CepTuoikar 3 AKocCTi

HalimeHyBaHHA meguuHoro Bupoby: KoKsaH, ouHi kpanai y ¢nakoHi 10 mn

Homep cepii: 012 25/A Tepmin npuaarHocri: 08/2028

PoaMip cepii: 13442 yn Nara supobHuurea: 09/2025
BukopucTaHa CUPOBUHA iy o

BuUKOpUCTaHa CUPOBUHA Bignosinae BuMoram €pponencbkoi Papmakonei 1a/abo
cneuundixkauiaM, 3a3HaYEHNM Y TEXHIYHOMY 10CbE NPOAYKTY

PesynbTaTt KOHTPONIO

Oonuc H OCcMONANBHICTL MoKasHUKH 30BHILLIHI NOKa3HUKKU
(Mpo3opwit poaumH, BiA, XOBTOrO (270-330 PiaKe cepeacBuie 40 Pigxe cepeosulie
[0 XOBTO-OPaH>KeBOro KOMbopy, (7.00-7.40) MOcmonb/kr)  Tiornikonaty con/kasein
6e3 3anaxy)
Bignosinae 7.95 306 No3nTUBHI MNo3uTuBHi Bignosigae

. . : - . .
He signosiaae Heratueni [XI HeratmeuilXl  He Bignosinae

JoaaTKoBI JOKYMEHTH

1 Ceptudikart npo Mikpo6ionoriuHi Ta xiMiuHi aHaniau
BIONOBIOAE (1 HE BIANOBIAAE

2 AHani3 agokymeHTaLii BUpobHULTBA
XIBIANOBIJAE 1 HE BIANOBILAE

3 Nepesipka 3paskis
BILNOBIJAE (7 HE BIANOBIAAE

[Oarta Penizy: 23/10/2025

BignosiganbHa ocoba BUPO6HWUKa

Mianuc
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TOB «AOCTIAHMMA MEQWYHWUIA LUEHTP CEPTU®IKALLIT»

l0eHmupikayianull Homep npusHayeHoeo opeaHy UA. TR.126

Hakaan MinicTepcTsa eKOHOMIMHOr) Do ' iBNi i
‘ 3BUTKY | TOPT
Big 06.03.2018 p. Ne320 Ta ai,n.p1 1.12.2019 p? ri\l%%%'(paw

CEPTU®IKAT BIANIOBIAHOCTL
Certificate of Conformity . e

No UA.TR.126 753 24 031 02

Bupo6uux/Manufacturer:  VISUfarma S.p.A./ BI3Veapma C.n.A. e G e
| Bia Anvbepmo Kaouoo,

Anpeca/Address: Via Alberto Cadlolo 21, 00136 Rome, Italy
21, 00/ 36 Pum, Imanis R

TOB «COHA-®APMEKCIMy / SONA-PHARMEXIM LLC

AocngHm MﬁML/Hh’P/'

YoBHOBAKECHHH
npegcrasHuk B Ykpaini By, Mukosn I'pinuenxa, 2/1, 03038, Kuis, / 2/1, Mykoly Hrinchenka
| Authorized Str., 03038, Kyiv
representative: Koz €JIPTIOY 40130755

Ten.: +38 (044) 359-01-09, office@sona-pharmexim.com
Ipoayxuis/Product. Ouni kpawii / Eye drops

INepenix MeuUHUX BUPOGiB 3a3HAUCHUH Y Tomarky 1, 10 € HEBiL €MHOIO
yacTHEOO MHoro Ceprudixary Binnosinuocti /The list of medical devices
indicated in Annex 1 which is the integral part of the Certificate of
Conformity

TexHiqHOro perJIaMEHTy IMIOA0 MEeAUYHHX BUpOOIB  (3aTBEPIKEHUH
ITocrasiosoro KMV min 02 xopras 2013 poxy Ne753)/ Technical
regulation on medical devices (approved by Decree of Cabinet of Ministers
of Ukraine Ne753 dated October 02, 2013)

Ipouenypa Texniunoro Jlomatox 3 (6e3 m 8-11) — Ilopsmok NpOBEACHHS NPOLEIYpH
pernamenty/Technical 3abesneucHHd  (DYHKIIOHYBAHHS KOMILUIEKCHOI ~CHCTEMH ynpapliHHA
regulation procedure: axicTio/ Annex 3 (except p. 8-11) - Procedure for conducting the procedure
for ensuring the functioning of the integrated quality management system

Ileperix BuUpOOHMYHX MiTBHUIE BKA3aHHH Y Jonarky 2, mo €
HeBLT eMHEOI0 uacTHHOI mporo Ceprudixary simmosimuocti/The list of
production sites indicated in Annex 2 which is the integral part of the

Certificate of Conformity.

Binxnosinae Bumoram/
Conforms with
requirements of:

Honarkosa indopmania/
Additional information:

IMiticanit 3/Effective date: 20.12.2024

Pimenns/Decision: Ne 031-01/
Tidtcuuit no/Expiry date: 19.12.2029

Ilata Bumaui/Issue date: 20.12.2024
e YREAikg _;,@)

59«\
'),1:y Ny
ﬁ?w HHIN ),
?# Y HEH
il LA
BE(cePTHeHANIL,

(/,/?//(«Y{ﬁ & e trdinn N K08/ n
. 2. 38197962/

: PR g A

Jlns supo6is 111 knacy o6os’si3kosuM € Cep*rmi)llca?fwgémpmwmb&w}’or Class Il products, a Design Examination Certificate is required
Jins supoGis 116 ta Il knacy 060’ a3K0BMM € Cepmmikﬁmﬂiﬁ runty (pu 3actocysanni npoueaypu Jonarxy 5 abo Hoaarky 6) For Class 11b and
Class Il products, a Type Examination Certificate is required (Annex 5 or Annex 6 procedure)
Jiust supoGis 116 knacy 0608’ saskoBuM € CepTudiar nepesipku Tany (npu 3acrocysanni npouenypu onarky 7y
For Class 1Ib products, a Type Examination Certificate is required (Annex 7 procedure)
YuuHicTs ceprrhikaTy BiLNOBIHHOCTI MOXKHE FEPE8iPHTH, 3BEPHYBLIHCE JI0 Opray 3 OUiHKH BIANOBIZHOCTI.
Ceprudikar 4uHHUiA 32 YMOBH NPOXOMLKECHHS WOPIHOr0 HAMAL0BOTO aynuty /
The validity of the Certificate of Conformity can be checked by contacting Certification Body.
The certificate is valid subject to annual surveillance audit.

/

,,,,,,

JHupextop/

Director Andrii CHEKALIN

Cropinxka 133

10315
Ceprudirauist npoayxuii

Mposynok XoTtkesuya Mhara, 2A, M. Kuil i
- 2A, M. Kwie, 02094, Yrpaiva - office@dmes.in.ua - www.d i
; Jnua - dmes.in.
Ten. +38(044) 2274061 - xon, €APIIOY 38197962 e e




Honarok 1/Annex 1
Mo Ceprudixkarty Binnosignocri Ne UA.TR.126 753 24 031 02/

to Certificate of Conformity Ne UA.TR.126 753 24 031 02
ITepenix meguunux Bupo6is/List of medical devices

MELINHHM

TUGIKALY

Kopn 3a

BUpOGY ykpaiHChLKO0I0 BHPOGY AHLIHICLKOI0 | opae/ | HE
Ne moBoxo/ Product name in MoBoo/ Product name in Class | 924:2023/
Ukrainian English ‘ GMDN
Code
1 2 3 4 S
1 | KoKgan, ouni kpamnni COQUNR®, eye drops IIb 44237
Hupextop/ Anapiit YEKAJITH
Director Andrii CHEKALIN

Honatok 1 pificuuit npn HassHocti Ceprudikary sinnosignocti Ne UA.TR.126 753 24 031 02/
Annex 1 is valid with Certificate of Conformity Ne UA.TR.126 753 24 031 02

Cropinka 233
Mposynok Xotkesuqa MHava, 24, Kuis, 02094, Ypziva - office@dmes.in.ua - www.dmes.in.ua -tess: +38(044) 2274061
kog €APTIOY 38197962 - InenTrd KauifHui Homep npuatadexoro oprady UA.TR.126




Honatox 2/4nnex 2 HOCTHIHAN MEQVYH

Jlo Ceprugixaty Binmosimnocti Ne UA.TR.126 753 24 031 02/
to Certificate of Conformity Ne UA.TR.126 753 24 031 02

Iepenix BupodHMUNX pimbHML/ List of production sites

VISUfarma S.p.A. /BI3Ygapma C.n.A.
Via Alberto Cadlolo 21, 00136 Rome, Italy/
Bia Anvbepmo Kaonono, 21, 00136 Pum, Imanis.

Aungpiii YEKAJIIH
Andrii CHEKALIN

MAnpexTop/
Director

Hara Bunaui/Issue date: 20.12.2024

Honatox 2 piticauit npu wassuocti Ceprudixaty sinnosinrocti Ne UA.TR.126 753 24 031 02/
Annex 2 is valid with Certificate of Conformity Ne UA.TR.126 753 24 031 02

Cropinka 333

Mposynok XoTkesuda Muarta, 2A, Kuie, 02094, Yipaina - office@dmes.in.ua - www.dmes.in.ua -ten; +38(044) 2274061
kon €PTOY 38197962 - ineHTrdikaLiiiHui HOMED NPU3HAYEHOrO opramy UA.TR.126







TOB «CoHa-®apmekciM»
Byn, Mukonu Mpitvenka, 2/1, Kuis, 03038

Ten.: +38 (044) 359-01-09

«Sona-Pharmexim» LLC
2/1, Mykoly Hrinchenka Str. Kyiv 03038

tel.: +38 (044) 359-01-09

Version/Bepcia: 2024-12-20

SONA-PHARMEXIM LLC
2/1, Mykoly Hrinchenka Str.
03038, Kyiv

Ukraine

DECLARATION OF CONFORMITY

We hereby declare that the product COQUN®, eye
drops, to be placed on the market conforms to the
requirements of Technical Regulation for medical
devices, approved by KMU Resolution No. 753 on
02.10.2013 (thereafter — TR for medical devices). The
conformity assessment procedure regarding the
product COQUN®, eye drops, was performed
according to the Annex 3 {except p.8-11) of TR for
medical devices by the Notified Body for conformity
assessment Research Medical Center of Certification
Ltd, UA.TR.126, located at the address: 2A,
Khotkevycha Hnata Lane, 02094, Kiev, Ukraine
(Notified Body for conformity assessment) with
granting the Certificate of Conformity Ne
UA.TR.126 753 24 031 02 dated 20.12.2024 which is
valid till 19.12.2028.

The assessment has been done according to the
Annex 3 {except p.8-11) of TR for medical devices.

SONA-PHARMEXIM LLC, {ocated at the address: 2/1,
Mykoly Hrinchenka Str., 03038, Kyiv, Ukraine, acts as
the Authorized Representative of the manufacturer
which is responsible for placing the product
COQUNS®, eye drops, on the market and fulfilling the
obligations that are set up by the TR for medical
devices.

We ensure and declare that this product to be placed
on the market is classified as Class ilb device and it

TOB «COHA-®APMEKCIM»
Byn. MuRoAM TpiHyeHKa, 2/1
03038 Kuis

YKkpaiHa

OEKNAPALLIA BIANOBIAHOCTI

Uum OOKYMEHTOM MM ABKNApYEMO, WO NPOAYKT
KoKsan, ouni Kkpanni, wo BBoguthea 8 0bir,
sianosigae sumoram TexHiuHoro PernameHTy wopno
meanyHux Bupobis, 3ateepmkeHoro [locTaHoBOW
KMY Ne 753 sig 02.10.2013 (aani — TP wopgo
MeauyHnx Bupo6is). OLinka BignosigHOCTI NpoayKTy
KoKean, ouni kpanni, Byna nposegeHa 3rigHo 3
poparkom 3 (6e3s n.8-11) TP wono meauqHuxX
Bupobis opraHom 3 ouiMku BignosigHocti TOB
“DocnlgHnit  meauuHKIA  ueHTp ceptudikauii”,
UA.TR.126, posrawoBaHum 3a afpecoio: NpoByJIOK
Xorkesuua MHara, 2A, Kuis, 02094, Ykpaina (Oprau
3 OUiHKu BignosigHocTi 3 Bupgauerw ceptudikara
signosigHocri  NeUA.TR.126 7532403102  sip,
20.12.2024 p. repminom fii o 19.12.2029.

Ouinky 6yno nposeseHo 3rigHo 3 gopatkom 3 (bes
n.8-11) TP wopno meguunux supobis.

YNOBHOBaXEeHUM  NpPeaCTaBHUKOM  BUpPOBHWKS,
BignosiganbHUm 3a BBefeHHA B 06ir npogykry
KoKsaHn, ouHi Kpanni B YKpaiHi Ta BMKOHaHHA
obos’a3kie, BcTaHoBAeHMX TP w040 MeaMuHUX
supobis, BucTynae komnania TOB  «COHA-
GAPMEKCIM», postawoBaHa 3a ajpecorw: ByA.
Mukonu Mpinverka, 2/1, 03038, Kuis, Ykpaiua.

Mu rapaHTYEMO Ta [EKNapyeEMO, WO Liei npoaykrT,
o BBogUTbCA B 06ir | Knacudikyerbes 3a Knacom 16

IBAN: UA303003350000000260092256388 y Ganky AT “PaitchdainzeHn bauk”




meets the provisions of the annex 2 of TR for medical
devices.

This declaration, which is valid till 19.12.2029, covers
the product COQUN®, eye drops, bearing the
national conformity mark, which is manufactured at
the following manufacturing site:

ViSUfarma S.p.A.

Via Alberto Cadlolo 21,

00136 Rome

italy

The declaration is made under the full

manufacturer's responsibility.
Date: 20.12.2024

SONA-PHARMEXIM LLC, on behalf of
ViSUfarma S.p.A.

Director of SONA-PHARMEXIM LLC
0. Fedorenko

3rigHo poaartky 2 TP, sianosigae sumoram TP woao
meauuHnx Bupobis.

Us pgeknapallis, Aka gie no 19.12.2029, oxonioe
npoaykt KoKBaH, OuHi Kpanni, 3 HaHeceHum
3HAKOM  BiANOBIAHOCTI,  AKWN
supobneHnis Ha HacTynHiN gupoﬁnmqfﬁ‘ninnﬁui:

HauioHaNbHMUM

Bi3Ydapma C.n.A. ,
Bia Anb6epro Kagnono, 21
00136 Pum

lranin

Jexrnapauin cxnageﬁd' ~onig WiNKOBUTY

BianoBiganbHicTb BUpoBHUMKA.
Data: 20.12.2024

Bi3Ydapma C.n.A,,
8 0cobi TOB «COHA-GAPMEKCIM»

Aunpekrop TOB «COHA-GPAPMEKCIM»
0.9. degopeHko




Batch Certificate

Medical Device Name: COQUN® box for sale UKRAINE** of 1 boﬁle of 10 mi

Batch: 012 25/A Expiry date: 2028/08

Used raw materials

The raw materials used comply with the European Pharmacopoeia and/or .Speciﬂcations
declared in the Product Technical Dossier complying with annex Il of D.Lgs. No. 46 dated

24/02/1997.

Results of controls carried out on the device

Aspect pH Osmolality Tests
(Clear, odourless, from yellow (7.00-7.40 (270-330 Liquid medium to | Liquind medum | 1€t outcomes
to yellow-orange solution) -00-7.40) mOsm/Kg) Thioglycolate soy/casein
Compliant 795 306 Positivel Positivel] Compliant
Not compliant [ ' Negative Negative Not compliant(

Attached documents

1 Certificate of final microbiological and chemical analyses

COMPLIANT 0O NOT COMPLIANT
2 Batch record

EICOMPLIANT 0 NOT COMPLIANT
3 Samples check

X] COMPLIANT 0 NOT COMPLIANT

Expiry date certification: 02-Aug-2023*

Closing date: 23/10/2025

EU QPPV, Regulatory Manager & PRRC

Rev. DATA TITOLO CcoD.
5 18/04/2023 BATCH CERTIFICATE MEDICAL DEVICES M.PP 04-26

PAG 1DI 2



*The CE certificate n. QCT-0097-18 of the Medical Device COQUN® Ophthalmic Solution, issued on
19/05/2020 with MDD 93/42/CEE, remain valid until to 31/12/2028 pursuant to and by effect of article 1
of REGULATION (EU) 2023/607 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 15 March
2023.

** The release is valid for the transport to the German warehouse - release under quarantine
An additional test for Coenzyme Q10 will be added in an updated version of the batch certificate for the
Ukraine market.

Rev. DATA TITOLO cob. PAG 2DI 2
5 18/04/2023 BATCH CERTIFICATE MEDICAL DEVICES M.PP 04-26



CQ/FORM/Q/364-09 of 21/07/2025

COC Farmaceutic

Your solution in a drop

Certificate of Analysis and Compliance Nr. 1571/2025 of  06/10/2025
Company name: VISUFARMA
Name of product: COQUN
€.0.C. Farmaceutici Srl - Via Chiesa Sud, 156 — 41016 - Rovereto s/S (MO) ~ Italy 1
Manufacturing site: i
C.0.C. Farmaceutici Srl - Via Maodena, 15 40019 Sant’Agata Bolognese (BO) Italy o
Dosage form: Eye drops
Box for sale ITALY of 1 bottle of 10 ml Il
Box for sample ITALY of 1 bottleof 5ml 0
Box for sale TURKEY of 1 bottle of 10 ml ]
Box for sample TURKEY of 1 bottle of 10 ml n
R S — Box for sale FR/DE/NL of 1 bottle of 10 ml
Box for sale EN/ES/PT/CHN of 1 bottle of 10 ml )
Box for sample FR/DE/NL of 1 bottle of 5mi o
Box for sample EN/ES/PT/RO of 1 bottle of 5 ml 0
Box for sale RUSSIA/KAZAKISTAN of 1 bottle of 10 ml 0
Box for sale UKRAINE of 1 bottle of 10 ml )
Batch N°: 012 25/A |
COC batch N°: 2025/4595M
Date of manufacture: 09/2025
Expiration date: 2028/08
Quantity: 13442
TESTS TEST METHOD SPECIFICATIONS RESULTS
- Appearance CQ/03/PF/COQUNpoli c.e. Clear, odourless, from yellow to Complies
yellow-orange solution
- pH CQ/03/PF/COQUNpoli c.e. 7,00~-7,40 7,25
- Osmolality CQ/03/PF/COQUNpoli c.e. 270330 mOsm/kg 306 mOsm/Kg
- Sterility €Q/03/PF/COQUNpoli c.e. Sterile Sterile
{in compliance with Ph, Eur.c.e.)

vy
COMPLIES [ NOT COMPLIES (J
QC Dept. Qc Mana er 7
€0.C Farmaceutlci S {8 l
QC MANAGER

0611 7095/ Klino

15 Massimo Vecchi

J

1/2

i
i
¥

CLL FARMACEUTICI SRL Societd con unico socio Sede Legale, Amministrativa e Stabilimento Produttivo Farmaceutico

Sede Logale e

Stabilimento Produttive

Via Modena, 15 - 40019

S. Agata Bolognese (BO) ltalia
infoi@contentgroup.it
www.contentgroup.it

Sede Commerciale ¢
Ufficl Amministrativi

Via Chiesa Sud, 156/F
41016 - Rovereto 5/$

Novi di Modena (MO) italia

Cap. Soc, € 1.200.000 V.
Cod. Fisc. @ Iscr. Reg.

Impr. ci Bologna 03541870378
PIVA IT 01603491208

R.E.A. Bologna N. 298432

Stabilimento Produttivo
Via Chiesa Sud 156/C/D/E/G
41016 ~ Rovereto s/S

Novi di Modena (MO) italia

Societd soggetta all‘attivita di direzione e coordinamento esercitata da Schema C S.p.A. ¢.f. 10880840961




CQ/FORM/Q/364-09 of 21/07/2025

COC Farmaceutici

Your solution in a drop

Certificate of Analysis and Compliance Ny, 1571/2025 of  06/10/2025
Company hame: VISUFARMA
Name of product: COQUN

Manufacturing site:

C.0.C. Farmaceutici Sr! - Via Chiesa Sud, 156 - 41016 - Rovereto s/S (MO) Itaiy &

€.0.C. Farmaceutici Srl - Via Modena, 15 40019 Sant'Agata Bolognese (BO) ~Italy ©
Dosage form: Eye drops
Box for sale ITALY of 1 bottle of 10 ml ]

Package size and type:

Box for sample ITALY of 1 bottle of 5 ml

Box for sale TURKEY of 1 bottle of 10 mi ]

Box for sample TURKEY of 1 bottle of 10 ml

Box for sale FR/DE/NL of 1 bottle of 10 ml

Box for sale EN/ES/PT/CHN of 1 bottle of 10 ml 0

Box for sample FR/DE/NL of 1 bottle of 5ml «

Box for sample EN/ES/PT/RO of 1 bottle of 5 ml 0

Box for sale RUSSIA/KAZAKISTAN of 1 bottle of 10 ml O
Box for sale UKRAINE of 1 bottle of 10 ml ix

Batch N°: 012 25/A
COC batch N*: 2025/4595M
Date of manufacture: 09/2025
Expiration date: 2028/08
Quantity: 13442

CERTIFICATION STATEMENT

| hereby certify that the above information is authentic and accurate. This batch was manufactured, packaged and
controlled in accordance with the Quality System and the specnf:catlons contained in the Quality Agreement in force.

COMMENTS/REMARKS
«/ 'y

-y i e f 103 % s

Fa /

L 5

QUALIF_},ED PERSON COMORMITY
o€ FAR EUT 5.1,
/ ﬁTtiS“Pin SR NPTy
/ O, B0aR

T L l\!)'m
2/2

C.O0, FARMACEUTICI SRL Societa con unico socio Sede Legale, Amministrativa e Stabliimento Produttivo Farmaceutico

Sede Legale ¢

Stabilimento Produttivo

Via Modena, 15 - 40019

5. Agata Bolognese (BO) ltalia
inforgrcontentgroup.it
www.contentgroup.t

Sede Commerciale
Uffici Amministrativi

Via Chiesa Sud, 156/F
41016 - Rovereto /S

Novi di Modena (MO) italia

Stabilimento Produttive
Via Chiesa Sud 156/C/D/E/G
41016 - Rovereto s/S

Novi dl Modena (MO) ltalia

Cap. Soc¢. € 1,200,000 1V,
Cod. Fisc. e Iscr, Reg.

impr. di Bologna 03541870378
PIVA IT 01603491208

R.E.A. Bologna N, 299432

Societa soggetta all'attivita di direzione e coordinamento asercitata da Schema C S.p.A. ¢.f. 10880840961



%

TOB «Cora-Papmekcimms
syn. Mukosws Ipikvenka, 2/1, Kaig, 03038
ven.: +38 (044) 358-01-09

sSona-Pharmexims LLC
211, Mykoly Hrinchenka Sir. Kyiv 03038

7%

VAR COHO
vany COMC

Doy
[ oarmexem)

tel.; +38 (044) 359-01-09

Version/Bepcin: 2024-12-20

SONA-PHARMEXIM LLC
2/1, Mykoly Hrinchenka Str.
03038, Kyiv

Ukraine

DECLARATION OF CONFORMITY

We hereby declare that the product COQUN®, eye
drops, to be placed on the market conforms to the
requirements of Technical Regulation for medical
devices, approved by KMU Resolution No. 753 on
02.10.2013 {thereafter - TR for medical devices), The
conformity assessment procedure regarding the
product COQUN®, eye drops, was performed
according to the Annex 3 {except p.8-11} of TR for
medical devices by the Notified Body for conformity
assessiment Research Medical Center of Certification
Ltd, UA.TR.126, located at the address: 24,
Khotkevycha Hnata lane, 02094, Kiev, Ukraine
{Notified Body for conformity assessment) with
granting the Certificate of Conformity No
UATR.126 753 24 031 02 dated 20.12.2024 which is
valid tili 19.12.2028.

The assessment has been done according to the
Annex 3 {except p.8-11) of TR for medical devices.

SONA-PHARMEXIM LLC, located at the address: 2/1,
Mykoly Hrinchenka Str., 03038, Kyiv, Ukraine, acts as
the Authorized Representative of the manufacturer
which is responsible for placing the product
COQUNP, eye drops, on the market and fulfilling the
obligations that are set up by the TR for medical
devices.

We ensure and declare that this product to be placed
on the market is classified as Class ltb device and it

TOB «COHA-PAPMEKCIM»
syn. Mukonu Mpisvenxa, 2/1
D3038 Kuis

¥Yxpaina

OEKMAPALIA BIAROBIAHOCTI

Urm JONYMEHTOM MW QEKABDYEMO, WO NPOJYKT
KoKsas, Kpani,
gignosinae sumoram Texnivkoro PernameHTty woao
mepuunmx supobis, 3ateepamedors [locTanosoo
KMY Ne 753 sig 02.10.2013 {gaai —~ TP wogo
meguannx supobis}. Ouinka signosigrocti npogywry
KoKsau, ouni kpanni, Gyna nposegena 3rigHo 3
poaatson 3 {Bez nB-11) TP wopp menmunux
supoBis oprasom 3 ouinkn  signosigeocti TOB
*Hocnlpruil  mepwanull  gewrp  ceprudinayii”,
UATR.126, po3TrauioBanim 338 agpecoin: NpoByRok
Xotxesuua Fuata, 24, Kuie, 02084, Yrpaiva {Oprau
a ouyinku signosigroct 3 Bugades ceprudinara
signosigHocri  NRUATR.126753 2403102 sin
20.12.2024 p. reprainom git oo 19.12,2029.

OuHi wo BBOAWTLCR B OBir,

Cuinky Byno nposeqeHo 3riaHc 3 gogatkom 3 {Ges
n.8-11} TP woas meauuHnx supobis.

YNOBHOBAKEHUM  npencTaBHukom  supobHuka,
BifinosigansHus 33 Beegedns 8 obir npogykry
KoKean, oudi spanni B Ykpalkwi 78 BUKOHaHHA
ofor’A3KkiB, BCoraHosnedux TP WOO0  MepuuHKX
supofis, BMCTynac  kKomnauin  TOB  ¢COHA-
GAPMEKCIMS, posTawioBana 33 aapecod: By
Murosm Mpindenka, 2/1, 03038, Kule, Yrpaiva,

Mu rapaHTyemo Ta ASKAapYEmo, o uell npogyxy,
Lo BBOAUTLER B 08ir | ®nacudixyeTeca 3a knacom HE

IBAN: UA303003350000000260002256388 y Ganky AT ‘Palitbaiaex bank’




meets the provisions of the annex 2 of TR for medical
devices.

This declaration, which is valid till 19.12.2028, covers
the product COQUN®, eye drops, bearing the
national conformity mark, which is manufactured at
the following manufacturing site:

VisUfarma S.p.A.

Via Alberte Cadlolo 21,

00136 Rome

Italy

The declaration is made under the full

manufacturer's responsibility.
Date: 20.12,2024

SONA-PHARMEXIM LLE, on behalf of
ViSUfarma §.p.A.

Director of SONA-PHARMEXIM LLC
O. Fedorenko

sriguo poaartry 2 TP, signogigae aumoram TP wopo
mepguaHnx supobis.

s pewnapauis, ska gie ao 18.12.2029, oxonmoe

npogyrt  KoKeaw, ouni ®panal, 3 HaHRCERMM
HauloHaNbHUM  3HaKoM  BignosiguocTi, AR
supofnadnii K3 HACcTYNKIA BUpoGHWIN inaxui:
Bi3¥dapma C.n.A.

Bia Anwbepro Kagaoao, 21

00136 Pum

{ranin

Dexnapauin tA3feHa nig uinkosuTy

signosiganeHicTs Bupobumnka,
Hara: 20.12.2024

Bi3¥dapma C.nA.,
8 ocoli TOB «COHA-@APMEKCIM»

Huperrop TOB «COHA-QAPMEKCHEV»
0.5, PegopeHiD

4




TOB «OOCHIAHANA MEQUHHWM LIEHTP CEPTU®GIKALLIT»
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CEPTHDIKAT BIANOBIAHOCTI

Bupobuuk/Manufacturer:
Anpecal/Address:

YiosHoBaKeHUIE
NpeACTABHUK B Y Kpaiui
/ Authorized
representative.

Mponyxuis/Product.

Bianosinac sumoram/
Conforms with
requirements of:

IMpouexypa Texuiunoro
peraamenty/Technical
regulation procedure:

Homarkosa indopmanis/
Additional information:

Pimenns/Decision: Ne 031-01/
Jara sugadi/Issue date: 20.12.2024

JMupexrop/
Director

F

Tt Bupofis 11 wiacy oGos’sskosum ¢ Ceprudica Srgesl
Tna supoGis 116 1a I xnacy 000 a3KoBHM ¢ Ceprudixal

Certificate of Conformity
Ne UA.TR.126 753 24 031 02

VISUfarma S.p.AJ BI3Vpapma Cn.A.

Via Alberto Cadlolo 21, 00136 Rome, Italy / Bia Anvbepmo Kadnono,
21, 00{36 Pum, Imanis

TOB «COHA-®APMEKCIM» / SONA-PHARMEXIM LLC

py1. Muxonu I'pinaenka, 2/1, 03038, Kuis, / 2/1, Mykoly Hrinchenka
Str., 03038, Kyiv

Kon €IIPIIOY 40130755

Ten: +38 (044) 359-01-09, office@sona-pharmexim.com

Quni xpamti / Kye drops

[lepenix MenuumHux Brpodis sasnavennii y Jlonatky 1, IO € HEBLL €EMHOIO
gactarow usoro Ceprudixary sinnopigpocti /The list of medical devices
indicated in Annex 1 which is the integral part of the Certificate of
Conformity

TexHiMHOrO perVIAMEHTY WOAO MEIMUHHX BHPOGIB (3arsepmxeHHI
Tocrasosoro KMV Bin 02 osrus 2013 poxy Ne753)/ Technical
regulation on medical devices (approved by Decree of Cabinet of Ministers
of Ukraine Ne753 dated October 02, 2013)

Homarok 3 (Ge3 n. 8-11) — Illopsmox NpOBEACHHS HPONETYPH
tabesneycrEs  PYHKIIOHYBAHHA KOMIUIEKCHOI CHCTEMH VIIpaBIiHHS
sxicTio/ dnmex 3 (except p. 8-11) - Procedure for conducting the procedure
for ensuring the functioning of the integrated quality management system

Ieperik BupOGHHYMX JiNGHUIL BKasaHWH Yy Jopmatky 2, mo €
Hepix eMEOI0 wacTHHOKO poro Ceprudikary simmosimmocti/The list of
production sites indicated in Annex 2 which is the integral part of the
Certificate of Conformity.

Hiticumit 3/Effective date: 20.12.2024
Histcruit mo/Expiry date: 19.12.2029

Anapiit HEKAJITH
Andrii CHEKALIN

or Class 11 products, a Design Examination Ceritficate i3 required

TRPWIPRE tanty (npu 3acTocysanui npouenypy doagrxy 5 abo oparky 6) For Class Itb and

Class U products, a Type Examination Certificate is required {Annex 3 or Arnex & procedure)

lna supo6is 116 kracy ofos ' ssxasum ¢ Ceprudikar neperipxs Tany (ripn sactocysanui mpoueaypu loavky 7)/
For Class It products, a Type Examination Certificate is required (dnnex 7 procedure]

Ugknicth cepTvikaTy BiANORIIHOCTI MONHA TIepeaipHTH, IBCPHYBIINCE A0 Oprany 3 OLHHKH BIIOBIAHOCTE,
Cepridikar drumil 32 YMORH IPOXOUKERHS LOPIHON) HALIAIOROTO Ay AHTY !

The validity of the Certificate of Conformity can be checked by contacting Certification Bod.
The certificate is valid subject to annual surveillance audit.

Cropinka 133

o s XY T INEE - & ot 5 . < <o
Dpoeynor Xorkeswis Srars, 28, M, Kugi, 02084, ¥rpaine ~ oflce@@dmosinug ~ waaw dmes.in.ua
Ten, +38{044) 2274061 - xog EOPTIOY 38197962 o
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Hoparox 1/4nnex 1

Ho Ceprudikaty simnopinnoeri Ne UA.TR.126 753 24 031 02/

1o Certificate of Conformity Ne UA.TR.126 753 24 031 02

Hepenix mexmanux Bupodis/List of medical devices

HalivenyBasHst MEAMYHOTO | HajivenyBanHs MEXMIHONO Koxsa
BHPOOY YKpaiHCHK 010 BUPOOY AHTIINHCHKOTIO Kiae/ HK
Ne MoBo0/ Product name in moBow/ Product name in Class 02§13023/
Ukrainian English (g/fg N
ode
1 2 3 4 5
1 | KoKsan, ouni kparm COQUN®, eye drops b 44237

Hupexrop/
Director

Jlata Bunagi/Issue date: 20.12.2024

Anppiid HEKAJIH
Andrii CHEKALIN

Honarox 1 aiffcaud npu nassrocti Ceprudixary signosimnocti Ne UA.TR.126 753 24 031 02/
Annex 1 is valid with Certificate of Conformity Ne UA TR 126 753 24 031 02

Cropinka 233
Fipowyror Xorgeswus Dsara, 28, Kuls, 02084, YipaTna

Kon GHRFTIOY S8187982 ~ newrad ki

wedhdmes inug - www dmns inua ren +38{044) 287084

1 HOMSD npRsHEMeNore oprany UATR 128




Hoaarox 2/dnnex 2
Mo Ceprudivary sinmosignocri Ne UA.TR.126 753 24 031 02/
to Certificate of Conformity Ne UA.TR. 126 753 24 031 02

Hepeaix Bupobaranx JinsHANL/ List of production sites

VISUfarma S.p.A. /BI3Vhapma C.n.A.
Via Alberto Cadlolo 21, 00136 Rome, Italy/
Bia Anvbepmo Kaodnono, 21, 00136 Pum, Imanis.

Anapiii YHEKAJIH
Andrii CHEKALIN

Jupexrop/
Director

Hara Bupaui/lssue date: 20.12.2024

Hoxarox 2 pificuuii npu passrocti Ceprudikary sinnosinmoeri Ne UA.TR.126 753 24 031 02/
Annex 2 is valid with Certificate of Conformity Ne UA. TR.126 753 24 031 02

Cropinka 333
fposynos Xorsesiea FHata, 28, Kutg, 02004, Yepaing - oficoRumasin.ua « Wiy, tmes it 48 ~yar +33{D44; 2274081
o CUPTIOY 30107882 - Insrmidikauiitant HOMED NDISKINEHOND oprady UATR IS
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