Certificate of analysis
Ceprudukar ananza

Product name: Nasaval Plus, otolaryngological barrier device (filter)
Haszeanue HpOOyKma: Hasasane ITuoc, cpedcmeo
OIMOAAPUHSONOCHYECKOE

(Guremp) bapveproe

Batch No: TMR117
Cepusn No: TMRI117

Report No: P19-11267
Omyem No; P19-11267

Mfg. date: 2019-12 Date received: 28.11.2019

Hama uszomoenenun: 2019-12

Exp. date: 2022/12
Cpok 200nocmu: 2022/12

Hama nonyuenusn: 28.11.20]9

Result of analysis

P€3yfl bIRAMbI AHAN N3

Test
Hokazamens
Appearance
Onucanune
Odour
3anax

Loss on drying

ITomeps 6 macce npu evicyiunsanuu

Moisture content
Braxcnocms

Enterobacteriaceae
Iumepobaxmepuu

Total aerobic microbial count
Obuiee yucno aspobusix

MUKDOOP2AHUIMOE

Total combined yeast and mould
Obugee uucno oposcaceii u zpudos

Staphylococcus aureus

Pseudomonas aeruginosa

Specification
Cneyugpuranus

White to off white free
tflowing powder.

Jlezko mexyuguii nopowok

om 0enoeo 0o houmu
benoeo yeema

Slight garlic smell
Jlezkuti 3anax vecnorka

Less than 10 %
Menee 10 %

Less than 10 %
Menee 10 %

Less than 707 cfu/g
Menee 10° KOE/>

Less than 100,000 cfu/g
Menee 100 000 KOE/>

Less than 707 cfu/g
Mewnee 10" KOE/>

Absence/g
Omcymemayem/z

Absence/g
Omcymemeyem/2

Result
Pezynvmam

conforms
COOH?SL’H?C.’NC{L'@H?

conforms
coomeemcemeyem

1%

1%

3%

3%

<10 ctu/g
<J0 KOE/>

115 cfu/g
115 KOE/?
<10 ctu/g

<10 KOE/-

Not detected in 1 g
He onpeoensemcs ¢ 1 2

Not detected in 1 g
He onpeoensemcn 6 I 2



The product meets all agreed upon specifications and the lot is released.
Mpooykm coomeemcmeyem 8ceM yCMAHOBIENbIA creyupukayuar 1 cepus paspewenda K
BbINYCKY.

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

Tecmbz, }’KNJ'(IHHH&_’ 4 ImMom Cepmmj)rmame AHAU3A, I?p(?(a‘()(ﬂ(.’l“("b 8 coomeencemsuu C
cuememoti kavecmea RSSL GMP.

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

Huopmayus, codepicasiiascs 6 3mon dokyMenme, AGIAEMCA  COOCMBEHIIOCHIbIO KOMRATITL
Nasaleze. u e Moxcem Goimb LCHONB3OEANA UM PACRPOCMPAHAMLCH HE RO HAZHAYENNID.

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.

Momepsa & macce npu svicywusanuu (Eep.gpap. 2,2.32)

Oxoao 1 & (mownas Hagecka) ROpoiuKd noMewarm ¢ nPeO8APUMENLHO BbICVIHEHHBLT KOHMeUHep
U HQz2Pesalom npu memnepamype 100-105 "C 00 noayueHusi ROCMOARHOU MACCHL.

Moisture Content (PhEur 2.5.12)

Moisture content will be carried out according to the general method described in PhEur

7 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.

Baasxicnocmn (Eep.¢papm.2.5.12)

Onpedenenue eraxcnocmi RPOGOOAM 6 COOMBEMCMENUl ¢ 00U MEMOOOM, ONUCANHBIM 6
Esponeiickoli gapsakonee 3512 Boda — memod nommukpoonpeoenenusn. Coomsemcmee
NPUEOOHOCIL CUCMEMbL 6 COOMBEMCMEUL C mpebosanusMu Esponetickoti (hapmaxoneu Oyoem
L"H?p(’()@.-’lﬁ’li() 53 H{J'-(LJ.TbHCJﬁ mo4yKe U He 5".-'()6’.??? }T()S:‘?i’()p}ﬂ?lbc}? [ Ot}.'ﬂ)f!é.’fn’l({é’.\f.

Microbiological Testing (PhEur 2.6.12 & 2.6.13)

Microbiological testing is carried out according to the methods m 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).

Mukpobuonozuueckoe onpeoeteHue (Eep.cpapm. 2.6.12 1 2.6.13)

Muxpotuonoeuseckoe onpeoeienue NPOBOOUMCA 6 COOMBEMCIMGBNL C MEMOOaMU Leponetickoll
(papmakoneu. Oy sKkmONaOM  onpedeaenue ofugezo wucad apobNbIX  MUKPOOP2ARUIMOE,
ofes0 wucaa epudos u OpodCHeel 1 MUKPOGUONOZUECKUX HOPM HCETUINOAEPAHNTHBIX 2PAMM
ompuyamenbiblx Gakmepui (noocuen IHMEPOdAKMEPUTL).



QEAEPAABHAS CAVIKBA T10 HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

PETMCTPALIHOHHOE Y10 CTOBEPEHUE
HA MEAWLIHHCROE U3EJIME

Ne ©C3 2009/04743
18 mapra 2013 roga

Hacrosee perucrpannonnoe YAOCTOBEPEHHE BBIAAHO

«3ambon C.n.A.», Utaaus

Zambon S,P.A., Bresso (MI) Via Lillo del Duca, 10-20091, Italy

H TIOATBEPHIALT, YTO MEAHILMHCKOE H37eTHe

Orosapunrosioruyeckoe 6apbeproe cpeacrso (¢puabTp) "Haszasaas [Lioc"
LIPOM3BOJCTBA

«Haszauese JIta.», Beankobpuranns

Nazaleze LTD, Unit 6, The Shipyard, Ramsey, Isle of Man, IM8 3DT, UK
MECTO IPOHU3BOJICTBA

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

KJIacc [TOTEHI[HAIILHOTO pHcKa 1 OKIT 93 9890

B METUIIHHCKOIO U3e/THs —

COOTBETCTBYIOIIEE PErHCTPALlMOHHOMY Hocke No 44869 ot 19.12.2012

B cootsercTBHE ¢ npukazom Pocsapasnamsopa ot 18 mapra 2013 roga No 828-I1p/13
JOMyLIEHO K 06palleHuio Ha TeppuTopur Poccuiickoii ®enepariuu.







