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ORGAN CULTURE AT 31° C

Tissue-C is a medium for organ culture 
of donor cornea at 31°C for up to 1 
month, packaged in a bottle with a 
mouth internal diameter of more than 
22 mm to facilitate handling procedures 
in an aseptic environment, thus 
minimizing the risk of contamination. 
Solution contains an antibiotic/
antimycotic mixture that warrants an 
effective protection against bacteria 
and fungi. The phenol red indicator 
allows a rapid visualization of pH 
variations. No media replacement 
is required during culture. Stability 
studies showed that
alternate freezing-thawing cycles 
do not alter the physical-chemical 
properties of the media.
CornealFloat is an accessory intended 
to suspend the cornea in the medium.

Ref.:  TIS 001-00/       
CFD 001

Contents: 

 12 100ml-vial pack

 12 CornealFloat

 12 labels for traceability

 1 package insert

GS1-128 barcode 

MKT-148 rev. 6

TISSUE-C CORNEALFLOAT

Ingredients Action

sodium pyruvate, glucose energetic sources

low density 
polyethylene (PE-LD)

amino acids, mineral salts nutrients

serum trophic factors

penicillin G, streptomycin, 
amphotericin B

antibiotics/antimycotic mixture

Hepes, bicarbonate buffers

phenol red pH indicator

purifi ed water solubilization of ingredients

Form sterile liquid sterile solid

Volume/Diameter 100 ml 22 mm

Physico-chemical
parameters

  hydrogenionic activity (pH):     
7.20 - 7.60 pH units

  osmolality: 255 - 345 mOsm/kg
not applicable

Bacterial endotoxins < 0.5 EU/ml not applicable

Sterilization
aseptic fi ltration and fi lling 
according to EN 556-2 
and EN ISO 13408-1

radiation according 
to EN ISO 11137-1 
and EN 556-1

Storage temperature -25°C / -15°C room temperature

Expiry date 24 months 60 months

Intended use media for corneal culture
corneal suspension in 
corneal storage media

Temperature of actual use 31°C 31°C

Duration of actual use up to 1 month up to 1 month

Class medical device medical device

Medical device class III Is

GMDN code P36094 P36094

CND code Q020299 Q020299

MD registration number 242257/R 700927/R

CE mark CE 0373 CE 0477

TISSUE-C &
CORNEALFLOAT

MEDIA FOR CORNEAL CULTURE AT 31°C + CORNEAL FLOAT
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STORAGE AT 4°C + COSMETIC RECONSTRUCTION

Ref.: CTC 001-01

Contents: 

 12 20ml-vials

 12 DEC

  12 labels for product 
traceability

 1 pH color control scale

 1 package insert

GS1-128 barcode

MKT-157 rev. 6

CORNEAL CHAMBER CONTAINING EUSOL-C DEC
Ingredients Action

dextran osmotic agent

polyacrilate

sodium pyruvate, glucose energetic sources

amino acids, mineral 
salts, vitamins

nutrients

gentamicin antibiotic

Hepes, bicarbonate buffers

phenol red pH indicator

purifi ed water solubilization of ingredients

Form sterile liquid solid

Volume/Size 20 ml 2.8 x 2.4 cm (L x w)

Physico-chemical 
parameters

 hydrogenionic activity (pH):                    
7.20 - 7.60 pH units

 osmolality: 255 - 345 mOsm/kg
 gentamicin: 128 - 157 µg/ml

not applicable

Bacterial endotoxins < 0.5 EU/ml not applicable

Packaging vial pouch

Sterilization
aseptic � ltration and � lling according 
to EN 556-2 and EN ISO 13408-1

not sterile

Storage temperature +2°C / +25°C room temperature

Expiry date 36 months 60 months

Intended use corneal storage at 4°C
cosmetic 
reconstruction 
of donor eye

Temperature of actual use +2°C / +8°C not applicable

Duration of actual use up to 14 days not applicable

Class medical device not applicable

GMDN code P36094 not applicable

CND code Q020299 not applicable

MD registration number 3619/R not applicable

Medical device class IIa not applicable

CE mark CE 0477 not applicable

Corneal Chamber containing Eusol-C 
is a completely synthetic media for 
corneal storage at 4°C for up to 14 days. 
Solution contains a single antibiotic at 
an effective dose for a higher stability 
of the media. Before use, product 
can be stored at room temperature 
and it can stand temperature peaks 
during transport. The phenol red 
indicator allows a rapid visualization 
of pH variations. The optically clear 
vial bottom allows to evaluate cornea 
by specular microscopes (e.g. Konan, 
Hailabs) with no need to transfer it 
to another container, thus reducing 
contamination.
DEC are ocular prostheses for cosmetic 
reconstructions of the donor eye, 
after corneal excision. Product can 
be used together with disinfectants 
and successfully preserve the normal 
shape of the eyelid.

CORNEAL CHAMBER 
CONTAINING EUSOL-C 
& DONOR EYE CAPS

MEDIA FOR CORNEAL STORAGE AT 4°C + DONOR EYE CAPS
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ORGAN CULTURE AT 31°C

MKT-029 rev. 7

CARRY-C CAPS

Ingredients Action Components

dextran osmotic agent polypropylene carbonate 
(PPC) cap

sodium pyruvate, glucose energetic sources

low-density polyethylene 
(LDPE) stopper

amino acids, mineral salts nutrients

serum trophic factors

penicillin G, streptomycin, 
amphotericin B

antibiotic/antimicotic 
mixture

Hepes, bicarbonate buffers high-density polyethylene 
(HDPE) security ringphenol red pH indicator

Form sterile liquid sterile solid

Volume/Size 50 ml h 24.5 mm - Ø 36/27 mm

Physical parameters

  hydrogenionic activity 
(pH): 7.20 - 7.60 pH units

  osmolality:                       
255 - 345 mOsm/kg

not applicable

Bacterial Endotoxins <0.5 EU/ml not applicable

Packaging vial pouch

Sterilization
aseptic fi ltration and fi lling 
according to UNI EN 556-2 
and UNI EN ISO 13408-1

radiation according 
to UNI EN ISO 11137-1 
and UNI EN 556-1

Storage temperature -25°C / -15°C room temperature

Expiry date 24 months 60 months

Intended use
media for corneal deswelling 
and transport at room 
temperature

closure of the bottle 
before transport at room 
temperature of cornea 
suitable for transplantation

Use temperature room temperature room temperature

Duration of actual use up to 5 days up to 5 days

Class medical device

GMDN code P36094

CND code Q020299

MD registration number 242258/R

Medical device class III

CE mark CE 0373

Carry-C is a medium for corneal 
deswelling and transport at room 
temperature for up to 5 days, 
packaged in a bottle with a mouth 
internal diameter of more than 22 
mm to facilitate handling procedures 
in an aseptic environment, thus 
minimizing the risk of contamination. 
It contains an antibiotic-antimycotic 
mixture, which guarantees an 
effective protection against bacteria 
and fungi, and a color indicator for 
rapid visualization of pH variations. 
Stability studies showed that alternate 
freezing/thawing cycles do not alter 
the physical-chemical properties of 
the medium.
The package includes 12 additional 
caps, singularly packaged in a sterile 
pouch, to close the bottles, before 
transport of corneas deemed suitable 
for transplantation, and avoid 
tampering since they have a tamper-
evident security ring to be broken by 
the surgeon, when ready for tissue 
transplantation.

Ref.: CAR 001-00

Contens: 

 12 50ml-bottles

 12 caps

 12 labels for traceability

 1 package insert

GS1-128 barcode

CARRY-C
AND CAPS

MEDIUM FOR CORNEAL DESWELLING AND TRANSPORT AT ROOM TEMPERATURE + CAPS



























CERTIFICATO n.
CERTIFICATE No 4469

SI CERTIFICA CHE L'ORGANIZZAZIONE
WE HEREBY CERTIFY THAT THE ORGANIZATION

AL.CHI.MI.A. S.R.L.

IT - 35020 PONTE SAN NICOLÒ (PD) - VIALE AUSTRIA 14

NELLE SEGUENTI UNITA' OPERATIVE / IN THE FOLLOWING OPERATIVE UNITS

IT - 35020 PONTE SAN NICOLÒ (PD) - VIALE AUSTRIA 14
IT - 35020 PONTE SAN NICOLÒ (PD) - VIALE SVEZIA 6

HAS IMPLEMENTED AND MAINTAINS A QUALITY  MANAGEMENT SYSTEM WHICH COMPLIES WITH THE FOLLOWING STANDARD
HA ATTUATO E MANTIENE UN SISTEMA DI GESTIONE QUALITA' CHE E' CONFORME ALLA NORMA

UNI EN ISO 9001:2015

PER LE SEGUENTI ATTIVITA' / FOR THE FOLLOWING ACTIVITIES
SETTORE

CODE IAF 12, 35

Progettazione, produzione e vendita di dispositivi medici
per il settore oftalmico e per le attività di Banca dei Tessuti.

Progettazione ed erogazione di servizi di consulenza
nel campo della sicurezza e della qualità dei prodotti.
Design, manufacturing and sale of medical devices

for ophthalmic applications and for Tissue Banking.

Design and supply of consulting services

in the field of product quality and safety.

IL PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL REGOLAMENTO PER LA CERTIFICAZIONE DEI SISTEMI DI GESTIONE
THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE REQUIREMENTS OF THE RULES FOR THE CERTIFICATION OF  MANAGEMENT  SYSTEMS

PRIMA EMISSIONE
FIRST ISSUE 25/10/2001
DATA DELIBERA
DECISION DATE 08/09/2022
DATA SCADENZA
EXPIRY DATE 09/02/2024
EMISSIONE CORRENTE
ISSUE DATE 23/09/2022

_______________________________________
CERTIQUALITY S.r.l. - IL PRESIDENTE

Via G. Giardino 4 - 20123 MILANO (MI) - ITALY



THE INTERNATIONAL CERTIFICATION NETWORK

®

THE INTERNATIONAL CERTIFICATION NETWORK

®

CERTIFICATE

Alex Stoichitoiu
President of IQNET

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy

CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica

IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia

SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.iqnet-certification.com

Ing. Mario Romersi 
President of CISQ 

CISQ/CERTIQUALITY S.r.l.
has issued an IQNet recognised certificate that the organization:

AL.CHI.MI.A. S.R.L.

IT - 35020 PONTE SAN NICOLÒ (PD) - VIALE AUSTRIA 14
for the following scope

Design, manufacturing and sale of medical devices
for ophthalmic applications and for Tissue Banking.

Design and supply of consulting services
in the field of product quality and safety.

Quality Management System
has implemented and maintains a

which fulfills the requirements of the following standard

ISO 9001:2015
in the following operative units

Issued on:
First issued on:
Expires on:

2022-09-08
2001-10-25
2024-02-09

This attestation is directly linked to the IQNet Partner's original certificate and shall not be used as a stand-alone document

Registration number: IT-21352



CERTIFICATO n.
CERTIFICATE No 10412

SI CERTIFICA CHE L'ORGANIZZAZIONE
WE HEREBY CERTIFY THAT THE ORGANIZATION

AL.CHI.MI.A. S.R.L.

IT - 35020 PONTE SAN NICOLÒ (PD) - VIALE AUSTRIA 14

NELLE SEGUENTI UNITA' OPERATIVE / IN THE FOLLOWING OPERATIVE UNITS

IT - 35020 PONTE SAN NICOLÒ (PD) - VIALE AUSTRIA 14
IT - 35020 PONTE SAN NICOLÒ (PD) - VIALE SVEZIA 6

HAS IMPLEMENTED AND MAINTAINS A QUALITY  MANAGEMENT SYSTEM WHICH COMPLIES WITH THE FOLLOWING STANDARD
HA ATTUATO E MANTIENE UN SISTEMA DI GESTIONE QUALITA' CHE E' CONFORME ALLA NORMA

UNI CEI EN ISO 13485:2016

PER LE SEGUENTI ATTIVITA' / FOR THE FOLLOWING ACTIVITIES

Progettazione, produzione e vendita di dispositivi medici per il settore oftalmico e per le attività di
Banca dei Tessuti.

Design, manufacturing and sale of medical devices

for ophthalmic applications and for Tissue Banking.

IL PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL REGOLAMENTO PER LA CERTIFICAZIONE DEI SISTEMI DI GESTIONE
THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE REQUIREMENTS OF THE RULES FOR THE CERTIFICATION OF  MANAGEMENT  SYSTEMS

PRIMA EMISSIONE
FIRST ISSUE 25/10/2001
DATA DELIBERA
DECISION DATE 08/09/2022
DATA SCADENZA
EXPIRY DATE 09/02/2024
EMISSIONE CORRENTE
ISSUE DATE 23/09/2022

_______________________________________
CERTIQUALITY S.r.l. - IL PRESIDENTE

Via G. Giardino 4 - 20123 MILANO (MI) - ITALY



THE INTERNATIONAL CERTIFICATION NETWORK

®

THE INTERNATIONAL CERTIFICATION NETWORK

®

CERTIFICATE

Alex Stoichitoiu
President of IQNET

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy

CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica

IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia

SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.iqnet-certification.com

Ing. Mario Romersi 
President of CISQ 

CISQ/CERTIQUALITY S.r.l.
has issued an IQNet recognised certificate that the organization:

AL.CHI.MI.A. S.R.L.

IT - 35020 PONTE SAN NICOLÒ (PD) - VIALE AUSTRIA 14
for the following scope

Design, manufacturing and sale of medical devices
for ophthalmic applications and for Tissue Banking.

Quality Management System
has implemented and maintains a

which fulfills the requirements of the following standard

ISO 13485:2016
in the following operative units

Issued on:
First issued on:
Expires on:

2022-09-08
2001-10-25
2024-02-09

This attestation is directly linked to the IQNet Partner's original certificate and shall not be used as a stand-alone document

Registration number: IT-41225
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