Certlficate of analysis
CepTHnkaT anaausa

Product name: Nasaval Plus, otolaryngological barrier device (filter)

Haseanue  npodykma:  Hasasane  Intoc, cpedcmeo  (unemp)  Gapwepnoe
omonapuxzonoauuecxoe
Batch No: TMR168 Report No: P20-04293
Cepun No: TMR168 Omuem MNo: P20-04293
Mfg. date: 2020-06 Date received: 15.05.2020
Hama uzzomoenenun: 2020-06 Hama nonyuenun: 15.05.2020
Exp. date: 2023/06
Cpoxk z0dnocmu: 2023/06
Result of analysis

Pesynemarmst ananusa

Test Specification Result
Ioxazamens Cneyugurayua Pesynomam

Appearance White to off white free conforms
Onucanue flowing powder. coomeemcniayerm

Jlezxo mexywuii nopowox

om 6enozo 0o noumuy

Genoeo yeema
Odour Slight garlic smell conforms
3anax Jezkuii 3anax vecroxa coomeemcmayem
Loss on drying Less than 10 % 2%
ITomepn ¢ macce npu asicywiuganuu Menee 10 % 2%
Moisture content Less than 10 % 234 %
Bnaxcroems Menee 10 % 234 %
Enterobacteriaceae Less than 107 cfu/g <I cfu/g
Sumepobaxkmepuu Menee 10° KOE/> <! KOE/>
Total aerobic microbial count Less than 100,000 cfu/g 55 cfu/g
Obuee wucno aspobusix Menee 100 000 KOE/> 55 KOE/
MUKDPOOPZAHUIMOE
Total combined yeast and mould Less than J0! cfu/g <10 cfu/g
Obwee wucno opoxcarceit u zpubos Menee 10' KOE/2 <10 KOE/

Staphylococcus aureus Absence/g Not detected in 1 g
Omcymemeyem/z He onpedenssiemca g ] 2

Pseudomonas aeruginosa Absence/g Not detected in 1 g
Omeymemeyem/z He onpedensemca ¢ | ¢



The product meets all agreed upon specifications and the lot is released.
IIpodykm coomeemcmeyem 6ceM YCMAHOBICHHBIM CReyu(uUKayusM u cepus paspewiena K
GbIRYCK).

The work contained in this Certificate of Analysis were conducted in accordance with the
RSSL GMP quality system.

Tecmybl, yrazanunvie @ Smom Cepmugurame anamiia, HpoBOOUMUCh 6 COOMBemcmeuu ¢
cucmemoii xavecmaa RSSL GMP.

The information contained in this document is proprietary to Nasaleze and may not be use
or disseminated inappropriately.

Hughopmayus, codepxcaguiasnca 6 Imom 0OKYMEHME, AGIAEMCA CODCMBENHOCHbIO KOMNAWUU
Nasaleze, u ne mooxcem Gbims UCNONLIOGAHA UM PACHPOCIMPAHAMBCA HE NO KAZHAYEHUID.

Loss on drying (PhEur 2.2.32)

Approximately 1 gram of powder is accurately weighed into a pre dried container and
heated to 100-105° C until a constant weight is obtained.

omepa ¢ macce npu svicyuusanuu (Esp.chapm. 2.2.32)

Oxono 1 2 (mounas Hasecka) nopowKa noMewaiom 8 npedsapumenbHo GLICYEN I KoNmenep
u Hazpecarom npu memnepamype 100-105 °C do nonyyesus nOCmosHHON MAccel.

Moboisture Content (PhEur 2.5.12)

Moisture content will be carried out according to the general method described in PhEur
2.5.12: Water — semi Micro Determination, Complience with the system suitability
requirements of EP 2.5.12 will be demonstrated at the initial timepoint and this will not be
repeated at the subsequent time point.

Braowenoeme (Eep.cpapm.2.5.12)

Onpedenenue 8RANCHOCMU NPOBOOAM @ COOMEEMCMBUY € OBWUM MemOoOOM, ORUCAHHLIM G
Esponetickoti papmaronee 2.5.12: Boda — memod nonymuxpoonpedenenus. Coomeememaue
npuzodHoCcmu cucmemel 8 coomsemcmeuu ¢ mpebosanuamu Esponetickoil gpapmaxoneu 6yoem
onpedeneHo 8 HauansHoti moyke u He Bydem nOGMOPAMbCA 6 OanbHeteM.

Microbiological Testing (PhEur 2.6.12 & 2.6.13)

Microbiological testing is carried out according to the methods in the European
Pharmacopeia. It includes total aerobic microbial count (TAMC), total combined yeast and
mould count (TYMC) and microbial limits of bile-tolerant gram negative bacteria
(Enterobacteria Enumeration).

Mukpo6uonozuueckoe onpedenenue (Eep.gpapm. 2.6.12 u 2.6.13)

Murpobuonozuueckoe onpederenue nposodumca 8 coomsemcemauu ¢ memodamu Egponeiickoi
papmaxoneu. Ownu exmovarom onpedenenue 00Wez0 Huena a3pobHbIX MUKPOOPAHUIMOB,
obuezo uucaa zpubos u OPoNCHCell U MUKPOGUONOZUYECKUX HOPDM XHCENYMONEPAHMHBIX 2DaMM
ompuyamenvHbix bakmepuit (noocwem sumepobaxkmeputl).



Manufactured for: Nasaleze Ltd

[IpouaBeneno ans: Hasanese Jlta.

Approved by: Sam Bottomley
Onobpero: Sam Bottomley

Catlimbey -
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OEAEPAABHAS CAYXEBA T10 HMSOPV B COEPE 3APABOOXPAHEHM S
- (POC3APABHAA3OP)

PETHCTPALIHOHHOE Y/10CTOBEPEHHE
HA MEAWLIMHCROE U3/EJIUE =

Ne ©C3 2009/04743
18 mapra 2013 roga

Hacrosuee PETCHCTPALHOHHOE Y10CTOBEPEHHE BLINAHO
«3ambon C.m.A.», Hraaus
Zambon S.P.A., Bresso (MI) Via Lillo del Duca, 10-20091, Italy

M TIOATBEPHIACT, YTO MEAHUMHCKOE H3MeHE BtV
Oronapunroaoruyecioe Gapbeproe cpexcrso (GnanTp) "Hasanans Moo
IIPOH3BOICTBA
«Hazanese JIta.n, BeanroGpuranns

. Nazaleze LTD, Unit 6, The Shipyard, Ramsey, Isle of Man, IM8 3DT, UK

. MECTO NPOH3BOACTRA

Unit 6, The Shipyard, Ramsey, Isle of Man, IM8 3DT, UK

BHA MEIHIIMHCKOTO H3NeNHs —

COOTBETCTBYHOLIIEE PETHCTpaLHORHOMY nocke Ne 44869 or 19.12.2012

B cootsetctBHH ¢ npukasom Pocsapasransopa or 18 MapTa 2013 roga Ne 828-Tp/ 13
AOIYLIEHO K obpalenuio na TeppuTOopHu Poccuitcko Denepanun.

Bpuo Pykosoanrens Denepansnoii cifs .
o Hansopy B cepe 3apaBooxpanennst o] ;

 Knace LHOTeHIHANBHOrO pucka 1 OKI‘I‘ 93 9890







