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MANUFACTURING LOGISTICS AND SERVICES
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

Batch Certification (MRA)

Product :  LIOTON®i000 gel
Importing Country: ! Ukraine

Marketing Authorization Number s UAJL0805/01/01
Strenght/Potency: ¢ Heparin sodium 1000 Ul/g

e

Deosage form: gel

Package size and type: 30 g {(Aluminum tube}

wa

Lot/Batch number : 4065A
Manufacturing date March 2024

Expiry date 3 February 2029

"

Name and address of Manufacturing site ¢  A.Menarini M.L.S.- Via Sette Santi ,3 Firenze (Italy)
and Quaiity Control site

Number of Manufacturing Authorization : aM-173/2019
Results of analysis 1 see attached CoA

Comments/Remarks R —

Certification statement

1 hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorisation of the importing country or product specification file for Investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be

in compliance with GMP

A. Menarini Manufacturing Logistics and Services s.r.l.Via Sette Santi 3 Firenze
Quaiified Person

Or. Luca Nanneil
Signature: P

i
Release date:96/04/2024
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Product

Country manufactorer
Registration Certificate no.
Batch no.

Date of Manufacture

Date of Expiry

Date of batch release
Batch release manufacturer

Manuf. Authorization Number

A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

QUALITY CERTIFICATE

LIOTON® 1000 GEL

Gel 1000 Ul/g in tubes on 30 g, 1 tube in cardhox
Italy

UA/TO905/01/01

40635A Batch size: 64224 packages
20/03/2024

2870272029

29/04/2024

AMENARINI MANUFACTURING LOGISTIC AND

SERVICES S.R.L. Vin Setle Sanéi 3, 30131 Firenze (F1}, Italy

aM-173/2019

TEST

Appearance

Average weight

Weight uniformity

SPECIFICATION RESULIS

Colorless, or vellowish, almosttransparent gel Complics

of viscous consistency with pleasant aroma

(3

Not lower than nominal value

1e

Individual weight is not less than 90% of the nominal  Complies

value of < 60g tithes, and 95% for tubes > 60g

pH value 5560 5.8
[dentiffcation of sodium salt heparin Deceleration of clotting of blood just collected Positive
[dentification of Methylparaben Absorplion spectra of the test and the reference Posinive

{UV/Vis Spectrophotometry,
Pk. Bur, 2.2.23)

Identification of Propylparaben
(UV/Vis Spectrophotomerry,
Ph, Fur. 2.2.25)

solutions shall match. UV - visible absorption
spectra in the range 224 - 302 nm

Abserption spectra ol the st and the relerence Positive

solutions shall match. UV — visible absorption
spectra in the range 224 ~ 302 nm

Quantitative contenut of preservatives

- Total paraseptic substances
{UV/Vis Spectrophotometry,
Ph. Bur. 2.2.235)

Quaniitalive conteat of

soditm salt heparin

0.135~0.165/100 g 0151 g/ 100 g

(90 - 110 % of declared )

95006 - 105000 1L/ 100 g 103403 U1/ 100 g

{93 - 103 % of declared )
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MA‘QWAC’I‘URING LOGISTICS AND SBRVICES

Product LIOTON® 1000 GEL
Gel 1000 Ulg in tubes on 30 ¢, 1 tube in cardbox
Country manufacturer italy
Registration Certificate no. UAA0905/01/01
Bateh no. 40635A Batch size: 64224 packages
Drate of Manufacture 20/03:2024
Date of Expiry 28/02/2029
Date of batch release 29/04/2024 :
Batch release manufacturer AMENARINI MANUFACTURING LOGISTIC AND
SERVICES S.R.L. Via Sette Santi 3, 50131 Firenze (FT), italy
Mannf. Authorization Number aM-173/201%
TEST SPECIFICATION RESULTS
Microbial contamination:
- TAMC 2 HFcfu/g Ocfu/lg
- TYMC 210 cfu’g Oefulg
- Pseudomonas Aernginosa Absentonlg Comphizs
- Staphylococcus Aureus Absenmtonlg Complies

Certificate;

I hereby centify that the above information Is authentic and accurate. This bateh of product has been
fabricated/manufactured, including packaging and quality control in full compliance with the GMP requitements of the
local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country. The bateh
processing, packaging and analysis records were reviewed and found to be in compliance with GMP

Qualified Persom
Dr. Luca Nannellj |
7ot
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