SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A TOTOBOIO NPOAOYKTA

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

ARTICLE CODE / BHYTPEHHUI KO NPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 11003

MANUFACTURE DATE: /| AATA U3rOTOBJEHWA: 07/2021

C.A/ CEPTU®UKAT AHATTIU3A: 4170/21

ANALYTICAL PROC. N°: / MTPOTOKOIT AHATNN3A Ne: SRAS-QWACRVTZ

EXP./ CPOK TrOOHOCTW: 07/2024

ANALYTICAL REFERENCE /| PE®EPEHTHbIA UCTOYHUK METOQOB AHAIW3A: Normative documentation / HopmaTtueHas
nokymenTauma 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, nam. Ne

2 o1 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ MPOAYKTA KIMUEHTA: 3.02362.0254

TESTS
MokasaTenu

SPECIFICATIONS
Cneuudomkaumum

RESULTS
Pesynbrathl

Description/ OnucaHue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution / Npo3paynblit
UM MOYTU NPO3padqHbI, OT NOYTU GecLBeTHOro
Ao cnabo XenToro ugeTa pacTeop.

Complies / CooTBeTCTBYET

Identity/ MoanuHHoCTL
Oxymetazoline hydrochloride /
OkcumeTasonuHa rugpoxnopng

Benzalkonium Chloride /
BeH3ankoHua xnopug

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 /
Bpemsi yOepxvBaHWS OCHOBHOMO NuKa Ha
XpOMaTOrpamMmme UCNbITYeMOro pacteopa AOMKHO
COOTBETCTBOBATL BPEMEHM yaepXuBaHus
OCHOBHOrO nvka Ha XpomaTtorpamme
CTaH4apTHOro pacteopa OKCUMMeTa30n1Ha
rmapoxnopuaa, NONy4YEeHHON npu
KONUYECTBEHHOM OnpeaeneHnu,

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 ynepxuBaHWs OCHOBHOrO Nuka Ha
XpomaTtorpaMme WCMbITYeMoro pacTesopa AOSKHO
COOTBETCTBOBATL BpeMeHu yAEpXuBaHus
OCHOBHOrO nmka Ha Xpomarorpamme
cTaHgapTHoro pacteopa GeHsankoHus xnopuza,
NONYYEHHOMN NPU KONNYECTBEHHOM ONpeaeneHum,

Complies / CooTBeTCTBYET

Complies / CootBeTcTBYyET

Clarity / NpospayHocTb

__cycneHsum |.

The solution should be transparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
PactBop pomkeH ObiTb  Npo3padHbiM - WK
WHTEHCMBHOCTb  OManecueHuun He  [0MkKHa
npeBbILWLAaTh onanecueHunn 3TanoHHOW

Complies / CooTaeTcTayeT
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A TOTOBOIO NMPOOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuu® Kannu_ Ha3anbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHU KOQ NPOQYKTA: 704531 BATCH Ne / MAPTWA Ne /: 11003
MANUFACTURE DATE: / DATA U3rOTOBJEHUA: 07/2021 C.A /| CEPTUDUKAT AHANU3A: 4170/21
ANALYTICAL PROC. N°: / MPOTOKON AHAIWN3A Ne: SRAS-9WACRV.2 EXP./ CPOK rOAHOCTMW: 07/2024

| ANALYTICAL REFERENCE / PEQEPEHTHbIA UCTOYHUK METOAOB AHAMWU3A: Normative documentation / HopmaTueHas
aokymenTauus 1 N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ uam. Ne 1 ot 01.02.2019, usm. Ne
2 07128.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWU KO} MPOJYKTA KIMUEHTA: 3.02362.0254

TESTS SPECIFICATIONS RESULTS
MNokasaTtenu Cneuudonkaummn PesynbTathbl
Color of solution / LiBeTHOCTb The color intensity of the product should not | Complies/ CootseTctByeT

exceed the color intensity of the reference solution
Y7 / WHTEeHCMBHOCTb oOKpacku npenapata He
AOMXHa NpPEeBbIaTh WHTEHCUMBHOCTb  OKPAaCKW
3TanoHHoro pacTeopa Y7

Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ Ot 1,006 go 1,010
nnotHocTb /d 20/20) 1.007
pH From55t06.5/015,5006,5 6.0
Osmolality / OcMonsinbHOCTb From 270 to 330 mOsmol/kg / Ot 270 po 330
mOcmonb/kr 281

Filling volume / UsBnekaembin 06Lem Not less than nominal / He MeHee HOMUHANBLHOro Complies / CooTBeTCTBYET
Related substances / PoacTBeHHEbIe npumecH

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

< Detection Limit
HenaeHTVLUMPOBaHHAS NPUMECH

Total impurities/ 7 29 259
o p cymma Bcex npumeceit Not more than 1.2 % / He 6onee 1,2 % < Detection Limit

Assay / KonuyectBeHHOe onpegeneHue

Oxymetazoline hydrochloride / 237.5-262.5 pg/ml / 237.5 — 262.5 mkr/mn 2491
OxkcunmeTa3onuHa ruapoxnopng,

Benzalkonium chloride / beH3ankoHus 45 — 55 pg/ml 45 — 55 mkr/mn
rmapoxsnopua 48
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJNIN3A TOTOBOIO NPOOYKTA

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

ARTICLE CODE / BHYTPEHHWWA KOO NPORYKTA: 704531

BATCH Ne / MAPTWUA Ne /: 11003

MANUFACTURE DATE: / ATA U3rOTOBNEHUA: 07/2021

ANALYTICAL PROC. N°: / TPOTOKOMN AHANU3A Ne: SRAS-QWACRV.Z

C.A/ CEPTUDOUKAT AHANN3A: 4170/21

2 071 28.10.2019)

EXP./ CPOK FrOOHOCTMW: 07/2024

ANALYTICAL REFERENCE / PE®EPEHTHbIA MCTOYHUK METOJIOB AHAINMN3A: Normative documentation / HopmaTusHas
AokymenTtauns M 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

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO MPOAYKTA KIUEHTA: 3.02362.0254

TESTS
Mokasatenu

SPECIFICATIONS
Cneuudpukauumn

RESULTS
Pesynbrathl

Microbial purity / Mukpo6uonoruueckasn
yucrora

Total aerobic microbial count (TAMC)/
Obwee uncno aspobHbix HakTepuii

Total combined yeast and molds count
(TYMC)/ ObLiee KONMYECTBO APOXOKEBBIX Y
nnecHesbix rpubos

Pseudomonas aeruginosa

Staphylococcus aureus

Not more than 102 CFU/ml/
He 6onee 10° KOE/mn

Not more than 101 CFU/ml/
He Gonee 10" KOE/mn

Absence in 1 ml/ OtcyTtcTBME B 1 Mn

Ahsence in 1 ml/ OTcyTcTBue B 1 Mn

<1 CFU/ml

<1CFU/ml

Absent / OTcyTcTByIOT

Absent / OtcyTcTBylOT

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 hnakoH TeMHOro CTekna ¢ KPbILKOM-
nuneTko. Mo 1 dnakoHy ¢ WHCTpyKuvel no
NPUMEHEHMIO NOMELLIAIOT B KAPTOHHYIO MaYKy.

Labeling / Mapkupoeka

Complies / CooTteeTCTBYET

According to ND / B cooTeeTcTBuM ¢ HJ,

Complies / CooTBeTcTByeT

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

Shelf life / Cpok rogHocTu: 3 years / 3 ropa

REMARKS / MNpumeyanue:
The Product conforms to ND/
[lpoaykT cooteercTByeT TpebosaHuam Hi

BATCH REMARKS / lNpumeyanue ansa cepun:

Hereby | certify that this lot has been tested in accordance with the markeling authorisation and the European guide to
good manufacturing practice for medicinal products. / JaHHbiM cBUAETENLCTBYIO, YTO AaHHAS napTva npoeepeHa B
COOTBETCTBUN C paspelleHMeM Ha MapKeTUHr u EBponefickum pykOBOACTBOM MO Haanexallei npou3soaCTBEHHOM

NpaKTuke Ansa nekapCcTBeHHbIX NPOAYKTOB.

ANALIST / Avanutuk:
Viviana Gongalves

Natacha Marreiros

DECISION / 3akrioueHue:
DATE / laTa: & Q) /

QUALIFIED PERSON / OtBeTcTBeH

) /
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