ENOVLIEME TRADHCIE [ [ 4 L I 4
A Analyticky certifikat / str./p. 112
IMUNA PHARM ass., 3 x
IMUNA PHAR Analytical certificate
082 22 Sarigské Michalany
Pripravok /
P CITRASOL 4%
Name of the product:
Cislo SarZe / A0009922 C. protokolu OKK / 22/0138
Batch No.: QCD protocol No.:
REF: 601031 Ditum vyroby / 31.1.2022
Manufacturing Date:
Zaddvatel’ / MEDITES PHARMA, spol. |Exspirdcia / 2023 12
Customer: S.I'.0. Expiry Date:
Balenie / 250 ml Typ balenia/ 30 x 250 ml v karténovej Skatuli /
Packaging: Packaging type: 30 x 250 ml in a cardboard box
Obalovy material / Infazny port Eerveny Vial stopper, Injekény port 9916200000, vrecko vikuové /
Packaging material: Infusion port red Vial stopper, Injection port 9916200000, vacuum bag

Skiiska / Test Akceptacné Kkritéria / Acceptance criteria Vysledok / Result
~ 7 =+ sy
Skiisky totoZnosti / ‘ Totoznostné skisky sodﬂ-( (Na"), fltrat.y/ ehovuel Passad
Identification of Active Compound Identity test for presence of" Sodium (Na'), Citrates has yhovy
to be satisfactory.
Cirost / Pripravok je &iry / Pripravok je &iry /
Clarity The sample must be clear The sample is clear
Aktualna acidita - pH /
Actual acidity - pH 6,7-74 6.9
Hlinik /
Aluminium <30 pgl <10 pgl
Vyugitelny obiem / Objem roztoku vo vaku nesmie byt mensf ako 250 ml /
v ¥ b The volume of the solution in the bag must not be 250 ml
Available volume
lower than 250 ml
Skigka sodik /
Assay of sodium 9,08 -9,54 g/l 9,36 g/l
Citraty /
Citrates 243 -26,8 g/l 24.4 ¢/1
. e . Velkost ¢astic >10 pm max. 25/ml/
Kontaminécia gasticiami pod . . 0
) \ s . ) Particles of size >10 pm max. 25/ml
hranicou viditelnosti / Particulate =
Contamination Velkost' &astic >25 pm max. 3/ml / 0
Particles of size >25 pm max. 3/mi
Bakter.la]ne endotfmny/ <0,25 [U/ml <0,03 U/ml
Bacterial endotoxins
precilita/ Sterilng / Sterile Sterilng / Sterile
Sterility

Zaver: Vysledky skafok VYHOVUJU

Conclusion: Results of tests

PASSED

NR-C 115, 10.08.13 ast’ 1, Ver. 14

with specification NR-C 115, 10.08.13 supplement 1, Ver. 14

Protokol o skuske vypracoval pracovnik OKK / Protocol of analysis issued worker of QC:

Datum / Date: 23.02.2022

Déatum / Date: 23.02.2022

Bc. Klaudia Rusnakova

st

/

Meno a podpis / Name and signature e
MUDrAdriznaKamarasovs

Mgr. Daniel Zatko, PhD.

Meno a podpis vediiceho OKK / Name and signature of the Head of QC Department




