SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAITU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HasuBuH® kannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHU KOA NMPOAYKTA: 704532

BATCH Ne / MAPTUA Ne /: 20385

MANUFACTURE DATE: / JATA U3FOTOBJIEHUA: 04/2022

C.A/ CEPTU®UKAT AHAINWU3A: 1772/22

ANALYTICAL PROC. N°: / MTPOTOKON AHAJIU3A Ne: SRAS-9WACU6.4

EXP./ CPOK rOOHOCTMW: 04/2025

ANALYTICAL REFERENCE / PE®EPEHTHbLIN UCTOYHUK METOLOB AHAMMU3A: Normative documentation / HopmaTtugHas
AokymeHTauma 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

2 01 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KO NPOAYKTA KIUEHTA: 81725405

TESTS
MokazaTtenu

SPECIFICATIONS
Cneuundbmkaumnm

RESULTS
PesynbTathl

Description/ Onucanue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution / NpoapauHbIi
UK NOYTU NPO3paYdHbIi, OT NoYTk GecLBeTHOro 10
cnabo xenToro LueeTa pacTeop.

Complies / CooTBeTcTBYET

ldentity/ MoanuHKocTb
Oxymetazoline hydrochloride /
OkcumeTaszonuHa ruapoxnopupa,

Benzalkonium Chloride /
BeH3ankoHus 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 hydrochlaride
standard solution obtained in Assay method /
Bpems  yaepXuBaHUS OCHOBHOFC Muka Ha
XpomaTorpamme UCnbITYeMOro pacTeopa A0SKHO
COOTBETCTBOBATL BPEMEHM YAEPKUBAHUS
OCHOBHOTO nvka Ha xpoMaTorpaMmme
CTaHASPTHOro pactBopa OKCUMETa30NUHa
rmapoxnopuaa, NoNy4YeHHoW Npu KONUYECTBEHHOM
onpeaeneHuun.,

The retention time of the main peak on the
chromatogram of test solution should comply with
the retention time of the maln peak on the
chromatogram of Benzalkonium Chloride standard
solution obtained in Assay method /

Bpems  yaepxuBaHUA  OCHOBHOTO nuMKka Ha
XpomMaTorpaMme UCnbITYEMOro pacTBopa ACMKHO
COOTBETCTBOBATL BPEMEHM yAepxuBaHus
OCHOBHOrO nwka Ha XpomaTorpamme
CTaHAapTHOro pacrteopa BeH3ankoHus xnopuaa,
NOMy4YEHHOM NPU KONUHECTBEHHOM OnNpeaeneHN.

Complies / CooTtBeTcTpYET

Complies / CooTBetcTpYET

Clarity / Mpo3payHocTb

The solution should be transparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
Pacteop fomkeH OblTb MPO3PauHbIM - WA
WHTEHCWBHOCTb  ONANEecUeHUMU He  JOMKHa

NpeBbIaTh onanecueHLUnn 3TanoHHOW CYCrneH3nm
I

Complies / CooTBeTcTRyeT
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINTU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3auBuH® kannu Ha3anbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUM KO MPOOYKTA: 704532 BATCH N2/ TTAPTUA Ne /: 20385
MANUFACTURE DATE: / DATA U3FOTOBJIEHUA: 04/2022 C.A/ CEPTUDUKAT AHAIU3A: 1772/22
ANALYTICAL PROC. N°: / MPOTOKON AHAJIU3A Ne: SRAS-9WACUG.4 EXP./ CPOK FOOQHOCTMU: 04/2025

ANALYTICAL REFERENCE / PE®EPEHTHELIA UCTOYHMWK METOAOB AHAJIU3A: Normative documentation /| HopmaTtusHas

AokymeHTauus M N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019, / usm. Ne 1 ot 01.02.2019, nam. Ne
2 o7 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWIN KOL NPOAYKTA KNUEHTA: 81725405

TESTS SPECIFICATIONS RESULTS
Moka3aTtenu Cneuundmkauum PesynbTaTthbl
Color of solution / LiBeTHOCTL The color intensity of the product should not Complies / CooTBeTCTBYET

exceed the color intensity of the reference solution
Y7 [ VIHTEHCMBHOCTb OKpackM npenapaTta He
AOMKHA MpeBbIllaTb  WHTEHCUBHOCTL  OKpacKu
aTanoHHoro pacteopa Y7

Relative density (d 20/20) / OTHocuTensHas From 1.006 to 1.010/ Ot 1,006 go 1,010 1.007
nnotHocTb /d 20/20)

pH From5.5t06.5/0t5,51006,5 5.9

Osmolality / OcmonsinbHoOCTL From 270 to 330 mOsmol/kg / Ot 270 no 330 279
mMOcmonb/Kr

Filling volume / U3Bnekaemeiit 06bem Not less than nominal / He MeHee HoMKHaNLHOro Complies / CooTtBeTCTRYET

Related substances / PoacteeHHbIe npumecu

Impurity A / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % < Detection Limit
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % < Detection Limit
Individual unidentified impurity / EanHuunas Not more than 0.1 % / He 6onee 0,1 % < Detection Limit

HeMAeHTMCbVILWIpOBaHHaH npumMmechb

Total impurities/ cymma scex npumeceit Not more than 1.2 % / He 6onee 1,2 % < Detection Limit

Assay | KonuyectseHHoe onpepeneHue

Oxymetazoline hydrochloride / 475 — 525 pg/ml / 475 — 525 mrr/mn 494
OxkcumeTasonuHa ruapoxnopua
Benzalkonium chloride / Bensankorus 45 — 55 pg/ml/ 45 ~ 55 mkr/mn 51
ruapoxnopua
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJTU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HasuBuH® kannu HasanbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUM KO MPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 20385
MANUFACTURE DATE: / JATA U3TOTOBNEHWA: 04/2022 C.A/ CEPTU®UKAT AHAINU3A: 1772/22
ANALYTICAL PROC. N°: / MPOTOKON AHAMNMW3A Ne: SRAS-9WACUG6.4 EXP./ CPOK TOAHOCTW: 04/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOOOB AHANW3A: Normative documentation / HopmaTtygHas

AokymeHTaums 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 07 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOl NPOAYKTA KIMEHTA: 81725405

TESTS SPECIFICATIONS RESULTS
MokasaTtenun Cneuudukayum PeaynbTathl

Microbial purity / Mukpo6uonoruyeckas
yncroTa

Total aerobic microbial count (TAMC) / Not more than 10> CFU / ml / <1 UFC/ml
O6uwlee yncno aspobHbIx BakTepuii He Gonee 10% KOE/mn
Total combined yeast and molds count Not more than 10" CFU /mil/ <1 UFC/ml
(TYMC) / Obwee KONMYeCTBO APOXKEBbIX U 1
nnecHesbIX rpucos He Gonee 10° KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OtcytctBue B 1 Mn Absent / OtcyTcrayioT
Staphylococcus aureus Absence in 1 ml/ Otcytcteve B 1 Mn Absent / OtcytcrayloT
Package / YnakoBka 10 ml in amber glass vial with cap-pipette. 1 vial Complies / CooTBeTcTpyeT
and a patient information leaflet in a carton. / no 10
M1 BO (pnakoH TEMHOro CcTekna C KPbILWKON-
nunetko. Mo 1 dnakoHy ¢ WHCTpyKuwei no
NPUMEHEHMIO NOMELLIAIOT B KAPTOHHYIO NauyKy.
Labeling / MapkupoBka According to ND /B cooTeetctaun ¢ H[J Complies / CooTteeTcTRyeT

Storage / XpaHeHue: At temporature below 25°C. / Mpu Temnepartype He Bbie 25°C.

Shelf life / Cpok rogHocTtu: 3 years / 3 rona

REMARKS / NpumMevaHue:
The Product conforms to ND/
Mpoaykr cootBeTcTByeT TpebGoBaHuam HJ

BATCH REMARKS / NpumeyaHue gns cepum:

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 NpPoBepeHa B

COOTBETCTBUN C paspellleHNeM Ha MapKEeTUHr U EBpOI‘IeﬁCKMM PYKOBOACTBOM NO Hagnexauwiewn NpouU3BOACTBEHHON
npakTuke Ans nekapCTBEHRHbIX NPOAYKTOB.

f
A_N_ALIST | AHanuTuk; DECISION / 3aknoueHue: éi?-""],--’vu 12
Viviana Gongalves DATE / flaTa: l J /f_(/_Ju/w

Natacha Marreiros QUALIFIED PERSON / OTBeTcTBEHHOE nuuo:
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