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CERTIFICATE FOR FINISHED

PRODUCT

No.: 022/2024

Research date:
05.03.2024

MEDICAL DEVICES

Form no. F-SZJ-SOP-16-02 | Version no.: 3

| Valid from: 01.04.2019

SUBJECT OF RESEARCH:

Maridoza™ KIDS nasal isotonic
spray with sea water, 100 ml

Batch number: MKIS0124

Batch size: 26 359 units x 100 ml

Expiration date: 2027-02

Production date: 2024-02

In accordance with ;pecification SPG No. 024 /WM edition 03 of date 19.12.2023

Kind of research

Requirements

Result

Form, colour, scent

Transparent, toneless, odourless
solution, without mechanical

Transparent, toneless,
odourless solution,
without mechanical

contaminations . .
contaminations
pH at temp. 20°C 6,0 - 8,5 7,3
Density d2o[g/ml] at temp. 20°C 1,00 - 1,04 1,01
Pressure at temp. 20°C [bar] 5,5-7,0 6,7
Emptying ability [%] > 90 98
TAMC [CFU/g or CFU/ml]] Max. 2 x 102 <1 CFU/ml
TYMC [CFU/g or CFU/ml] Max. 2 x 10! <1 CFU/ml

Staphylococcus aureus

Not presentin 1 g or 1 ml

Not present

Pseudomonas aeruginosa

Not present in 1 gor 1 ml

Not present

Content in unit box [ml]

Not less than 100

100

Chloride content [mg/1]

5.200 - 5.800

5.604

The product was manufactured in accordance with requirements of Good manufacturing practice and it

meets requirements of medical devices.

Predicate: The batch has been authorized /pet-auterized* based on Certificates of Analysis no. 001/2024
of date 05.03.2024 and checking of the packaging and correctness of overprint.
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A\oeomun Komnarii Ne: 022/2024

Focbap CEPTH®IKAT HA TOTOBUU MMPOAYKT o rocrimmcemn
Mepurari BUpobH [ e N F-5ZJ-SOP-16-02| No sepcit: 3 | lie 3: 01,04,2019 | 05-03.2024

HomMmep naprii: MKIS0124

IPEOMET JOCAIIXKEHHS:
PosMip naprii: 26 359 oaurune x 100 ma

Mapinosza™ KIJC cnpeit mnazaapHui ) -
isoToniuHHi} 3 MOPCHKOIO BOAOIO, Tepmin npunaTrocrti: 2027-02

100
A Hara Bupobuurirrsa: 2024-02

Binmosigxo go cnenucikanii SPG No. 024 /WM sepcia 03 Bix 19.12.2023

Bun nocaimmxenas Bamoru PesyanTaT
I 1 po3uuH 6e3 KOABOPY Ta Hposopuft posunii 6e3
dopma, Koaip, 3anax 3anp030%1/(133 SexaHquHX 206 FEIHeHL KOABOPY Ta 3arnaxy, 0es
axy, Py MeXaHIdHUX 3a6pyHEHD

pH npu Temn. 20 C 6,0 - 8,5 7,3
I'yerura dzo [r/Ma] npu Temn. 20 C -1,00=1,04 ; ' , 1,01
Trck npu Temu. 20° C [6ap] 5,5-7,0 6,7
3aarricTs BENOpOKHE HHA[%] > 90 . 98
TAMC [KYO/r a6o KYO/ma] Maxc. 2 x 102 < 1 KYO/ma
TYMC [KYO/r a6o KYO/ma] Maxkce. 2 x 10! < 1 KYO/mMma
Staphylococcus aureus Hemae B 1 ra6o 1 ma Hemae
Pseudomonas aeruginosa Hemae B 1 r a6o 1 ma Hemae
BmicT B ymakosui [ma] : He menure 100 100
Bmicr xaopuais [mr/a] S 5.200 - 5.800 5.604

Bupi6 Burorosaeno BianosinHo no Bumor Hasexxnol Bupo6HII0f IIPAKTUKH Ta BiANOBia€ BUMOTAM MEAUYHUX
BUpPOGIB. : S

penukar: Iapria 6ysa aBToprusoBana /se-apropuseBanat HA OCHOBI ceprudikarir anaaizy Ne. 001/2024 Bin
05.03.2024 Ta nepeBipKH yIIAKOBKM Ta IIPABHABHOCTI Ha/UIPYKY

r'O®APM Heuamxa INoghapm

11.03.2024 (rrigmrc)
Hara Ilignuc




