SOFARIMEX

INDUSTRIA QUIMICA € FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A rOTOBOI'O NMPOOYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia /
Ha3uBuH® cnpel HasanbHbIA O3UPOBaHHbLIN 22.5 MKr/go3a Poccus /

ARTICLE CODE / BHYTPEHHUM KOL NPOAYKTA: 704534 BATCH Ne / NTAPTUA Ne /:11428
MANUFACTURE DATE: / ATA U3roTOBNEHUA: 11/2021 C.A/ CEPTUOUKAT AHANU3A:5876/21
ANALYTICAL PROC. N°: / TPOTOKON AHAJTU3A Ne: SRAS-9WACU6.3 EXP./CPOKTIOAHOCTH: 11/2024

ANALYTICAL REFERENCE / PEQEPEHTHbLIN UCTOYHUK METOOOB AHAJIM3A: Normative documentation / HopmaTneHan

aokymeHTaums 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 /
mam. Ne 1 01 26.12.2017, nam. Ne 2 ot 04.02.2019, nsm. Ne 3 o1 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO} NPOAYKTA KNUEHTA: 81725409

TESTS SPECIFICATIONS RESULTS
MokasaTenun Cneuudnkaummn PesynbTathi
Description/ Onucanne Transparent or almost transparent, from a nearly

colorless to slightly yellow solution / Npo3spayHbIi Complies / C
WK NOYTU MPO3PAYHBIN, OT NOYTU BECLiBETHOMO el QAL ) i)
A0 cnabo XenToro UBeTa pacTeop.

; The retention time of the main peak on the ;

] 1 N

O()’grrlrt\:{azo?i;\!guhr';ior?c:h;\loride / chromatogram of test solution should comply with Cereltade o cuen
OKCUMETa30/IMHA rMAPOXIIOPUA the retention time of the main peak on the

chromatogram of Oxymetazoline hydrochloride
standard solution obtained in Assay method /
BpemMa yaepkuBaHWs  OCHOBHOTO NWKa Ha
XpoMaTtorpamme UCMbITYeMOro pacTBopa LOMKHO
COOTBETCTBOBATH BpemMeH® YAEPKMBAHUSA
OCHOBHOrO nuka Ha Xpomartorpamme
CTaHAapTHOro pactsopa OKCUMETAa30NnMHa
ruapoxnopuaa, nony4YeHHou npu
KOMMYECTBEHHOM OnpeaeneHuu.

Benzalkonium Chloride / The retention time of the main peak on the Eomelies { CoomsereFRySl
BeHsankoHus xnopug chromatogram of test solution should comply with
the retention time of the main peak on the
chromatogram of Benzalkonium Chiloride standard
solution obtained in Assay method / Bpewms

yAepXUBanuna OCHOBHOIO auka Ha
XpomatorpamMmme UCnblTYeMoro pacrtesopa OOMKHO
COOTBETCTBOBATbL BpEMEHU | yaepXxneaHus
OCHOBHOIo nnKa Ha XpomMmaTorpaMmme

CTaHJapTHOro pacTeopa GeH3ankoHus Xnopuaa,
IONYYEHHOMN MPU KOSTMYECTBEHHOM OnpeaeneHny.

Clarity / MpospauHocTb The solution should be transparent or the | Complies/CootaetcTayer

opalescence intensity should not exceed the
opalescence of the reference suspension | /
Pacteop pgomkeH ObiTb MpO3padHbiM - WUNK
WHTEHCMBHOCTL  OManecueHuMu He  OomkHa

npeBbIWaTh onanecLeHuum 3TanoHHOW
cycneHauum |.
Color of solution / LiseTHOCTL The color intensity of the product should not | Complies / CooteetcTayer

exceed the color intensity of the reference solution
Y7 /| WHTeHCUBHOCTb OKpacku npenapata He
AOMKHA MpeBbllaTb WHTEHCUBHOCTb  OKPACKU
3TanoHHOro pacreopa Y7
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A FOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 pug /dose Russia /
Ha3uBnH® cnpeit HasanbHbI# [O3UPOBaHHbIN 22.5 mkr/aosa Poccus /

ARTICLE CODE / BHYTPEHHUW KOJ MPOAYKTA: 704534

BATCH N2 / TTAPTUA Ne /:11428

MANUFACTURE DATE: / JATA U3rOTOBJIEHUA: 11/2021

ANALYTICAL PROC. N°: / MIPOTOKON AHAJNN3A Ne: SRAS-OWACUG.3

C.A/ CEPTUOUKAT AHANN3A:5876/21
EXP./ CPOK TOAHOCTMW: 11/2024

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOAOB AHAIU3A: Normative documentation / HopmaTueHas
BokymenTaumna 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 o1 26.12.2017, n3m. Ne 2 o1 04.02.2019, nam. Ne 3 ot 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA, MPOOYKTA KIMUEHTA: 81725409

TESTS SPECIFICATIONS RESULTS
MokazaTenu Cneuudomkauumn Pesynbtathl
Relative density (d 20/20) / OTHocuTenkbHan From 1.006 to 1.010/ OT1 1,006 go 1,010 1.008
nnotHocTk /d 20/20)
pH From 5.5t06.5/0715,5 00 6,5 5.9
Osmolality / OcMmonsinbHOCTb From 270 to 330 mOsmol/ kg / OT 270 go 330 282

mOcmonb/kr

Average dose / CpegHsas macca 0o3bl

45 mg + 15% / 45 mr + 15%

Complies / CooTBeTCTBYET

Uniformity of delivered dose / OaHopoaHocTe
Macchbl go3bl

Average dose * 25%

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

but always < + 35% from average dose mass/

CpepHsas macc gosbl = 25%.

He Gonee 2 13 10 aos > £ 25% oT cpeaHen macehbl
A03bl.

Ho Bcerga < + 35% OT cpeaHelt Macchl A03bI.

Complies / CooTBeTcTBYET

Related substances / PoacTBeHHble npumMecu

Impurity A / Mpumecs A

Impurity ZP-1 / NMpumecs ZP-1

Individual unidentified impurity / EauHnunas
HengeHTuhMumMpoBaHHas NPUMech

Total impurities/ cymma Bcex npumecen

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

Not more than 0.5 % / He 6onee 0.5 %
Not more than 0.1 % / He 6onee 0,1 %

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

< Detection Limit

< Detection Limit
< Detection Limit

< Detection Limit

Assay / KonuyecTBeHHOe onpeneneHue

Oxymetazoline hydrochloride /
OkcumeTasonuHa rmgpoxnopua

475 — 525 pg/ml/ 475 — 525 mkr/mn

499

Benzalkonium chloride / BensankoHus
rMAPOXNopUA,

45 — 55 pg/ml /45 — 55 mKr/mn

53

Microbial purity / Mukpo6uonoruyeckas
yucToTa

Total aerobic microbial count (TAMC) /
O6Luee yncno aspobHeix GakTepuin

Not more than 102 CFU /ml/
He 6onee 10° KOE/mMn

<1 UFC/ml
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A rOTOBOIO NMPOAOYKTA

PRODUCT / NIPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3nBuH® cnpei HasanbHbIK AO3UPOBaHHLIN 22.5 MKkr/no3a Poccus /

ARTICLE CODE / BHYTPEHHWU KO MPOOYKTA: 704534 BATCH Ne / MAPTUSA Ne /:11428
MANUFACTURE DATE: / ATA U3rOTOBNEHUA: 11/2021 C.A/ CEPTU®UKAT AHAJTN3A:5876/21
ANALYTICAL PROC. N°: / TPOTOKONN AHAITU3A Ne: SRAS-9WACUG.3 EXP./ CPOK rOAHOCTW: 11/2024

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmaTueHas
nokymeHntaumsa 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 /
uam. Ne 1 o1 26.12.2017, n3m. Ne 2 ot 04.02.2019, nam. Ne 3 o1 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHU/ KOO NPOOYKTA KIUEHTA: 81725409

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuundonkauumn PesynbTathbl
Total combined yeast and molds count Not more than 10" CFU /ml / <1UFC/mi

(TYMC) / ObLiee Konu4ecTso APOXOKEBbIX U

1
nnecHesbIX rpubos He 6onee 10 KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ Otcytctave B 1 mn Absent / OTcyTcTBYIOT
Staphylococcus aureus Absence in 1 ml/ Otcyrcteue B 1 Mn Absent / OtcyTeTByloT
Package / YnakoBka 10ml (at least 143 doses / vial) in class I

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 .
fosbl/nakoH)  npenaparta BO  ¢nakoH Complies / CooTeeTcTayeT
KopuuHesoro crekna, Il rmaponuTudeckoro
Knacca C  [03MPYIOLWMM  YCTPOWCTBOM %3
NOSMATUNEHa W  HepxaBelowen cranu u
3aLUUTHON KPLILLKONA. 1 ONakoH ¢ MHCTPyKUMei no
NPUMEHEHUIO NOMELLAIOT B KAPTOHHYIO NayKy.

Labeling / MapkupoBka According to ND / B cooTteeTcTBUM ¢ HJ Complies / CooTeeTcTBYET

Storage / XpaHneHue: At temperature below 25°C. / Mpu TemnepaType He Bbite 25°C.

Shelf life / Cpok roaHocTu: 3 years / 3 roga

REMARKS / lNpumeuaHue:
The Product conforms to ND/
MpoaykT cootseTcTBYET TpeGoBaHMAM H]]

BATCH REMARKS / NpumeuaHue ans cepuu: . 5

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 nposepeHa B

COOTBETCTBUN C paspelieHMeM Ha MapkeTuHr U EBponelickuM pykoBOACTBOM MO Haanexallen npou3soACTBEHHOI

npakThke ANs nekapCTBEHHLIX NPOAYKTOB. y

ANALIST / AHanuTuk DECISION / aaxmoqenm7: 1 fé’?a. el o
Viviana Gongalves . VY
Natacha Marreiros DATE(Fi 1) '/h ' “)ﬂ/’ / L ./
QUALIFIED PERSON / OtBeTcTBeHHOE nuuo: Gongalo Felicio f
ei
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