SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTIN3A TOTOBOIO NMPOAOYKTA

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

ARTICLE CODE / BHYTPEHHUI KOJ MPOAYKTA: 704531

BATCH Ne / TAPTUA Ne /: 11416

MANUFACTURE DATE: / ATA N3rOTOBNEHUA: 10/2021

ANALYTICAL PROC. N°: / MIPOTOKOJ AHAINN3A Ne: SRAS-9WACRV.2

C.A/ CEPTUOUKAT AHAJTU3A: 5875/21
EXP. !/ CPOK TrOAHOCTW: 10/2024

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOAOB AHANU3A: Normative documentation / HopmaTtusHas
AokymenTaums 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 / BHYTPEHHWUW KOf] NPOAYKTA KNUEHTA: 81725414

TESTS
MokasaTenu

SPECIFICATIONS
Cneuudurkauum

RESULTS
PesynbTathl

Description/ Onucaunune

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution / Npo3payHbii
WK NOMTU NPO3payHbIi, OT NodTn HecLBETHOrO OO
cnabo xenToro ueeTa pacTeop.

Complies / CootBeTCTBYET

Identity/ MoanvHHoCTb
Oxymetazoline hydrochloride /
OkcumeTasonuHa rugpoxsiopua

Benzalkonium Chloride /
BeHzankoHusa 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 /
Bpemsi  yaepKvBaHMA OCHOBHOrO MuKa Ha
XpomaTorpaMmme MCnbITYyeEMOro pacTeopa AOSHKHO
COOTBETCTBOBATL BpPEMeHM YAEPXMBaHUSA
OCHOBHOTO nuka Ha xpomartorpamme
CTaHAapTHOro pacTeopa OKCMMETa30NMHa
rmapoxnopuaa, nony4eHHoON npu KONUYECTBEHHOM
onpeaeneHuu.

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 /

Bpema ygepxuBaHUs OCHOBHOrO nuka Ha
XpoMaTorpaMMe UCMbITYeMOro pacTBopa AOridio
COOTBETCTBOBATH BPEMEHM YAEPXKMBaHUSA
OCHOBHOrO nmka Ha XpomaTtorpamme
CTaHAapTHOro pacreopa OeH3ankoHua xnopuaa,
MOMY4eHHOW NpU KONIMYECTBEHHOM ONpeaesieHnH.

Complies / CooTeeTcTBYET

Complies / CootBeTCcTBYET

Clarity / Mpo3payHocTb

The solution should be ftransparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
Pacteop pornxeH ObiTb npoapayHbiM  UAW
WHTEHCUBHOCTb  OManecueHUMn He  A0fKHA

npesbilWaTh oNanecueHUMn aTanoHHoN CycneHs3uu
.

Complies / CootBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A FOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® xannu HaszanbHble 0,025% Poccusi /

ARTICLE CODE / BHYTPEHHUIA KO MPOAOYKTA: 704531

BATCH Ne / MAPTUA Ne /: 11416

MANUFACTURE DATE: / AATA U3IOTOBIEHUA: 10/2021

C.A/ CEPTU®UKAT AHAINMU3A: 5875/21

ANALYTICAL PROC. N°: / MTPOTOKOJ1 AHAINMU3A Ne: SRAS-OWACRV.2

EXP./ CPOK FTOAHOCTMW: 10/2024

ANALYTICAL REFERENCE / PE®WEPEHTHbIM UCTOYHUK METOOOB AHAJMM3A: Normative documentation / HopmaTtueHas
AaokymenTtauus 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 / BHYTPEHHUI KOO NPOOYKTA KITUEHTA: 81725414

TESTS
MokaaaTennu

SPECIFICATIONS
Cneuundnkaumnmn

RESULTS
Pe3synbTaThl

Color of solution / LiBeTHOCTBL

The color intensity of the product should not exceed
the color intensity of the reference solution Y7 /
MHTEHCMBHOCTE OKpacku npenapaTta He A0mkHa
npeBbillaTh WHTEHCUBHOCTb OKPacKW 3TanoOHHOro
pacrteopa Y7

Complies / CooteeTcTBYET

Relative density (d 20/20) / OtHocuTensHas From 1.006 to 1.010/ Ot 1,006 go 1,010 1.009
nnoTHocTb /d-20/20)

pH From5.5t06.5/015,5006,5 5.9

Osmolality / OcmonanbHOCTL From 270 to 330 mOsmol/kg / OT 270 po 330 279

mOcmonb/Kr

Filling volume / U3BnekaeMbiit 06em

Not less than nominal / He MeHee HOMWHanNbHOro

Complies / CooTBeTCTBYET

Related substances / PogcTBeHHLIe npuMecH
Impurity A / Mpumecsb A
Impurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / EauHuunas
HenaeHTUULMPOBaHHas NPUMECh

Total impurities/ cymma scex npumecein

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 / KonuyecTtBeHHoe onpeaeneHue

Oxymetazoline hydrochloride /
OkcumeTasonuHa ruapoxopua,

Benzalkonium chloride / BeH3ankoHus
rMAPOXNopua

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

45 — 55 ug/ml 45 — 55 mxr/mn

245.9

49
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A FOTOBOIO NPOOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3auBuH® kannu Ha3zanbHble 0,025% Poccusn /

ARTICLE CODE / BHYTPEHHUI KOA, NPOAOYKTA: 704531

BATCH Ne / MAPTUA Ne /: 11416

MANUFACTURE DATE: / OATA U3FOTOBNEHUSR: 10/2021

C.A/ CEPTU®UKAT AHAIU3A: 5875/21

ANALYTICAL PROC. N°: / MPOTOKON AHAJTU3A Ne: SRAS-OWACRV.2

ot 28.10.2019)

EXP./ CPOK TOQHOCTH: 10/2024

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METO/[IOB AHAMU3A: Normative documentation / HopmatusHas
AokymeHTaums M1 N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ nam. Ne 1 ot 01.02.2019, nam. Ne 2

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOZI NPOAYKTA KNUEHTA: 81725414

nnecHeBbIX rpubos

Pseudomonas aeruginosa

Staphylococcus aureus

He 6onee 10" KOE/mn

Absence in 1 ml/ OtcytcTBue B 1 mn

Absence in 1 ml/ OtcytcTBue B 1 Mn

TESTS SPECIFICATIONS RESULTS

Nokasarenu Cneuudmkauum PesynbTathbl
Microbial purity / Mukpo6uonoruieckas
yucrora
Total aerobic microbial count (TAMC) / Not more than 10° CFU /ml / <1CFU /ml

i m

O6Lee yneno aspobHbIx GakTepuit He Gonee 102 KOE/mn
Total combined yeast and molds count Not more than 10" CFU/ml/
(TYMC) / Obuee KonuyecTBO APONOKEBbIX U <1CFU/ml

Absent / OtcytcTytoT

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
M BO nakoH TEMHOro CTekna C KpbILWKO-
nunetkon. Mo 1 cnakoHy € WHCTpykuuen no
NPUMEHEHUIO NMOMELLIAIOT B KAPTOHHYIO MauyKy.

Complies / CooTeeTcTByeT

Labeling / Mapkupogska

According to ND / B cooTteeTcTBUM ¢ HA]

Complies / CooTsetcTayeT

Storage / XpaHenue: At temperature below 25°C. / Mpu TeMmnepaTtype He Bbilwe 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 rona

REMARKS / MpumeyaHue:
The Product conforms to ND/
| MpopykT coorsetcTayer TpeboBanmnam H/

BATCH REMARKS / MpumeyaHue 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. / [laHHbim CBUAETENLCTBYIO, YTO AaHHas NapTus NpoBEpeHa B
COOTBETCTBUAU C paspelleHMeM Ha MapkeTUHr v EBponeiickuM pYKOBOACTBOM MO Hajnexauleit Npov3BOACTBEHHOI

NpakTuKe AnA NekapcTBeHHbIX NPoaYKTOB.

ANALIST / AHanuTtuk:

DATE / faTa:

DECISION / 3akntoueHue: Ag
A

Yooa )
’{6/“( o2

QUALIFIED PERSON / OTBeTCTBEHHOE NULO: \yé\ N
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