SOFARIMEX

INDUSTRIA QUIMICA € FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 pug /dose Russia/
Ha3suBuH® cnpei HasanbHbI# A03MPOBaHHbLIA 22.5 Mkr/nosa Poccusa /

ARTICLE (_IODE | BHYTPEHHUN KO MPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 11308
MANUFACTURE DATE: / AATA W3rOTOBNEHWA: 09/2021 C.A/ CEPTUDUKAT AHATIU3A: 5215/21

ANALYTICAL PROC. N°: / MPOTOKOJ1 AHAITU3A Ne: SRAS-9WACU6.3 EXP. / CPOK FrOAHOCTW: 09/2024

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmatusHas
AokymenTaumst 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 /
nam. Ne 1 o1 26.12.2017, nam. Ne 2 ot 04.02.2019, usm. Ne 3 ot 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHW KO NPOAYKTA KIMEHTA: 3.02364.0253

TESTS
Moka3zaTtenu

SPECIFICATIONS
Cneundukauuu

RESULTS
PesynbTarhl

Description/ Onucanue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution / Npo3pauHbIi
UNW NoYTU NPO3pavHblif, OT NOYTH BecLBETHOro
A0 cnabo xenToro useTa pacTeop.

Complies / CootBeTcTBYET

lidentity/ MoanuHHoCTL
Oxymetazoline hydrochloride /
OkcumMeTasonuHa rugpoxnopug

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 /
Bpems yaepxvMBaHWs OCHOBHOMO nuka Ha
XpomaTtorpamme UCMbITyeMOro pacTsopa AOMKHO
COOTBETCTBOBATL BPeMeHM yAEpKUBaHUA
OCHOBHOTO nvka Ha XpomaTorpamme
cTaHAapTHOro pacTeopa OKCUMMETa3onuHa
rmapoxnopuaa, Nony4YeHHON npwu
KONU4YECTBEHHOM OnpeaeneHnu.

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

yAEPXKMBaHUS OCHOBHOTO nuka Ha
XpoMaTorpamMmMe UCMbITYeMOro pacTBopa AOSHKHO
COOTBETCTBOBATH BpEMEHN yAEPXKUBAHUSA
OCHOBHOTO nuka Ha xpomartorpamme

CTaHAapTHOro pacTtaopa GeHsankoHus xnopuaa,
NOMyYEHHON NPU KONMHECTBEHHOM ONpPEAeneHn,

Complies / CooTBeTcTBYET

Complies / CooTBeTCTBYET

Clarity / Mpo3payHocTb

The solution should be transparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
PactBop pomkeH ObITe  Npo3patiiLiM - WK
WHTEHCUBHOCTb  ONanecueHuMn He  JOSKHA
npesbiLaTh onanecueHuun 3TanoHHOW
cycnensum |.

Complies / CooTtBeTcTBYET

Color of solution / UBeTHOCTL

The color intensity of the product should not
exceed the color intensity of the reference solution
Y7 | WHTEHCUBHOCTb OKpacku npenapara He
AOMKHa NpeBbIlaTe WHTEHCUBHOCTE  OKPACKW
3TanoHHoro pacrteopa Y7

Complies / CooTBeTCcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA € FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A TOTOBOIO NPOAOYKTA

ARTICLE CODE / BHYTPEHHUW KOJ NPOOYKTA: 704534

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpei HasanbHbI A03UPOBaHHLIN 22.5 MKr/no3a Poccus /

BATCH Ne / MAPTWA Ne /: 11308

MANUFACTURE DATE: / ATA U3rOTOBAEHUSA: 09/2021

C.A/ CEPTU®UKAT AHANTU3A: 52_1 5/21

ANALYTICAL PROC. N°: / MPOTOKOJNT AHAJTU3A Ne: SRAS-OWACU6.3

EXP. / CPOK FOfIHOCTHU: 09/2024

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOOOB AHAJIM3A: Normative documentation / HopmaTusHas
Aokymentaums 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 /
nam. Ne 1 o1 26.12.2017, usm. Ne 2 ot 04.02.2019, nam. Ne 3 ot 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA, NPOAYKTA KNMUEHTA: 3.02364.0253

TESTS SPECIFICATIONS RESULTS
MNokasarenu Cneundomkayum Pesynbrathl
Relative density (d 20/20) / OTHocuTensHas From 1.006 to 1.010/ Ot 1,006 ao 1,010 1.008
nnotHocTk /d 20/20)
pH From55t06.5/015,5006,5 59
Osmolality / OcmonsansbHoOCTL From 270 to 330 mOsmol/ kg / OT 270 go 330 279

MOcCMonb/Kr

Average dose / CpegHsaa macca fo3bl

45mg +15% /45 mr £ 15%

Complies / CooTBeTcTBYET

Uniformity of delivered dose / OgHopoaHocTb
Macchbl [03bl

Average dose + 25%

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

but always < + 35% from average dose mass/

CpeaHas macc fo3bl = 25%.

He 6onee 2 u3 10 go3 > + 25% oT cpeaHelt Macch!
003bl.

Ho Bcerpa < + 35% ot cpeaHen Macchl 403bl.

Complies / CootseTcTBYET

Related substances / PoacTBeHHIe npuMecw
Impurity A/ Mpumecs A

Impurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / EauHnyHas
HengeHTudMUMpoBaHHas NpUMech

Total impurities/ cymma Bcex npumeceit

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 Gonee 1,2 %

< Detection Limit

< Detection Limit
< Detection Limit

< Detection Limit

Assay / KonuuyectBeHHoe onpepeneHne

rmapoxnopug,

YyuctoTta

O6Lee uncrno aapobHeix BakTepuit

He Gonee 102 KOE/mn

Oxymetazoline hydrochloride / 475 — 525 pg/mi [ 475 — 525 mkr/mn 495
OkcMmeTasonvHa rmapoxnopus
Benzalkonium chloride / BeHsankoHus 45 — 55 pg/ml/ 45 — 55 mkr/mn e
Microbial purity / Mukpo6uonoruveckas
Total aerobic microbial count (TAMC) / Not more than 10> CFU / ml / 10 UFC / ml
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A TOTOBOI'O NMPOAYKTA

' PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia /
Ha3uBuH® cnpeil Ha3anbHbIW AO03UPOBaHHbIN 22.5 MKr/go3a Poccua /

ARTICLE CODE / BHYTPEHHUIA KOA NPOLYKTA: 704534 BATCH Ne / MAPTUA Ne /: 11308
MANUFACTURE DATE: / AATA N3IrOTOBNEHUA: 09/2021 C.A/CEPTU®UKAT AHAJIU3A: 5215/21
ANALYTICAL PROC. N°: / MIPOTOKOJ1 AHATTU3A Ne: SRAS-9WACUG.3 EXP./CPOK rOAHOCTMW: 09/2024

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOAOB AHATMU3A: Normative documentation / HopmaTuehaa
AokymeHTauua 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 07 26.12.2017, uam. Ne 2 ot 04.02.2019, nam. Ne 3 o1 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA NPOAYKTA KIUEHTA: 3.02364.0253

TESTS SPECIFICATIONS RESULTS
MNokasarenn Cneundukauum Pe3ynbraThi
Total combined yeast and molds count Not more than 10" CFU /ml / <1 UFC/ml
(n'lj':((eI(\:/IH(;)B/b I())(fi?meéaoléonmqecmo OPOXOKEBBIX W He Gonee 10" KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OtcytctBue B 1 Mn Absent / OTtcyTcTBYIOT
Staphylococcus aureus Absence in 1 ml/ OtcyTtctBUe B 1 Mn Absent / OTcyTcTBytoT
Package / YnakoBka 10ml (at least 143 doses / vial) in class |l

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
posel/pnakor)  npenapata BO  ¢nakoH Complies / CooTeTcTRyeT
KopuyHeBoro ctekna, Il rugponutudeckoro
Knacca C [03MPYIOWMM  YCTPOWCTBOM U3
nonuaTunNeHa W  HepxasBewllen cTanun wu
3aLLMTHON KPbILWKOW. 1 bnakoH ¢ UHCTPYKLKUEN no
APUMEHEHMIO MOMELLAIOT B KAPTOHHYK Mauky.

Labeling / MapkupoBka According to ND / B cooTeeTcTBUM ¢ H Complies / CooTBeTCcTBYET

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 coorBeTcTByeT TpeboBaHusam HJ

BATCH REMARKS / MpumMedanue ans cepun: - - -

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. / JanHbiM CBUAETENbLCTBYIO, YTO AAHHAs MAPTUS NPOBEPEHA B
COOTBETCTBMM C paspelleHnemM Ha MapKeTUHr u EBponeickum pykOBOACTBOM NO Haanexalled npov3BOACTBEHHE
npakTuKe Anst NekapcTBeHHbIX NPOAYKTOB,

i
Al nat}?

ANALIST / Ananutuk DECISION / 3akntouehne: TNy LIS

Viviana Gongalves . &7

M® Inés Ribeiro DATE /fara: /4 //J/ZJ'Z ! \ 1%
QUALIFIED PERSON / OtBeTcTBeHHOe nmuo: Gongalo Fchio
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