SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 pug /dose Russia /
Ha3usnH® cnpeit HazanbHbIW 4O03MPOBaHHbIN 22.5 MKkr/no3a Poccus /

ARTICLE CODE / BHYTPEHHUI KOQ MPOQYKTA: 704534

BATCH Ne / MTAPTUA Ne /:20783

MANUFAEI'URE DATE: / DATA U3rOTOBNEHWA: 06/2022

C.A/ CEPTUDUKAT AHANN3A:3438/22

"ANALYTICAL PROC. N°: / NIPOTOKOJ1 AHATNN3A Ne: SRAS-9WACU6.4

EXP./CPOK TOAHOCTMW: 06/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOAOB AHAIU3A: Normative documentation / Hopmatusnas
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 /
namM. Ne 1 0T 26.12.2017, nam. Ne 2 ot 04.02.2019, usm. Ne 3 oT 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOl NPOAYKTA KIMUEHTA: 81725409

TESTS
MokaszaTenu

SPECIFICATIONS
Cneuuduxkauum

RESULTS
PesynbTaThl

Description/ Onucanue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution / Mpo3spayHbli
UK NOYTU NPOo3pavHblil, oT novtu GecuseTHOro
Ao cnabo xenToro LeeTa pacTeop.

Complies / CooTtBeTcTBYET

lidentity/ MoanuHHoCcTL
Oxymetazoline hydrochloride /
OkcumeTaszonuHa rugpoxnopug

Benzalkonium Chlioride /
BenzankoHus xnopug

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 /
Bpems  yaoepkuBaHusi OCHOBHOTO nWka Ha
XpomaTtorpaMme MCMbITYEMOro pacTeopa AOSKHO
COOTBETCTBOBATb BPEMEHM yAepPXK1BaHUSA
OCHOBHOTO nvka Ha XpomaTorpamme
CTaHAapTHOroO pacTteopa OKCUMETAa30NvHa
rmapoxnopuaa, nony4eHHon npu
KONUYECTBEHHOM OnpeaeneHui.

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 / Bpems

yaepxusaHus OCHOBHOTIO nuKa Ha
XpomartorpamMe uCnbITYEMOro pactsopa AO/MKHO
COOTBETCTBOBATb BpemMeHu yaepxmnsaHus
OCHOBHOIo nnka Ha XpomaTorpamme

CTaHaapTHOro pacteopa BeHsankoHus xnopupa,
MOMy4eHHON NpU KONUYECTBEHHOM OnpeaeneHnn.

Complies / CooTBeTcTBYET

Complies / CooTBeTCTBYET

Clarity / Mpo3payHocTb

Color of solution / LiIBeTHOCTL

The solution should be transparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
PactBop pomkeH ObiTb  NPO3pPauYHbIM - UMM
WHTEHCMBHOCTb  ONanecueHuMn He  AomKHa
npeBblWaTh onanecueHumm 3TanOHHOW
CycneHanu |,

Complies / CooTBeTcTBYET

The color intensity of the product should not
exceed the color intensity of the reference solution
Y7 | WHTEHCMBHOCTb OKpacku npenapata He
AOMKHA MpeBbIWaTh UHTEHCUBHOCTL  OKPACKWU
3TanokHoro pacteopa Y

Complies / CooteTcTBYET
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INDUSTRIA QUIMICA € FARMACEUTICA, $.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®WUKAT AHATIU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBnH® cnpei HasanbHbIK 4O3UMPOBaHHLIA 22.5 Mkr/no3a Poccus /

ARTICLE CODE / BHYTPEHHWW KO NPOLAYKTA: 704534

BATCH Ne / MTAPTUA Ne /:20783

MANUFACTURE DATE: / BATA U3rOTOBNEHWSA: 06/2022

C.A/ CEPTU®UKAT AHAIN3A:3438/22

ANALYTICAL PROC. N°: / NPOTOKON AHATNN3A Ne: SRAS-9WACUB.4

EXP./CPOK TOAHOCTM: 06/2025

ANALYTICAL REFERENCE /| PE®EPEHTHbLIN UCTOYHUK METOLOOB AHATNW3A: Normative documentation / HopmaTusHas

AokymeHTtauvs 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 ot 26.12.2017, nam. Ne 2 ot 04.02.2019, uam. Ne 3 oT 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KO1 NPOAYKTA KNMUEHTA: 81725409

MOcmonb/kr

TESTS SPECIFICATIONS RESULTS
Moxaszatenn Cneuucpukaumnm Peaynbtathl
Relative density (d 20/20) / OTHocuTensHan From 1.006 to 1.010/ OT1 1,006 go 1,010 1.008
nnotHocTb /d 20/20)
pH From5.5t06.5/015,5 00 6,5 59
Osmolality / OcmonsinsHoOCTL From 270 to 330 mOsmol/ kg / Ot 270 go 330 282

Average dose / CpegHsist Macca A03bl

45mg £ 15% /45 mr £ 15%

Complies / CooTpeTcTBYET

Uniformity of delivered dose / OgnopoaHocTte
macchbl 403kl

Average dose * 25%

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

but always < + 35% from average dose mass/

CpepHnas macc aoabt x 25%.

He 6onee 2 13 10 po3 > £ 25% oT cpegHelt Macch!
[03bl.

Ho Bceraa < + 35% oT cpegHeil Macchl 403bl.

Complies / CooTBeTcTBYET

Related substances / PoactBeHHble npumMecu
Impurity A / NMpumect A

Impurity ZP-1 / Mpumecs ZP-1

Individual unidentified impurity / EauHuyHan
HengeHTUMLMPOBaHHAA 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 onpegeneHue

Oxymetazoline hydrochloride /
_OkcumeTasonnHa rmapoxnopua

475 — 525 pg/ml/ 475 — 525 mkr/mn

491

Benzalkonium chloride / BensankoHus
rnapoxnopug

45 — 55 pg/ml / 45 — 55 mxr/mn

47

Microbial purity / Mukpo6uonornyeckas
yucToTa

Total aerobic microbial count (TAMC) /
Obuwee 4ncno aapobHbix bakTepuit

Not more than 10> CFU / ml /
He 6onee 10° KOE/mn

<1UFC/ml
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTM3A TOTOBOIO NPOAOYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia/
Ha3uBuH® cnpei HasanbHbIW [03UPOBaHHbIN 22.5 MKr/nosa Poccua /

ARTICLE CODE / BHYTPEHHUI KO NPOJYKTA: 704534 BATCH Ne / MAPTUA Ne /:20783
MANUFACTURE DATE: / OATA U3TOTOBJIEHUSA: 06/2022 C.A/CEPTU®UKAT AHANN3A:3438/22
ANALYTICAL PROC. N°: / MPOTOKONN AHATIU3A Ne: SRAS-9WACUG6.4 EXP./ CPOK FrOAHOCTW: 06/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOOOB AHAJSIM3A: Normative documentation / HopmaTtusHas
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 /
uam. Ne 1 o1 26.12.2017, uam. Ne 2 o1 04.02.2019, nam. Ne 3 o1 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOO NPOAYKTA KNUEHTA: 81725409

TESTS SPECIFICATIONS RESULTS
MokasaTtenn Cneundurkauumn PesynbTaThl
Total combined yeast and molds count Not more than 10" CFU /ml / <1UFC/ml

(TYMC) / ObLiee KonU4eCTBO APONKEBLIX 1

:
NNECHEeBbLIX rpuBoB He 6onee 10 KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ Otcytcteue B 1 Mn Absent / OTcyTcTBYIOT
Staphylococcus aureus Absence in 1 ml / OtcyrctBue B 1 Mn Absent / OtcyTcTRYIOT
Package / YnakoBka 10ml (at least 143 doses / vial) in class Il

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
AO3bl/chniakoH)  npenapata  BO  hNakoH Complies / CooTsercrayer
KopuuHesoro ctekna, il rugponutnyeckoro
knacca ¢ J03UPYIOLLMM  YCTPOWCTBOM U3
NONMMSTUNEHA W HepxaBewoweln cranu u
3aLLMTHON KPbILLKOW. 1 hNakoH C UHCTPyKLMEl no
NMPUMEHEHUIO NMOMELLLAIOT B KAPTOHHYIO NauKy.

Labeling / MapkupoBka According to ND / B cooTeeTcTeuu ¢ H/] Complies / CooTeeTcTayet

Storage / XpaHenue: At temperature below 25°C. / Mpu Temnepatype He bbile 25°C.

Shelf life / Cpok ronHocTu: 3 years / 3 rona

REMARKS / MpumeyaHue:
The Product conforms to ND/
Mpoaykr cootBeTcTBYET TpeGoBaHuam HL

BATCH REMARKS / MpumeuaHue ans 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. / [laHHbiM CBUAETENLCTBYIO, UTO AaHHas napTWs npoeepeHa B

COOTBETCTBMM C paspelleHMeM Ha MapKeTUHr 1 EBporeiickum pyKkOBOACTBOM NO Haanexalleil Npou3BOACTBEHHOI
npakT1ke ANs NeKapCTBEHHbIX MPOAYKTOB.

ANALIST / AHannTuk | DECISION / 3akniouenme: A e d/ o

Viviana Gongalves DATE . ) Ao /

Natacha Marreiros I Bara: X (./( L v‘ 5 O
QUALIFIED PERSON / OteeTcTBeHHOe NUUO: Vera Freire "/
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