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HAEPIIKCITVIKBA
HEPKABHA CJIIVIKBA 3 JI IKAPCBKHX 3ACOBIB
TA KOHTPOMIO 3A HA PKOTHKAMM ¥ v. KUEBI
Byt bepesuarisenka, 20, Kuie, 02098, ren/dake: (044) 350-23-33, ren, {(044) 550-20-55
E-mail: dis kyiv "(_‘Ifdls.go\-‘,u:L_I_m;)s:-‘f‘\\'\".fw.dls.gov.ua, Koz €PITOY 37079055

BUCHOBOK
HPO SIKICTH BBE3EHOIO B Yipainy aikapeskoro 3ac00y

15.04.2021 Ne 19837/21/26

XUIO-KOMOI®
(HREBICHYBUHES AREPLIOTY 10006y 3010 3 peceTpauiiinn nocsinuen )
Kpanai ouni | ME/ma, 1o 10 sa y dararonozosomy KoHTeliHepi, ocHamenomy
HOBITPOHENPOHIKHIM HACOCOM T4 JARpHTOMY KoBOAUKOM, 110 1 Koureiinepy B Kaprouuii
Kopodui '
ARG B TARYBIHNA DHKIPURKOTO 39C00Y)

thupya suns eky,

Hownep pecerpauiiinoro nocsiziens UA/7443/01/01 CTPOK AT peecTpaniiinoro nocsiauenns HEOOMEKCHN I

Cepin aikapeskoro sacody N 2997779 Kinbicrs Bsesenoro nikapenkoro sacody 4200

BiipoGimni YPCADAPM Apunalimitrens 'm6X, Hivewunma

tHadisieny nanus supodunga AKAPCLKOTD 3acoly, Kpaina noxomxens)

Bueseno & Yipainy Tosapucrso 3 obyexenoo sianosizaasaicrio "COHA-

DAPMEKCIM", izenr. oy 40130755

(Hafisenveanug 13 ko 30 EPHOY opianet ocoln abo upizemie, iv's, 16 GaTbEOR; Dizsanoad

oceln - uiiiphoa, i1 vicne Hpoikisatig Ta peecrpauliinmii noyep obaikonor RAPTRH (EITHHEQ
HOARTKIN 400 cepis a Homep nacropra)

Hporokoa isyaasnoro sonrpo.o sia 15.04.2021 Xe 1103/7.

3@ pesynpraranii ACPHRABHOIG  KOLEPEE.
HOTPUMAHHIM BuMor 2akon0;

Haganupuk

Muxona XOJIOIEHKO

{iniuinan ta npispuie)

M.
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Certificate of Analysis Art. no. 38,2461
CEPTHOUKAT AHAJIA3A Pagelogs
Hpoayxr XUIO-KOMOI® Crpana gponiBojrTeng/ Uepwmanus/ Yxpanna
{Name of preducty: HYLO-COMOD® Crpana avnoprepa
{(Manufacturing country/ (Germany/Ukraine)
Importing country):
Hoza Harpus reagypounar 1 Mr/va Homep permerpaumonnore UA/T443/01/01
{Strermgtiy: Sodium hyaluronate 1 mg/ml CBHEETEIBLCTRA
(MA number):
JlexapersenHas Kanan rpasasie Pasmep u THI YHAKOBREH floDmis
hopua Bye drops {Package size and type): MHOTOI030BOM
{Dosage form): KouTelHepe ¢
BO3AYXOHEITPOHMASMBIM
HACOCOM H KOAIEUKOM;
1o | xouTelnepy B
KapTorHo# xopolre
10 ml in muitidose
contziner with air-tight
pump and cap; |
container in carton box
MNe cepuu 269776 Hara uporssosersa 23.07.2020
(Batch-no): {Date of manufaciure):
Pazmep cepun 31.040 ynaxosok (items) Tomen no 07/2023
{Baick size) {Expiry date):

Hazganue B a4peC BPOUEZBoANTEAN

(Name and address of manufaciurer):

Homep nponzBoICTBeHNOH AAnenzus

{Manufacturing licence no.j:

YPCAPAPM Apmualimurrens 1B, Nepmanns

(URSAPHARM Arzneimittel GmbH

IndustriestraBe 35, D-66128 Saarbricken, Germany)

PesyasraTsr ananumza (Results of analysis):

DE_SL_01_MIA_2020_0009/5000-1254002

XapaxTepHECTARA Tpebonanus Pesynerar
Tosz Specification Regult
Bremnull sun (dppearance) Tipospaunsifi u GecupeTHbIl pacTeop CooTseTCTRYET
(Clear and colouriess) {Corresponds)
Mexasyueckue BRTOYSHMA TparTHYeCKs HE COMEPAHT HACTHY Coorgercrayer
(Absence of parlicies) (Fssentially free of particles) (Corresponds)
Oesonsnerocts (Osmalality) 240 - 290 mOcmons/xr (mOsm/ig) 280 mOcmonr/ir (mOsm/ke)

pH (pH-value)

68-76

7.3

Hanonugevslll obvem
(Filling cinount)

¥ = 10 ma dml)

1.2 ma (md)

HanosseHue HACOCA ¥ XapaKTep
KaivieobpazosaHus

s I s i = .
(Priming and dropping behaviour)

Maxcumaneno: 10 naxarui
[locTogHNOE KAITe00pa30BaEHE
(Max. 10 qciuarions. constani)

CoOTBETCTRYST
(Corresponds)

P . Wacts 080 49 06 00




Epoamvicr

(Mame of produci):

JICRADCTBEHUEAR

(Dos ﬁgﬂ Jorm):

zm,}:me aezge’ adidress of mamefggcmre?}:

XUITO-KOMOO®
HYLO-COMOD®

Barpus reavyponar I mirfwr
Sodium hyaluronate | mg/m!

Kanaz rrazunie
Eye drops

259779

21.040 ynakosok {items)

VPCADAPM Apunaiivar
(URSAPHARM Arzneim

Certificate of Analysis
CEPTHOVIKAT AHATTHZA

(‘“} (‘ ’)

i
TRANE BMIOPTS

{(Fanpfaciuring e':&m;??y /

Imporiing country}:

CEHASTLILITES
(A4 nuniber):

Pazmep & THE VEAKORKH
(Package size and type):

,_};& Ta MDOB3BoACTRA

aEaR ﬂ‘fsemm}aﬁ’%ﬂﬁf e

E@M@C’.‘E} PETHCTPANBOMHACGTO

i o w2 T ey Tom ™
;\G@z ManY L RrgIing

UA/7443

TloiGwmnz
MHOIOIOE0B0M
KouTehnepe ¢

BOSOVKCHEN DOHHIGSMBIM

HACOCOM ¥ KA

a0 1 KoHT

pump and
container in carton |

{(Date of manafocture):

Tonew 2o
{Expiry duiej:

2l GmbH

I

07/2022

reas PwmdE, epvasns

Industriestrale 33, D-66129 Saarbrﬁcken, Germany}

Homep spousponcTeennod numenzun DE_SL D1 MIA 2020 0609/5000-125#002
{MManufaciuring licence ro.):

Pesvarraver apaauza (Results of apalysis):

HasaTuduKaUNs rTHanyPoHOROH

KMCTOTEL
{identity

of Bvadwronic acid)

Ofpazopanpe QUONETOROID OXDAIIUBRHNY
{Violet colour reaction)

Coorsercrayer
{Corresponds)

—

Conepraiue HATPES FHANYDOHATS
Assay of sodium hvaluronate)

Fia

0.9 - 1.harfun (mgimi)

1.0 wrfma fmgimis

CrepunsHoCcTs

(Stewility)

CrepuinHg

{Sterile)

Crepunzno (Sterile;

Lara anan

i
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Medcmep 1o icsmposho {aUYeCTRE
{Quaiiny Conwol Manager)

TWivanam (siamp)




URSAPHARM

Certificate of Analysis
CEPTUOHKAT AHAJIM3A

Hipogysr XVITO-KOMOa® Crpana npomsoazrens/  [opmanus/ Yxpauna
{Name of product):  HYLO-COMOD® Crpana mvnoprepa

(Manufacturing country/ {Germany/Ukraine)
Imperting country):

Hesa Harpug rmasypoust 1 mr/ma Homep perucrpagnonncrs UA/T243/0170!
(Strengiiy: Sodium hyaluronate 1 mg/mi CBERETENBETRE

{MA number):
Jeraperneunas Ko rinasusie Pazmep w THN yHAKOBKYR o 10Mmns
Bopma Eye drops {(Puckage size and type): MHOTOIO3080M
{(Dosage formy): ronTe#zepe ¢

BO3AYXOHSIIDOHIIAEMBINM
HACOCOM M KOFITRHKOM;
no | xonrefiveny B
xapToHHOH Kopolxe

10 ml in muitidoss
container with air-tight
pump and cap; 1
container in carton box

e cepuy 299779 Hara nporzsoseraa 23.07.2020
(Batch-ne.j: (Date of manufaciure):

Pasmep cepay 31.040 vnaxosox {items) Ionen mo 07/2023
(Baich size) {(Expiry date):

Hazeapue § aapec BPOUIBOIHTENS YPCABAPM Apumaiivarress ImM6X, Iepmanus
(Mame and address of manufucturer):  (URSAPHARM Arzneimitiel GmbH
industriestraBe 35, D-66129 Saarbriicken, Germany)

Homep nponzroncreensoll suyensun DE _SL 01 MIA 2020 0009/5000-1255002
(Manufacturing licence no.):

PesyasraTe: ananma (Results of analysis):

Sasehense o ceprudnxanan (Certification statement):

JTUM § DOATBePIKARIO, UTO NPHBEACHHAS Bhite WHOOPMALMS AYTOHTHUHAS W TOYHAS. JTa CEpHs Npenapata
IpOM3BLICHE, BIIIOYAS YHAKOBKY/MApPKUDOBKY ¥ KOHTPONb KAHECTBR, WA BRINSYIOMEHYTOM IMPO¥IBEQRCTEE B
NOMHOM COOTBETCTBHH C MeCTHhIME TpeboBammamu GMP u cornacuo cnenudurauwmyn, yrsepiaensold 2
BMUOOPTHDYRMIeH CTpane. 3aNKuCH O POM3BOACTSE, YNEKOBKE ¥ PE3YARTATAX aHATH3E ObLIH M3YHSHL! 4 NDHIHAHE!
cooTseTeTBYVIOmEMY Tpebosanuam GMP.

[ hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control at the above mentioned site in full compliance with the GMP
requirements of the local Regular Authority and with the specifications in %ize} Marketing Authorization of the

s,

importing country. The batch processing, packaging and analysis reco/ms”’were reviewed and found fo be in
compliance with GMP, B
i rd
Fara
& o P4
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Hara (Datej. .
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Y nolseNosetifoe nunc{Quali

Hramu siamp)
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