SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3uBuH® cnpen HasanbHbIA 403MPOBaHHbLIA 22.5 MKkr/po3a Poccus /

ARTICLE CODE / BHYTPEHHWUA KO NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /:20163
MANUFACTURE DATE: / ATA U3FOTOBITEHWA: 02/2022 C.A/ CEPTU®PUKAT AHAINN3A:769/22
ANALYTICAL PROC. N°: / NIPOTOKON AHAJIU3A Ne: SRAS-9WACUS6.3 EXP. / CPOK TOAHOCTW: 02/2025

ANALYTICAL REFERENCE / PEQEPEHTHbIA UCTOYHUK METOOOB AHANU3A: Normative documentation / HopmaTueHas
aokymeHTaums 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 /
mam. Ne 1 o1 26.12.2017, nsm. Ne 2 ot 04.02.2019, nsm. Ne 3 ot 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA, MPOAYKTA KIMUEHTA: 81725409

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneundmkauun Pesynbrarthl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution / Npoapa4Hbii
UMU NoYTU Npo3padvHblil, oT NovTn GecuBeTHOro
Ao cnabo xenToro uBeTa pacTeop.

Complies / CooTBeTcTBYET

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 /
Bpemsi yAepXmBaHWs OCHOBHOIO NuWka Ha
XpoMaTorpaMmMe MCrMsLITYemMoro pacteopa JOIMKHO
COOTBETCTBOBATbL BpPEMEHU yAepXUBaHUs
OCHOBHOTO nuka Ha XpomaTtorpamme
CTaHZapTHOro pacTeopa okcUMeTasonuHa
ruapoxnopuaa, nony4eHHoM npu
KOSIN4ECTBEHHOM ONnpegeneHnm.

lidentity/ MopnuHHOCTL
Oxymetazoline hydrochloride /
OkcumeTasonuHa ruapoxropun

Complies / CooTBeTcTBYET

Benzalkonium Chloride / The retention time of the main peak on the Compliesy CopTEETETEYER

BeHsankoHus xnopua 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 / Bpems
yAepXUBaHUA OCHOBHOrO nuka Ha
XpomaTorpamMmme UCTbLITYEeMOro pacTBopa JOMKHO
COOTBETCTBOBATL BpEeMEHU YAEpXUBaHUS
OCHOBHOTO nuka Ha XpomaTtorpaMme
CTaHaapTHOro pacteopa GeHsankoHus xnopuaa,
MOyYEHHON NpYU KONUYECTBEHHOM ONpEeaeneHun.

Clarity / Npo3spa4HocTb The solution should be transparent or the | Complies/CooTseTctayet
opalescence intensity should not exceed the
opalescence of the reference suspension | /
PactBop pgomxeH ObiTb nNpo3payHbIM UMK
WHTEHCUBHOCTb  OManecueHUMn He  [OMKHa

npeBbllaTh onanecueHumu 3TanoHHOW
cycneHsuu |.
Color of solution / LiBeTHoCcTb The color intensity of the product should not | Complies/ CooTtBetctByeT

exceed the color intensity of the reference solution
Yz |/ WHTEHCMBHOCTb OKpacku fpenapata He
OOMKHA NpeBbIllATb  WHTEHCUMBHOCTb  OKPacku
aTanoHHoro pacreopa Y7
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A TOTOBOI'O NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBnH® cnpeit HazanbHbIA AO3KUpPOBaHHbLIA 22.5 Mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHUU KOZ MPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /:20163
MANUFACTURE DATE: / ATA N3rOTOBIEHUA: 02/2022 C.A/ CEPTUDOUKAT AHATTN3A:769/22
ANALYTICAL PROC. N°: / MIPOTOKON AHAINMU3A Ne: SRAS-9WACU6.3 EXP./ CPOK FOAHOCTMU: 02/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOOOB AHAIIU3A: Normative documentation / HopmatusHas
Aokymentauma 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 /
nam. Ne 1 o1 26.12.2017, usm. Ne 2 ot 04.02.2019, nam. Ne 3 o1 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWUIA KOf MPOOYKTA KINUEHTA: 81725409

TESTS SPECIFICATIONS RESULTS
Mokazarenun Cneundpukanum PesynbTrathbl
Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ OT1 1,006 oo 1,010 1.007
nnotTHocTh /d 20/20)
pH From55t06.5/0155p006,5 5.9
Osmolality / OcMonsinbHOCTb From 270 to 330 mOsmol/ kg / Ot 270 ao 330 277
MOcmonb/kr
Average dose / CpepgHast Macca go3bl 45 mg £ 15% / 45 mr + 15% Complies / CooTeeTcTBYET

Uniformity of delivered dose / OgHopogHocTb Average dose + 25%
Macchbl A03bl max. 2 from 10 doses > + 25% from average dose
mass,

but always < + 35% from average dose mass/ Complies / CootaeTcTayeT

CpegHssa macc fosbl + 25%.

He 6onee 2 u3 10 no3 > + 25% ot cpeaHeln macchl
003bl.

Ho Bcerpa < + 35% oT cpeaHeli Macchl OO3bl.

Related substances / PoacreeHHble npumecu

Impurity A/ NMpumecs A Not more than 0.5 % / He 6onee 0,5 % < Detection Limit
Impurity ZP-1 / MNMpumect ZP-1 Not more than 0.5 % / He 6onee 0.5 % < Detection Limit
Individual unidentified impurity / EquHnyHas Not more than 0.1 % /‘He 6onee 0,1 % < Detection Limit

HEUAEeHTUDULMPOBAHHAS NPUMECH

Total impurities/ cymma Bcex npumecei Not more than 1.2 % / He 6onee 1,2 % < Detection Limit

Assay / KonudyecteeHHoe onpepeneHune

Oxymetazoline hydrochloride / 475 — 525 pg/ml / 475 — 525 mkr/mn 487
OKCUMETA30N1Ha rMapoxnopua

Benzalkonium chloride / BeHaankoHus 45 — 55 pg/ml / 45 — 55 mkr/mn 51
ryapoxnopug,

Microbial purity / Mukpo6uonoruueckas
yucroTta

Total aerobic microbial count (TAMC) / Not more than 10> CEU /mil / <1UFC/ml
O61wee yncno aapobHeix 6akTepuid He Gonee 102 KOE/Mn
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAINMU3A NOTOBOIO NMPOAYKTA

PRODUCT / MPOOYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpei Ha3zanbHbLIA AO3UPOBaHHbIN 22.5 MKr/no3a Poccus /

ARTICLE CODE / BHYTPEHHWUW KOL, NMPOAYKTA: 704534 BATCH Ne / TAPTUA Ne /:20163
MANUFACTURE DATE: / BATA U3rOTOBNEHUA: 02/2022 C.A/ CEPTUDUKAT AHANWN3A:769/22
ANALYTICAL PROC. N°: / TPOTOKOJT AHATTU3A Ne: SRAS-9WACUG.3 EXP. / CPOK rOOHOCTH: 02/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHWUK METOAOB AHAMNWU3A: Normative documentation / HopmaTueHas
AokymeHTtauua 1 NO13921/01-011117 (amend Ne 1 from 26.12.2017, amend Ne 2 from 04.02.2019, amend Ne 3 from 28.10.2019 /
usm. Ne 1 0T 26.12.2017, nam. Ne 2 ot 04.02.2019, nam. Ne 3 o1 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOAYKTA KAMEHTA: 81725409

TESTS SPECIFICATIONS RESULTS
Moka3aTenu Cneuudumkaumun PesyneTarbl
Total combined yeast and molds count Not more than 10" CEU / ml / <1UFC/ml

(TYMC)/ ObLLee KonuyecTBo APOXIKEBLIX U

1
nriecHeBbIX rpuGos He 6onee 10 KOE/mn

Pseudomonas aeruginosa Absence in 1 ml / OtcytcTBre B 1 Mn Absent/ OtcyTtcTayloT
Staphylococcus aureus Absence in 1 ml / OtcyTcteue B 1 Mn Absent / OtcyTcTayioT
Package / YnakoBka 10ml (at least 143 doses / vial) in class llI

hydrolytic brown glass vial with a metering
polyethylene and stainless steel device and a
protective cap. 1 vial and a patient information
leaflet in a carton. / Mo 10 mn (He meHee 143 i
fosbl/hnakoH)  npenapara BO  cnakoH Complies / CootseTcTByeT
kopuuyHeBoro ctekna, Il rugponuTuyeckoro
Kmacca € [AO3WpYIOLMM  YCTPOMUCTBOM U3
NoNuaTUNEeHa W Hepxaeetowen cranm U
3aLLUWUTHON KPBIWKOW. 1 (hNakoH C MHCTPYKUMEN Mo
NPpUMEHEHNIO NOMELLAIOT B KAPTOHHYIO Nayky.

Labeling / MapkupoBka According to ND / B cootBeTcTBuM ¢ HJ Complies / CooTBeTCcTRYET

Storage / XpaHeHue: At temperature below 25°C. / Mpu Temnepatype He Bbilwe 25°C.,

Shelf life / Cpok rogHocTu: 3 years / 3 rona

REMARKS / Mpumeyvanue:
The Product conforms to ND/
MpoaykT cooteeTcTBYET TpeboBaHuAM H

BATCH REMARKS / MpumevaHue gnsa cepuu:

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. / JaHHbIM CBMAETENLCTBYIO, YTO AaHHAs NapTUS NPOBEpeHa B
COOTBETCTBMW C paspelleHneM Ha MapkeTuHr u Esponeiickum pykoeoaCcTBOM Mo Haanexallell NpousBOACTBEHHOM

npakTVke AN NeKapCTBEHHBIX NPOAYKTOB. } /
ANALIST / Ananutuk DECISION / 3akniouenue: /] 1 i d
Viviana Gongalves . 7 Fiss j

Natacha Marreiros BATIE / famas /“}/‘h’ (o

QUALIFIED PERSON / OTtBeTcTBEHHOE nuuo: Gongalo Felicio
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