SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3snmBuH® cnpei HasanbHbIA 403MPOBaHHbLINA 22.5 Mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHUW KOO NPOAYKTA: 704534 BATCH Ne / NTAPTUA Ne /: 11072
MANUFACTURE DATE: / BATA N3rOTOBJIEHWA: 07/2021 C.A/ CEPTU®UKAT AHAJIN3A: 4384/21
ANALYTICAL PROC. N°: / NIPOTOKOJ1 AHAINN3A Ne: SRAS-9WACUG6.3 EXP./CPOK TOOHOCTW: 07/2024

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOAOB AHAMU3A: Normative documentation / HopmaTusHas
nokymenTaums 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 /
nsm. Ne 1 o1 26.12.2017, usm. Ne 2 ot 04.02.2019, uam. Ne 3 o1 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOL, MPOAYKTA KIMUEHTA: 3.02364.0253

TESTS SPECIFICATIONS RESULTS
Mokazatenu Cneundmkauum PezynbTaTsl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution / Npo3payHbin
UNKU MoYTU NPO3paqHbIi, OT novytu GecuBeTHOro
no cnabo xenToro useTa pacTeop.

Complies / CooTtBeTCcTBYET

lidentity/ MoanuHHOCTL The retention time of the main peak on the
Oxymetazoline hydrochloride / chromatogram of test solution should comply with | Complies / CooTBeTcTBYeT
OKCMMETA30MMHA TaPOXIOPUA the retention time of the main peak on the

chromatogram of Oxymetazoline hydrochloride
standard solution obtained in Assay method /
Bpemsi  yOepXuBaHUSI OCHOBHOMO NuWka Ha
XpomaTorpamMmme UCNbITYeMOro pacTBopa AOMKHO
COOTBETCTBOBATL BpeEMEHM yaoepXuBaHus
OCHOBHOrO nvka Ha XpomaTorpammve
CTaHAAPTHOro pacTtBopa OKCUMeTa3onuHa
rmapoxnopuaa, NOnyYeHHo npu
KONUYECTBEHHOM ONpeaEneHU.

Benzalkonium Chloride / The retention time of the main peak on the || CCPies/CooTeercTeyer

BeH3ankoHus xnopua chromatogram of test solution should comply with
the retention time of the main peak on the
chromatogram of Benzalkonium Chioride standard
solution obtained in Assay method / Bpewms

yaepxnesaHuAa OCHOBHOroO nuka Ha
XpomMaTtorpaMmme UCnbITyeMoro pacrteopa AOJMKHO
COOTBETCTBOBATb BpemMeHU yaepxumesaHuAa
OCHOBHOIO nnKa Ha XpomaTorpamme

CTaHAapTHoro pacTBopa GeH3ankoHWst xnopuaa,
MOJTY4EHHOI NP KONMNYECTBEHHOM OnpeaeneHum.

Clarity / lMpo3pa4HocTb The solution should be transparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
Pacteop gomkeH ObiTb npospauHbiM - Unn
WHTEHCUBHOCTb  OnanecueHuun He  AoshkHa

Complies / CooTBeTCTBYET

npeesbiLLIaTh onanecueHumn 3TanoHHOM
I cycneHauu |.
Color of solution / LiBeTHOCTE The color intensity of the product should not

exceed the color intensity of the reference solution
Y7 | WHTeHCMBHOCTb Okpackn npenapata He | Complies / CooTBeTcTBYeT
[OSKHa npeBblllaTb  MHTEHCUMBHOCTb  OKPAaCKM
aTanoHHoro pacteopa Yz
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINMU3A TOTOBOIO NPOOYKTA

PRODUCT / MPOOYKT: Nasivin Metered Nasal Spray 22.5 yg /dose Russia /
Ha3nBuH® cnipeil HaszanbHbI# 403MPOBaHHLIN 22.5 Mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWI KOL NPOAYKTA: 704534

BATCH Ne / NAPTUA Ne /: 11072

MANUFACTURE DATE: / IATA U3rOTOBMEHMS: 07/2021

C.A/ CEPTUDUKAT AHAIU3A: 4384/21

ANALYTICAL PROC. N°: / MPOTOKOJIT AHAJTU3A Ne: SRAS-9WACUG.3

EXP./ CPOK TrOAHOCTW: 07/2024

ANALYTICAL REFERENCE / PEQOEPEHTHbIN UCTOYHUK METOOOB AHAINU3A: Normative documentation / HopmatusHas
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 /
naM. Ne 1 o1 26.12.2017, uam. Ne 2 ot 04.02.2019, nam. Ne 3 o1 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOL, MPOAYKTA KIUEHTA: 3.02364.0253

TESTS SPECIFICATIONS RESULTS
MokazaTenu Cneundonkaumumu PeszynbTaThl
Relative density (d 20/20) / OtHocuTenbHas From 1.006 to 1.010/ Ot 1,006 go 1,010 1.007
nnoTHocTk /d 20/20)
pH From5.5t06.5/075,5006,5 5.9
Osmolality / OcmonsnbHocTb From 270 to 330 mOsmol/ kg / Ot 270 po 330 283

MOcmonb/kr

Average dose / CpegHsas macca f03bl

Uniformity of delivered dose / OgHopoaHocTb
Macchbl go3bl

45 mg + 15% / 45 mr £ 15%

Complies / CooTBeTcTBYET

Average dose * 25%

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

but always < + 35% from average dose mass/

CpegHsia macc fosbl + 25%.

He Gonee 2 u3 10 po3 > + 25% ot cpegHen Maccbl
A03bl.

Ho Bcerga < = 35% ot cpegHel Macchl [O3b!.

Complies / CooTBeTcTBYET

Related substances / PoactBeHHble npumecu
Impurity A / MNpumeck A

Impurity ZP-1 / Mpumeck ZP-1

Individual unidentified impurity / EguHuyHasn
HenaeHTUMUNPOBaHHAA NPUMECH

Total impurities/ cymma Bcex npumecen

Assay / KonnyectBeHHOe onpeferneHue

Oxymetazoline hydrochloride /
OKcMMeTa30MMHa rnapoxnopna

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 %

475 - 525 ug/ml / 475 — 525 mkr/mn

Benzalkonium chloride / BeHsankoHus
rapoxnopna

< Detection Limit

< Detection Limit
< Detection Limit

< Detection Limit

496

45 — 55 pg/ml / 45 — 55 mkr/mn

48

Microbial purity / Mnkpo6uonormyeckas
yucrorta

Total aerobic microbial count (TAMC) /
ObLwee yncno aspobHbix bakTepun

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

<1 UFC/ml

213
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTU3A TOTOBOIO NMPOAYKTA

| PRODUCT / IPOOYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3ueuH® cnpen HasanbHbI JO3UPOBaHHbLIN 22.5 Mkr/go3a Poccusa /

ARTICLE CODE / BHYTPEHHWI KO MPOAYKTA: 704534 BATCH Ne / NAPTUA Ne /: 11072
MANUFACTURE DATE: / BATA U3ITOTOBIIEHUA: 07/2021 C.A/ CEPTU®UKAT AHAJTU3A: 4384/21
ANALYTICAL PROC. N°: / NIPOTOKOIT AHAIIU3A Ne: SRAS-9WACUG6.3 EXP./ CPOK rOAHOCTMW: 07/2024

ANALYTICAL REFERENCE / PE®OEPEHTHbIM UICTOYHUK METOAOB AHAIMU3A: Normative documentation / HopmatneHas
nokymeHTauus 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, nam. Ne 2 o1 04.02.2019, nsm. Ne 3 ot 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOJ MPOAYKTA KINUEHTA: 3.02364.0253

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneuundmkaumnmn PesynbTtathbl
Total combined yeast and molds count Not more than 101 CFU/ml/ <1UFC/ml

(TYMC) / ObLiee Konu4ecTso ApPONOKEBLIX U

r
nnecHeBbIx rprbos He Gonee 10 KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ Otcytctene 8 1 mn Absent / OTcyTcTBYIOT
Staphylococcus aureus Absence in 1 ml/ OtcyTcTeue B 1 Mn Absent / OTcyTcTBYIOT
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
Aosbl/hnakoH) — npenapata  Bo  nakoH | Complies / CooTBeTcTBYET
KopuyHeBoro ctekna, Il rmaponuTnyeckoro
Knacca C [JO3WPYIOLLUM  YCTPOWCTBOM U3
MonuaTuneHa W  Hepxasetlollen cramm U
3alLUMTHON KpbILWKOW. 1 hnakoH ¢ MHCTPYKUMEN No
NMPUMEHEHWIO MOMELLAIOT B KAPTOHHYIO NayKy.

Labeling / MapkupoBka According to ND / B cootBeTcTBun ¢ H Complies / CooTBeTCTBYET

Storage / XpaHeHue: At temperature below 25°C. / Npu Temnepatype He Boiwe 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 roaa

REMARKS / lMpumeuaHue:
The Product conforms to ND/
MpoaykT cooTBeTcTBYET TpebosaHuam HI

BATCH REMARKS / MpumeyaHune 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. / [JaHHbIM CBWAETENbCTBYIO, YTO AAHHas NapTUs NpoBepeHa B
COOTBETCTBUM C paspeleHMemM Ha MapkeTuHr v EBponeickuM pykoBOACTBOM MO Haanexalled Npon3BOACTBEHHO
npakTuke Ans nekapcTBeHHbIX NPOAYKTOB.

./
ANALIST / Ananuruk DECISION / 3aknioueHue: Xf{ Vv d
Viviana Gongalves .
Catia Lampreia DATE/fata: 79 /07/2021

QUALIFIED PERSON / OrBeTcTBeHHOe nuuo: Gongalo Felicio
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