MapTiHui BUNYCK

CeptudikaTt aHanizy N. 202600439

Kop: 009530375
MpwaaTHni £0:01/2028 Ne. ynakosok: 25545 BupoBHuuTeo:  01/2026
Tecm Cneyucbikaujs QAuUHULj 8UMIPIOBAHHS Pesynsmam
3oBHiwHiA BUrNAA Masb xosTyeato-6ina, 6nuckyda 3 Faakoio TeKCTypoto Bianosiaae
Bmict >=5 r. 5r.
Bitamin A lgeHTudikauis nanemitaty no3auTUBHWA Bignosinae
Bitamin A AHanis nanbmitary >=90.0 <=120.0 % 102.9% cl
CrepnnbHicT CrepunbHui CrepunbHhni
MepeBipka KOAYBaHHA KOHTEHEPA NOBVHEH BigNoBIAaTUA Bianosigae
MepeBipka KOAYBAHHA YyNaKoBKu nosuHeH BignosigaTtu Bignosigae
Mepeeipka nucTa — BKNagku NOBUHEH BiaNoBIAaTM Bianosiaae
foparku 4o npoTokony napTii Yci popaTku 40 npoTtokony naptii Gy nepesipeHi Ta NigTeEpAKeHi Bignosigae
CuposuHa Yci sukopucTaHi CUPOBUHHI Ta nakysanbHi MaTepiani BiANoBianTL Bianogigae
3a OMNCOM, KOAOM Ta BEPCIEIo (A€ Lie 3aCTOCOBYETLCA)
TUM, WO 3a3HayeHi y BupoBHuuomy pobodomy apryui.
Poamip naprii Poamip napTii Bignosiaae BUpoGHUYOMY apkyy Binnosigae
MobineHi gaHi Homep napTii, TepMiH BUPOBHUL{TBA Ta 3aKIHUEHHS TEPMIHY NPMAATHOCTI, Bignosinae
a Takox iHLi MOBiNbHI AaKi, 3a3HaYeHi Ha ynakoBuUi, BiANoBIAaIOTL
BUPOBHU4OMY poBoyoMy apkyLly.
Mpoueaypu oYnLieHHs [loKyMeHTaUis LOAC BUKOHAHHSA BCIX NPOUEAYP OYNLLEHHA Bignoeipae
obnagHaHHA Ta BUPOBHUYNX NPUMILLEHE OChOPMIIEHA HANeXHUM YUHOM
Kinbkicte martepiany Kinbkicts maTepiany Bignosigae sumoram cdopmynu naprii Bignosigae
EKONOFiYH1A MOHITOPUHT MOHITOPUHT HABKOSIMLHLOTO CEpeaoBUllYa BiaNoBigae cneludikaLjism Bignosiaae
Mignnew Ha aokyMeHTax Yci gokymeHTn oBniky naprii HanexHUM YMHOM MianucaHi Ta aaTosaHi Bianoeigae
onepartopamu
KoHTponb y npoLieci BpobHUYTBa Pe3ynbTarty BCiX BHYTPIiLHbO-TEXHOMOTIYHNX Komponial Bianosigae
3HAX0AATLCS B MEXax, BCTAHOBNEHWUX Y NPOTOKONi napTii.
PoszpaxyHkn Yci poapaxyHkiu NpaBunbHi, & Pe3ynbTarti 3HaxoAATLCH B MEXaX, Bianosigae
BCTaHOBMEHUX Y NpoTokoni napTil.
AHaniTnyxe CXBaﬂeH.Hﬂ BigXUNEeHHs  AHaniTWyHe cxBaneHHs naprii 6yno niaTsepaXeHo Bignosiaae
BigxuneHus HasBHiCTb BYAb-AKOro BigxuneHHa Byna nigTeepaxexa Bignosigae
18/02/2026 MeHeaxep njgpq;sgiqy g»gpcri - ,Y,U?Rf‘?{aa»(eHa ocoba
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Misa: 19/02/2026

Cepmucgbikam supobHuuymea

Hasea npoaykry: lapaMegs Hawt YKP
Koa npoaykty: 009530375

dopma Bunycky: OcbTanbMonorivyHni rens
Cepist: 0450126

MpupaTthun go:  01/2028

Nara BupoBuuytea:  01/2026

KinbkicTs BupoBneHoro npogykty: Ne. ynakosok 25590 ( 45 3 sikux ANs apxisy 3GepexeHux 3paskis)

Hasea kpaiHu npusHayeHHs: Ekctpa €C
Bigxuneuxs: n.a.
00s: n.a.

Mu, Hiidenignucani, 3acBiguyemo Nig CBOK BIANOBIAANEHICTb, WO NapTis BULLE3a3HAYEHOoro NPoAYKTY Byna
BUFOTOBNEHA, BKMIOYAIOUN YNAKOBKY, KOHTPOsL AKOCTI, ®apmirea C.n.A, Bia I'.6. Onisa 8, Misa, y nosHiv
BignosigHocTi 4o sumor cGMP, cneumdikaLyiii, 3a3Ha4eHuX y peecTpauiiHomy NOCBIAYEHHI, 3aTBEPAXKEHMX
rpadiyHUX ENeMeHTIB Ta NakyBankHUX marepianis, a Takox BiANOBIAHO A0 YUHHOT Yroau rpo sKiCTb.

3anucy Wwoao 0BpoBbku napTii, ynakosku Ta aHanisy Gynu nepesipeHi Ta 3aTBepKeHi Nepes BUny ckom napTii Ta BU3HaHi
Takumu, LWo eianosigaoTe cGMP.
Lium 3aceiauyeTbes, WO BULLEe3a3HaYeHa iHthopmauis € A0CTOBIPHO Ta TOUHOIO, i BOHA BUNYLLEHA Ha PUHOK.

YnosHoBaxeHa ocoba

KomnaHis: ®apmirea C.n.A.

Anpeca supoBHudoro maiiganuvka: Bia 6. Oniea 8, 56121 Ocneganetro Misa, iranis Cr2a2



Batch Release

Certificate of Analysis N. 202600439

HYDRAMED NIGHT UKR

Code: 009530375 Batch: 0450126
Expiry date:  01/2028 No, of pieces: 25545 Manufacturing:  01/2026
Test Specification Unit Measure Resuit
Appearance ointment yellowish-white, shiny with smooth texture Complies
Extractable content »= 5 g 5 g
Vitamin A palmitate [dentification positive Complies
Vitamin A Palmitate assay >=  00.0 <= 120.0 % 102.8 %
Sterility Sterile Sterile
Container codifying check must comply Complies
Box codifying check must comply Complies
Leaflet check must comply Complies
Batch Record Attachments All the attachments to the Batch Record have been checked and Complies
verified
Raw materials All the raw and packaging materials used correspond in terms of Complies
description. code and version (where applicable), to those reported
in the manufacturing worksheet
Batch size The Batch Size is in compliance with the manufacturing worksheet Complies
Mobile data The balch number, the manufacturing and the expiry date, and Complies
other mobile data reported on the packaging are in compliance with
the manufacturing worksheet
Cleaning procedures The compilation of the documentation relating to the execution of all Complies
the cleaning procedures of equipment and production areas, is
correct
Amount of materials The amounts of the ingredients are in accordance with the Complies
requirements of Batch Formula
Environmental monitoring Environmental monitoring are in accordance with the specifications Complies
Signatures on documents Al the documents of the batch record are properly signed and dated Complies
by the operators
In process controls The results of all in-process controls are within the limits laid down Complies
in the batch record
Calcuiations All the calculations are correct and the results are within the limits Complies
established in the batch record
Analytical approval The analytical approval of the bacth has been verified Complies
Deviation
Deviations The presence of any deviation has been verified Complies

*9/02/2026

Quality Unit Manager

WECLAT:
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Certificate of Manufacturing

Product nome:  HYDRAMED NIGHT UKR

Product code: 009530376

Dosage form:  Ophthalmic gel

Batch: 0450126

Exp. date: 01/2028

Manufacturing date:  01/2026

Number of pieces produced: No. of pleces 25590 ( 45 of which for retained sample archive)

Name of destination country: Extra EU

Deviations: n.a.
00Ss: n.a.

We the undersigned certify on our responsibility that the batch of product above mentioned has been
manufactured, including packaging, quality control at Farmigea S.p.A., via G. B. Oliva n® 8, Pisa, in full
compliance with cGMP requirements, with the specifications in the Marketing Authorization, approved
artworks and packaging materials and according to the Quality Agreement in force.

The batch processing packaging and analysis records were reviewed and approved before the batch
release and found to be in compliance with cGMP.

It is hereby certified that the above information is authentic and accurate and is released to the market.

Qualified Person

Pisa: 19/02/2026

Company: Farmigea S.p.A.
Site Address: Via G.B.Olivia 8, 56121 Ospedaletto Pisa, ltalia
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BIRTRME O3 REOTISNE
QUAITR CERTRIGAT

CERTIORIARLITY
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FARMIGEAY

Flepente mepmanuy supobin:
List of medical devices,

Bapofnux
Manufaciurer:

Buapoimmi naomansw:
Mamyfactusing sites:

Yoopuosamesull NpeACTARNEE
B Yupaink

Authorized represenigtive in
Lkvaine:

Kraembivagiy
Classificaiion:

Creprabnioys:

yF O 8 S
Sterility.

{iponeavpa oniuxy
sigponinmooth
Conformity Assessmernt Rowte:

Ceprudixar sigponianoeri:
Certificaie of conformity:

Tipsanaaenuit opras 3 culuey
wsinnonianocyi va Wore
menrdivaiiani vors
Conformity assessment body with
5 identification mianber:
Tepnmin A aexnapauil npo
BIIDOBIANICTR

Validity term of declaration of
conformily

Pexusnda: 1

Version: 1

)

e

Hexorapanis ape slnnosizmicrs Ne §2
Declaration of conformity No. §

Rww. Jozavor 1 o uiel Bewnapani npe simesinsicrs

See drnex T to the Declaration of conformity
Eapuires Coand.
Bia I'B. Oxisa, /8 -
Farmigen Sp.d.

Via G.B. Oiva, 68 ~

56121, Hiza, lraus

36121, Piza, ftalv

Erapmires Tand

B B, Quiga, 6/8 ~

Farmigea Sp 4.

Via &8 Gliva, 6/8 - 58121

TOR «BIZYVC $APM»

{103 w. Kuis, syn. Byshanyorpil, v 3 B, Yipaia

Tem +38 (644} 281 24 6

Erexrponna anpeca; infei@visuspharm.com

SHPHOY 43495344

CVESUS PHARMY LLC

G013, Kyiv, Budindustrii 8ty building 3 8, Ukvaine
el +38 (044 281 24 08

56121, Hisg, Ivaxia

Yiva, Haly

Tel
e-mail, nfoldvisuspharm com
USREQU Code 43495344
Kirae Ha

g

lgss I

Crepanssi
Sterife

Joaarox 6 va 8, Toxutinors pen

233 p
Annex & and 8, of Teri

RO 2 Son i foie 2 7 .
Cabinet of Ministers of Ukrain
.

X

5
Cleprudivar pianopisrocri Ny |
100932030 p.

Cerfificate of conformity No PR I575.25 issued 1103202

Tapapuerss 3 ofvesenown sisnosizgassicrs

«Vapafmeowulht Haywonad merwyyy Cepradisanids,

UAIR116

Limited Linbility Company *Ukvainiun Scientific
Certification”, UATR.1I6

an 10.03.2030 p,

uniil F0.03.2030

fnstingte

AMEHEY TIOH0 MEIRTERK supobis,
aarpeposerors Hocragosow Kabisery Mimictpin Yipatun Ne753 sin 2 wmonths

wmical reguliion en Medical devices approved by Decree o

VATRIIE

Cropizgra 1 33
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FAS %&% SEAY

Papaives Cand, QeKHapYS BUKOHANHS OCHOBHHX BHMOT LHIOHO MemwuHOTe supoly, stigun Hosargy 1 Texmiunnre
pernmamMenty mone Meamanrx prpolis, satseporenoro fHocranonoe Kadinery Minlorpis Vepaing No 753 sin 2 wonrus
3 p.

ASApanEo. Bpo  BARORLGRICTE  CKASEEROG TN UDGOBMTY  SUMIOBAGARBICT: mupofwma  Oapsmirea CmA.
Biznorinageuiors 3a gocrordpuiors pananst ibopmanil secs rupobiu.

Qsic reguivemenis for medical devices, aocording to dmnex § of Techniond
i 4
.')ef:f‘ee of Cabivet of Ministers of Ukraine Ne753 on 2 October 201 i

Q}-‘
,r-.

Farmigen Sp. A, declares the fulfillment of

resadationy on Medical devices, m‘\;%“wc by
The Declovation of Conformity is written under the sole respons.?bzz;fy of the I’,’?u}"h"( dourer }"emmgea Spd. The

s

v~.,

manufacturer is responsible for the quthenticity of the peovided information,
Micne rypani: s, ras Jhara piracy 12032025
Place of issue: F;..ae:z, Haly Date of sigring:
Hazes nocasy, {UB
Fpgition, Full Name Chief Exscntive (¥ficer,
Marie Federighi

flimrme ynosgoraxenot ocofin
Signatuve of Authovized person

X & }&s@gw“ﬁw&g a‘E
\ W%\\.“%fei&mw,ﬁ
PI¥A p1580070808
OF, *&m@h‘z

Pepaxis | Lropina 2 13 3

Version: 1
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Aunnex I io the Declaration of conformity No. (2

epenin supodis
List of device:

Hazea meamanors supody suriiichxom
RGBOID
Name of medical device in English

Hazsa Meanunoro supedy yrpalacbioms Monowk

Namie of medical device in Ulrainian

ByeGal plus
Lubricating ophthalmic gel with Dexpanthenol 5%

AT i swmog
Ivarysantaui odrraseMonerianul rens 2
SXCHANTEHOHON 3%

257

HydeaMed Night
Freservative fros lubricating eye ointment
Vitamin A, Chamowile and Calendula extracts

VinpaMexn Haity
IMANYBATRES 0URA Mask ez KoucepranTin
Bivamin A, eXCIDAKTR POMMIIIGR 18 KAICHIVIER

Micue panaut Tsa, Tramis
Place of issue: Pisa, ltaly

Hanne yoosuosaxenod ocofn
Signature of dwthorized pevson

Aera wimmaey: 19.03.2028
Daste of signihg:

Hazga rocany, B
Fogition, Fudl Name  Chisf Excoutive ificer,
Mario Federighi
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ARTIGIANATO £ ACRICOITURA DELLA TEETANS NORD COVEST

FANDICRS

na Sevafin

dipendente defta Comern 4 Lammercia, tidustea, frtig
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PIBA, 310372028




Canégbi

cexifica  solo ia
firma, 12 qualisd del
firmatario & H
sigilioftinbre che 2

copienuty dal
dooumento per i
guale &  stata
ciata.

This Apostitie only

cerlifios the
Sigrature, the

cagacity  of  the
signey and the sedl
ar stamp € bears. It
does nat cortify the
content  of the

document for which

# was issued,

Prefetiura di Piga

Apostille
{Cenvention de La Haye du § oclobre 1961}
1. Stato: Repubbiica Haliana

I presente atto pubblice
2. & stato firmato da VANNOZZE ALYSSANDRG
3. operante in qualita di Fanzienaris
4. & munito del sigilio/bollo di

CAMERA DI COMMERCIO DY PI8A
Attestato
5. in BIsA 8. 0 31/03/2825
7. da Prefettura - UT.G, & Bisa
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OPFAR 3 QUIHKH BLANOBLAHOUT

SN
- M v . NINRA S

TOB «¥YKPAIHCBEHIT HAYROBHE IHCTHTYT CEPTHRIK AL, W §\§ N

04053, m. Ko, Kyapsancranl yasis, Sya 7. odie 320 =

UATR.ILG

CEPTUODIKAT BIATIOBIJIHOCTI

Hopaaor afeimneuenus QVHRIHONYBAHES CHOTEMH VYRPABRJIHEE sricre #mix  9ac
pHpobHHETES Meanunnx BHpoSiB {(Jozaror & TexHIYHOIO POrIAMOHTY QIO METHMUHMX
rupodis, satsepreHoroe noctanosoo Kadinery Minicrpis Vipaian six 02.10.2013 Ne 753 (TP)

Brpobuuk: Farmigea S.p.A. 7/ Qapairea CanA.
I0punmuna Via G.B. Oliva, /8 - 56121, Pisa, Italy/
agpecas Bia b, Onisa, 6/8 - 36121, Tz, framis
Bupodumai Farmigea S.p. AL/ Gapairea Cn A,
ELTHERINGR Via G.B. Oliva, 6/8 - 36121, Pisa, Italy /

Ria I".B. Onisa, 6/8 ~ 36121, Tz, Frasiu

Yoosnosakennit  TOBR «BIZY(C @APM»
- HPeACTABHEK! 01013, s Kuig, vy byainayerpil, 6ya 5 5, ¥Yrpaina
8 Ko € IPHIOY 434958344

Bupotu: Adtlear, nmoc 3vamysadnunil ofrazsmoaoriyuui ress 3
T ACKCUSHTEHOIOM 5%,

TiapaMen Hadir 3wanpyeaansa o3 Mase  De3  RoucepBanrin
Bitamin A, eRCTPAKTH POMAMIKH TA KAALHIYIH.

Kaac: Ia

Hpusaauennit opray 3 enfaxa simmosinpecti Tosapucrse 3 obmewenow pinnmosb@innicnio
‘<;<}'v‘";;pa‘:1‘r§_c§,;\‘r_-ﬁ3 payvkorpi imerwvyy cepradivanihy {(nesrudixanibngdl wowep Ne UATR.116)
'ni:i'mep;uwy(\ Lo asmaderull  pupOSHUK  BOPOBRAIHE CHUTOMY  VHpIRRIHHE ARICTIO HA  eTamax
»mipéﬁﬁ;-zm‘éa T3 DCTATOWHO! DEPCBIPKH CTOCOBHO 3a3HAveHNX mupobir, sriaso nymxris 3-7 Hosstia €
TP ora mma e o

SHTOM BEDIOHHMHUR Bariosny ayanTs srigno pyswris 811 JAoagarmka 6 TP, Hag
paésriaml_i"f BRoAYRRT 6 ma 1 wracy mogatkoso vae Svis gassunl coprudicar nepesipey Teay 3rigmo
v Josarkom 4 TP

flizerasa 118 sraayi:
3nir No PRIGOVG-PR.2664/6-23 sin 14.02.2025;
Pinrennn spo suzgavy ceprudisara Ne PR.2664/7-23 six 11.03.2025.

Ceprudikar No PR.S78-238

Hittonnii a0 «10» Gepezns 2030 p.
Brmanng Ne 1 sl « '1__»36&9;3;'-;}}51_ 2025 p.
Brepnie pumane 11.03,2025.

BE LR RL LR B R RS Kepigayur oprapy 2
CHIHKH BIRIOBIHOCTI
Povax MHXAJARO
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