CQ/FORM/Q/714-08 of 23/06/2025

C COC Farmaceutici

Your solution in a drop

Ceptudukar aHanusa n Coorsercremua Ne 1625/2025 ot 15/10/2025

KomnaHus: OPDXENC (OFFHEALTH)

MpoaykKT: OKYTUAP3 TMAPO+ 0,2% (OCUTEARS HYDRO+ 0,2%)

MecTo npousBoAcTBa: C.0.C. Farmaceutici Srl — Via Chiesa sud, 156 41016 Rovereto s/S (MO) - Italy
X
C.0.C. Farmaceutici Srl — Via Modena, 15 40019 Sant’Agata Bolognese (BO) -
Italy O

dopma Bbinycka: Kannu rnasHble (PactBop 0¢pTasibMONOrMYecKnii ctepusbHbIn)

Pasmep 1 BuA ynakoBKM: - YnakoBKa gna npogaxu bonrapua / Nateua / Jlutea 1 dpnakon 10 mn [

- YnakoBKa gna npogaxu Benrpua 1 dpnakox 10 mn []

- YnakoBKa gna npoaaxu Yewckaa Pecnybauka / Nonbwa / Cnosakua 1
dnaxkoH 10 mn [

- YnakoBKa gna npogaxu Mapokko 1 pnakox 10 ma [

- YnakoBKa gnsa npoaaxku Apmenus [ Ysbekucran / benapycb 1 pnakoH 10
mn [

- YnakoBKa gna npoaaxu KasaxcraH 1 ¢pnakon 10 mn [

- YnakoBKa gna npoaaxku AsepbaiigaH / Mpysua / Ykpauna 1 dnakoH 10
mn [

- YnakoBKa gna npogaxu Poccua 1 ¢pnakoH 10 mn X

- YnakoBKa gna npogaxu Kunp/Ifpeuua 1 dnakon 10 ma [

Homep cepum: TO2514
COC Homep cepum: 2025/4506M
[Jata npoussoacTtea 24/09/2025
Cpok rogHoCTH 2027/09
Konunuectso 26629
NMOKA3ATE/IN METOAbI AHA/TU3A HOPMA PE3Y/IbTATbI
- OnucaHne CQ/03/PF/OCUTEARS HYDRO+ 0,2 OSD c.e. Yucrtbii, 6ecusetHbii | CooTBeTtcTByeT
pacTeop
- pH CQ/03/PF/OCUTEARS HYDRO+ 0,2 OSD c.e. 6,7-7,3 7,0
- OcmonanbHoctb | CQ/03/PF/OCUTEARS HYDRO+ 0,2 OSD c.e. 270-330 mOcmonb/kr | 304 mOcmonb/Kr
- BaskocTb CQ/03/PF/OCUTEARS HYDRO+ 0,2 OSD c.e. 6,00-14,00 caHTMcTOKC | 10,36 CaHTUCTOKC
- CTepunbHOCTb CQ/03/PF/OCUTEARS HYDRO+ 0,2 OSD c.e. CTepunbHbIi CTepunbHbIN
(EBp. Papm.)
CootsertcrayeTX He cootseTcrByeT[]
QC Dept. / OTaen KOHTpONA KauecTea QC Manager
15 okTa6pna 2025 “NMognucs” 15.10.2025 “NMoanucb”
Maccumo Buuum (Massimo Vecchi)

Crp.1m32
C.0.C. FARMACEUTICI SRL Societa con unico socio Sede Legale, Amministrativa e Stabilimento Produttivo Farmaceutico
Sede Legale e Sede Commerciale e Stabilimento Produttivo Cap. Soc. € 1.200.000 V.
Stabilimento Produttivo Utficl Amministrativi Via Chiesa Sud 156/C/D/E/G Cod. Fisc. ¢ Iscr, Reg
Via Modena, 15 - 40019 Via Chiesa Sud, 156/F 41016 - Rovereto s/5 Impr. di Bologna 03541870378
S. Agata Bolognese (BO) Italia 41016 - Rovereto s/S Novi di Modena (MO) Italia PIVA IT 01603491208

info@contentgroup.it Novi di Medena (MO) Italia RE.A, Bologna N. 299432
www.contentgroup.it



CQ/FORM/Q/714-08 of 23/06/2025

COC Farmaceutici

Your solution in a drop

Ceptudukar aHanusa n Coorsercremua Ne 1625/2025 ot 15/10/2025

KomnaHus: OPDXENC (OFFHEALTH)

MpoaykKT: OKYTUAP3 TMAPO+ 0,2% (OCUTEARS HYDRO+ 0,2%)

MecTo npousBoacTBa: C.0.C. Farmaceutici Srl — Via Chiesa sud, 156 41016 Rovereto s/S (MO) - Italy
X
C.0.C. Farmaceutici Srl — Via Modena, 15 40019 Sant’Agata Bolognese (BO) -
Italy O

dopma Bbinycka: Kannu rnasHble (PactBop 0¢pTaibMONOrMUEeCcKUii CTepusibHbIN)

Pasmep 1 BuA ynakoBKM: - YnakoBKa gna npogaxu bonrapua / Nateua / Jlutea 1 dpnakon 10 mn [

- YnakoBKa gna npogaxu Benrpua 1 dpnakox 10 mn []

- YnakoBKa gna npoaaxu Yewckaa Pecnybauka / Nonbwa / Cnosakua 1
dnaxkoH 10 mn [

- YnakoBKa gna npogaxu Mapokko 1 pnakox 10 ma [

- YnakoBKa gnsa npoaaxku Apmenus [ Ysbekucran / benapycb 1 pnakoH 10
mn [

- YnakoBKa gna npoaaxu KasaxcraH 1 ¢pnakon 10 mn [

- YnakoBKa gna npoaaxku AsepbaiigaH / Mpysua / Ykpauna 1 dnakoH 10
mn [

- YnakoBKa gna npogaxu Poccua 1 ¢pnakoH 10 mn X

- YnakoBKa gna npogaxu Kunp/fpeuma 1 dnakon 10 ma [

Homep cepum: TO2514

COC Homep cepum: 2025/4506M
[Jata npoussoacTtea 24/09/2025
Cpok rogHoCTH 2027/09
Konunuectso 26629

HacroAawum noareeprKAato, 4ToO NpusBeaeHHasn Bbille VIH(I)OpMaLI,VIH AoctoBepHa U To4Ha. [laHHaA cepma
npou3isegeHa, ynakosaHa v npoLusia KOHTPOJib B COOTBETCTBUU C CMUCTEeMOWM KauecTBa U TEXHUYECKUMU
ycnosmamu, cogepxXawmmumca B AEﬁCTBYI-OI.I.I,EM cornawieHnun o Kavecrtse.

KommeHTtapum / MpumeyaHus: 15.10.2025 “noanucb”

MNoaTtsepKaeHue yNoAHOMOUYEHHOro Mua
C.0.C. FARMACEUTICI S.r.l.
Antonio Pinna/ AHTOHMO MNMnHHa

QP &PRRC
Aara: 15.10.2025
“NMoanucb”
Crp.2us 2
C.0.C. FARMACEUTICI SRL Societa con unico socio Sede Legale, Amministrativa e Stabilimento Produttivo Farmaceutico

Sede Legale e Sede Commerciale e Stabilimento Produttivo Cap. Soc. € 1.200.000 V.
Stabilimento Produttivo Utficl Amministrativi Via Chiesa Sud 156/C/D/E/G Cod. Fisc. ¢ Iscr, Reg
Via Modena, 15 - 40019 Via Chiesa Sud, 156/F 41016 - Rovereto s/5 Impr. di Bologna 03541870378
S. Agata Bolognese (BO) Italia 41016 - Rovereto s/S Novi di Modena (MO) Italia PIVA IT 01603491208
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Rev. 05 OFFHEALTH S.p.A.

Mod. 42 |RILASCIO LOTTO/BATCH RELEASE N. 0189/2025
Product name: Ocutears Hydro+ 0.2% PFMD RU Batch N. TO2514
Classe/ Class: 1 non sterile O I sterile O IIB

DOCUMENTAZIONI, DATI E CONTROLLI DA ESEGUIRE
DOCUMENTATION, DATA AND CONTROLS TO BE CARRIED OUT

e Numerosita lotto/manufactured pieces Pezzi/pieces: 26,629

o Integrita delle confezioni/packaging integrity SI/YES NO O
o Foglietto illustrativo/package leaflet SI/YES NO O
e Conformita dell’etichettatura/labelling compliance SI/YES NO O
e DPulizia-saldatura/cleaning-sealing SI/YES NO O
e Verifica batch record/Batch record check SI/YES NO O

X

e Numero di lotto produttore/Mfg batch number SI/YES NO O N. 2025/4506M

X

e Data produzione/Manufacturing date SI/YES NO [ Del 24/09/2025

X

o Certificato di analisi produttore/Mfg CoA SI/YES NO O N 1625/2025
e Dichiarazione di conformita/Declaration of conformity SI/YES [XI NO [ Del 16/10/2025

e Validita marcatura CE/CE marking validity SI/YES NO O
Numero cettificato/ Certificate number: 1T277724-4, Exp: 26/05/2024 (extended 31/12/2028)

Notes
production). Batch record is filed only in soft copy.

Firma/Signature QA .................. .

Conforme/Complies

Si dichiara che il Lotto sopraindicato ¢ conforme ai requisiti essenziali indicati nell’Allegato I del D.Igs.
24/02/97 n. 46, e successive modificazioni e le parti applicabili del Regolamento UE 2017/745.
We hereby declare that the above batch compltes with the essentzal requi ;cated in Annex

the EU Regulation 745/2017

Data/date 16/10/2025 QA ..........
\




Certificate of Analysis and Compliance Nr.

CQ/FORM/Q/714-08 of 23/06/2025

COC Farmaceutici

Your solution in a drop

1625/2025 of 15/10/2025

Company name:

OFFHEALTH

Name of product:

OCUTEARS HYDRO + 0,2%

Manufacturing site:

C.0.C. Farmaceutici Srl - Via Chiesa sud,156 41016 Rovereto s/S (MO)-Italy P{
€.0.C. Farmaceutici Srl — Via Modena, 15 40019 Sant’'Agata Bolognese (BO) —Italy o

Dosageform:

Eye drops

Package size and type:

- Box for sale BULGARIA / LATVIA / LITHUANIA of 1 bottle of 10 ml O

- Box for sale HUNGARY of 1 bottle of 10 ml O

- Box for sale CZECH REPUBLIC / POLAND / SLOVAKIA of 1 bottle of 10 ml O
- Box for sale MOROCCO of 1 bottle of 10 ml O

- Box for sale ARMENIA / UZBEKISTAN / BELARUS of 1 bottle of 10 ml O

- Box for sale KAZAKHSTAN of 1 bottle of 10 ml O

- Box for sale AZERBAIJAN/GEORGIA/UKRAINE of 1 bottle of 10 ml O

- Box for sale RUSSIA of 1 bottle of 10 ml

- Box for sale CYPRUS/GREECE of 1 hottleof 10 ml O

Batch N°: TO2514
COC batch N°: 2025/4506M
Date of manufacture: 24/09/2025
Expiration date: 2027/09
Quantity: 26629
TESTS TEST METHOD SPECIFICATIONS RESULTS
- Appearance CQ/03/PF/OCUTEARS HYDRO+0,20sd c.e. |Clear, colourless solution Complies
- pH €Q/03/PF/OCUTEARS HYDRO+0,20sd c.e. 6,7-7,3 7,0
- Osmolality €Q/03/PF/OCUTEARS HYDRO+0,20sd c.e. 270 - 330 mOsm/kg 304 mOsm/Kg
_ Viscosity CQ/03/PF/OCUTEARS HYDRO+0,20sd c.e. 6,00-14,00 cSt 10,3655t
- Sterility (Ph.Eur.c.e.) CQ/03/PF/OCUTEARS HYDRO+0,20sd C.e. Sterile Sterile
COMPLIESE] NOT COMPLIESCD
7
Qc Dm = Manager -~
1 b 10\ A C. Farm
15 UTTZUZFJ{[\‘U\J N0 AT Nohon | %a/ ace .
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C.0.C. FARMACEUTICI SRL Societd con unico socio Sede Legale, Amministrativa e Stabilimento Prj duttivo Farmaceutico e

Sede Legale e
Stabilimento Produttivo
Via Modena, 15 - 40019

S, Agata Bolognese (BO) Italia

info@contentgroup.it
www.contentgroup.it

Sede Commerciale e
Uffici Amministrativi

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

Novi di Modena (MO) ltalia

Cap. Soc. € 1.200.000 |V.
Cod. Fisc. e Iscr. Reg,

Impr. di Bologna 03541870378
PIVA IT 01603491208

R.E.A. Bologna N. 299432

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

Novi di Modena (MO) ltalia

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




CQ/FORM/Q/714-08 of 23/06/2025

COC Farmaceutici

Your solution in a drop

Certificate of Analysis and Compliance Nr. 1625/2025 of  15/10/2025
Company name: OFFHEALTH
Name of product: OCUTEARS HYDRO + 0,2%

C.0.C. Farmaceutici Srl - Via Chiesa sud,156 41016 Rovereto s/S (MO)-ltaly Eg
C.0.C. Farmaceutici Srl — Via Modena, 15 40019 Sant’Agata Bolognese (BO) — Italy ©

Manufacturing site:

Dosageform: Eye drops

- Box for sale BULGARIA / LATVIA / LITHUANIA of 1 bottle of 10 ml O

- Box for sale HUNGARY of 1 bottle of 10 ml O

- Box for sale CZECH REPUBLIC / POLAND / SLOVAKIA of 1 bottle of 10 ml o
- Box for sale MOROCCO of 1 bottle of 10 ml 0

Package size and type: - Box for sale ARMENIA / UZBEKISTAN / BELARUS of 1 bottle of 10 ml o

- Box for sale KAZAKHSTAN of 1 bottle of 10 ml ©

- Box for sale AZERBAIJAN/GEORGIA/UKRAINE of 1 bottle of 10 ml O

- Box for sale RUSSIA of 1 bottle of 10 ml

- Box for sale CYPRUS/GREECE of 1 bottle of 10 ml o

Batch N°: TO2514
COC batch N°: 2025/4506M
Date of manufacture: 24/09/2025
Expiration date: 2027/09
Quantity: 26629

CERTIFICATION STATEMENT
I 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 specifications contained in the Quality agreement in force.

COMMENTS/REMARKS s,

s crleflo)s
g = g

(
QUALIFJED PERSON CO SRMITY

COC FARMACEUTICI
,Aﬁ nio

(clef leis

2/2
_ C.O.C. FARMACEUTICI SRL Societa con unico socio Sede Legale, Amministrativa e Stabilimento Produttivo Farmaceutico
Sede Legale e Sede Commerciale e Stabilimento Produttivo Cap. Soc. € 1.200.000 |V,
Stabilimento Produttivo Uffici Amministrativi Via Chiesa Sud 156/C/D/E/G Cod. Fisc. e Iscr. Reg.
Via Modena, 15 - 40019 Via Chiesa Sud, 156/F 41016 - Rovereto /S Impr. di Bologna 03541870378
S. Agata Bolognese (BO) ltalia 41016 - Rovereto s/S Novi di Modena (MO) Italia PIVA IT 01603491208
infofa@xcontentgroup.it Novi di Modena (MO) Italia R.E.A. Bologna N. 299432

www,contentgroup.it
Societa soggetta all'attivita di direzione e coordinamento esercitata da Schema C S.p.A. ¢.f. 10880840961




OFF S.p.A

DECLARATION OF CONFORMITY

The company OFFHEALTH S.p.A., with head offices in Via Giovanni Paisiello, 10, 50144 Florence,
Italy, as legal manufacturer of the products, declares under its own responsibility that the below listed
medical devices, in risk class IIb, according to rule 15 of the Directive 93/42/EEC and further
amendments, Annex IX (implemented in Italy by Legislative Dectee No. 46/1997 and further

amendments):

PRIMARY SANTEN
PRODUCT PACKAGING COUNTRY code COC code

OCUTEARS HYDRO+ 0.2%
Bottle 10 ml
SANTEN Batch number TO2514
UD 15x0,35ml OJ RU 31607 019734
COC batch number 2025/4506M
Sample 5x0,35ml OJ

Expiry date ...2027/09

e comply with essential requitements and dispositions of the Directive 93/42/EEC and further
amendments, as reported in the Technical File n. FT 005 OH filed by the Company and with EU
Regulation 2017/745 regarding the requitements applicable to legacy devices in Art. 120(3).

e are manufactured in according to COC/OFFHEALTH/SANTEN Quality agreement and in
compliance with the requirements of Annex II of the above mentioned Directive, as per CE
Certificate No. IT277724-4, Exp: 26/05/2024 by the Notified Body No. 1370, BUREAU
VERITAS ITALIA S.p.A.

Florence, 16/10/2025

Assurafce Director
Ja

Head Offices Administrative Offices

Via Giovanni Paisiello 10 Via Domenico Cimarosa 18
50144 Florence, ltaly 00198 Rome, Italy

VAT code: 06335340482 Phone+39-06-86764706
Phone +39-055-0161771 +39-06-86764710

e-mail: info@offhealth.it e-mail: amministrazione@offhealth.it
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