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IMUNA PHARM ass., Analyticky certifikat/
Jarkova 269/17
082 22 Sarigské Michal'any Analytical certl:ficate
Pripravok/ 0
Name of the product : CITRASOL 4%
Cislo Sarze/ C. protokolu OKK/
A 25/0552
Batch No. : tipaas No. of QCD protocol :
Datum vyroby/
: 1 10.7.2025
REF 00103 Manufacturing date :
Eataxatels MEDITES PHARMA, spol. s.r.o. | xsPiracia/ 2027 06
Customer : Expiry date :
Balenie/ 250 ml Typ balenia/ 30 x 250 ml v kartonovej $katuli/
Packaging : Packaging type : 30 x 250 ml in a cardboard box

Obalovy material/
Packaging material :

infiizny port, injekény port, sekundirny siéok/
infusion port, injection port, secondary bag

Sterility

Skiiska / Akceptacné kritéria / Vysledok /
Test Acceptance criteria Result
Cyklus 1/ Cycle 1
Totoznostné skudky sodik (Na'), citraty st
Skusky totoZnosti/ vyhovujuce./ Vyhovuje/
Identification of Active Compound Identity test for presence of Sodium (Na "), Complies
Citrates has to be satisfactory.
Cirost/ Pripravok je &iry/ Vyhovuje/
Clarity The sample must be clear Complies
Aktudalna acidita - pH/
Actual acidity - pH 6.7-74 %2
Hlinik/
Aluminium <30 pg/l <10 pg/l
Objem roztoku vo vaku nesmie byt mensi ako
Vyuzitel'ny objem/ 250 ml./ in. 250 ml
Available volume The volume of the solution in the bag must not . =
be lower than 250 ml.
Obsah sodika/
-9,54
Assay of Sodium 9,08 -9,54 g/l 9,35 g/l
Obsah citratov/
Assay of Citrates 2268 24,7 g/l
e ) Velkost' ¢astic >10 pm max. 25/ml/
Kontamindcia ¢asticiami pod hranicou ; ; 1 /ml
G Particles of size =10 um max. 25/ml
viditel'nosti/ Velkost Castio 505 Sl
Farticulate Contamination ¢ .OST cast?c =2 Dl 2l 1 /ml
Particles of size 225 um max. 3/ml
Bakteria iny/
IO < 0,25 IU/ml < 0,24 U/ml
Bacterial endotoxins
Sterilita/ Sterilny/ Sterilny/
Sterile Sterile
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IMUNA PHARM a.s. Analyticky certifikat/
Jarkova 269/17
082 22 Sarisské MichaFany A n alytical certiﬁcate
Pripravok/ RA 0
Name of the product : CIT SOL 4%
Cislo 3arze/ C. protokolu OKK/
A0031525 25/0552
Batch No. : 0 No. of QCD protocol :
Datum vyroby/
: 601031 10.7.2025
REE Manufacturing date :
Zadavartely MEDITES PHARMA, spol. s.r.o, |EXSPiricia/ 2027 06
Customer : Expiry date :
Balenie/ 250 mi Typ balenia/ 30 x 250 ml v karténovej skatuli/
Packaging : Packaging type : 30x 250 ml in a cardboard box
Obalovy material/ infazny port, injekény port, sekundarny safok/
Packaging material : infusion port, injection port, secondary bag

Skuska / Akceptaéné kritéria / Vysledok /
Test Acceptance criteria Result

CyKlus 2 / Cycle 2

Baliertilne endoioxing < 0,25 [U/ml < 0,24 TU/ml
Bacterial endotoxins

Sterilita/ Sterilny/ Sterilny/
Sterility Sterile Sterile

Zaver: Vysledky skisok vyhovuji NR-C 115, 10.08.13 ¢ast’ 1, Ver. 17

Conclusion: Results of tests comply with specification NR-C 115, 10.08.13 part 1, Ver. 17

Prilohou k analytickému certifikatu st originalne vysledky analyz externych laboratérii./
The original results of analyses by external laboratories are attached to the analytical certificate.

Analyticky certifikat vypracoval pracovnik OKK/ Certificate of Analysis issued by an employee of OC:
Datum/ Date : 01 08. 2025 " EvaDzurlkovi L'-}’ ]
: ; Meno a podpis/ Name and signature
! oL/
Datum/ Date: (1. 08. 205 6% 1y Ing. Denisa J?gﬁkovéinové
Meno a podpis vediiceho OKK/ Name améi/ signature of the Head of QC Department




