SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIU3A TOTOBOIO NPOAOYKTA

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

ARTICLE CODE / BHYTPEHHUM KOA, NPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 20584

MANUFACTURE DATE: / DATA U3IOTOBNEHNA: 05/2022

C.A/ CEPTUOUKAT AHAIN3A: 2615/22

ANALYTICAL PROC. N°: / MPOTOKOJT AHAINTU3A Ne: SRAS-9WACRV.2

EXP./ CPOK MOQHOCTMU: 05/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOYHUK METOAOB AHAIU3A: Normative documentation / HopmaTtusHas
pokymeHTauma I N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ uam. Ne 1 01 01.02.2019, nam. Ne 2

ot 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWI KO MPOAYKTA KIUEHTA: 81725414

TESTS
MNokasartenu

SPECIFICATIONS
Cneuudmkauum

RESULTS
PesynbTathbl

Description/ Onucanue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution / Npo3pauHbin
WUNK NOYTK NPO3PAaYHbLIA, OT NouTH BecyBETHOro A0
cnabo xenToro LBeTa pacTeop.

Complies / CootBeTcTBYET

Identity/ NoanuHHoCTL
Oxymetazoline hydrochloride /
OkcuMeTas3onuHa rmgpoxnopua

Benzalkonium Chloride /
BeHsankoHus xnopup

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 /
Bpems yaepxvBaHWsi OCHOBHOMO NuKa Ha
XpomaTorpamme UCNbITYEMOro pacTBopa AOMKHO
COOTBETCTBOBATH BpemeHu YAEPKUBAHUA
OCHOBHOTO nvika Ha XpomaTorpamme
CTaHAAPTHOO pacteopa OKCYMETa3onvHa
rMAPOXNOpMAA, NONYYEHHO MNPU KONUYECTBEHHOM
onpeneneHuu.

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 /

Bpemst  yaepxvsaHWA  OCHOBHOrO MNWKa Ha
XpomMaTtorpaMme UCTbITYEMOrO pacTBopa AOMKHO
COOTBETCTBOBATL BpPeMeHu yAepXUBaHnUA
OCHOBHOTO nuka Ha XpomaTorpamme
CTanaapTHOro pacTeopa OeH3ankoHus xnopwuaa,
NONYYEHHON NPU KONUYECTBEHHOM ONpPeAeneHnn.

Complies / CooTeeTcTBYeET

Complies / CooTBeTtcTByeT

Clarity / Mlpo3spayHocTb

The solution should be transparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
Pacteop pomkeH BblTb  npospaudbitg WK
MHTEHCUBHOCTL  ONanecueHunn He  AOMKHa

npeBbiaTh onaneCcUeHLN 3TanoHHOR CycneHsun
.

Complies / CooTBeTCTBYET
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SOFARIMEX

INDUSTRIA QUIMICA € FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANU3A FOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuu® kannu HazanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUI KO MPOOYKTA: 704531 BATCH Ne / MAPTUA Ne /: 20584
MANUFACTURE DATE: / OATA U3rOTOBMNEHUSA: 05/2022 C.A/ CEPTUOUKAT AHANWN3A: 2615/22
ANALYTICAL PROC. N°: / MPOTOKOJ AHANU3A Ne: SRAS-9WACRV.2 EXP./CPOK FOAHOCTW: 05/2025

ANALYTICAL REFERENCE / PE®EPEHTHbBIN UCTOYHUK METOOB AHAIN3A: Normative documentation / HopmaTusHasn

AokymeHTaLms 1 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 / BHYTPEHHWUI KOQ NPOAYKTA KIMMEHTA: 81725414

TESTS SPECIFICATIONS RESULTS
MNokasatenu Cneundmkaumm Pesynbrathbl
Color of solution / LiBeTHOCTL The color intensity of the product should not exceed | Complies / CootseTcTayeT

the color intensity of the reference solution Y7 /
WHTEHCMBHOCTbL OKpacku npenapaTta He LOormkHa
NPeBLILATL VHTEHCUBHOCTL OKPACKW 3TanoOHHOro
pacteopa Y7

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

pH From 5.5t06.5/0715,5 00 6,5 5.9

Osmolality / OcmonsainsHoCTb From 270 to 330 mOsmol/kg / Ot 270 go 330 273
mOcmonb/Kr

Filling volume / UaBnekaembiii 06bem Not less than nominal / He MeHee HOMWHaNLHOrO Complies / CootBeTcTBYET

Related substances / PoacTBeHHbIe npumecn

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 / EauHuynas Not more than 0.1 % / He 6onee 0,1 %

< Detection Limit
HeuaeHTUULMpOBaHHaA NPUMech

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

Assay / KonuyecTBeHHoe onpeaenexue

Oxymetazoline hydrochloride / 237.5 - 262.5 pg/ml / 237.5 — 262.5 mkr/mn 245.0
OKcvMeTasonmHa rmapoxnopua,

Benzalkonium chloride / BeHnaankoHua 45 — 55 pg/ml 45 — 55 mkr/mn 49
rmapoxnopua
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAIIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUI KOA MPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 20584
MANUFACTURE DATE: / JATA U3rOTOBMNEHUA: 05/2022 C.A/CEPTUO®UKAT AHANN3IA: 2615/22
ANALYTICAL PROC. N°: / TPOTOKON AHAJTU3A Ne: SRAS-9WACRV.2 EXP. / CPOK TOQHOCTMU: 05/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOOB AHAJIU3A: Normative documentation / HopmatusHas
AokymenTauma M1 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
ot 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOO NMPOLOYKTA KNUEHTA: 81725414

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudukaumm PesynbTaThbl

Microbial purity / MukpoSuonoruyeckas

yucrora
Total aerobic microbial count (TAMC) / Not more than 10> CFU / mi / <1CFU/ml
Y m

Obwwee ynucno asapobHbIx GakTepuit He Gonee 102 KOE/mMn
Total combined yeast and molds count Not more than 10' CFU /ml /
(TYMC) / ObLLee KOnM4YeCTBO APOXOKEBbIX U1 1 <1 CFU/ml
nnecHeBbIX rpuGoB He Gonee 10 KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OtcytcTave B 1 Mn Absent / OteyTcTayior
Staphylococcus aureus Absence in 1 ml/ OtcyTtcTBre B 1 Mn Absent / OteyTeTayiot
Package / YnakoBka 10 ml in amber glass vial with cap-pipette. 1 vial

and a patient information leaflet in a carton. /no 10

M BO DbrlakoH TEMHOrO CTeKNa C KPbILWKOM- Complies / CootseTcTBYET

nuneTtkoit. Mo 1 chnakoHy c MHCTpyKuuen no

NPUMEHEHUIO NMOMELLAIOT B KAPTOHHYIO NayKy.
Labeling / MapkupoBka According to ND / B cooTtBeTcTBumn ¢ HJ] Complies / CootBeTCcTBYET

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

Shelf life / Cpok rogHocTu: 3 years / 3 ropa

REMARKS / Mpumeyanue: Bl
The Product conforms to ND/
MNpoaykr coorBeTcTRyeT TpeboraHuaM HL

BATCH REMARKS / MpumeuaHue ans 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. / [laHHsiM CBUAETENLCTBYIO, YTO AaHHas napTus npoBepeHa B

COOTBETCTBMU C Pa3pELUEHMEM Ha MapkeTwHr u EBponencknm pykoBoACTBOM NoO Ha.unemau.lem npowaaoACTBeHHoﬁ
MPaKkTUKe ANA NekapcTBEHHbLIX NPOAYKTOB.

ANALIST / AHanuTuk: DECISION [ 3a|<n10ne ue;

W7
L (
Viviana Gongalves ) y /
Natacha Marreiros DATE/fata: < (}5 /Zf’ Z[ {/}

QUALIFIED PERSON | OTBeTCTBEHHOE Lo, Vara Freir

33 /

IMP.5.8



