Certificate of analysis
Ceprudukar aHa/n3a

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

Hazsanue npooykma:
OMONAPUHZONIOUYECKOE

Batch No: TMRO87
Cepusa Ne: TMR0O87

Mfg. date: 2018-10
JMama uzzomoenenun: 2018-10

Exp. date: 2021/10
Cpox zoonocmu: 2021/10

ITnoe, cpedcmeo

Report No
Omyem Ne

(Qunomp)

bapveproe

: P18-07841
: P18-07841

Date received: 17.09.2018
[Mama noayuenun: 17.09.2018

Result of analysis

Pesyabmamot ananusa

Test
Hoxaszamenv
Appearance
Onucanue
Odour
3anax

Loss on drying
Homeps 6 macce npu vicyuiueanuu

Moisture content
Bnasichocme

Enterobacteriaceae
Sumepohakmepuu

Total aerobic microbial count
Oé6uqee wucno a3pobrvix

MUKPOOPAHUIMOB

Total combined yeast and mould
Obee wuci10 Opoxcxcei u 2pubos

Staphylococcus aureus

Specification
Crneyugpuxanus

White to off white free
flowing powder.

Seziko mexyuyuti nOpoOUoK
om 6enoeo 0o noumu
benozo yeema

Slight garlic smell
Jeziun 3anax 4ecHoxa

Less than 10 %
Menee 10 %

Less than 10 %
Menee 10 %

Less than 10° cfu/g
Menee 10° KOFE/«

Less than 100,000 cfu/g
Menee 100 000 KOE/2
Less than /0’ cfu/g
Menee 10" KOE/2

Absence/g
Omcymemesyem/e

Result
Pesyrvmam

conforms
C'O()maemcmsyem

conforms
(fﬂﬂﬁlﬁeﬁl‘lcmﬂyeﬁ?

2%
2%

26%
2.6%

<10 cfu/g
<10 KOE/2

10 cfu/g
10 KOE/2
<10 cfu/g
<10 KOE2

Not detected in 1 g
He onpedensemesi g 1 2



Pseudomonas aeruginosa Absence/g Not detected in 1 g
Omcymemeayem/2 He onpeodensiemcn 6 1 2

The product meets all agreed upon specifications and the lot is released.
Ilpodykm coomeemcmayem acem yemanosaennvim creyugurayuaM U cepus paspeweHa K
BbINYCKY.

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

Tecmbz, VKA3aHuble 8 3MOM Cepmuq/)uxame AHAAUSQ, npo&odu.wm:h 8 COOMmAEeMmcmeuy ¢
cucmemont kauecmea RSSL GMP,

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

Fugpopmayua, codeprcasuiascs 6 s3mom 0OKyMenme, AGIAEMC  COBCMBEHHOCBIO KOMUAHUL
Nasaleze, u ne moocem Gvimo ucnons3o6ana unu pacnpocmpanamocs He nO HASHAYEHUIO,

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.

Tlomeps 6 macce npu evicywusanuu (Esp.gpapm. 2.2.32)

Oxono 1 2 (mounas nasecka) nopowka noMewyarm 6 NPedsapUMEnsHO BuICYIUEHHbIT] KOHmenHep
u nazpesarom npu memnepamype 100-105 °C 0o noayuenusn nocmoannoii maccei,

Moisture 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.

Baaoscnocme (Eep.gpapm.2.5.12)

Onpedenenue erancnocmu nposodam & coomeememauu ¢ obuum memodor, onucamisiy @
Eeponeiicroti gpapmaronee 2.5.12: Boda — memod nonymukpoonpeoerenun. Coomsememeue
NPUZOOHOCHIU CUCMEMbL € COOMBememeu ¢ mpeboeanamy Esponeiickoti gpapmaxoneu dydem
ONpeOeneHo 6 Ha4anbHol mouke U He HYOEm ROSMOPSMbCA 6 OurbHeleM.

Microbiological Testing (PhEur 2.6.12 & 2.6.13)

Microbiological testing is carried out according to the mecthods 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),

Murpobuonozuvecxoe onpedenenue (Eap.chapm. 2.6.12 1 2.6.13)

Muxpobuonozuneckoe onpedenenue nposodumcs & coomeemcmenu ¢ Memodamu Esponeiickoi
apmaxoneu. Onu exmouaiom onpedenenue ofweco wucia AIPOOHBIY  MUKPOOP2AHUIMOS,
0bwe2o wucaa epubos u OpoNCIHCE! 1 MUKPOBUONOLUNECKUX HOPM JICENUMONCPANMHBIX epamm
OMPpUYamenbublx 6axmepuil (nodcuem sumepoiakmepui).
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CUCTEMA CEPTUOURAIUHU I'OCT P

®ETEPATBHOE ATEHTCTBO 110 TEXHUYECKOMY PEIY.INPOBAHUIO U METPO.IOTHN

sy, CEPTUOUKAT COOTBETCTBUSA

Ne pocc GB.MMN18.H00178

ceﬁ‘rud:ma\i""‘*
CpoxK AelicTBUs C no
06.06.2017 05.06.202

Ne 0071765
OPTAH TIO CEPTUOUKAIMU o) o vias

000 "UEHTP CEPTUOUKALIAN U JEKNAPUPOBAHWA"
123308, Mocksa, MuesHuky, gom Ne 3, kopnyc 1 TenedoH: +7 (495) 783-42-17,

NPOAYKLUA OTonapuHronoruyeckoe 6apbepHoe CpeacTBo

(dbuneTp) "Hasasans Mnwoc” koA 0K 034-2014
(KMEC 2008) (OKMA2)

CepuitHbIi BbINYCK 21.20.23.190
COOTBETCTBYET TPEBOBAHUAM HOPMATUBHBIX AOKYMEHTOB
rOCT P 52770-2007, FOCT ISO 10993-1-2011, FOCT ISO 10993-5-2011, FOCT xop TH B3A

ISO 10993-10-2011, FOCT ISO 10893-12-2015
3824999609

WU3TOTOBHUTEADL  "Hazanese NTa.", BenvkoBputanus, Nazaleze LTD, Unit 6,
The Shipyard. Ramsey, Isle of Man, IM8 3DT, UK

CEPTUOUKAT BBIAAH "Hazanese NTa.", BenukoBputanusa, Nazaleze LTD, Unit 6, The Shipyard,
Ramsey, Isle of Man, IM8 3DT, UK; TenedoH: +44 1624 813171

HA OCHOBAHWH npoTokona TOKCUKONOrM4eckux UCCNeaoBaruit MeauumHekoro usnenua Ne 23794 ot
02.06.2017 NaBopaTtopHsii LeHTp OO0 "LienTp Koxtpons Kauectsa OHLY", per. Ne POCC RU.0001.21PK75 ot
12.08.2014

PerucTpaunoHHoe yAocToBepeHie PenepansHoi cnyx6bl No Haa3opy B cdhepe 3ApPaBoOXpaHeHus
(POC3[IPABHAL3OP) Ne $C3 2009/04743 ot 18.03.2013
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Manufactured for: Nasaleze Ltd
Tpoussenero mis: Hasamese JITa.

Approved by: Sam Bottomley
Opobpero: Sam Bottomley

Issue Date: 22/10/2018
Jara srimycka: 22/10/2018







