SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A TOTOBOI'O NMPOAYKTA

PRODUCT / NIPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3auBuH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUM KOA NPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 11485

MANUFACTURE DATE: / DATA USFOTOBJNEHUA: 11/2021

C.A /| CEPTU®UKAT AHAJTU3A: 6110/21

ANALYTICAL PROC. N°: / MTPOTOKOJT1 AHAJIN3A Ne: SRAS-9WACRV.2

EXP./CPOKTOOHOCTU: 11/2024

ANALYTICAL REFERENCE / PE®EPEHTHbIM NCTOYHUK METOAOOB AHAJIU3A: Normative documentation / Hopmatnenas
fokymeHTauuma 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, nam. Ne 2

ot 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOL, NPOQYKTA KIUEHTA: 81725414

TESTS
MokazaTenu

SPECIFICATIONS
Crneuundmkauun

RESULTS
PesynbTaThi

Description/ OnucaHue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution / NpospayHbIn
UNK NOYTK NPO3PayHbIf, OT NOYTK BeCcLBETHOrO A0
cnabo XenToro upeTa pacTeop.

Complies / CooTBeTCTBYET

Identity/ MopnuHHoCcTbL
Oxymetazoline hydrochloride /
OkcumeTtasonuHa ruapoxnopup,

Benzalkonium Chloride /
BeH3ankoHua xnopuag

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 ynepxuBaHusi OCHOBHOFO NWka Ha
XpOMaTorpamMmMe UCMbLITYEMOrO pacTBopa AOMKHO
COOTBETCTBOBATH BpEMEHU yAepxusaHus
OCHOBHOrO nmka Ha XpomaTorpamme
CTaHaapTHOro pacTeopa oKCMMeTa3onuHa
rMApoOXIopuaa, NOSy4EHHOW NPU KONUYECTBEHHOM
onpeaeneHun.

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 /

Bpems yAepXvMBaHWA OCHOBHOrO MuKa Ha
XpomaTorpamme MCMbITyeEMOro pactsopa A0SKHO
COOTBETCTBOBATL BpPEMEHM yAepKuBaHus
OCHOBHOTO nuka Ha XpomaTtorpamme
CcTaHgapTHoro pactBopa GeHaankoHWs xropuaa,
Nony4YeHHON Npu KONMYECTBEHHOM onpeaeneHuu.

Complies / CootBeTCTBYET

Complies / CootBeTCTBYET

Clarity / MpospayHocTb

The solution should be transparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
Pacteop gomkeH ObiITb NpoO3payvHbIM - UMK
WHTEHCVMBHOCTb  OManecueHuMn He  AOImKHA
npesbiliaTh OnanecLeHUMn 3TanoHHON CycrneH3um
l.

Complies / CooTBeTCTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A TOTOBOI'O NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWU KOA NMPOAYKTA: 704531 BATCH Ne / TAPTUA Ne /: 11485
MANUFACTURE DATE: / ATA U3rOTOBNEHWUA: 11/2021 C.A | CEPTUDUKAT AHATU3A: 6110/21
ANALYTICAL PROC. N°: / MPOTOKON AHATTU3A Ne: SRAS-9WACRV.2 EXP./CPOK TOOHOCTHU: 11/2024

| ANALYTICAL REFERENCE / PEQEPEHTHBI UCTOYHUK METOOOB AHAJMU3A: Normative documentation / HopmaTtusHas
pokymeHTauus M N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ nam. Ne 1 o1 01.02.2019, nsm. Ne 2
oT 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOA MPOAYKTA KITUEHTA: 81725414

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudukauum Pe3ynbTaThl
Color of solution / LiBeTHOCTb The color intensity of the product should not exceed | Complies / CooTBeTcTBYeET

the color intensity of the reference solution Y7 /
WHTEeHCHBHOCTL OKpacku npenaparta He AorkHa
npesbIaTh UHTEHCUBHOCTb OKPACKU 3TaNOHHOTO
pacteopa Y7

Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ Ot 1,006 no 1,010 1.008
nnoTHocTk /d 20/20)

pH From 5.5t06.5/015,5806,5 5.9

Osmolality / OcmonsinbHoCcTb From 270 to 330 mOsmol/kg / Ot 270 go 330 279
MOcmonb/kr

Filling volume / U3BnekaeMblil 06LeM Not less than nominal / He MeHee HoMWUHarNbHOIO Complies / CooTtBeTcTBYET

Related substances / PogcTtBeHHbIe npuMecu

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

< Detection Limit
HengeHTuULMpoBaHHas NpuUMech

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

Assay / KonuyecTtBeHHOe onpeageneHue

Oxymetazoline hydrochloride / 237.5-262.5 yg/ml / 237.5 — 262.5 mkr/mn 243.3
OkcumeTasonuHa ruapoxnopug,

Benzalkonium chloride / BeHzankoHus 45 — 55 pg/ml 45 — 55 mkr/mn 50
ruapoxnopug
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A rOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3auBuH® kannu HasanbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHUW KOO MPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 11485
MANUFACTURE DATE: / OATA U3rOTOBNEHWA: 11/2021 C.A/ CEPTUOUKAT AHATU3A: 6110/21
ANALYTICAL PROC. N°: / MTPOTOKOJT AHAJTU3A Ne: SRAS-9WACRYV.2 EXP./ CPOK rOOHOCTWU: 11/2024

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOOOB AHANMWU3A: Normative documentation / HopmatueHas

AokymeHTaums N N0O12964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ uam. Ne 1 o1 01.02.2019, nam. Ne 2
oT1 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOf} MPOAYKTA KITMEHTA: 81725414

TESTS SPECIFICATIONS RESULTS
Mokasarenun Cneuudpukauun PesynbTaTthbl
Microbial purity / Mukpo6uonorudyeckas
yucrora
Total aerobic microbial count (TAMC) / Not more than 10° CFU /ml/ S IEEy
. < m
Ob6uwee uncno aspobHeix GakTepun He Gonee 1 02 KOE/Mn
Total combined yeast and molds count Not more than 10" CEU /mi /
(TYMC) / ObLyee Konn4ecTeo APOICKEBLIX U 1 <1 CFU/ml
ANecHeBbIX rprbos He 6onee 10 KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OTcyTctBre B 1 Mn Absent / OtcyTcTeyioT
Staphylococcus aureus Absence in 1 ml / OTcyTcTBMe B 1 MN Absent / OTcyTcTByI0T
Package / YnakoBka 10 ml in amber glass vial with cap-pipette. 1 vial
and a patient information leaflet in a carton. / no 10
M1 BO (prakoH TEeMHOro crekna ¢ KpblWKOn- Complies / CooTeeTcTayeT
nunetkoi. Mo 1 cnakoHy € WMHCTPyKUMEN Mo
NMPUMEHEHUNIO NOMELLAIOT B KAPTOHHYIO Mauvky.
Labeling / MapkupoBka According to ND / B cootBetctBum ¢ HJJ Complies / CooTBeTcTBYET

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

Shelf life / Cpok rogHocTK: 3 years / 3 roga

REMARKS / Npumeuanue:
The Product conforms to ND/
MNpoaykT cooTeeTcTBYET Tpeboanuam HL J

BATCH REMARKS / MpumeyaHue ans 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. / JaHHbIM CBUAETENLCTBYIO, YTO AAHHAA NMapTWUs MpPOBEpeHa B
COOTBETCTBUM C paspelieHneM Ha MapkeTUHr u EBponeiickuMm pykoBOACTBOM MO Hapnexawlel Mpou3BofcTBEeHHON

nNpaKTyke ANA NeKapcTEEHHBIX MPOAYKTOB. I, [ ~
ANALIST / AHanutuk: DECISION / 3akmouenue: x] ,‘r‘:j;-\z P e
Viviana Gongalves . = i i [ 4\
M. Ines Ribeiro DATE Rave: ) u) L L

QUALIFIED PERSON / OTBeTcTBeHHOE nunuo: Gongalo If;licio
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