SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOI'O NMPOAYKTA

] PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUW KOQ MPOQYKTA: 704531

BATCH Ne / NTAPTUA Ne /: 11004

MANUFACTURE DATE: / AATA U3rOTOBNEHWA: 07/2021

C.A | CEPTUOUKAT AHATIN3A: 4267/21

ANALYTICAL PROC. N°: / TPOTOKOIT AHAJTU3A Ne: SRAS-9WACRYV.2

EXP./ CPOK TrOOHOCTW: 07/2024

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOOOB AHAJIN3A: Normative documentation / HopmaTueHas
pokymenTtauus N N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ nam. Ne 1 ot 01.02.2019, uam. Ne

2 o1 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ NPOAYKTA KNMUEHTA: 3.02362.0254

TESTS
Mokazatenu

SPECIFICATIONS
Cneundomkaunm

RESULTS
PesynbTaThl

Description/ OnucaHue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution / NpospayHbIi
NN NOYTU MNPO3pavHbii, OT NovTn GecuBeTHOro
Ao cnabo xenToro UpeTa pacTeop.

Complies / CooTseTcTBYET

Identity/ MoanuHHoOCTL
Oxymetazoline hydrochloride /
OxkcumeTasonuHa ruppoxrnopun

Benzalkonium Chloride /
BeHzankoHua 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 /
BpemMs yaepXMBaHUA OCHOBHOIO MWKa Ha
XpomaTorpamme UCNbITYEMOrO pacTeopa A0MNKHO
COOTBETCTBOBATH BpEMEHM yAepxuBaHns
OCHOBHOTO nuka Ha XpomaTorpammve
CTaHZapTHOro pactsopa oKCMMeTasonuHa
ruapoxnopuaa, nony4yeHHoN npu
KONMMYECTBEHHOM ONnpegeneHnv.

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 /

Bpema yaepxuMBaHMA  OCHOBHOMO NWKa Ha
XxpomMartorpamMmmMe UChbITYeMOro pacteopa AOMKHO
COOTBETCTBOBATL BpPEMEHM yAepxuBaHusi
OCHOBHOrO nvka Ha XpomaTorpamme
cTaHAapTHoro pacTteopa 6eHsankoHus xnopuaa,
NOSYYEHHOM NPU KONMYECTBEHHOM OnpeaeneHnm.

Complies / CooTBeTCTBYET

Complies / CooTtBeTcTBYET

Clarity / Mpo3payHocTb

The solution should be fransparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
Pacteop gomkeH ObiTb nNpo3pavHbiM - Unu
MHTEHCUBHOCTL  OManecueHuMn He  AOIKHA
npesbiWaTh onanecueHuuu 9TanoHHoM
cycnensuu |.

Complies / CooTBeTCTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTTU3A TOTOBOIO NMPOAOYKTA

PRODUCT / NMPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu HazanbHble 0,025% Poccu;l

ARTICLE CODE / BHYTPEHHWUA KOA, NPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 11004

MANUFACTURE DATE: / JATA U3rOTOBINEHWUA: 07/2021

C.A/ CEPTUOUKAT AHANU3A: 4267/21

ANALYTICAL PROC. N°: / NTPOTOKOI AHAJIU3A N2: SRAS-9WACRV.2

EXP. / CPOK TOOHOCTMW: 07/2024

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmartusHas
aokymenTauusa M N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ nam. Ne 1 ot 01.02.2019, nam. Ne

2 071 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOQ NPOAYKTA KINUEHTA: 3.02362.0254

TESTS
MokaszaTtenu

SPECIFICATIONS
Cneundukauum

RESULTS
PesynbTaTthl

Color of solution / LiBeTHOCTb

The color intensity of the product should not
exceed the color intensity of the reference solution
Y7 | WVIHTEHCVMBHOCTb OKpacku npenapata He
JOMKHa nNpeBbillaTb WHTEHCUBHOCTE  OKPacKu
aTanoHHoro pacteopa Yz

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OTHocuTenbHas

From 1.006 to 1.010/ Ot 1,006 no 1,010

nnoTHocTk /d 20/20) 1.007
pH From55t06.5/015,5806,5 59
Osmolality / OcmonsnesHocTb From 270 to 330 mOsmol/kg / Ot 270 po 330

mOcmonb/kr 281

Filling volume / U3Bnekaembin 06bem

Not less than nominal / He MeHee HoMWHanNbHOTO

Complies / CootBeTcTByeT

Related substances / PoacTBeHHbIe NnpumecH
Impurity A / Mpumecs A
Impurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / EanHnyHasn
HeuaeHTMUUMpPOBaHHaSA NpUMech

Total impurities/ cymma scex 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 6onee 1,2 %

< Detection Limit

< Detection Limit

< Detection Limit

< Detection Limit

Assay / KonuyectBeHHOe onpegeneHue

Oxymetazoline hydrochloride /
OkcuMeTasonnHa rMapoXIopna

Benzalkonium chloride / BeHaankoHusa
rmgpoxnopug

237.5-262.5 pg/ml / 237.5 — 262.5 mkr/mn

45 — 55 pg/ml 45 — 55 mkr/mn

249.5

47
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIN3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaansuH® kannu HaszanbHbie 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHWUW KOJ NPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 11004
MANUFACTURE DATE: / AATA N3rOTOBRNEHUA: 07/2021 C.A/ CEPTUOUKAT AHANU3A: 4267/21
ANALYTICAL PROC. N°: / MPOTOKOIN AHAINU3A Ne: SRAS-9WACRV.2 EXP./ CPOK FOQHOCTW: 07/2024

ANALYTICAL REFERENCE / PE®EPEHTHbLIN UCTOYHWK METOJOB AHAJIU3A: Normative documentation / HopmatusHas
dokymenTtaums 1 N0O12964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ uam. Ne 1 ot 01.02.2019, uam. Ne
2 0t1 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NPOAYKTA KNUEHTA: 3.02362.0254

TESTS SPECIFICATIONS RESULTS
MNokazaTtenu Cneumdmkaumu PesynbTtaThl
Microbial purity / Mukpo6uonoruyeckas
YyucToTa
Total aerobic microbial count (TAMC) / Not more than 102 CFU/mil/ A CEULI
. o < m
O6Lee yncno aspobHbix BakTepuii He Gonee 10 KOE/mn
Total combined yeast and molds count Not more than 101 CFU/ml/
(TYMC) / ObLuee Konu4ecTBO APONCKEBLIX U 1 <1CFU/ml
MNECHEBLIX rpUG0B He 6onee 10 KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OTcyTcTane B 1 Mn Absent / OtcyTcTayioT
Staphylococcus aureus Absence in 1 ml / OtcyTcTene B 1 Mn Absent / OTcyTcTayioT
Package / YnakoBka 10 ml in amber glass vial with cap-pipette. 1 vial
and a patient information leaflet in a carton. / no
10 mn Bo ¢dnakoH TeMHOro crekna C KpbIWKOi- Complies / CooTBeTCTBYET
nunetko. o 1 dnakoHy C WHCTpyKuMen no
NPUMEHEHUIO NOMELLAIOT B KAPTOHHYIO MauKy.
Labeling / MapkupoBka According to ND / B cooTtBeTcTBUM ¢ H/] Complies / CooTtBetcTBYET

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

Shelf life / Cpok rogHocTu: 3 years / 3 rona

REMARKS / [MpumeuaHue:
The Product conforms to ND/
MpogykT cooTBeTCTBYET TPEGOBaHNAM H]

BATCH REMARKS / lMpumevaHue ansi 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 CBUAETENBLCTBYIO, YTO AAHHAS MapTUs NpoBepeHa B
COOTBETCTBMM C paspelieHnemM Ha MapkeTUHr v EBponeickum pykoBOACTBOM MO Hagsiexallei MpoussoaCTBEHHON
npaKkTuKe ANs NeKapCTBEHHbLIX NPOAYKTOB.

ANALIST / AHanuTuk: DECISION / 3aknioueHue: /Jrh" b}/\&j Je (-,‘5

Viviana Gongalves DATE / fara: Ef}/ o/ 2o

Catia Lampreia QUALIFIED PERSON / OTBeTcTEEHHOE NULLO: )
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