.' BDVIAPE ME TRADICIE

L I 4 o I 4
Analyticky certifikat / str./p. 1/2
IMUNA PHARM as., H 3
Fbrhbons Analytical certificate
082 22 Sarigské Michalany
Pripravok / °
Name of the product: CITRASOL 4%
Cislo Sar¥e / C. protokolu OKK /
Batch No.: AQ0S0522 QCD protocol No.: 22/0672
Datum vyroby /
REF: 601031 Manufacturing Date: 7.7.2022
Zadavatel’ / MEDITES PHARMA, spol. |Exspiracia /
. 2024 06
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 materidl / injekény port, infazny port, sekunddrna félia /
Packaging material: injection port, infusion port, secondary foil

Skiiska / Test Akceptaéné kritérid / Acceptance criteria Vysledok / Result

Totoznostné skudky sodik (Na"), citraty si vyhovujice.
Sku§1.<y tOt.o aanst . . / . . Vyhovuje / Passed
Identification of Active Compound | Identity test for presence of Sodium (Na"), Citrates has

to be satisfactory.
Cirost’ / Pripravok je &iry / Pripravok je &iry /
Clarity The sample must be clear The sample is clear
Aktuélna acidita - pH /
Actual acidity - pH 6,7-74 70
Hlinik /
<30
Aluminium 30 pg/l 19 pgi
Vvuitelny obiem / Objem roztoku vo vaku nesmie byt mensi ako 250 ml. /
Ayu'Zl bl yol Lfm The volume of the solution in the bag must not be 250 ml
varable v © lower than 250 ml.
Obsah sodika /
Assay of Sodium 9,08 -9,54 g/l 9,33 g/t
Obsah citratov /
Assay of Citrates 24,3 -26.8 g/l 25,5 g/t
Velk tic >10 . 25/ml
Kontaminécia Casticiami pod © . ost as . ¢ 210 um max. 25/ml/ 0 /ml
. RN Particles of size >10 pm max. 25/ml

puraicou vid tenosti:/ Velkost’ &astic >25 pm max. 3/ml/
pariculats Contamgation Particles of size >25 pm max. 3/ml 0 /ml
akiemalie endoloRIy / <0,25 1U/ml <0,06 TU/ml
Bacterial endotoxins
prerLiia/ Sterilny / Sterile Sterilny / Sterile
Sterility

Zaver: Vysledky skaSok

Conclusion: Results of tests

PASSED

VYHOVUJE NR-C115,10.08.13 ¢ast’ 1, Ver. 14
with specification NR-C 115, 10.08.13 part 1, Ver. 14

Prilohou k analytickému certifikdtu si originalne vysledky analyz externych laboratérii. /

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

Protokol o skiske vypracoval pracovnik OKK / Protocol of analysis issued worker o

Datum / Date:28.07.2022

Détum / Date:28.07.2022

f 8C:
Eva Dzurikova '{ %ANI‘
Meno a podpis / Name and signature
v7. RNDr Rb!uﬁﬁﬁ}kﬂh\)
Mgr. Daniel Zatko, PhD. ,

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




