BUMOTH JUIsl MEAUIHUX BUPOOGiB),
3arBepaxenoro IlocranoBoro KMY Bix 2.10.2013 p. Ne753

TexHiuHME periaMeHT moI0 MEIUIHUX BUPOOIB (3aTBEpAKEHUN
ITocranoBoio KMV Big 02 >xoBtHS 2013 poky Ne753): Jloxgarok 3
— Iopsaok npoBeIeHHs NpoIeAypU 3abe3neueHHs
(GyHKII0HYBaHHS KOMIUIEKCHOI CHCTEMH YITPaBIIiHHA AKicTiO (03
m.8-11)

ITa
44237 — JlyOpuKkaHT Juis JTIKyBaHHS CUHAPOMY CyXOTO OKa
IIpencraBaunTBo «Snpan-I"anencrka Jlabopatopis a.1.»,

01015, m. Kuis, Byin. JlaBpceka, 16. Ten.+38 (044) 377-54-16,

N
AOITINATIVIS SOm
LLERTALM AL AN

e
ARSI

Ne UA. TR. 126 753 24 061 07, sumanuit TOB «Jlocnigamit
MeandHUH 1eHTp ceptudikanii» 03.06.2024

03.06.2024
02.06.2029

Kapaxaii 1.O.

MHeACTIEHALTES «HARTIHT GASHCEKS ACBOROMDE ALA.» B YRECHH
01015, . Kutis, sya. Acepcbrd, 16
oA (044 377-84-16. (044 377-54-17




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 MasHuin’ List of production sites

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

Juperrop/ Anjipiit YUEKAJIIH
Director Andrii CHEKALIN

Jara sunaui//ssue date: 03.06.

Homatox 2 mittenuit mpn magsiocti Ceprudixary sinmopinuoceti Ne UA TR 126 753 24 061 07/
Annex 2 is validwith Certificate of Covformity Ne UA.TR. 126 753 24 061 07

Cropifika 3 33
Mposynox XoTreruus Muars, 24, Muie, 02084, Yenalvs - office@dmesinus - wwadmes.n.ua -rery +380044) 2274081
pof SAPTIOY 38157062 - lpeurtwditalifturi vomep npysHaqesomn Oprany UA TR A28
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Nexaapanisi mpo BignoBignicts Ne 10/2024

Bupo6nuk, aapeca

YmoBHOBaXKEHHI PEICTABHUK B
Vkpaini

Haszsa MeauunOr0 BUpOOY

BuMorn TexHIYHUX
periaaMeHTiB

[Mponenypa TexHigHOTO
peTrJIaMeHTY, 10 3aCTOCOBY€EThCS

Knac Oesnexu
Kox 3a HK 024:2023

Hassa Ta agpeca, 3a K010
30epira€Tscsl TEXHITHA
JIOKYMEHTAITiS 3 TiATBEePKEHHS
BigmoBimHOCTI

Ceprudikar BiAmoBiAHOCTI

Jlara oopmieHHs
Jexmaparris milicHa

Jeknapariro CKIaaeHo il IiIKOBHTY BiIOBIJATBHICTE Bl

ITigmnce ynoBHOBAXKEHOT0
NpeACTABHUKA B 0€00i
Jupexropa IlpeacraBHANTBA

«SAnpan-T'anencska Jlaboparopis

LA

SAnpan-Tanencekuii JlJaGoparopiii a.1.
CsinbHo 20, 51000 Piexa, Xopsaris

[pencraBaumTBo «Sapan-Ianenceka Jlaboparopis a.4.»,
01015 M. KuiB, Byn HaBpCLKa 16. Ten.+38 (044) 377-54-16,

OnTinon®, kpamwrti ouni, pozunn 0,21% 10 ma

Jonarox 3 (6e3 n.8-11) TexHIYHOro periaMeHTy mo0 MeIUIHUX
BHUPOOiB (OCHOBHI BUMOTH AJI MEUYHUX BHUPOGiB),
3arBepmxenHoro [locranoBoro KMV Bix 2.10.2013 p. Ne753

TexHiuHM# periaMeHT 00 MEJUYHUX BUPOOiB (3aTBEpIHKEHUH
[TocranoBoro KMY Bix 02 sxoBtHs 2013 poky Ne753): Joxarok 3
— Iops ok mpoBeAeHH: MPoLeAypH 3a0e3MedeHHS

(GyHKI1OHYBaHHS KOMIUIEKCHOI CUCTEMH YTIpaBIiHHA sKicTio (63

n.8-11)
Ila

44237 — JIyOpukaHT 1151 TIKyBaHHSI CHHAPOMY CyXOTO OKa

[pencraBaumTBo «Sapan-Iamenceka Jlaboparopis A.4.»,
01015 M. KmB BYIL. JIaBpCLKa 16. Ten.+38 (044) 377-54-16,

Ne UA. TR. 126 753 24 061 07, supanuii TOB «Jocmigamii
MeauuHui TeHTp ceprudikamii» 03.06.2024

03.06.2024
02.06.2029

MpeacTapHao «SapoH-TaseHCEG AQBOROTORIN A48+ B YRDCIH

D105, M, Kudle, sya, Acepoexa, 10
e, (044) 377-54-16, (044) 377-54-17
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I[elc.ﬂapauih npo Bignosignicts Ne 11/2019 (Bepcis 3)

Bupo6nuk, agpeca

VYI10BHOBa)KE€HU IIPEICTaBHUK B
VYkpaini

Hazsa meauanoro BupoOy
BumMoru TexHIgHEX

periIaMCHTIB

IMpouemypa TexHIYHOTO periTaMeH-
TY IO 3aCTOCOBYETHCS

Kinac 6e3mexu

Koy 3a HK 024:2023

HazsBa Ta anpeca, 3a sikoro 36epira-
€THCS TCXHIYHA JOKYMCHTAIIIS 3
MiATBEP/PKCHHS BiIIOBIHOCTI
Ceprtudikar BiamosigHOCTI

Hara opopmiteHHS
Jexnaparris giicHa

Jlexiapanito CKJIaIcHO IiJ] IUIKOBUTY BIIIOBIIAJILHICTS BURPOOHN KA.

IMigmac ynoBHOBa)XkeHOr0 pes-
CTaBHHUKA B 0c00i /{upexTopa
IpeacrasaunTBa «Sapan-
I'anencnbka JlaGoparopis a.1.»

SAnpan-T'anencekuit Jlaboparopii a.1.
CsinbaO 20, 51000 Piexa, XopBatis

IMpencraBaunurBo «Aapan-Ianenceka JlaGoparopis a.1.»,
01015, M. Kuis, By. JIaBpCLKa 16. Ten.+38 (044) 377-54-16,

RN

OnTinoa®, kpanii ouni, po3uns 0,21% 10 ma

Honarok 3 TexHi4HOTO peraaMeHTy o0 MEJUIHIX BUPOOiB
(ocHOBHI BUMOTH 11 MEAMYHIX BUPOOiB), 3aTBeppxeHoro Iloc-
taHOBOO KMY Bix 2.10.2013 p. Ne753

TexHIYHUH periaMeHT 010 MEMYHIX BUPOOIB (3aTBEPHKCHUN
ITocranoBoro KMY Bix 02 >xoBtHS 2013 poxy Ne753) — logarok
Ne 3: 3a6e3neueHHs QyHKIIIOHYBaHHS KOMIUIEKCHOT CHCTEMH YII-
PaBJIiHHA SKICTIO (32 BUHATKOM IIEPEBIPKY IIPOEKTY)

ITa
44237 — JlyOpukaHT JyIs JIIKyBaHHS CHHJIPOMY CYXOI'0 OKa

IMpeacraBuunTBo «Sapan-Tanenceka Jlaboparopis a.1.»,
01015 M. KmB Ble JIachmca 16. Ten.+38 (044) 377-54-16,

\\
YO

Ne UA. TR. 126 753 23 061 06, Bumauuit TOB «Jlocmiguuii Me-
JaHUE neHTp ceprudikariin 04.12.2023

08.12.2023
02.06.2024

apaxau 1.O.

Mpeacwisime GlapaaasHoa AQGapampis a.am 8 YDl
OHO18, M, e, Bva. Aceporry, 16
Tan, (044) 377-54-16, (044) 377-84-17




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




Hexnapauia npo Bignosianicrs Ne 11/2019 (Bepcis 2)

BupoGumk, axpeca

YIIOBHOBAKCHIH HPEICTABHUK B
Ykpaini

Hassa menmunoro sBupody
BHMOIH TEXHIMITHX

persiaMentis

Hpoucxypa TCXHIMHOrO POrIaMeH-
TY L0 3aCTOCOBYETHLCH

Kutac Gesrexu

Kon za HK 024:2019

Haspa Ta axpeca, 3a koo 30epira-
ETHCS TeXHIYHA JOKYMCHTAS 3
HLATBEPMHKCHHA BIAHOBLIHOCT

1T . )

Hara odopvnenus

Hexnapauis mifcua

Ceprudixar sianosirocyi

Jexnapaniino CKIafeHo Hi HITKOBHTY BLATTOBIAAABHICTS B

Hignmue ynosHoBaKeHOro Ope-
CTaBHHUKA B 0c00i JlupexTopa
HpegeraBauursa «HAapau-
Fanencsra JaGoparopis a.»

MpeaCrRsmo »SAnai-UASHOERG AGBOROTCGRIN &
GHOS, w. Kade, gya. AQepobrg, 18
A {0d44) 377-854-16, (0445 3775437

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

Hpeucrapannrso «Supan-Ianercsra Jlaboparopis i1,
01015 M. Kme Byn Haspebka, 16. Tesr,+38 (044) 377-54-16,

Ourinea®

, Kpanai ouri, pozunn 0,21% 10 ma

Honarox 3 TexHiusoro periaMeity mox0 MeIHYHHX BHPpoDiB
{OCHOBHL BUMOTH [UIS MENHUYHKX BHpoOIB), 3arsepmxenoro Toe-
ranosoto KMY sig 2,10.2013 p. Ne753

Texuianmi pCraaMeHT HOA0 MCAMIHAX BUPODIB (3aTBCPIKCHMI
TTocranosow KMY eig 02 sowsrus 2013 poxy Ne753) — Hoagarox
NG 3‘ 3a6€3neqemm (pymmiox’iylsamm ROMIULQKCHOT CHCTCMH Yii-
a

44237 — JlySpukanTt aus JMKYBAHHS CHHAPOMY CYXOro OKa
[pencrapnunreo «Hnpan-Tanencska JaGoparopis m»,

01013 M. Kuis, sy flaspeeka, 16, Tenx+38 (044) 377-54-16,

ot el
Soharmagsem

28.04.2023
02.06.2024

Ne UA. TR, 126 753 23 061 05, suzasmit TOB « Hoci it me-
MuHni nentp ceprudirauii» 28.04.2023

paxaii L.O,

A0 8 Yepcia




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




-

Jexkaapauis npo BianoBigHicts Ne 11/2019

Bupo0Huxk, agpeca

YTHOBHOBaKEHUI
MIPEJICTAaBHUK B YKpaiHi

Ha3ea meauuHoro BUpooy

BuMoru rexH14HAX
perIaMeHTIB

[Ipouenypa TexHiuHOTrO
periamMeHTy 1o
3aCTOCOBYETHCS

Kuac 6e3mnexu

Ha3ssa Ta agpeca, 3a siK0r0
30epiraeTbcs TEXHIYHA
JIOKyMEHTAITIs 3

i ITBEPKEHHS
BIJITTOB1THOCTI

Jlata opopmiieHHs
JeKIapalii BiAMOBITHOCTI

Jexnaparis mificHa

Ceprudikar BiAMOBIIHOCTI

Ilinnuc ynoBHOBaKeHOT O
NpeACTAaBHUKA B 0C00i
Jupexropa
IIpeacraBuunrsa «Sapan-
I'anencnka Jlabopartopis

i §9) 8923

Snpan-TIanencekuii Jlabopatopiit 1.1.
CainbHO 20, 51000 Pieka, XopBartis.

[TpencraBuunTBo «Snpan-Ianenceka Jlabopatopis
a.1.», 01015, m. Kuis, Byn. JlaBpceka, 16
Ten.+38 (044) 377-54-16, office_manager@jgl.com.ua

OHTiHOJI®, Kpanii ouHi, po34uH 0,21% 10 ma

Hoxaarok 3 TeXHIYHOIrO perjiaMeHTy 1040 MEANYHUX
BUPOOIB (OCHOBHI BUMOTH /I MEAUYHUX BUPOOIB),
3arBepkeHoro [locrtanosoro KMV Bix 2.10.2013 p.
Ne753

TexHIYHMA periamMeHT MO0 MEIUYHUX BUPOOIB
(3arBepmkenuii [TocranoBoro KMV Bix 02 xoBtHs 2013
poxy Ne753) — [TonaTox Ne 3:

3a0e3nedeHHs GyHKIIOHYBaHHS KOMIUIEKCHOT CUCTEMH
YIIPaBIiHHSA AKICTIO (32 BUHATKOM MIEPEBIPKU MTPOCKTY)
ITa

[IpencraBuuuTBo «SAnpan-I'anencerka Jlaboparopis
n.a.», 01015, m. Kuis, Byn. JlaBpceka, 16
Ten.+38 (044) 377-54-16, office_manager@)jgl.com.ua

03.06.2019

02.06.2024

No UA. TR. 126 753 19 061 02, Bunanuii Jlocmigaum
MeIUYHUM TieHTpoM ceptudikartii Bijx 03.06.2019

B =




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



OPI'AH 3 OIIHKH BUIMOBIIHOCTI
JEPKABHE OIANPUEMCTBO
«IEPAKABHUM MEAUYHUI IIEHTP CEPTH®IKAIID»
MIHICTEPCTBA OXOPOHHU 310POB’SI YKPATHH

Ceprudirkar
BiAIOBIAHOCTI

03 Ymiﬂ“

wi1se
ISO/IEC 17085 |

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

Miernie BHpoOHBEUTRA; Aaxpeca: Svilno 20, 51000 Rijeka, Croatia
Tenedon: +385 (0) 51 660 767
E-mail: jgl@jal.hr
www.jgl.hr

YnosroBaReHUH Mpeacrasunureo «Aapan-Iagencska Jlabopatopis . i1
OPSACTABHEK B Y KpaiHi: Byn. Mockorerka 43/11, M. Kuis, 01015, Ykpaina;
Tesn.: ~38 (044) 377 54 16 (17), Qaxe: +38 (044) 377 54 18;
E-mail: office_manager@jgl.com.ua
www.jadran.com.ua

Hpoayxitis:; Cupei Haza pHi, crpel AJ ropaa, Kpanai Hasaabhi, KpanJi O*IHl
Tlepenik MenHUHUX BUPOOIB 3a3HaueHuil y ,HO,I&TK\ No 1, 1110 ¢ BeBif eMHOK)
yacTHHOW Hkoro Ceprudikaty BignosiaHoCTI.

Bianosinae Bumoram: TexuiqHOro peraMenTy MO0 MEAHUHIX BUPOOIB (3aTREp/UKEHHUH
Iloctaroroto KMY Bin 02 xosrra 2013 poxy Ne753) ~ Honatok Ne 3:
sabelneuens QyHKIiOHYBAHHS KOMIUISKCHOT CHCTEMH YIPAB/IHHA AKICTEO
(33 BUHATKOM HEPEBIPKH NPOCKTY)

Jonatkora indopmaris: Ha saminy Ceprudikary signosigmocri NeUA.TR.067.2.6-16

Cepradixat BHAHO Hepxasne nianpuemMcrso «/lepxanuuil Meuunuii uenTp ceprudixamii»
OpraHoM 3 OIHKH MO3 Vkpainu: nposyiok Xorkesuua ['nata, 2A, M. Kiuis, 02094, Ykpaina.
BIIIIORINHOCTI; Haxas MinicTepeTBa eKOHOMIMHOTO PO3BHTKY i TopriBni YKpainu Bia

20.05.2014 p. No 579; nomep npuznagenoro oprasny UA. TR.067
Piunenns Ne: 331-110

Hiticnpii 20 16.06.2017
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Honarox Ne 1

Ao Ceprudixary sianosiznocti Ne R3M 191 331 Bl

Hepenixk meamunux Bupobis

Knac
jji Haitmenypanus meamanux supoGis MEANYHOTO
BUPODY

1 | Aksa Mapic® ITmoc cnpet Hasamsani (30 ma Nel) Ha

2 | Axsa Mapic® cnpeit as ropaa (30 ma Nel) Ia

3 | Akea Mapic® Crponr cnpedt HazanpHui (30 Ma Nel) Ia

4 | Akma Mapic® cnpei Izlmé'mbﬂﬁﬁ (30 mr Nel; 50 Mo Nel; IUO.M}I stl; 150 ma Mel; Ha

50 M2 3 HacanKo1o IR AiTel Nel: 150 m21 3 Bacaaxow Ans aiteit Nel)

5 | Axsa Mapic® Cenc, cnpeit HA3ATBRUI (20 M Nel) ' | ; ' Ha

6 | Axma Mapic®, Kpamti HazaneHi (10 Ma Nel) ‘ Ha

¢ i OHﬁH(}ﬂ@ (0.21% xparii ouni 10 yn Net; 0,40 % kpart ouri 10 ma Nel) 1a

8 | Owrigon® Tarencus, kpam ousi (10 v Nel) | Ila

Anpektop

Aosarox piiteunt npu gassuoeT Ceprudinara sinnosizsocri Mo R3IM 191 331 Bt
3 Tepmitiont aif sia 16.06.2017 poxy #o 15.06.2022 poKy

Cmopinka 2 3 2




JAexkapanist nmpo BigmoBiguicTes Ne 17/2017

BupobHuk, agpeca

YIOBHOBaXKEHUH NPENCTABHUK B
Ykpaini
HasBa Meanunoro Bupo0y

Bumoru TexHiYHMX periaMeHTiB

IIpouenypa Texnignoro
PETIAMEHTY IO 3aCTOCOBYETHCS

Knac 0e3nexku

Hasga Ta agpeca, 3a sixoro
30epiraerbcs TexHigHa
JOKYMEHTAIlisl 3 MiATBEP/DKEHII
BiIIIOBiTHOCTI

Jara obopmileHHs JieKTaparii
BIJIIOBiTHOCTI

Jexmnapartis jpiticHa
Ceptudikat BiIIIOBIIHOCTI
Ilinnuc ynopHoBaxkeHOr0
npeacTaBHUKA B 0c06i
Hupexropa

IlpeacraBunursa «Sapan-
I'anencbka JlaGopartopist x.4.»

MNpeacTasHuuTBO

Snpan-I"anencekuit JlaGoparopiit a.i.
CaurbHO 20, 51000 Piexa, Xopsaris.

IIpenctaBauurso «lnpan-I"anenceka Jlaboparopis
a..», 01015, m. Kuis, Byn. MockoBceka, 43/11
Ten.+38 (044) 377-54-16, www.jadran.com.ua '

Onrinon® 0,21%, xkpanui ouri 10 mux Ne 1

Honarok 3 TeXHIYHOTO periIaMeHTy IoI0
MCJTHYHHIX BEPOOiB (OCHOBHI BUMOTH JUIS MEAMIHIAX
BUpOOIB), 3aTBepLKEeHOr0 IloctanoBoro KMV Bij
2.10.2013 p. Ne753 ‘

Texniunmii persmaMmeHt ImoJ0O ME[MYHHX  BHPOOIB
(3arBeprxennii [locranosoro KMY Bin 02 skoBTHS 2013
poxy Ne753) — Homatox Ne 3:

3a0e31e4eHHs QYHKIIOHYBaHHS KOMILUIEKCHOI CHCTEMH
YIPaBIiHHA AKICTIO (32 BUHSTKOM TICPEBipKH npoeKTy)

ITa

[Ipencrasuunrso «Snpan-lanenceka JlaGopatopis
o.1.», 01015, m. Kuis, Byi1. MockoBcbKa, 43/11 |
Ten.+38 (044) 377-54-16, www.jadran.com.ua

16.06.2017

15.06.2022

NeR3M 191331 B1, Bupanuit 11 « IMIIC»
MO3 Vkpainum Bix 16.06.2017
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«fnpaH — aneHcoka NabopaTtopis A A.»
01015, m. Knis, Byn Mockoscbka, 43/11
Ten: (044) 3775416 (17). cbakc 3775418
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