SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJNIM3A TOTOBOIO NMPOAOYKTA

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

ARTICLE CODE / BHYTPEHHUI KO NPOAYKTA: 704531 BATCH N2 / TTAPTUA Ne /: 11482
MANUFACTURE DATE: / JATA U3FOTOBNEHUA: 11/2021 C.A /| CEPTUOUKAT AHATTU3A: 5989/21
ANALYTICAL PROC. N°: / MIPOTOKOJ1 AHANU3A Ne: SRAS-9WACRV.2 EXP./ CPOK rOQHOCTMW: 11/2024

ANALYTICAL REFERENCE / PEQEPEHTHbIN NCTOYHUK METOOOB AHAMU3A: Normative documentation / HopmaTueHas

AokymenTauma 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, uam. Ne 2
o1 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOL, MPOAYKTA KNUEHTA: 81725414

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuucpukayum PesynsTathl

Description/ OnucaHue
Transparent or almost transparent, from a nearly

colorless to slightly yellow solution / NpoapayHblii
UInn NoYTH NPo3pavHbii, OT NOYTH GeCLBETHOrO A0
cnabo xenToro LseTa pacTeop.

Complies / CooTteeTcTBYET

Grymeazcine yrocoride e
Okeumerasonuna rapoxnopua the retention time of the main peak on the
chromatogram of Oxymetazoline hydrochloride Complies / CootseTcTByeT
standard solution obtained in Assay method /

Bpema yAepXuBaHus OCHOBHOFO nNWKa Ha
XpomarorpammMe UCNbITYEMOro pacTBopa AOSHKHO
COOTBETCTBOBATH BpemMeHu yaepXuBaHUs
OCHOBHOTO nuka Ha XpomaTorpamme
CTaHAAPTHOro pacTBopa OKCMMEeTasonmHa
ruapoxnopuaa, nony4YeHHoW Npu KONMYECTBEHHOM

onpeaeneHuu.
Benzalkonium Chloride / The retention time of the main peak on the
BeHsankoHus xnopup, chromatogram of test solution should comply with

the retention time of the main peak on the
chromatogram of Benzalkonium Chloride standard Complies / CooteeTcTBYET
solution obtained in Assay method /

Bpemsi  yaepxuBaHWA \ OCHOBHOrO nuka Ha
XpoMaTorpamme UCMbLITYSMOro pacTBopa A0MIKHO
COOTBETCTBOBATbL BpeMeHu YAEPKUBaHUSA
OCHOBHOTO nvka Ha XpomaTtorpamme
CTaHfJapTHOro pacteopa OeHsankoHus xnopuaa,
NonyYeHHON NpU KONMYECTBEHHOM onpeaeneHnu.

Clarity / MpoapayHocTb The solution should be transparent or the
opalescence intensity should not exceed the )
opalescence of the reference suspension | / Complies / CooTeeTcrayer
Pacteop pormkeH ObiTb NpPo3payvHbiM - WNK
WHTEHCUBHOCTb  OManecueHuMnM He  A0rxHa

npesbiliaTh onanecueHuMn 3TanoHHON CcycneHsuu
l.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTIU3A FOTOBOIO MPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HasuBuH® kannu HasanbHble 0,025% Poccua /

ARTICLE CODE / BHYTPEHHWUW KOA, NPOQYKTA: 704531

BATCH Ne / MAPTUA Ne /: 11482

MANUFACTURE DATE: / BATA U3rOTOBRNEHUA: 11/2021

C.A/ CEPTU®UKAT AHAJTU3A: 5989/21

ANALYTICAL PROC. N°: / TIPOTOKOJ AHAJTU3A Ne: SRAS-O9WACRV.2

EXP./CPOK TOOHOCTW: 11/2024

ANALYTICAL REFERENCE / PE®EPEHTHbLIN UCTOYHWUK METOAOB AHANW3A: Normative documentation / HopmatusHas
AokymeHTaums N N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ nam. Ne 1 o1 01.02.2019, nam. Ne 2

oT 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO[ NMPOOYKTA KINUEHTA: 81725414

TESTS
Mokasatenwu

SPECIFICATIONS
Cneuudukauum

RESULTS
PeaynsTtatbl

Color of solution / LiBeTHoCTb

The color intensity of the product should not exceed
the color intensity of the reference solution Y7 /
WHTEHCMBHOCTL OKpackn npenapata He JoMkHa
npesLIlaTh WHTEHCUMBHOCTL OKPACKU 3TANOHHOTO
pacteopa Y7

Complies / CootBeTcTBYET

Relative density (d 20/20) / OTHocuTenbHan From 1.006 to 1.010/ O1 1,006 go 1,010 1.008
nnoTHocTb /d 20/20)

pH From5.5t06.5/0715,5 06,5 5.9

Osmolality / OcMonsinbHOCTL From 270 to 330 mOsmol/kg / OT 270 go 330 279

mOcMons/Kr

Filling volume / U3Bnekaembliii 06em

Not less than nominal / He meHee HOMWHaNBHOro

Complies / CootBeTcTBYET

Related substances / PogcTtBeHHBIe Nnpumecu

Impurity A / Mpvmeck A
Impurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / EaguH1uHan
HewaeHTUpULMpPOBaHHasA 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 / KonnuyectBeHHoe onpeaeneHue

Oxymetazoline hydrochloride /
OkcumeTasonnHa rugpoxnopug,

Benzalkonium chloride / BeH3ankoHus
rmapoxnopva,

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

45 — 55 pg/ml 45 — 55 mkr/mn

2419
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJTIU3A TOTOBOI'O NMPOAOYKTA

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

ARTICLE CODE / BHYTPEHHWUI KO NPOAYKTA: 704531 BATCH Ne / MTAPTUA Ne /: 11482
MANUFACTURE DATE: / AATA U3FOTOBJEHUSA: 11/2021 C.A/ CEPTU®UKAT AHAIUBA: 5989/21
ANALYTICAL PROC. N°: / MTPOTOKON AHAN3A Ne: SRAS-9WACRV.2 EXP./ CPOK TrOQHOCTW: 11/2024

ANALYTICAL REFERENCE / PEQEPEHTHBIN UCTOYHUK METOOOB AHANU3A: Normative documentation / HopmaTusHas

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, nsm. Ne 2
07 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOL NPOAYKTA KIMUEHTA: 81725414

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuundunkaumm PesynbTaThl
Microbial purity / Mukpobuonoru4yeckas
yucrora
Total aerobic microbial count (TAMC) / Not more than 10° CFU /ml / 4 CFU / ml
. < m
Obuwee uncno aspobHeix GakTepuin He 6onee 10 KOE/mn
Total combined yeast and molds count Not more than 10' CFU /ml /
(TYMC) / Obwee KONUYECTBO [POXOKEBBIX 1 1 <1 CFU/ml
ANecHeBbIX rpuGos He 6onee 10 KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTeue B 1 Mnt Absent / OtcyTcteyioT
Staphylococcus aureus Absence in 1 ml / OTcyTcTaue B 1 Mn Absent / OTcyTeTayior
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 pnakoH TEMHOro cTekna ¢ KPbIWKOMR- Complies / CooTeeTcTByeT
nneTkoil. Mo 1 nakoHy C WHCTpyKUMEn no
MPUMEHEHNIO NOMELLLAIT B KAPTOHHYIO Nauyky.
Labeling / MapkupoBka According to ND / B cooTeeTcTBUM ¢ HJ Complies / CootBeTcTBYET

Storage / XpaHeHue: At temperature below 25°C. / NMpu TemnepaTtype He Bbile 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 roaa

REMARKS / MpumeuaHue:

The Product conforms to ND/

MpoaykT cooTReTCTBYET TpEeboBaHam HI
BATCH REMARKS / MpumeuaHue ansi 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. / [aHHbiM CBMAETENbCTBYIO, YTO AAHHAA NapTwUs npoBepeHa B
COOTBETCTBUN C pa3spelleHneM Ha MapkeTuHr u EBponeickum pykoBOACTBOM MO HAAMeXawWel Npou3soacTRBEHHON

NpaKTUKE ANs NekapeTBEeHHbIX NPOAYKTOB. o
ANALIST / AHanuTumk: DECISION / 3aknioueHue: \)/0 7
.. AN/
Viviana Gongalves DATE / flara: Q = i
Natacha Marreiros ) \, 'l"'! w U
QUALIFIED PERSON / OtBetcTteeHHoe nuuo: Vera Freire
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