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IMUNA PHARM a.s., - s

Takovk 20T Analytical certificate

082 22 Sariské Michal'any
Pripravok /

. CITRASOL 4%
Name of the product:
Cislo ¥arze / C. protokolu OKK /
A0060521 21/0955

Batch No.: QCD protocol No.:
Zadi ! MEDIT HARMA, spol.
Ca vatel: | EUEIES Spo Exspiricia / Expiry Date: 2023 09

ustomer: §.I'.0.
Détum vyroby / 21.10.2021 Balenie / Packaging: 250 ml
Manufacturing Date:

Skuaska / Test Akceptaéné kritéria / Acceptance criteria Vysledok / Result
Skitky totoznosti / Identification Totoznostné sksky SOd.lk (Na ):L c1tr-aty / Identity ST
of Active Compound test for presence of soc.lmm (Na"), citrates has to yhovuje/ Fasse
be satisfactory.
Pripravok je ¢iry / The

Cirost’ / Clarity Pripravok je &iry / The sample must be clear

sample is clear

Aktualna acidita-pH / Actual

acidity- pH 6,7-74 7,0
Hlinik / Aluminium <30 pgfl <10 pg/l
= A ; Objem roztoku vo vaku nesmie byt mensi ako 2
v i A
V(i‘:;nﬁ:my aljent( Sxailable 000 ml / The volume of the solution in the bag 250 ml
must not be lower than 2 000 ml
Skuska sodik / Assay of sodium 9,08 - 9,54 g/l 9,25 g/l
Citraty / Citrates 243 -26,8 g/l 25,4 g/l
ol wif) Velkost &astic 210 pm max. 25/ml / Particles of
Kontaminécia ¢asticiami pod . 0
s i A . size >10 pm max. 25/ml
hranicou viditeI'nosti / Particulate - -
C o Velkost dastic 225 um max. 3/ml / Particles of
ontamination g 0
size >25 um max. 3/ml
Bakterialne endotoxiny / Bacterial <025 TU/ml < 0,25 IU/ml

endotoxins

Sterilita / Sterility Sterilny / Sterile

Sterilny / Sterile

Zaver:  Vysledky skisok  VYHOVUJE

Conclusion: Results of tests PASSED

Ver.13

NR-C 115, 10.08.13 &ast’ 1, Ver.13
with specification NR-C 115, 10.08.13 supplement 1,

Protokol o skiigke vypracoval pracovnik OKK / Protocol of analysis issued worker of QC:
Déatum / Date: 23.11.2021 Megr. Lenka Mihalikova
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11LL 141 Meno a podpis / Name and signat
Ditum / Date: 23.11.2021
: Mgr. Daniel Zatko, PhD.

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

/:) Mer, Radka koliacee— )

L -




