Certificate of analysis
Ceprudurar anaiunsa

Product name: Nasaval Plus, otolaryngological barrier device (filter)
Haszeanue HpoodyKma: Hasasane [Toc, cpeocmen
OMONAPUHEONOSUYECKOE

(unvmp) tapveproe

Batch No: TMR117
Cepun No: TMR117

Report No: P19-11267
Omuem Ne: P19-11267

Mfg. date: 2019-12 Date received: 28.11.2019

Hama uszomosnenun: 2019-12

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

Hama nonyuenus: 25.11.2019

Result of analysis
PE&’_}’J’IbIHﬂIﬂbI— AHAIH3A

Test
ITokazamens
Appearance
Onucanue
Odour
3anax

Loss on drying
Homepﬂ 6 Macce npu evicyriean

Moisture content
Braxcnocme

Enterobacteriaceae
Inmepodaxmepuu

Total aerobic microbial count
Odwiee uucno aspobmneix

MUKPOOPZAHUIMOE

Total combined yeast and mould
Obwiee uucno dponcoceit u 2pudoe

Staphylococcus aureus

Pseudomonas aeruginosa

Specification
Cneyuguranus

White to off white free
flowing powder.

Jlezko mexywuti hopouiox

om Genoeo 0o noumu
benoco yeema

Slight garlic smell
Heaxutt sanax vecnora

Less than 10 %
Menee 10 %

Less than 10 %
Mernee 10 %

Less than 707 cfw/g
Menee 10° KOE/2

Less than 100,000 cfu/g
Menee 100 000 KOE/>
Less than /0 cfu/g
Menee 10" KOE/?

Absence/g
Omcymcemayem/e

Absence/g
Omcymemeyem/e

Result
Pezynvmam

conforms
COOmM8emcmeyem

conforms
COOMEENCn 6"‘. em

1%

1%

3%
3%

<10 cfu/g
<10 KOE/>

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

<10 KOE/>

Not detected in 1 g
He onpedensemcs 6 1 ¢

Not detected in 1 g
He onpedeasiemen 6 1 2



The product meets all agreed upon specifications and the lot is released.
[Tpodykm coomeemcmeyem 6cem YCMAHOBAEHIbIM cheyupukayuam U cepus paspewena K
BBLINYCKY.

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

Teemet, yrazanusie ¢ amom Cepmudpuxkame  ananisa, NPOBOOUAUCH 8 COOMBEMCMEUN ¢
cuememoti kavecmeéa RSSL GMP.

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

Hugpopmayus, cooepicasiuasca 6 smom 0oKymenme, A6AACMCA COOCMBEHIIOCIBIO KOMRANUU
Nasaleze, u ne soxcem Obimb UCRONB306ANA UMY PACKPOCMPAHAMBCA HE NO HAZHAYEHUIO.

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.

IMomeps 8 macce npu 8bICYIUEAHUY (Esp.chapm. 2.2.32)

Oxoao 1 & (Mounas HAgecka) ROPOUKA ROMEAOM 8 NPeosapumeibHo GHICYUEHHBITI KOHMEUHED
u nazpesaiom npu memnepamype 100-105 OC 0o noayuenust ROCMOARHOT MACCHL.

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.

Baaxcnocmn (Eep.chapa.2.5.12)

Onpedenenue 61aiICHOCIU NPOBOOAM 6 COOMEEMCIMEUN ¢ OOUUM MEMOOOM, ONUCANHDIM 6
Eeponeiickoti ghapmaxonee 2.5.12: Boda — memod noayMuKpoonpedereHus. Coomeememeie
NPUCOOHOCIU CUCMEMDL 6 COOMEEMCMBUL ¢ Mpebosanusmu Esponeuckoi gpapmaroneu Gyoem
onpedeneno 6 HaYaAbHOT MOYKe U He Byoem ROSMOPAMbCA 6 OanvHeuue.

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).

Murpobuoaoeuueckoe onpedenenue (Esp.gpapm. 2.6.12 1 2.6.13)

MukpoGuosoeuneckoe onpeoerente nPOBOOUMCA 6 COOMEEMCMBUl C Memooamu Eeponetickoi
apsaronen. Oru  eKmovaom onpedeaenie 00we2o  Wucaa aIPOBNBIX  MUKPOOP2AHUIMOE,
0Buje20 wuca 2pubos U OPONCHCEN U MUKPOOUORO2UHECKUX HOPM HCETUIONEPANMIBLY EPAMM
ompuyameabibix Gaxmepuii (HOOCHEM IHMEPOOAKMEPUT).



ZAMBON SWITZERLAND Litd.

6814 Cadempino, Svizzera
3AMBOI CBHTLEPJIAHZ Jlvp.
6814 Kwiemimno, Ulseitnapus

CONTROL QUALITY LABORATORY
JIABOPATOPHS KOHTPOJIS KAYECTBA  Ne Anannza 040000204108

Mfg. date: 26.09.2019
Hata usrotosnenus: 26.09.2019

Exp. date: 09.2022
Cpox rogrocTi: 09.2022

PRODUCT: MONURAL 3g granules for oral solution in sachets Nol
[IpoaykT: Monypan 3r rpaHynbl U NPUrOTOBACHHUS pacTBOpA s npremMa BHyTpb Nel
LOT No.: 368360 page 1/2
Cepust No: 368360
ANALYSIS CERTIFICATE
AHATHUTHYECKHHA MACIIOPT

TESTS [lokazarenwu SPECIFICATIONS CINELUMDHEKALMS

ANALYSIS Ne 040000204 108 Date: 17.10.2019
Jara: [7.10.2019

Results/PezvibraTst

Appearance White colour granules with a tangerine smell
granules.

Onucanue ["panynpl Genoro upera ¢ 3anaxom
MaHIapHHa

[dentification

[MToanuHHOCTD

corr. to standard
COOTBETCTBYET CTAHIAPTY

Fosfomyein trometamol
DocdomuLHa TpOMETaMONa

Fosfomyein and sucrose
PochoMHLIHA 1 caxapo3bl
Trometamaol

Tpomeramon

Average weight of a contained sachets

and uniformity of weight

Cpﬁ‘ﬂ.}lHS[ Maccd COACPACHMOro MakeTos U

OJHOPOOHOCTD NO Macce

Hermiticity
lepMeTHuHOCTL

Dissolution time

corr. to standard
COOTBETCTBYET CTAHLAPTY
corr, to standard
COOTBETCTBYET CTAHARPTY

8.0 ¢+ 5%
8.0 r+ 5%
18720+ 7.5 %
272015 %

Should be tight
HomieH ObITh TepMETHU HBIM

Not more than 60 sec, solution (15 %)

is homaogenous and opalescent
He Gonee 60 cek, pactsop (15 %)
rOMOIEHHBIH, Onanecupyonii

Bpemst pacTeopenis

From 4,0 to 5,0
O14,0 10 5,0

pH of 15% solution in water
pH 15% BonHoro pacrsopa

Water Not more than 0,5%
Boaa He Gonee 0.5%

Related substances*

[TocToponHue npumecu
Fosfomyein glyeolate
dochomuHa raKonsTa
FProduct of degradation A
[MpomykT nerpagauun A
Product of degradation B
[Mpoaykr aerpazaiiin B
Product of degradation C
[Tpoaykr perpanatun C

Not more than 1.0%
He Gonee 1,0 %
Nor more than 2,0%
He Gonee 2,0%
Not more than 0,5%
He Gonee 0.5%
Not more than 0,.5%
He Gonee 0.5%

conforms

COOTBETCTBYECT

conforms
COOTBETCTBYET

conforms
COOTRBETCTBYCT

conforms
COOTBETCTBYCT

%97 g
- 9=
20

(!

conforms
COOTBETCTBYCT

conforms
COOTBETCTBYET

Hf “a
0.0%

conforms
COOTBETCTRYET
conforms
COOTBETCTBYET
conforms
COOTBETCTBYET
conforms
COOTBETCTBYET



Microbiological contamination
Mukpobronorsieckas YncToTa
Assay of Fosfomycin trometamol

KonnuecTseHHOE onpeeneHne
(hocthoMuLMHA TPOMETAMOJIA

Corresponds with requirements of conforms
Pharmacopoeia COOTBETCTBYET
CooTsercTByeT TpefopaHuAM PapMaKOneH

From 5,35 to 5,91 g/sachet (95-105 % of 5.51 g/lsachet
declared content) (98% )
ot 5,35 no 5,91 r/naker (95-105 % ot 5.5 r/naker
3afBIEHHOTO KOJIHYECTRa) (98% )

* - The test has not been performed on this batch since it is not routine. The manufacturer guarantees conformity to

this requirement.

* - [Tpn aHanu3e JAHHOM CEPHH YKa3aHHble MOKA3ATENH He ONpPENEsNNCE, TAK KaK 3TO HCTIHITAHUE HE SBNACTCS
pyTHREHBIM. [IpOM3BONTENL FAPAHTHPYET KAUECTBO NPOAYKTA [10 ITHM MOKA3aTENAM.

THE LOT No. 368360 COMPLIES WITH THE ALL ABOVE-MENTIONED SPECIFICATIONS.

CEPHA Ne 368360 COOTBETCTBVET BCEM BHIIUEYKA3AHHBIM CIIEUHPHKALIUAM
(Seal) ZAMBON SWITZERLAND LTD
(Teuars) 3AMBOH CBUTUEPJIAHI JITA,.
Manager of Control Quality Department
3aeenyroULHil OTASIOM KOHTPONA Ka4ecTBa

ZAMBON SWITZERLAND Ltd

Aty - 123829
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/
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THE QUALIFIED PERSON

. Dott. Emiliano Sion
PN Arrge ALYy
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- 19690 . IEKJIAPAIIMSI O COOTBETCTBHM

,IIEKJIAPAHT IPUHAMAIOIIMI JEKJIAPAITHIO O COOTBETCTBHH
| 000 "3ambon Papma”
{ Ceedenus o pezucmpayuu opzanuszayuu: Meocpaiionnas uncnexyus ®edepamsnoii nanozosoii cayoichwr No 46 no
| §& Mockee 10.07.2007, OI'PH 1077757775182, dama npuceoenus OI'PH 10.07.2007,
. Adpec: 119002,2. Mockea, Mhasosckuii nep., 0.7 . Teneghon:8(495) 933-38-30
" B nuye: lenepanvheiii Oupexmop Obpyurnuxoe A.B.
' Jlogepennoe nuyo: Cunuyun C.E., Oosepenrocms Nel58-1 om 26.10.2018

' 3ASIBJSIET, UTO

Jexapemeennoe cpeocmeo. Monypan, 2parynst Ona npu2omoenenust pacmeopa s npuema enymps 3 2,
naKkemuxku MHo20Ca0HbIe AamMunuposannste (1), nauxu kapmonrvie, pez Ne IT N012976/01 om 11.07.2007 ,
cepus 368360, napmus 36781 ynaxosox, z0der do 01.09.2022, npoussodcmea 3ambon Ceumyepnand Jimo,

. Ulsetiyapus, Bua Hudycmpua 13,CH-6814 Kaoemnurno, [lgeiiyapus koo OKIT2 21.20.10.174, koo TH B3/
3004200002, konmpaxm Ne 6/11 om 01.08.2019, uneoiic Ne 1419000803 om 23.10.2019

| COOTBETCTBYET TPEBOBAHUSIM

I 11 N012976/01-110707 uam. Nel -2

| IEKJIAPAI[HSI IPHHSITA HA OCHOBAHHH
5 } npomoxon ucnsimanuti Ne 9290 om 30.10.2019 ®@XJT 000 "TJ "Henvma", ammecmam axxpedumdyuu
| © RA.RU 21HP36, Cepmugpuxam POCC CH.OM11.C93536 om 30.10.2019

SKJTAPATIAH 01.11.2019
FOCERUTEIBHA IO 01.09.2022

7 m Cunnnnn C.E.

NOANKUCH O.U.O

CBEJIEHUSI O PETHCTPAIIAM

| ' OPTAH IO CEPTU®UKALMH, 3APETHCTPHPOBABIIHAN JEKJIAPALIHIO

| " RA.RU.11®MI1 OPTAH ITO CEPTH®HKALHH TPONYKLHH OFLIECTBO C OTPAHHYEHHOHA

. OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opeanusayuu : 109428, 2. Mockea, 1-wiil Basosckuti
| npoe3o, 0. 5, emp. 1, adpec opeara no cepmuqbuxaquu 129626, 2. Mockaa, 1-aa Meimuwurckas, 0. 25, men.

 (495) 783-19-08

; JEKJIAPAIIASI O COOTBETCTBMH 3APETHCTPHPOBAHA M POCC RU J-CH.OMI1.A.44117/19
* IATA PETUCTPAITHM 01.11.2019
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