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BupoOHuK, ajpeca

YII0BHOBaXXEHUM IIPEACTABHUK B
Ykpaini
Ha3zBa Meiranoro BUpoOy

BuMoru texsiuygamux
PETJIAMCHTIB

Ty IO 3aCTOCOBYETHCSA

Kinac 6e3nexu

Komx 3za HK 024:2023

Hasga ta ajipeca, 3a sikoro 30epira-
€THCA TCXHIYHA JIOKYMCHTAII1A 3
IIJITBEPPKCHHS BIIIOBLTHOCTI
Ceprudikar BignosigzocTi

Jlara opopmiICHHS
Jlexnapariiis giiicHa

Jlexiaparniro CKiIaeHo IijT IJIKOBUTY BiAIOBIIAIBHICTD

ITianuc ymoBHOBAXKEHOI'0 MPE/-
CTABHMKA B 0001 /[upexTopa
IIpencraBaunTBA «AApaH-
I'anencoka Jlaboparopisa a.1.»
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MPSACTIBHULTRG «HADOHTUASHO KO AQSODATOPRIS ALA» & YDA

W "

1015, v Kiie, Bya. AcepCERa, 16
Tea, (044) 377-54-14, (044 377-54-17

l[eKJIapauiﬁ npo BigmoBignicTs Ne 13/2019 (Bepcis 3)

Anpan-I"aneucekuit JIlaboparopiit 1.1.

Cainsnao 20, 51000 Piexa, XopBaTis

IIpencraBaunTBo «Sapan-I'anerceka Jlaboparopis a.14.»,
0

1015, m. KuiB, Byi. JI
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aBpchbKa, 16. Ten.+38 (044) 377-54-16,

B

OnTinoa® InTencus, ouHi kpammi 10 M

Jomgatok 3 TeXHIYHOrO PEryIaMeHTY 00 MCAMYHUX BUPOOIB
(OCHOBH1 BUMOTHY I MEIMYHUX BHP00OiB), 3aTBeppkeHoro Iloc-
TanoBoro KMY Bi1j 2.10.2013 p. Ne753

Texuigauii periiaMeHT o0 MEJHYHIX BUPOOIB (3aTBEPPKEHHI
IToctanoBoro KMY Bij 02 xxoBTHS 2013 poxy Ne753) — Jlogarok
Ne 3: 3a0e3ncueHHS PYHKI[IOHYBAHHS KOMILJICKCHOI CUCTEMH YII-
PAaBJIIHHA AKICTIO (32 BUHATKOM IIEPEBIPKHU IIPOEKTY)

IIb
44237 — JIyOpuKaHT IS JIIKyBaHHS CUHAPOMY CYXOI'O OKa

ITpencrasunnrso «Aapan-I"asencska Jlaboparopis 1.1.»,
010135, m. KuiB,

aBpcbka, 16. Ter.+38 (044) 377-54-16,
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OPIAH 3 OUIHKW BIAMOBIAHOCTI
TOB «,E,OCES,EH%M MEQUYUHWA UEHTP CEPTUGIKALLT
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Hakasy Mammepcma SKOHOMIYHOID DO3IBUTKY | 65?533‘1! ‘y’z{pamm
Big 06.03.2018 p. Ne320 va sig 11.12.2019 p. Ne723

CEPTU®
Cerz‘gf cate Of Canformzzy

Bupobunx/Manufacturer:  Jadran — Galenski Laboratorij d.d. /Hopan — anencexuii
Habopamopiit 0.0.

Anpeca/Address: - Svilno 20, 51000 Rijeka, Croatia /Ceirono 20, 51000 Picka,
Xopsamin o

AN

YioBHOBaKeH K Ipencraanuree «Slapan — Fanencexa naGoparopis a. x»
pecTaBHuK B Yipaiwi /  eyn. Jlaspeoka, 16, M. Kuip, 01015, Vkpaina
Authorized representative:  Ten.: +38 (044) 377 5416, regulatory@jglpharma.com
Koz €JIPTIOVY: 26558538
- Hpogyxuist / Product: CrepuiinHi Ta HeCTEPHILHE Po3uunH (cupel, Kpari, po3unuy mig
' vucKkom) / Sterile and non-sterile solutions (sprays, drops,
pressurized solutions)
ﬂepmix MenuuHanx BUpobIB 3a3HaueHuy v Jlogarky Ne I, mo ¢
HEBI EMHOIO YaCTHHOW uboro CepTudikary BIANOBIAHOCTY Hze Zzsf

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

Binnosizac suMoram / TexuiyaOTO PErTIaAMEHTY OO MeAWYHHX BHPOOIE (RaTBepmKeHH
Conforms with Hocramonoio KMY Big 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)

Hpoueaypa Texuianoro  [omatok Ne3 — 3abesnedenns QyHKIIONYBaHHA KOMIUICKCHOL CHCTEMH
peramenty / Technical VIIPaBJIHHA AKICTIO (0€3 MepeBipKy npoeKTy) / Annex 3: ensuring of
regulation pmcedur Sunctioning  of full quality assurance system (without design
examination) | |

Jonarxona indopmanisn/  Ilepenix BupoOHumuMx AUIBHEIG 3a3Hadesuit v Jomatky Ne2, mo e
- Additional information: HEBLA €MHOK 4acTuHow nporo Ceprudikary BianosianocTi / The list
' of production sites indicated in Annex 2 which is the integral part of
the Certificate of Conformity. Ceprudixar pugaHuil =Ha 3aMiHy

Ceprudixara signmosigmocti NeUA.TR.126 753 23 061 05 (nara

nepsunnol ceprudikanil 03.06.2019)/ Te replace the Certificate of

Conformity NeUATR. 126 753 23 061 05 (initial certification date

03.06.2019).

leemm / Décfsfaﬁ* N 0 Géi%

Jliticrit 3/ Effective date: 04.12.2023
Hivicnuis no / Expiry date: 02.06.2024
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fo Certificate of Conformity Ne UA.TR 126 733 23 061 (6
Hepenix Mmennanux Bupobin / List of medical devices
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| FProduct name in Ulrainian ! Product name in English

Ama M apm” ﬂ“{}m
cnpeBmasanpHpd 30mMr 4 asal spray 30
Axsa Mapic®, B Aquamaﬁs’“

_copeii s ropra 30 mn | pray for throat 30 ml
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3 3
 copedmasamenmi 30mMn 1. pasal spray 30 ml
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Axsa Mapic®, - Aqua Maris®,
cnipel HananeHuH 30 M ¢ nasal spray 30 ml

Agua Maris® Classic,

Axra Mapic® Knacix,
coped mazanpHui 30mn b __nasal spray 30 mli
' ® B Optinol®,
eye drops, solution §,21% 10 m]
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Optinol® Intensive,
 gpanpiouni Owmm v evedrops 10ml
| SO ~ QOurinon® Kommi, ! " Optinol® Complets,

A kpamd ouat 10M evedrops 10ml

- Axsa Mapic® Anepmxi, Aqua Maris? Allergy,

| copefmasanpsmii20Mm 4 nasal spray 20 ml

. Axza Mapic® Bebi, ~ Aqua Maris® Baby, .

_kpanmimasamemi W0wn L nasaldropslOml |
Axsa Mapis:: ! Aqua Maris®,

_Kpaiy 11 Hamﬁbm 10 Mt nagai dm_s 10 ml
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t’-‘mBa Mapic® {HTEeRCUR, i %qua Mdﬂb@’ IIIMHE:»WL ' T4 56700
copelt sasaienuit 5O My abo 150 M nasal spray 50ml, 130 mi L

AKEa Mapﬂc Bedi mremﬁa Aqua Maris® Baby Emmsaw m:ﬁsai spmy ?
__CTPeH HASATLHUA 50 s abo 150 st ; SO mi, 150 mi |
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G e Axsa Mapic® F“ﬁ:cma Crposr, f%qua \’hm‘g’ Exira Strong, S U N
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L CTIPOW HA3AThHMA 1“*‘3 sy o+ nasal spray 150 mi : s
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Agua \idna
1 sprav S0 ml, 1‘5{} il

| Axsa Mapic® L.
4\ N
__cupet nazayeau# 50 M abo 130 ma ___f_c«““*‘ \ 3
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Medical device name:
Hassa meguunHoro supoby:
Declaration of Confarmity:
Aeknapauis Bignosigtocti:
Certificate-of'Ccnformity:
Ceprudikar sianosistocri:

OPTINOL® Intensive, eye drops 10 il
OfNTIHON® InveHcUB, OYH] Kpanni 10 ma
N2 13/2019 (version 2) dtd. 28.04.2023

N2 13/2019 (sepcin 2) sig 28.04.2023

Ne UA. TR. 126 753 23 061 05, issued 28.04.2023 {UA, TR. 126} )
Ne UA. TR. 126 753 23 061 05, aunaumii 28.04.2023 (UA. TR. 126)

Manufacturer: Jadran-Galenski Laboratorij d.d., Svilno 20, 51000 Rijeka, Croatia
Brpobruxk: AppaH-TaneHcbkui Maboparopiit a.4., CBinbHO 20, 51000 Pieka, XopBaria
Batch: 311534 Batch size: 40.359
Mapria: 311534 Posmip naprii:  40.359°
Date of manufacture: 09.2023, Exp.date: 09.2025.
{aTa supobHuuTtea: 09.2023. MNpupatHuit gor 09.2025,
CERTIFICATE N¢ 170000034870/23
CEPTUDIKAT Ne 170000034870/23
PARAMETERS | REQUIREMENTS RESULTS
| NAPAMETPH BUMOI PE3VNTBTATI
| CHARACTERS Clear, colourless solution, Complies
| 3OBHIWKHINA BUrAsn { Nposopuit, GeabapsHuit PO34KH, Bianosinae
CLARITY OF SOLUTION Solution is clear, Complies
NPO30PICTL PO3YHHY [po30pUI poauuH. Bignosigae
COLOUR OF SOLUTION “Solution is colourless. Complies
3ABAPBNEHICTD PO3YMNHY PO3unH GesbapsHui, Bianosigae
DELIVERABLE VOLUME Not less than 10 ml. Complies
- OB’E€EM IO AOCTABNACTLCH He menuwe, Hix 10 ma. Bignosigace

i OSMOLALITY

0,260 - 0,320 Osmol/kg

0,278 Osmol/kg

| |AEHTUDIKALISR |
| AEKCMAHTEHONY

obtained with the test solution shoyld correspond with the reten-
tion time of the dexpanthenol peak in the chromato
with the reference solution.

JADRAN - C'AL'EN'SK'!"MBO RATORI) d.d, o 51000 RIJEKA = Svilno 209 CROATIA = ' N

GPTIMOL@-Inten5ive,-éye drops 10 ml - 311534-Ua- 1/2

15.01,23

”
o
i

R
—

' /,,_r_‘: Oy y'{.".;""_ |

Cit
£ ,'f,’)/; s 6?’7.)? s f_“_,

OCMOAANBHICTL 0,260 - 0,320 Oemonab/kr 0,278 Ocmonb/ur
pH 6,8-7,5 7,2
DENSITY 1,004 -1,009 g/cm? 1,007 g/cm?
I'YCTUHA 1,004 - 1,009 r/cm® 1,007 r/cm®
tDENTIFICATION OF A purple-pink ring is formed on the phase border, Complies
SODIUM HYALURCNATE
{(chemical reaction)
IZEHTUDIKALLIR HATPIIO Ha mexi posainy daz YTBOPIOETLCA NYPNYPHO-POMEs S Kinbue. Bi.qnoai,qa'e-:..-
FIANIYPOHATY
(ximivHa peakuja)
| IDENTIFICATION OF
| DEXPANTHENOL
A) UHPLC with PDA detector The spectrum of the characteristic peak in the chromatogram Complies
1 obtained with the test solution should correspond with the spac- |
trum of the dexpantheno! peak in the chromatogram obtained
with the reference solution.
B} UHPLC with PDA detector The retention time of the cha racteristic peak in the chromatogrami - Complies

gram obtained | -




A} YBEPX {ybTpd- | Crigkrp xa PaKTEPUCTUYHOID mikY HA XPOMaTOrpami; oTpHUMaHIN & 'Biﬁf‘k'ﬁa’i;q'ae

BUCOKORDEKTUBHA DIAUHHA AOCAIASKYBARNM. DO3UMHO M, IOBMHEH BIANOBIAGTM CNeKTPY RiKY

xpomarorpadis) 3 ACKCNAHTEHONY Ha XPOMATOrPami, OTPUMARI 3 POIHUHOM

‘POTOAI0AHOW MaTPULED NOpPIBHAHHA.

B) YBEPX {ynsTpa- Hac yTpMmanHA XapakTepucTMUHOro MKy Ha XpomaTorpami, | B'i;qnti's'i,ti,aé
BUCCKOEDLKTVIBHA PiAMHHA OTPUMAHIN 3 A0CNIAKYBIHUM PO3YUHOM, NOBUHEH BignosigaTu:

Xpomatorpadis) 3 HaCy YTPUMAEHHA NIKY AEKCNAHTEHONY Ha XpomaTorpami,

_dorogioanow matpuue | orpumanisi 3 POYMHOM NOPIBHAHHA, o .
ASSAY OF 1,96-2,10% 1,98 %
DEXPANTHENOL (95,0~ 105,0 %) (99,0%)

| KUIbKICHE BUSHAYEHHS 1,90-2,10% 1,88 %
AEKCNAHTEHOY (95,0 105,0 %] o o 11{99,0%)
STERILITY Solution has to be sterile. Complies
CTEPHUABHICTD Po3uny nosuner Gyru CTEPUABHUM. Bianosigae

Certification statement. | héreby certify that all manufacturing stages {including packaging/labeling) and quality control of this batch
of product have been carried out in fuil compliance with stated requirements. Records of production, packaging and quality control
data complies with the Specification described in the Technical file.
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ROHTPOAb AKOCTI Wiet napTii 6yno MPOSeAEHD y NOBHIK BignosigHocti AQ BCTAHOBAEHUX BUMOF, {IpoTOKOAn BAPOOHMUTES T3 naKy-
B3HHA, BUCHOBKW KOKTRONIO AKOCT Ei,qnoai,qasm'a-cneumbiuaqi‘i BUPOOY, LU0 € YACTMHOIO TEXHIYHO] AOKYyMEHTaLLi.
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TOB «OCTIAHWA MEOVMHV LEHTP CEPTAGIKALLT»

CEPTHOIKAT HA CHCTEMY VIPABJITHHS SKICTIO
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