INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBnH® cnpe HasanbHbIK JO03UPOBaHHLIA 22.5 MKr/no3a Poceus /

_ARTICLE CODE / BHYTPEHHUW KOA MPOAYKTA: 704534

BATCH Ne / TAPTUA Ne /: 11313

MANUFACTURE DATE: / DATA U3FOTOBMNEHUA: 10/2021

C.A/ CEPTU®UKAT AHANU3A: 5394/21

ANALYTICAL PROC. N°: / MPOTOKONM AHAJTU3A Ne: SRAS-Q\_/V_A_CU6.3

EXP./ CPOK I_'O.HHOCTM: 10/2024

ANALYTICAL REFERENCE /. PE®EPEHTHbIA WCTOYHWK METONOB AHAJTU3A: Normative documentation / HopmaTtusHas
AokymenTauus N N013921/01-011117 (amend Ne 1 from 26.12.2017, amend Ne 2 from 04.02.2019, amend Ne 3 from 28.10.2019 /
nsM. Ne 1 07 26.12.2017, uam. Ne 2 o1 04.02.2019, nam. Ne 3 o1 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOAYKTA KIIMEHTA: 3.02364.0253

TESTS
Mokasatenu

SPECIFICATIONS
Cneuucukauumn

RESULTS
PesynbraThl

Description/ Onucanue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution / Npo3pauHbii
UK NoYTU NpOo3payHbii, OT NoYvTu 6ecuBeTHOro
Ao cnabo XenToro LeeTa pacTeop.

Complies / CooTBeTcTRYET

lidentity/ MoanuHHOCTL
Oxymetazoline hydrochloride /
OkcumeTasonuHa ruapoxsIopua

Benzalkonium Chloride /
BeH3ankoHusa xnopua

The retention time of the main peak on the
chromatogram of test solution should comply with
the retention time of the main peak on the
chromatogram of Oxymetazoline hydrochloride
standard solution obtained in Assay method /
Bpema ypepxuBaHus OCHOBHOTO nNuka Ha
XpoMaTorpamme UCNbITYyeMOro pacTsopa A0MKHO
COOTBETCTBOBATH BpEMERM yAEPHKUBAHUS
OCHOBHOTO nmka Ha XpomaTtorpamme
CTaHJapTHOro pacTeopa OKCUMETa30NuHa
ruapoxnopuaa, nonyy4yeHHoNn npm
KONMYEeCTBEHHOM OnpeaeneHnm,

The retention time of the main peak on the
chromatogram of test solution should comply with
the retention time of the main peak on the
chromatogram of Benzalkonium Chloride standard
solution obtained in Assay method / Bpewms

yAepXxvusaHus OCHOBHOIo nuka Ha
XpomaTtorpaMme UCnbITyemMoro pacTsopa AOMKHO
COoOTBETCTBOBATbL BpemMmeHun YAepXXneaHnsa
OCHOBHOTO nuka Ha XpomaTtorpamme

CTaHJapTHOro pacTeopa 6eHsarnkoHua xnopuaa,
MONYYEHHON NPY KONMYECTBEHHOM OnpeaeneHI.

Complies / CooTBeTCTBYET

Complies / CootseTcTBYET

Clarity / Npo3payHocTb

The solution should be transparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
Pacteop pomkeH ObiTb  Npo3paydbiM  UnK
WHTEHCMBHOCTb  OnanecueHuMn He  [oMmKHa
npesbilwaThb onanecueHumn 3TanoHHOW
cycneHsuum |.

Complies / CooTBeTcTBYET

Color of solution / UBeTHoCTbL

The color intensity of the product should not
exceed the color intensity of the reference solution
Y7 | VHTEHCMBHOCTb OKkpacku npenapata He
AOMXKHA NpPEBbIATbL MHTEHCUBHOCTbL  OKPaCKu
aTanoHHoro pacTeopa Yz

Complies / CooTReTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA € FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANU3A TOTOBOI'O NMPOAOYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia /
Ha3nBuH® cnpen Ha3anbHbIA 403UPOBaHHbIA 22.5 mKr/no3a Poccus /
ARTICLE CODE / BHYTPEHHWUW KO MPOLYKTA: 704534 BATCH Ne / NAPTUA Ne /: 11313

MANUFACTURE DATE: / JATA NW3rOTOBIIEHUA: 10/2021 C.A/CEPTUO®UKAT AHANN3A: 5394/21

ANALYTICAL PROC. N°: / MTPOTOKOJ1 AHANMU3A Ne: SRAS-QWACUG.—S_ EXP./ CPOKrOQHOCTMW: 10/2024

ANALYTICAL REFERENCE / PEGEPEHTHbIN UCTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmaTveHas
Aokymentaums M N013921/01-011117 (amend Ne 1 from 26.12.2017, amend Ne 2 from 04.02.2019, amend Ne 3 from 28.10.2019 /
13M. Ne 1 o1 26.12.2017, nam. Ne 2 o1 04.02.2019, nsm. Ne 3 ot 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO MPOQYKTA KNUEHTA: 3.02364.0253

TESTS SPECIFICATIONS RESULTS
Moka3zatenu Cneundukayum PesynbtaThl
Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ O1 1,006 no 1,010 1.008
nnoTHocTk /d 20/20)
pH From5.5t06.5/0155 006,5 5.9
Osmolality / OcMonsinbLHOCTL From 270 to 330 mOsmol/ kg / OT 270 po 330 280

MOcMonb/Kr

Average dose / CpegHsasa macca [o3bl

45 mg £ 156% / 45 mr + 15%

Complies / CooTBeTcTBYET

Uniformity of delivered dose / OgHopogHoOCTb
MacChl 103kl

Average dose + 25%

max. 2 from 10 doses > £ 25% from average dose
mass,

but always < * 35% from average dose mass/

CpegHsis macc nosbl + 25%.

He 6onee 2 us 10 o3 > + 25% o7 cpeaHei macchl
003b!.

Ho Bcerga < + 35% oT cpefHen macchbl 4o3bl.

Complies / CootBeTcTBYET

Related substances / PogcreeHHble npumecu
Impurity A / Mpumeck A

Impurity ZP-1 / NMpumeck ZP-1

Individual unidentified impurity / EauHndHasn
HenpenTUMULMPOBaHHas NpYMeCh

Total impurities/ cymma Bcex npumeceit

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.5 % / He Gonee 0,5 %
Not more than 0.1 % / He Gonee 0,1 %

Not more than 1.2 % / He 6onee 1,2 %

< Detection Limit

< Detection Limit
< Detection Limit

< Detection Limit

Assay / KonunyecTtBeHHoe onpegeneHue

Oxymetazoline hydrochloride /
_OxcvmeTasonuHa ruapoxnopua

Benzalkonium chloride / BeH3ankoHua
rugpoxnopva

Microbial purity / Mukpo6uonoruieckas
yucTotra

Total aerobic microbial count (TAMC)/
ObLee yncno aspobHbIx GakTepuit

| He 6onee 10° KOE/mn

475 - 525 pg/ml / 475 — 525 mkr/mn 488
45 - 55 pg/ml/ 45 - 55 mkr/mn "
Not more than 10° CFU / mi / <1UFC/ml
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANMN3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3nBuH® cnpei HasanbHbLIN 4O3UPOBaHHbLINA 22.5 Mkr/go3a Poccua /

ARTICLE CODE / BHYTPEHHUI KOL, NPOLAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 11313
MANUFACTURE DATE: / DATA U3rOTOBIEHUA: 10/2021 C.A/ CEPTUD®UKAT AHANU3A: 5394/21
ANALYTICAL PROC. N°: / NPOTOKOJT AHAMU3A Ne: SRAS-9WACUG.3 EXP./ CPOK rogHOCTMU: 10/2024

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOAOB AHANU3A: Normative documentation / HopmaTusHag
AokymeHTtauma 1 N013921/01-011117 (amend Ne 1 from 26.12.2017, amend Ne 2 from 04.02.2019, amend Ne 3 from 28.10.2019 /
uam. Ne 1 o1 26.12.2017, u3m. Ne 2 ot 04.02.2019, usm. Ne 3 ot 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO MPOOYKTA KNUEHTA: 3.02364.0253

TESTS SPECIFICATIONS RESULTS
Moka3aTenu Cneuudukarum PesynbraThl
Total combined yeast and molds count Not more than 10" CFU /ml / <1UFC/ml

(TYMC)/ Obuiee KONUYECTBO APONOKEBLIX 1

1
NNecHeBbIX rpy|603 He 6onee 10 KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OTcytctBue B 1 Mn Absent / OTtcyTcTBylOT
Staphylococcus aureus Absence in 1 ml/ OtcytcTere B 1 mn Absent / OTcyTcTByIOT
Package / Ynakoska 10ml (at least 143 doses / vial) in class Il

hydrolytic brown glass vial with a metering
polyethylene and stainless sleel device and a
protective cap. 1 vial and a patient information
leaflet in a carton. / Mo 10 mn (He MeHee 143
Aosbi/onakoH)  npenapata  BO  cbnakoH Complies / CooTBeTcTBYET
KopuiyHesoro ctekna, Il rugponuTudeckoro
Knacca C  A03MPYIOWUM  YCTPOWUCTBOM U3
nonMaTUNeHa W Hepxasewwen cranu U
3aLUMTHON KpbIWKoW. 1 chnakoH ¢ UHCTPYKUMER no
NPUMEHEHNIO NMOMELLLAIOT B KAPTOHHYIO NauKy.

Labeling / MapkupoBka According to ND / B cootBeTcTBUM ¢ HI, Complies / CooTBeTCcTBYET

Storage / XpaHenue: At temperature below 25°C. / Mpy Temneparype He sbiwe 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 ropa

REMARKS / lNpumeuanue: o
The Product conforms to ND/
Mpoaykt cooTBETCTBYET TPEOGOBAHNUAM HI

' BATCH REMARKS / MpuMesaHue ans cepnu:

Hereby | certify that this lot has been tested in accordance with the marketing authorisation and the European guide to
good manufacturing practice for medicinal products. / [aHHbIM CBMAETENLCTBY, YTO AaHHas NApPTUA NPOBEpPeHa B
COOTBETCTBUAN C paspelleHUemM Ha mapkeTuHr v Esponeiickum pyKOBOACTBOM MO HaAMnexatlen npou3BOACTBEHHON
ApaKTUKe Ans NeKapCTBEHHbIX NPOAYKTOB.

'ANALIST / AHanutuk a DECISION / 3a.<moqenue i uk»\) Jo C/V
Viviana Gongalves DATE / :
Natacha Marreiros Hara: / Z’O Z/ \ (6]
QUALIFIED PERSON / O*raercme Hoe nuuo: Vera Freire
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