[Ha dipmoromy Ginanxy xomuanii Ypcadapm] Apr. 38.2461

CEPTH®IKAT AHAJI3Y

XLTO-KOMO/I®, xpanai ouni 1 Mr/mu, o 10 ma y 6araronozosomy KOHTelHHepi, ocHaeHOMY
MOBITPOHENPOHUKHAM HACOCOM T2 3aKPHTOMY KOBIAYKOM, 00 1 KOHTeiuepy B KapTOHHIi
KopoOni

Jara BupoOaunTea: 25.01.2024 Ipuparawi go: 01.2027 Howmep cepii ynakosku: 309977

Posmip cepii: 19030 ynakosox

TECTH CHEINMHU®IKAIIA PEIVIILTATH
3opHiomiif Buraag ITposopnit GesGapeumil poswH Bignosinae
Mexaniqui BRouennn IIpaxtiao pimsHmi Bix yacTok Bianoeigae
OcvoasnesHicTs 240 — 290 MOcMons/kr 276 MOcMoim/xr
pH 6,8 —7,6 7.3
00’em HanosHenHN He meame 10,0 M 11,2 mn
HanorHenHa Hacocy Ta Maxcrmansno: 10 HaTHCKaHs Bignosinae
XapaKTep Tocrifine kpanneyTROpenHs
KpalIeyTBOpERHSA
Izenrndircanin YTBOpennsa hioneToBoro 3abapeneHHs Bignosinae
rianypoxonoi KHexoTH
Bmicr marpir riaxyponary 0,9 - 1,1 mMrimn

1,0 sr/mn
CreprnbaicTs [TorumeH O6yTH cTepHABHUM Crepunsuuit
JaTa ananizy:
04.04.2024

Ypacadapm SAP Ne : Bulk 400037

ITigmac/mravmn gupexTopa 3 AKOCTi
Hata:08/04/2024
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[Ha dipmoBomy Gnanky xommnanil Ypcagapm]

Apr. 38.2461

CEPTHDIKAT IIPO BUIIIOBIIHICTH
T'OTOBOT'O JIKAPCLKOI'O 3ACOBY

HaiiMenysaHHa IpoayKHii:
Popma BHITYCKY:
Cuna mii:

Po3mip 12 THIO NAKyBaHHA:

KinbkicTs:
Kpaina-imnoprep:
Kpaina-excnoprep:
Homep cepit:

Jara pupofumirea:

Hazpa upo6Hua;
Micne3naxoqxennsa BUpoGHAyol
BinbHAni:

Homep Bupobumyoi ninensii:

Homep peecrpaniiinoro moceinyenns:
PesynbraT aHanizy:
Komenrapi/npumirkn:

Bigxsiaenns:

X1ITO-KOMOJI®
Kpaimni ogHi, 1 Mr/mn
1 mMn posumHy MicTETs 1 Mr HaTpilo rianypoHaTy

1o 10 mn y GaraTomo30RoMy KOHTEHHEpP], OCHAIEHOMY
IOBITPOHENPOHHKHMM  HACOCOM Td  3aKpUTOMY
KOBIAIKOM, 10 | koHTEeHHEpY B KapTonuiil KopobiTi

19030 ymmakonox

VYxpaina

Himeaamna

309977

25.01.2024 IlpupaTHuii no: 01.2027

YPCADAPM Aprmaitmitrens T'm6X, Hiveaunna

IugycrpiemTpacce 35, D-66129 Caapbproken,
Himewna

DE_SL_01_MIA_ 2022 0014

UA/7443/01/01

Ceprudikar apanisy nikapcskoro sacoby no1aeThes
H/II

O Tak M Hi

v 51 3acBindylo, IO HaReleHa BUIe indopMalia apTeHTHHA | TOTHA.
anucy BigHOCHO BHPOGHIIITEA cepii, ynakoBRY i pesynyraTip aHanisy 6yiw susYeHi i BusHaHI TaAKHM,

1o BiANOBiAa0Ts BrMoram GMP.,

114 cepia mpenapaTy, BUrOTORNEHA, BKIIOYAIOTH YIAKOBKY i MepeBipeHa B IOBHIH BijoBiaHoCTi 3
micuesuMy Bumoramyu GMP i BifmoBizHO 0 3aTRepMKeHuX crienudikaii Peectpaniiinoro Jocke-

BHIIYINEHA.

In’a ¥YnoBHOBAKEHOT 0COOM;

Higmac YnoenosasxeHoi ocobn: (riamuc/orramm)

JdaTta BaOycKy:

Dr. Julian Schichtel

11.04.2024




AEPKABHA CIVIKEA 3 JAKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHIKAMMU y m. KHEBI

npos. Hanif Caitauanoi, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon EAPIIOY 37079055

BHCHOBOK
Mpo SIKICTL BBE3€HOT0 B Yxpaiuy aixapcebroro 3acoly

02.10.2024 Ne 51125/24/26

XLJI0-KOMOI®

(HafiMeiypanng Aixapekkoro 3acoGy 3rinHo 3 peccTpauitinin nocnisenism)
Kparti ouni, 1 mr/vueg mo 10 s ¥ 6ararogozosonry koureiinepi, ocunmenomy
HOBITPOUCNPONRICHIM ACOCOM Ta 3AKPHTOMY KOBHAYKOM] 110 1 KonTeiiuepy B xapronwiii
ropobui

{(hopma Bunycky, nosynauns, sy naKryeams AikapeLikoro sacoty)
Homep peecrpaniiinoro nocrinaenys UA/7443/01/01 crpox nit peccTpatiiiiioro nocsinuenns 11e06MemeH I
Cepis nixapcebioro 3acoby Me 309977 Kinbxicrs asesenoro nikapenkoro sacoby 19030

BupoSuuk YPCADAPM Apunaitmirrens I MO6X, Himewunira

(natiMenynating pHpoBiuKka nikapeswora 3acoby, kpaina NOXOJIKCHIIN)

Topapucerso 3 06mexenon Bignoninansiicrio "COHA-

Hnes o YAty DAPMEKCIM", ixer. con: 40130755

{nuafisenypanns ta kon 3a €APIIOY topussiiorl ocobis aGo npisumure, iM', no GaTeronN] (3ol
ocolH - nianpueMes, T Micue TpOXUBAHNA TA peecTpauiiinyii homep aGnikonot KAPIKH aTHHKL
noauTkis alo cepin Ta loMep nacnopra)

TNiporoxon eisyansioro koutpenio six 01.10.2024 Ne 3352/5.

3a  pesymutatamu  nepwastoro KOHTPONIO  BCTAHOBNGHO, WO Jikapcs
AOTPHMAHHAM EHMOT 3aKCHOAABCTEE LIOLO zabesneuenun sxocTi Mk

B 3aci6 soesciio B Vkpainy 3

Muxona XOJIOJEHKOQ

{nianKc) (frindand va npisninue)
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12 URSAPHARM

: . Art. no. 38.2461
Certificate of Analysis Page 1 of 2
Name of product; HYLO-COMOD® Manufacturing country/ Germany/Ukraine
Importing country:

Strength: Soedium hyaluronate | mg/ml MA number: UA/7443/01/01

Dosage form: Eye drops Package size and type: 10 ml in multidose
container with air-
tight pump and cap; |
container in carton
box

Batch-no.: 310157 Date of manufacture; 20.03.2024

Pazmep cepan 25250 yriakosox (items) Tozen po 03/2027

{Batch size) (Expiry date):

Name and address of manufacturer:

Manufacturing licence no.:

Results of analysis:

URSAPHARM Arzneimittel GmbH

IndustriestraBe 35, D-66129 Saarbriicken, Germany

DE_SL_01_MIA_2022 0014

Test Specification Result
Appearance Clear and colourless Corresponds
Absence of particles Essentially free of particles Corresponds
Osmolality 240 - 290 mOsm/kg 273 mOsm/kg
pH 6.8-7.6 1.3
Filling amount X =10 (ml) 11.2 ml
Priming and dropping bebaviour Max. 10 actuations; constant Corresponds
Identity of hyaluronic acid Vielet colour reaction Corresponds
Assay of sodium hyaluronate 0.9- 1.1 mg/ml 1.0 mg/ml
Sterility Sterile Corresponds

Date of analysis: 16.05.2024

Date: 3. ON . 2024

URSAPHARM SAP no.: Bulk 400320
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) UISAPHARM

Certificate of Analysis ﬁ:;; o, J52a6k
HponykT: HYLO-COMOD® Manufacturing country/ Germany/Ukraine
Importing country:

Strength: Sodium hyaluronate 1 mg/mt MA number: UA/7443/01/01

Dosage form: Eye drops Package size and type: 16 m! in multidose
container with air-
tight pump and cap; |
container in carton
box

Batch-no.: 310157 Date of manufacture: 20.03.2024

Batch size: 25250 items Expiry date: 03/2027

Name and address of manufacturer: URSAPHARM Arzneimitte]l GmbH
Industriestrae 35, D-66129 Saarbriicken, Germany

Manufacturing licence no.: DE _SL_01_MIA_2022 0014

Results of analysis:
Certification statement:

Fhereby certify that the above information is authentic and accuraie. 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 the Marketing Authorization of the

importing country. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP. f

T L i /
Date: A ajf’?f?z
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[Ha ¢ipmoBomy Onanky xompauil Ypcadapm] Apr. 38.2461

CEPTH®IKAT AHAJII3Y

XIMTO-KOMOA®, kpaniai ouni 1 mr/mi, no 10 Ma y 6ararofo3osomy KonTelHepi, 0CHAIEHOMY
HOBITPOHCHPOHMKHAM HACOCOM Ta 3AKPHTOMY KOBIAYKOM, N0 1 KonTelinepy B KapTOHHIi
Kopooni

Hara sapoOrnUuTRa; 20.03.2024 HpraaTemii no: 03.2027 Howmep cepii ymakoeku: 310157

Posmip cepii: 25250 ynakosox

TECTH CIEIHUPIKAIIIA PE3YJIbTATH
3opHimNIA BuCTAY TIposopuit 6e36apeuuii po3wmna Binnosinae
Mexauiuui BRKIOYEHER TIpakTHaHO BUTHHHI Bif 3aCTOX Bianosinae
OcMoIsUIBHiCTS 240 - 290 mOcMmons/Kr 273 mOcmons/kr
pH 6,8-7,6 7.3
00’cM HanosHERAN He merme 10,0 mn 11,2 mn
Hanorrenns nacocy ta Maxkcumanrno: 10 Haruckans Bianopixae
XapaKrep ocriitne xpareyTBopeHns
KpanjeyTROpeHHs
ILgenTudikanis Yreopenad dionerosoro 3aGapeuenns Bizmosinac
riaiypoHOBOi KHCI0TH
BuicT matpito rianyponary 0,9 — 1,1 mr/mn

1,0 mMr/mn
CrepannuicTs IloruHeH 6YTH cTepHALHIM Crepunsauii
Jara anazisy:
16.05.2024

Ypacapapm SAP Ne : Bulk 400320

Ilixnuc/maramMn gupexropa 3 sKocTi
Hara:23/05/2024




[Ha ¢pipmoromy Omasky komuanil Ypcadapm]

Apr. 38.2461

CEPTH®IKAT PO BIMOBITHICTH
T'OTOBOI'O JIIKAPCHKOT'O 3ACOBY

HajiMmeHyBaHHS NPOIYKIiL:
DopMa BUIYEKY:
Cnua gii:

Po3mip Ta THI NaKyBaHHA:

Kinbkicts:
Kpaina-imnoprep:
Kpaina-excnioprep:
Homep cepii:

Jara BupoOHEITBA:

Ha3spa BupobanKa;

Micne3nraxomxenus sapodbuuyoi
IUIBEHALE:
Homep Bupobanvol ainensii:

Homep peectpanilinore mocsiguensn:

Pe3yabTaT anajisy:
KomenTapi/npamitkn:

Bigxwiennn:

XIJIO-KOMO/JI®
KpaIuti o4Hi, 1 Mr/m
1 MH po3uHHY MiCTHTH | MT HaTpii0 TialypoHaTy

1o 10 Mn y 6ararogo3oBoMy KOHTEHHEp], OCHAILIEHOMY
NOBITPOHENMPOHUKHEAM  HACOCOM Ta  3aKPUTOMY
KOBIAYKOM, 110 1 KoHTelHepy B KapTOHHI# kopo6Iri

25250 ynakoBok

Ykpaina

HiMewumaa

310157

20.03.2024 IpupaTauii no: 03.2027

YPCA®APM Aprmaiimitrens I'M6X, HiMeuunna

Ingycrpiemrpacce 35, D-66129 CaapGproken,
HiMeuunHa

DE SL 01 MIA 2022 0014

UA/7443/01/01

Ceprudixar aHanisy aikapchbKoro 3acofy T0HacTECs
HAL

O Tax W Hi

Hepm s 3acBimdyro, Mo HaBeAeHa BHNIE iHQOPMAITis ABTEHTHIHA | TOTHA.

3anucH BITHOCHO BHPOGHMITBA Cepil, YIAKOBKY i pe3yNETaTiB ananizy 6y BHBYEH] | BUSHAHI TAKMM

IO BifnosigaroTs BuMoraM GMP.

*

la cepis npenapary, BRIOTOB/IeHa, BKIIOYAI04H YIAKOBKY i EpeRipeHa B HOBHIH BiMOBifHOCTI 3
Micuesumu BuMoramu GMP 1 BIATOBIHO [0 3aTREPIKCHIX cnemudikauii Peecrpauiiinoro Jocse-

BHyLIEHA.

I’ VnoenoBaxenoi ocobm:

Dr. Julian Schichtel

Migmac Ynornosaxkenoi ocodu:  (mimuc/urramm)

Jara sumycky:

24.05.2024




AEPIKABHA CJIVKBA 3 JIIKAPCHLKHX 3ACOBIB
TA KOHTPOJLIO 3A HAPKOTUKAMH y m. KHEBI

1ipoB. Hanii Caitmiunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon EAPTIOY 37079055

BHCHOBOK
Apo AKicTL BEe3eHOro B Ykpainy aikapebxoro 3acoly

02.10.2024 Ne 51126/24/26

X1JTO-KOMOA®

(naliMenypannsg NiKapokKoro acofy srigwe 3 peectpauifiinmg MOCBLTYSHHEM)
Kpamiri ouwi, 1 Mr/mur; no 10 ma y GaraTogozosomy KoHTeiinepi, ocuamenomy
DOBITPOHENPORUKHMM HacocoM Ta 3AKPHTOMY KOBDIAMYKOM; 110 1 KonTeiinepy B kapronmiit
KopoOui

(dopma sunycky, nosysanna, san I2KYBAAHA AiKAPCLKOro 3acoby)
Homep peectpauiiiroro nocsinyenns UA/7443/01/01 CTpok &if peccTpautiifinore nocsicus HEOOMEKEH U
Cepis aikapcikoro 3acoby Ne 310157 Kinkxicts sesenoro nikapeskoro sacody 25250

Bupobuuk YPCAOQAPM Apunaiimitrens I'm6X, Himeuunna

(safimenybanns BHpoSHuKa DiKkapcbKoo 3acoby, kpaina FIOX0/UKEHNR)

Tosapucrso 3 06MexeHol0 sianosinagasnicrio "COHA-

See B YRRATY ®APMEKCIM", ixenr. kon: 40130755

(Halimenybasns Ta kog 3a COPTIOY 1opHaueoT ocofin abo npizsvwe, iM's, 1o GaTbkom thizuunol
0¢olH - mianpueMos, I micue NPOXHBEHEA Ta peecTpaulitunii HoMep obnikoanT KapPTHH NRaTHHKR
monarkis abo cepis Ta nomep nacnopTa)

IIporoxan Bisyansiore kentpomo pin 02.10.2024 M 3352/6.

3a peaynpratamu JAEP#ABHOFG  KOHTPOMO BCTAHOBAGHD, HIO Alkapehkuii  3acib  smseseno B Yrpainy 13
AOTPHMAHHAM Bumo, 4BCTBR 0RO 3a0e3NCUEHHA SKOCT] nRikapokffix 3acobis.

Muxkona XOJIOZEHKO

{nianuc) (iniuiamt Ta opizsuuie)
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