




Appearance                              Syringes containing a Complies MAN.PF/09.17.74         

transparent, clear and

colorless homogeneous gel

Extractable volume                       ≥ 3,0  ml   3,1                         

pH                                      6,5 - 7,5  6,8                         

Dynamic viscosity                       1750 - 3250 mPa.s 2535                         

Osmolality                              250 - 450 mOsmol/kg 313                         

Na Hyaluronate and Na Chondroitin Ident. Presence of two peaks Complies                         

corresponding to Sodium

Hyaluronate and Sodium

Chondroitin

Na Hyaluronate and Na Chondroitin assay 90,0 - 110,0 % s.v. 96,9                         

Bacterial endotoxins                     ≤ 3,8 IU/ml < 0,4 MAN.PF/10.17.65         

Sterility                               Sterile Sterile                         

Packaging control                       Complies Complies MAN.PF/11.17.01         

Headquarters and Marketing Operations
Via Martiri di Cefalonia, 2, 26900, Lodi, Italy

Telephone +3903716171, Fax +390371617244

Manufacturing and Quality Control
Via Martiri di Cefalonia 2, 26900 Lodi, Italy

Telephone:+3903716171

N. Manufacturing Auth.: AM-190/2024

ANALYTICAL

TESTS SPECIFICATIONS UM RESULTS METHOD

Print date  14.05.2025

Daniela Attili
Quality Control

May 09, 2025 17:19:07 APPROVED
IBSA Farmaceutici Italia Srl

CERTIFICATE OF ANALYSIS Nº: 170000052341 

SINOGEL HA 2.4% + CSF 1.6% 1 syr CZ 

Product Code: 6000003190 Expiry date: 2028/02
Batch number: E01938 Manufacturing date: 2025/02

Quantity: 1.160 PC
Strength/Potency: Hyaluronic Acid Sodium Salt Solution 2.4% + Condroitin Sulphate Salt Soluttion 1.6 %
Destination Country: Czech Republic
Package size and type: 1 prefilled syringe solution / Pack
Dosage Form: Syringes  
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Appearance                              Syringes containing a Complies MAN.PF/09.17.01         

transparent, clear and

colorless gel

Extractable volume                       ≥ 2,0  ml   2,0                         

pH                                      6,5 - 7,5  7,1                         

Dynamic viscosity                        ≥ 50  mPa.s   241                         

Osmolality                              250 - 350 mOsmol/kg 298                         

Sodium Hyaluronate Identification (HPLC) The principal peak in the Complies                         

test solution chromatogram

corresponds for RT and shape

the principal peak in the

reference solution

chromatogram

Sodium Hyaluronate assay                90,0 - 110,0 % s.v. 109,5                         

Bacterial endotoxins                     ≤ 8,75 IU/ml < 0,45 MAN.PF/10.17.05         

Sterility                               Sterile Sterile                         

Packaging control                       Complies Complies MAN.PF/11.17.01         

Headquarters and Marketing Operations
Via Martiri di Cefalonia, 2, 26900, Lodi, Italy

Telephone +3903716171, Fax +390371617244

Manufacturing and Quality Control
Via Martiri di Cefalonia 2, 26900 Lodi, Italy

Telephone:+3903716171

N. Manufacturing Auth.: AM-190/2024

ANALYTICAL

TESTS SPECIFICATIONS UM RESULTS METHOD

Print date  14.05.2025

Daniela Attili
Quality Control

May 09, 2025 07:06:40 APPROVED
IBSA Farmaceutici Italia Srl

CERTIFICATE OF ANALYSIS Nº: 170000052249 

SINOVIAL 16 mg /2ml 1 f.s.+needle 21G CZ 

Product Code: 6000001296 Expiry date: 2027/11
Batch number: D13823 Manufacturing date: 2024/11

Quantity: 3.383 PC
Destination Country: Czech Republic
Marketing Auth. Holder: IBSA FARMACEUTICI ITALIA
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