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Product name:

HassaHwe npenapaTa:

Series:

Cepun::
Manufacturing date:
[lata npou3soacTea:
Best before:

Fonex Ao:

Date of analisys:
[Jarta aHanu3a:

Aqua Maris® Ectoin 20 mi, nasal spray

AxBa Mapuc® dkromn 20 M1, cnpeif HasanbHbIM

126582
126582
07.2018.
07.2018.
07.2021.
07.2021.
23.07.2018.
23.07.2018.

CERTIFICATE N2 0607/18
CEPTU®UKAT N2 0607/18

| PARAMETERS ‘ REQUIREMENT ? RESULTS
L MAPAMETPbI i TPEGOBAHMUA B PE3YNbLTATHI
TCHARACTERS | Clear, colorless, odorless solution. Free from visible \ complies
‘ ‘ particies. ‘ |
| ONHUCAHME I MNpospauHblil, 6ecuBETHbIM, NMWEHHbIA 3anaxa pacTeop, ‘ cooTBETCTBYEeT i
T | He copepxalwmnit BUAMMBIX YacTry ‘ ;
‘i pH [55-7,5 ) 6,6 i
i3 = |
| Osmolality . 370-500 mOsmol/ | 430 mOsmol/
| OCMONSNEHOCTL 370-500 MocMOnb/N | 430 MocMonb/n i
" Identification of ectoine [The retention times of the characteristic peaks in the ~ complies
| i chromatogram obtained with the test solution correspond
i . to the retention time of ectoine in the :
‘ - chromatogram obtained with the reference solution. ;
WaeHTnduKaums 3KTOMHa : ,
| Bnems ynenwWsania XxaDakTeDHbiX NYKoB Ha | COQOTBETCTBYET
| xpomatorpaMme, Nony4eHHon ¢ TeCTUpPYEeMoro pacteopa, | ;
} | COOTBETCTBYET BPEMEHW YAEPKMBAHWA IKTOWHA C 1
; i 3T2NOHHBIM PAcTBOPOM. : 1
| Assay of ectoin { 17,0-23,0 ma/g N ' 19,9 ma/g |
‘ Coaepxanne 3KTouHa | 17,0-23,0 mr/g | 19,9 mr/g !
| CI content | The sample passes the test if the clouding of the test " compiies R
| solution is stronger than that of the control solution after ‘ |
! 5 minutes. ;
L Copepxanue Cl° i O6pa3seu NPOXoAUT UCMbITaHWe, eCnn MOMyTHEHWE | cooTBeTCTBYET ‘
[ | MCNBITYEMOro pacTeopa CuilbHee, YeM Y KOHTPO/bHOMo |
| | pacTeopa 4epes3 5 MUHYT). i
h S |
i Microbiological purity - Total aerobic microbial count (TAMC): not more than 10¢ | complies \
CFU/ml | ‘
| | - Total cmobined yeast and moulds (TYMC): not more 1 complies ‘
| than 10' CFU/mI ‘ ;
- Staphyloccocus aureus: absent in 1 ml | complies !
- Pseudomonas aeruginosa: absent in 1 ml - complies
) | f

|
| Muxpobuonomuecikan uucrer2 = Dfuee wonuuesTen AannAuLly MuvnoBos - ue Aones 102 canTeaTerayn
‘ . KOE/Mn > ¢
\ | —-KonuuecTso rpubos/ nnecexu - He Gonee 10! KOE/mn © /. ' COOTBETCTBYET
‘ ‘ — 30N0TUCTbIA CTAPUNOKOKK: OTCYTCTBYET B 1 Mn I COOTBETCTBYET
‘ | ~ CMHErHo#Has nanouka: OTCYTCTBYET B 1 M/1 i cooTBeTcTBYeT
| ]
L i
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. Storage conditions | At temperature not more than 25°C. complies
Ycnoews XpaHeHua . Mpu TeMnepaType He Buiwe 259C. ) __. COOTBETCTBYET
| Shelf life . 3 years complies
|
\
CpoK rogHOCTH | 3 rona COOTBETCTBYET

i
!
|

)

Thie batch was checked for all parameters and fully conforms to producing requirments.
HAarnHas cepus 6bina nposepeHa NO BCEM NapaMeTpaM M noAHOCTLIO COOTBETCTBYET npensABAAeMbIM TPEOOBAHUAM.
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