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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

Jlexitapariro CKJIaJIeHO IIiJ] UIKOBATY BiAIOBiIAJIBHICTE BUROO

ITianuc ymoBHOBAXKEHOI'0 MPE/-
CTABHMKA B 0001 /[upexTopa
IIpencraBaunTBA «AApaH-
I'anencoka Jlaboparopisa a.1.»
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MPEACTIBHMLITRG «STAPaHTaAGHE LR AQGOPRaMPIST AA» & VEDCiH;

Oy Bb M, KINB, ByA. ATBQCERG, 16

Ten. (044) 377-54-16, (044) 377-54-17

Jlexs1apanis npo BignoBizmicTs Ne 11/2019 (Bepcis 3)

Anpan-I"aneucekuit JIlaboparopiit 1.1.

Cainsnao 20, 51000 Piexa, XopBaTis

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

1015, m. Kuis, Byi. JI
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aBpchbKa, 16. Ten.+38 (044) 377-54-16,
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OnTinoa®, kpamwii ouni, po3uns 0,21% 10 mu

Jonarok 3 TexHIYHOT 0O PEriIaMCHTY 00 MCAUIHUX BUPOOIB
(OCHOBH1 BUMOTHY I MEIMYHUX BHPO0OiB), 3aTBeppkeHoro Iloc-
TanoBoro KMY Bi1j 2.10.2013 p. Ne753

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

Ma

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

aBpcbka, 16. Ter.+38 (044) 377-54-16,
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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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Hepenix Mmennanux Bupobin / List of medical devices
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| FProduct name in Ulrainian ! Product name in English
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cnpeBmasanpHpd 30mMr 4 asal spray 30
Axsa Mapic®, B Aquamaﬁs’“

_copeii s ropra 30 mn | pray for throat 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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Jlexnapauia npo Bignosignicrs N

Bupobuuk, anpeca

Y HOBHOBAKCHMI IPCUCTABHUK B
Ykpaint
Haiga meanuanoroe sapody

ByMODH TeXHITITHX
PCINAMEHTIB

Mpouenypa TeXHIMHOrO PeraaMeH-

TY WO 3aCTOCOBYETLCH

Kaac Gesriexkn

Koaza HK 024:2019

Hassa ta aigpeca, 3a skoio 36epira-
€TbCH TeXHIYHA JOKYMCHTAIS 3
HHATBEPIKCHEA BIAHOBLIHOCTL

I‘E e e iy 1 S

Jlata oopmuenus

Hexnapauis gifcua

Ceprudixar BIAHOBLIHOCT

Hignue vHOBHOBAKEHOro APe-
cTaBHHKA B 0¢c00i dupexTopa
Hpeacrapanurea «HAapan-
[azenceka JaGoparopis g.a.»
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MTOeACTORITRS sNADCHTOASHEEG AGRGRSHICNIS
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TTocranorow KMV B1g 02 xoerus 2013 poxy Ne753)
Ne 3: 3a0e3109CHHA PYHKHIOHYBAHHE KOMIUICKCHOL CHCTCMH Y-

2 11/2019 (Bepcin 2)

H,J.paH Ffmemh kY [ifi TI aﬁ apdfop 1ﬁ A

[peacrapnnrso «Sapan-Tatcucska Jaboparopis ..,
01015 M. KHIB BYII. ﬂdBpCbKd 16. Tex +38 (044) 377-54-16,
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OuTtinoea®, xpanai ouni, posuun 0,21% 10 ma

Honarox 3 Texmunoro PEIAMEHTY HIOHO MSAHYHHX BHD odin

( OCHOBHI BEMOTH JUIS MCHHYHIX ;BHparﬁiﬂ} , 3ATBCPAACHOTO [Toe-
rancseto KMY Big 2,10.2013 p. Ne753

Texuiunmh pCriaMenT WoI0 MCAMYHNX BUPOOIB (3aT8CPIBKCHHN
— Hdogarox

PaBIHHA SKICTIO {32 BHHATKOM HCPCBIPKH HPOCKTY)
Ma

44237 — JlyBpuKaiT /18 JIKYBAHHA CHIAPOMY CYXOTQ OKa

[Tpencrasumrso «Aapan-Tanencska Jlaboparopis 1.1,
{)101:‘) M. Kuis, sy Jaspeera, 16, Tenx+38 (044) 377-54-16,
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