SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITM3A TOTOBOI'O NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOA NPOAYKTA: 704531 BATCH Ne / TAPTWUA Ne /: 11208
MANUFACTURE DATE: / OATA U3IrOTOBIEHWA: 09/2021 C.A/ CEPTU®UKAT AHAITU3A: 5080/21
ANALYTICAL PROC. N°: / MPOTOKOJST AHAJIU3A Ne: SRAS-9WACRV.2 EXP./ CPOK FrOAHOCTMW: 09/2024

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOOOB AHAIMU3A: Normative documentation / HopmatueHas
AokymeHTtaums I N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ uam. Ne 1 o1 01.02.2019, nsm. Ne
2 o1 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHU# KO NPOAYKTA KIMUEHTA: 3.02362.0254

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Creuundukaymu PesynbTaTthl

Description/ OnucaHue
Transparent or almost transparent, from a nearly

colorless to slightly yellow solution / Npo3padHbii
UnuM NOYTU NpO3payHbIi, oT noutu BecusetHoro | Complies / CooTeeTcTBYET
£ cnabo xenTtoro useTa pacTeop.

Identity/ NognuHHOCTL
Oxymetazoline hydrochloride /
OxcumeTasonuHa rugpoxnopug

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 /
Bpemsa ynoepkuBaHWs OCHOBHOTO MNWKa Ha
XpomaTtorpamme WUCNbLITYEMOro pacTBopa AOHKHO
COOTBETCTBOBATH BpEMeEHU yAepxuBaHus
OCHOBHOIO nuka Ha XpoMaTorpamme
CTaHZapTHOro pacTeopa OKCUMETAa30MuHa
ruapoxnopuaa, nony4YeHHoN npu
KONUYECTBEHHOM ONpeAeneHuu.

Complies / CooTtBeTCTBYET

Benzalkonium Chloride / The retention time of the main peak on the | Complies/ CooTeeTcrayer
BeHsankoHusa xnopug 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 /

Bpems yaepxuBaHWs OCHOBHOTO nNuka Ha
XpOMaTorpamMmme WCNbLITyeMOro pacTBopa LOJTKHO
COOTBETCTBOBATH BPEMEHU yAEPKMBAHUSA
OCHOBHOrO nuka Ha Xpomarorpamme
CTaHAapTHOro pacTteopa GeHsankoHus Xxropuaa,
MONYyYEHHOW NPU KONMYECTBEHHOM OnpeaeneHn.

Clarity / Mpo3pa4yHocTb The solution should be transparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
PactBop pomxeH ObiTe nNpo3paqHbiM - Unn
WHTEHCUBHOCTb  OManecueHuMM He  JOMKHa
npeebiwaTh onanecueHumn 3TanoHHOMN
cycneHsum |.

Complies / CootBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTN®UKAT AHANTN3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWM KOL MPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 11208

MANUFACTURE DATE: /| DATA U3rOTOBNEHWA: 09/2021

C.A/ CEPTUOUKAT AHAINU3A: 5080/21

ANALYTICAL PROC. N°: / MIPOTOKOJT AHAJIU3A Ne: SRAS-OSWACRV.2

EXP./ CPOK rOOHOCTW: 09/2024

ANALYTICAL REFERENCE / PE®EPEHTHLIA UCTOYHUK METOJOB AHANU3A: Normative documentation / HopmaTueHas
pokymeHTauusa N N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ nsm. Ne 1 ot 01.02.2019, uam. Ne

2 o1 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KOA MPOAYKTA KIUEHTA: 3.02362.0254

TESTS
Mokaszatenu

SPECIFICATIONS
Cneuudunkaummn

RESULTS
PesynbTaThl

Color of solution / LiBeTHOCTb

The color intensity of the product should not
exceed the color intensity of the reference solution
Y7 / WHTeHcMBHOCTb OKpacku npenapata He
JOMXKHA nNpeBbillaTe WHTEHCUBHOCTL — OKPacKW
3TanoHHoro pacTteopa Y7

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OTHocuTenbHas

From 1.006 to 1.010/ Ot 1,006 oo 1,010

nnoTHocTb /d 20/20) 1.007
pH From 5.5t06.5/015,5 no 6,5 5.9
Osmolality / OcmonsinbHoOCTb From 270 to 330 mOsmol/kg / Ot 270 pgo 330

MOcmonb/Kr 277

Filling volume / U3sBnekaembiti 06beM

Not less than nominal / He MeHee HOMUHaNLHOrO

Complies / CooTBeTcTBYET

Related substances / PoacTBeHHbIe NpuMecH
Impurity A / Mpumece A
Impurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / EauHudHas
HenaeHTuhULMpPoBaHHAA 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 / KonudyectBeHHOe onpeaeneHue

Oxymetazoline hydrochloride /
OkcumeTasonuHa rnapoxsiopus

Benzalkonium chloride / BeHaankoHus
rmapoxnopug

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

45 — 55 pg/ml 45 — 55 mkr/mn

246.0

49
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAQYKT: Nasivin Nasal Drops 0.025 % Russia / HasauBuH® kannu HasanbHblie 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHWUI KOA NPOAYKTA: 704531 BATCH Ne / MAPTWUA Ne /: 11208

MANUFACTURE DATE: / DATA U3rOTOBNEHWUA: 09/2021 C.A/ CEPTU®UKAT AHAITU3A: 5080/21

ANALYTICAL PROC. N°: / MTPOTOKOIT AHAITU3A Ne: SRAS-O9WACRV.2 EXP./ CPOK TOAHOCTMW: 09/2024

ANALYTICAL REFERENCE / PE®EPEHTHbLIM UCTOYHUK METOOOB AHAJIM3A: Normative documentation / HopmatueHas
pokymeHTaums N N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ uam. Ne 1 o1 01.02.2019, uam. Ne

2 o1 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOl NPOAYKTA KIMUEHTA: 3.02362.0254

nnecHesbix rpnbos

Pseudomonas aeruginosa

Staphylococcus aureus

TESTS SPECIFICATIONS RESULTS

Mokasatenu Cneuyudpmkauum PesynbTaThl
Microbial purity / Mukpo6uonoruyeckan
yncroTa
Total aerobic microbial count (TAMC) / Not more than 10° CFU /mi/ e oell

o 5 < m

O6wee yucno aspobHbix GakTepuin He Gonee 10° KOE/mn
Total combined yeast and molds count Not more than 101 CFU/mil/
(TYMC) / ObLee Konm4ecTBO APONOKEBLIX U <1CFU/ml

He Gonee 10 KOE/mn

Absence in 1 ml/ OtcyTcteue B 1 Mn

Absence in 1 mi/ OTtcytctBre B 1 Mn

Absent / OTcyTcTBylOT

Absent / OTtcyTCcTBYIOT

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 (bNaKkoH TEMHOFO CTEKNa C KPbILLKOW-
nunetko. Mo 1 cnakoHy ¢ uWHCTpyKuuen no
NMPUMEHEHMIO MOMELLAIOT B KAPTOHHYIO NauKy.

Complies / CooTeeTcTBYET

Labeling / MapkupoBka

According to ND / B cooTtBeTctBumM ¢ HJ

Complies / CooTBeTCcTBYET

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

Shelf life / Cpok ropHocTu: 3 years / 3 rona

REMARKS / MNpumevaHue:
The Product conforms to ND/
MNpopykr cooTeeTcTBYET TpebosaHusam HL

BATCH REMARKS / MNpumeuaHue ans 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.

/ DaxHbIM CBUAETENbCTBYIO, YTO AaHHAs NapTUA NpoBepeHa B

COOTBETCTBMW C Pa3pelleHUeM Ha mapkeTuHr v EBponefickuM pyKOBOACTBOM MO Hagnexawlen npovsBogcTBEHHON

NpakKTuKe Ana NekapCTBeHHbIX NPOAYKTOB.

- ANALIST / AnanuTuk:
Viviana Gongalves

M. Ines Ribeiro

DECISION / 3akmioveHue: /|
DATE / JarTa:

J/
2L
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» /_L? %V Gc
/

7447/402/“

QUALIFIED PERSON / OTBeTcTBEHHOE NNLO: ( ;’j I
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