SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAINTU3A TOTOBOIO NPOAYKTA

_PRODUCT/ MPOAYKT: Nasivin Nasal Drop_s_6.025 % Russia / HasauBuH® kannu HasanbHble 0,025% Pocf:vm /

ARTICLE CODE / BHYTPEHHWW KOJ MPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 11295
MANUFACTURE DATE: / AATA U3rOTOBNEHUSA: 09/2021 C.A/CEPTUOUKAT AHANN3A: 5213/21
ANALYTICAL PROC. N°: / MPOTOKON AHAMNA3A Ne: SRAS-9WACRV.2 EXP./CPOK TrOAHOCTMU: 09/2024

ANALYTICAL REFERENCE / PEQEPEHTHbLIN UCTOYHUK METOAOB AHAMU3A: Normative documentation / HopmaTusHas
AokymeHTaumsa M N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ uam. Ne 1 o1 01.02.2019, nam. Ne
2 071 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KOO MPOOYKTA KIMEHTA: 3.02362.0254

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuundukauum PesynbraThl

Description/ Onucanue
Transparent or almost transparent, from a nearly

colorless to slightly yellow solution / Npo3spauHbIi

WK NOYTM Mpo3padHbii, oT noytn GecuseTHoro | Complies / CooTeeTCTBYET
no cnabo xenToro LuseTa pacTsop.

Identity/ MopnuHHocThL ] ) .
Oxymetazoline hydrochioride / The retention time of the main peak on the

chromatogram of test solution should comply with .
Okcumerasonua ruapoxnopua the reten%ion time of the main peak %x the Complies / CooteetcTayer
chromatogram of Oxymetazoline hydrochloride
standard solution obtained in Assay method /
Bpemsi  yaepKuBaHUS  OCHOBHOMO nNuKa Ha
XpomaTorpamMmMe UCnbITYeMOoro pacTeopa AOMKHO
COOTBETCTBOBATh BpPEMEHM yAepxuBaHus
OCHOBHOrO nuka Ha XpomaTtorpamme
CTaHAAPTHOIO pacTBopa OKCUMETa3onuHa
rmapoxnopuaa, NOsyYeHHoMN npm
KONMYECTBEHHOM OfNpeaeneHnm,

Benzalkonium Chloride / The retention time of the main peak on the | Complies/CooTseTcTayer
BeHszankoHus xnopugn 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 ynepxvBaHMA  OCHOBHOMO nMKa Ha
XpomMaTorpamMmme UCAbITYEMOrO PaCcTBOpa JOMKHO
COOTBETCTBOBATbL BpEMeHU yAEPXUBAHUA
OCHOBHOIO nvka Ha xpomaTtorpamMme
CTaHAapTHOro pacteopa GeHsankoHus xnopuaa,
MonyYeHHON Mpu KONMYECTBEHHOM OnpeaeneHnun.

Clarity / Mpo3pauHocTb The solution should be transparent or the
opalescence intensity should not exceed the .
opalescence of the reference suspension | / Complies / CootseTcTayer
Pacteop pomkeH 6biTb NpoO3payHbiM — WNu
WHTEHCUBHOCTb  ONanecueHUMU He  JOMXKHa
npesbiwaTh onanecueHumn 3TanoHHon
- cycneHanm |.
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SOFARIMEX

INDUSTRIA QUIKICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A TOTOBOIO NPOAYKTA

PRODUCT /_rIPOJJ,YKT: Nasivin Nasal Drops 0.025 % Russia / HazauenH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUMW KO MPOLYKTA: 704531

BATCH Ne /NMAPTWUA Ne /: 11295

MANUFACTURE DATE: / AATA U3rOTOBJIEHUA: 09/2021

C.A/CEPTUDUKAT AHANN3A: 5_213/21

ANALYTICAL PROC. N° / MIPOTOKON AHANMKU3A Ne: SRAS-9WACRV.2

EXP./ CPOK FOAHOCTW: 09/2024

2 07 28.10.2019)

ANALYTICAL REFERENCE / PE®EPEHTHBIN UCTOYHUK METOOOB AHAINWU3A: Normative documentation / HopmatusHas
nokymenTaums M N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ uam. Ne 1 ot 01.02.2019, nam. Ne

CUSTOMER INTERNAL CODE / BHYTPEHHWUIN KOl NPOOYKTA KITUEHTA: 3.02362.0254

TESTS
MokasaTtenn

SPECIFICATIONS
Cneundunkauum

RESULTS
Pesynbrath!

Color of solution / LiBeTHOCTL

The color intensity of the product should not
exceed the color intensity of the reference solution
Y7 [/ WHTEeHCUBHOCTb oOKpacku mnpenapata He
OOMXHa MpeBbilaTe WHTEHCUBHOCTb  OKPACKU
3TanoHHoro pacreopa Yz

Complies / CooTBeTcTBYET

Relative density (d 20/20) / OTHocuTenbHast

From 1.006 to 1.010/ OT1 1,006 ao 1,010

nsioTHocTs /d 20/20) 1.008
pH From55t06.5/0155n006,5 5.9
Osmolality / OcMonsanbHOCTL From 270 to 330 mOsmol/kg / Ot 270 go 330

MOcMons/kr 281

Filling volume / N3BnekaembIii 06bem

Not less than nominal / He meHee HOMUHAaMNbLHOro

Complies / CooTeeTcTBYET

Related substances / PogcTteeHHble npumecu

Impurity A/ MNpumeck A
Impurity ZP-1/ Npumecs ZP-1

Individual unidentifled impurity / Equnnynas
HenaeHTUMULUPOBaHHaNA NPUMECH

Total impurities/ cymma scex npumecei

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 / KonnyectBeHHOe onpegeneHue

Oxymetazoline hydrochloride /
OxcumeTasonuHa rmgpoxnopus

Benzalkonium chloride / BeHsankoHusa
rmapoxnopua

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

45 — 55 ug/ml 45 — 55 mkr/mn

248.3

49
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A TOTOBOI'O NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWI KOO NPOAYKTA: 704531 BATCH Ne / TAPTUA Ne /: 11295
MANUFACTURE DATE: / QATA U3rOTOBNEHUA: 09/2021 C A | CEPTUDUKAT AHATIN3A: 5213/21
ANALYTICAL PROC. N°: / MTPOTOKOIT AHAINN3A Ne: SRAS-9WACRV.2 EXP./CPOKTOOHOCTHU: 09/2024

ANALYTICAL REFERENCE / PE®EPEHTHbI UCTOYHUK METOQOB AHAMN3A: Normative documentation / HopmaTtusHas

AokymenTauma 1 N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ uam. Ne 1 o1 01.02.2019, nam. Ne
2 07 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOO NPOAYKTA KIUEHTA: 3.02362.0254

TESTS SPECIFICATIONS RESULTS
MNokasarenu Cneuudumkaunm PesynbraTthbi

Microbial purity / MukpoGuonoruyeckas
YyucToTa

Total aerobic microbial count (TAMC) / Not more than 10> CFU /ml / 1 CE sl
~ < m

Obuwee uncno aspobHeix DakTepui He 6onee 102 KOE/mn

Total combined yeast and molds count

Not more than 101 CFU/ml/
(TYMC) / ObLuee KONUYECTBO APOXKEBbLIX U

1 <1 CFU/ml
NMECHEBbIX rPUBOB He 6onee 10 KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OTcyTcTane B 1 Mn Absent / OtcyTcTsyior
Staphylococcus aureus Absence in 1 ml/ OtcyTerene B 1 mn Absent / OTcyTcTayloT
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 (hnakoH TEMHOro CTekna € KpbILKOW-
nunetkoi. Mo 1 ¢nakoHy ¢ WHCTpyKumed no
NPUMEHEHNIO MOMELLAIOT B KAPTOHHYHO NauyKy.

Complies / CooTBETCTBYET

Labeling / MapkupoBka According to ND / B cootBeTcTBUY ¢ HL] Complies / CooTeeTcTBYET

—|

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

Shelf life / Cpok rogHocTu: 3 years / 3 roga

REMARKS / MpumevaHue:

The Product conforms to ND/

MpoaykT cooTBeTcTBYET TPeboBaHuAM H/1 B
BATCH REMARKS / Mpumeuanue ans cepuum:

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. / [laHHeIM CBMAETENLCTBYIO, YTO AaHHAA NapTWs NpoBepeHa B

COOTBETCTBUAN C paspelleHuem Ha MapkeTuHr u EBponeickum pykoBOACTBOM MO HaAnexallei npou3BOACTBEHHO
NpakTuKe Ans NeKkapcTBEHHbIX NPOAYKTOB.

A.N.ALIST | ARanuTuk: DECISION / 3aknoyecHue: ,L__)\/J CV
Viviana Gongalves J
DATE / fara: OQ }O '20
M. Inés Ribeiro QUALIFIED PERSON / OrsercTBEHHOE NALLO: L‘é L0
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