PHARMASTER
Z.|. de Krafft
67150 Erstein - France

CERTIFICATE of ANALYSIS:
QUIXX® Eucalyptus 30 ml nasal spray
CEPTU®UKAT UCMNbITAHUA
KBUKC® aBkanunT, cnpeu HasanbHbIA, 30 Mn

Berlin Chemie Item Code
Kod usdenus "bepnuH-Xemu"
(Berlin Chemie):

F119790

coa@berlin-chemie.de

Colour / L{sem

Odour f 3anax

pH / 3HaveHue pH

Osmolality / OcmosnansHocms

Colourless solution

Characteristic odour of Eucalyptus

7.9

822 mosmol /kg

Analysis method No. Product code
Ne memoda ucnibimanrui: HAANET T2 Kod npodykma: 236
Test No. / Ne ucnisimanus: 03/03/20-022 Batch No. / Ne cepuu: |01010
Manufacturing date 02/03/2020 Expiry date ' 03/2023
[ama uszomoseneHusi: CpoK 200HOCMU:
RESULTS SPECIFICATIONS
PE3YNNbTATHI CrNELUUOUKALIUA
CARACTERISTICS
XAPAKTEPUCTUKA
Aspect/ Brewnui sud Clear solution Claar SOIUtIOP
lpoapayneild pacmeop

Colourless solution
becysemHsid pacmeop
Characteristic odour of
Eucalyptus
XapakmepHsil 3anax
seKanunma

65t085 /65-85

753 to 876 mosmol /kg
753 — 876 mocmone/ka

Total halogens (in NaCl)

24.0 t0 28.0 g/l
CopepxaHue ranoreHos 25.9 g/ 24.0-28.0 2/
(B nepecuete Ha NaCl)
According to current European
MICROBIOLOGY / Pharmacopeeia chapter 5.1.4
MUKPOBUOMNOMMYECKVE e o
UCCINEQOBAHUA Eeponelickoii hapmaroneu, u.
5.1.4.
lLaboratoires| PHARMASTER L
TAMC / OKAM Gaelle BAUDOUIN L, & 10 GRU/el
Phgrmacien < 10 KOE/mn
1
TYMC / OKArr (Lo ets & 44 CFUmI < 10' CFU/mI
< 10" KOE/mn
Staphylococcous aureus Absence/ml Absence/ml/Omeymeme./ui
Pseudomonas aeruginosa Absence/ml Absence/ml/Omcymema./mi

COMMENTS /
KOMMEHTAPWUK

*AHarnus, NnpoBe4eHHbIA KOHTPAKTHLIM NpouBoAUTENeM/
Sub-contracted analyses

DECISION OF THE CONTROL LABORATORY / KOMMEHTAPUW

Iabopanmei

Laboratory technicians

Laboratory Manager
Pykoeodumens nabopamopuu

Date / [Jama: el tnizes PHARRAACT
PASS / COOTB. .1 R = WG /
Q__,/ 16/03/2020 F | Fabrice MAANGEL Dite 1 fama: 1610314020
LAB DE CONTROLE " .
FAIL/ HE COOTB. Initials / MModnu Initials / Modnuce :
/}. CONFORME ;’b

BAU0409/3/a_UA

L. N TIAA éfﬁq@
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YKPATHA
JAEPJKABHA CJIVIKBA YKPAIHM 3 JIIKAPChKHX 3ACOBIB

CBII[O]I'TBO [TPO JEPKABHY PEECTPALIIO

Ne 14000/2014
Meanunnii BUpiO
Cupeii nazaasniii "KBIKC® eskanxint"

OIEA NEOWIIeS0 GUPOGY, MU, Eu), Mapkd moujn

I

ratdie Gesteru

B JoaaTky ao aanoro Ceigonrsa

HONED 2AOKG T KAMATOZOM

Bupobuuk
Pharmaster
Zone Industrielle de Krafft, 67150 Erstein, France

TSR VEENHA KPEini-aaprof e, MICHeanaxooicenns W)(JMRHMW

0 BIANOBij@€ peectTpauiifHuM MaTepiataMm, 3rigHo 3 Hakasom [lepxkaszoi ciyxdu
YkpaiHu 3 Jikapcbkux 3aco0iB Bin 27.06.2014 Ne 823 pHecenuii n0 JlepKaBHOrO peecTpy
MeIHYHOI TEXHIKH Ta BHPOOiB MEIXHYHOIO NPH3HAYEHHA i J03BOJICHHIH 11 3aCTOCYBAHHS Ha

TepuTopli YKpainm. N
Crpox aii ceizonTsa HeobMexenuii

3actynuuk I'osioBu

M

MD Neli 70701
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BROGPE SYNERLAE

PHARMASTE R

DECLARATION OF CONFORMITY
No_ /UA
Manfacturer:
name: Pharmaster
address: Zone Tndustriclle de Krafft, 67150 Erstein

country: France

whose dwhorized Representative in Ukraine:

name; Represenlative office in Ukraine Berlin-

Chemie/A.Menarini Ukraine GmbII

actual address: Kiev, 02098,

Berczhyakivska sir., 29

legal address: Kiev, 01033,

Saksaganskogo str., 73

country: Ukraine

herewith declare that the medical device
QuixxBEucalypins Nasal Spray, 30 ml

meet the requirements of Technical regulation

ing medical devices (apm d by the Decree of
the Cabinet of Ministers of Ukraine on Citober 02, 2013
under N, 753),
Classifieation: Class I, according to paint 13 of Annex 2
of Technical regulation concerning medical devices.

The products carry nalivnal conformity mark:

Compliance of the designuted products with the
Technical regulation concerning medical devices has
Been assessed and conf By Following the
Procedure of internal control of production of medical
devices stated in the Annex 8 of the Technical regulation
converning medical devices.

Medical device conforms to the fellowing national and
internal standards:

JEETIAPALLA TTPO BIATIOBITHICTE
No ZFUA
Bupobuwx;
Eathrenyparmia: GapMacTep
anpoca: Bupodnnua sona ¢ Kpadir, 67150 Eperciin
Epafan: Dpanmiz
Vnornosawenuil npedemannx & Ypaini akozo €
Hafimenysatna: [pencragnnureo o Yxpaiii Bepnin-
Xemi/A. Menapiri ¥ipaina ImoX
dhaxrmma aapeca: 02098, Kula,
By bepesmaxiscera, 29
FOpHAHEHA aapeca: 01033, Kb,
By, Cakcaraneskono, 75
rpaina: Vipaisa
nidmeepdacye, W Medwsnui it
Cripeit nazaretinti Kelne® Egwainm, 30 w1

Rifmoringe BHMOram TeXHIYHOTD PRINAMEHTY DIOAN
MEIMYIAX BAPOOIB (sKwit saTeepraenyit [locTaHoBoD
Kabinety Minicpis Yxpaiau pix 02 ot 2013 p. Ne 753),
Kacugbinengise: Konsa T, stijwo nywer 13 Toparey 2
TexAMAOTe PENIAMENTY MOJ0 METFMTHHX BAPODIE.
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aidnoainocmi;

iyif gtenci T
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peznaMenny wodo medwnine Gyae oyinene ma
p ¥ eldnosi iy s

it supobis
R suaadeno 8 Quoanmny 8 do Texxisnoa pecianenmy
1@edo eduie supobie.

M.

i 2upi Gy.uo snp ¥ i,
HACTYTTHHMH Hal[iOHAT: HHMH T2 MiAKHAPOIHIMH

DSTU ISO 14971:2009 Medical devi A
risk management (o medical devices (ISO
14971:2007,IDT)

DSTU EN 980:2007 Symbols 1o be used with medical
device (EN 980:2003, [DT)

1802 13485:2012 Medical devices - Quality management
systems - Requirements for regulatory purposes

of

JCTY 180 14971:2009 BupuGu meunni. Hacranaw oo
ynpaeninua pramicom {ISO 14971:2007, IDT)

JCTY EN 980:2007 Cunisous rpadiuni 14 MapkysapHe
METFYHAX BAPoGIE (EN 980:2003, IDT)

IS0 13485:2012 BrpodH MeRTH]. CHOTOMA yNpas/iHHs
AKiCTR, BHMOM woo peryiosatng

Dol of is valid during 5 years. | Licknapauis opo sianorigaicTs AificHa npoTarey 3 poxis.
Place, Date / Micne, [laa .
Erstein, 3" october 2016 Lahoraloires PHARMASTER
Name/TII6 - Job position/Tlocana Claire KLL';r;;uN TER
i P General Manager
L __ Claire Klopfenstein, General _Guelfied Person
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