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TN T M Analytical certificate
arkova 269/17
082 22 Sarisské Michalany
Pripravok / .
Name of the product: CITRASOL 4%
Cislo Sarze / C. protokolu OKK /
Batch No.: A QCD protocol No.: SR
Datum vyroby /
REF: 601031 Miiifagtining Daté: 22.10.2023
Zadavatel’ / MEDITES PHARMA, spol. |Exspiricia /
: 202509
Customer: S.I.0. Expiry Date:
Balenie / 250 ml Typ balenia / 30 x 250 ml v karténovej $katuli /
Packaging: Packaging type: 30 x 250 ml in a cardboard box
Obalovy material / injek&ny port, infuzny port, sekundarna folia /
Packaging material: injection port, infusion port, secondary foil

Skuska / Test Akceptacné Kkritéria / Acceptance criteria Vysledok / Result
TotoZnostné skusky sodik (Na"), citraty si vyhovujiice.
Sku§1l<y tOt.O 28056 ; . 4 . e Vyhovuje / Complies
Identification of Active Compound | Identity test for presence of Sodium (Na'), Citrates has
to be satisfactory.
Cirost / Pripravok je ¢iry / ) .
; Vyh 1
Clarity The sample must be clear Shovule, Cotplis
Aktualna acidita - pH /
Actual acidity - pH Ol = e 6,2
Hlinik /
Aluminium <30 pg/l <10 pg/l
i o Objem roztoku vo vaku nesmie byt men3i ako 250 ml. /
VyuziteI'ny objem / s
Available volume The volume of the solution in the bag must not be 250 ml
lower than 250 ml.
Obsah sodika /
. -9,54 ¢/
Assay of Sodium g-2atgl e il
Obsah citratov /
Assay of Citrates 24,3-26.8 g/l 259 g/l
gy Velkost’ &astic >10 .25/ml/
Kontaminécia ¢asticiami pod . . % aSt.] i k. 22| 0 /ml
: S Particles of size =10 um max. 25/ml
hranicou viditelnosti / - -
Particulate Contamination Velkost ¢astic >25 pm max. 3/ml / & Ziit
Particles of size =25 pm max. 3/ml
7 iy,
Bakter'.}alne endotf)xmy <0.25 IU/ml <0,06 TU/ml
Bacterial endotoxins
Sterilita /
v / Steri _ )
Sterility Sterilny / Sterile Sterilny / Sterile
Ziver: Vysledky skisok vyhovuji NR-C 115, 10.08.13 ¢ast’ 1, Ver. 15
Conclusion: Results of tests comply with specification NR-C 115, 10.08.13 part 1, Ver. 15

Prilohou k analytickému certifikdtu st origindlne vysledky analyz externych laboratérii. /

The original results of analyses by external laboratories are attached to the analytical certificate,

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

Détum / Date: 04.12.2023

04 .12, 2009

Datum / Date:

- . )=
Eva Dzurikovd /-7

Meno a podpis / Name and signature

Ing. Denisa Forraiova

Meno a podpis vediceho OKK / Name and signatute of the Head of QC Department




