SOFARIMEX

GINDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHANTU3A rOTOBOTI'O NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® kannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUW KOZ NPOAYKTA: 704532 BATCH Ne / NTAPTUSA Ne /: 20607
MANUFACTURE DATE: / JATA U3rOTOBINEHUA: 05/2022 C.A/ CEPTUOUKAT AHATIN3A: 2798/22
ANALYTICAL PROC. N°: / TIPOTOKOJT AHAINN3A Ne: SRAS-9WACU6.4 EXP./ CPOK rOOHOCTW: 05/2025

ANALYTICAL REFERENCE / PE®EPEHTHbLIN UCTOYHUK METOAOB AHAMWU3A: Normative documentation / HopmaTtusHas

AoxkymeHTauus 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 KO MPOOYKTA KMUEHTA: 81725405

TESTS SPECIFICATIONS RESULTS
MNokasartenu Cneuundmkanuu PesynbraTsl

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution / Npoapaurbii
Description/ Onucanue WU NOYTU NPO3paydHbId, OT NOYTU GecuBeTHOro A0

Complies / CooTBeTcTBYET
cnabo enToro LiBeTa pacTeop.

Identity/ MoanuHHoCcTb
Oxymetazoline hydrochloride /

The retention time of the main peak on the
OkcumeTazonuHa rugpoxnopua,

chromatogram of test solution should comply with | Complies / CooTeeTctayet
the retention time of the main peak on the
chromatogram of Oxymetazoline hydrochloride
standard solution obtained in Assay method /

Bpems yaepxuBaHuUsi OCHOBHOrO nuka Ha
XpomaTorpaMmme UCMbITYeMOro pacTeopa AOMKHO
COOTBETCTBOBATL BpEMEHU YAEpKUBaHMS
OCHOBHOrO nvka Ha XpomaTtorpamme
CTaHAapTHOro pacTeopa OKCMMETAa30nN1Ha
TVAPOXIopUAa, NONYYEHHOW NPU KONUYECTBEHHOM

onpeneneHuu,
Benzalkonium Chloride / The retention time of the main peak on the Complies / CootseTcTayer
BeHsankoHus xnopug 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 yaepxuBaHWs OCHOBHOrO nuka Ha
XpomartorpaMmMe UCNbITYEeMOro pacTeopa AOMKHO
COOTBETCTBOBATH BpeMeHrM YAEpXKNBaHNA
OCHOBHOTO nvka Ha XpomaTtorpamme
CTaHAapTHOTO pacTsopa GeHsankoHus xnopuaa,
MONYYEHHOWM Npu KONMYECTBEHHOM ONpeAeneHun.

The solution should be transparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
Clarity/ np°3paqH°c1’b PaCTBOp AONnXeHr ObITb npo3payvyHbim nu
WHTEHCUBHOCTb  OnanecueHUMM He  AonKHa

npesblWaTh onanecueHuum aTanoHHoN CycneHanun
l.

Complies / CooTBeTcTByeT
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SOFARIMEX

OINDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBnH® kannu HaszanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUM KOA, MPOAYKTA: 704532

BATCH Ne / NAPTUA Ne /: 20607

MANUFACTURE DATE: / IATA U3rOTOBNEHUSA: 05/2022

C.A/ CEPTUDUKAT AHANKU3A: 2798/22

ANALYTICAL PROC. N°: / NPOTOKOJ1 AHAJIU3A Ne: SRAS-9WACUG.4

EXP./ CPOK rOOHOCTM: 05/2025

2 071 28.10.2019)

ANALYTICAL REFERENCE / PE®EPEHTHbIW MCTOYHWUK METOOOB AHAINW3A: Normative documentation / HopmaTtusHas
AokymeHTauws 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, nam. Ne

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NMPOAYKTA KNMUEHTA: 81725405

TESTS
MokazaTenu

SPECIFICATIONS
Cneuundomkaummu

RESULTS
PesynbTatsl

Color of solution / LiBeTHOCTL

The color intensity of the product should not
exceed the color intensity of the reference solution
Y7 | VIHTEHCVMBHOCTb OKpackM npenapaTta He
AOMKHA npeBblllaTe WHTEHCUBHOCTL  OKPAaCKU
3TanoHHoro pacteopa Yz

Complies / CootBeTCTBYET

mOcMonb/kr

Relative density (d 20/20) / OTHocuTenkLHaa From 1.006 to 1.010 / OT 1,006 go 1,010 1.010
nsioTHoCTL /d 20/20)

pH From5.5t06.5/015,5 06,5 5.9

Osmolality / OcmonsinbHocTe From 270 to 330 mOsmol/kg / Ot 270 go 330 282

Filling volume / N3Bnekaembiii 06bem

Not less than nominal / He meHee HOMUHANBLHOTO

Complies / CooTBeTcTBYET

Related substances / PogcTBeHHble npumecu

Impurity A / MNMprumeck A
Impurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / Eauiununas
HengeHTuhVUMpPoBaHHan NpPUMech

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 / KonuyectBeHHoe onpegeneHune
Oxymetazoline hydrochloride /
OxcrmMeTasonvHa ruapoxnopua

Benzalkonium chloride / BeHsankoxmns
rmapoxnopua

475 — 525 pg/ml/ 475 — 525 mkr/mn

45 — 55 pg/ml/ 45 — 55 mkr/Mn

491
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SOFARIMEX

GINDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NPOOAYKTA

PRODUCT / MPOOYKT: Nasivin Nasal Drops 0.05 % Russia / HasauBuH® kannu HaszanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUI KOL MPOQYKTA: 704532

BATCH Ne / MTAPTUA Ne /: 20607

MANUFACTURE DATE: / OATA U3rOTOBJTEHUSA: 05/2022

C.A/ CEPTUDUKAT AHAIMU3A: 2798/22

ANALYTICAL PROC. N°: / MIPOTOKON AHAITU3A Ne: SRAS-9WACU6.4

EXP./ CPOK TOAHOCTMU: 05/2025

2 ot 28.10.2019)

ANALYTICAL REFERENCE / PE®EPEHTHbLIW UCTOYHUK METOOOB AHAMWU3A: Normative documentation / HopmatusHas
AokymeHTauus 1 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

CUSTOMER INTERNAL CODE / BHYTPEHHWI KO NPOYKTA KIUEHTA: 81725405

(TYMC) / Obulee KONMYECTBO APOHOKEBLIX 1
nnecHesbix rpudos

Pseudomonas aeruginosa

Staphylococcus aureus

He 6onee 10' KOE/Mn

Absence in 1 ml/ OtcytcTeue B 1 Mn

Absence in 1 ml / OtcyTcrane B8 1 Mn

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneundmkayumn PesynbTaTthl
Microbial purity / MukpoGuonoruyeckas
yucrora
Total aerobic microbial count (TAMC) / Not more than 10° CFU /ml / <1 UFC/ml
Obulee uncno aspobHbIX GakTepuii He Gonee 102 KOE/mn
Total combined yeast and molds count Not more than 10" CFU /ml / <1UFC/mi

Absent / OTtcyTcTtayioT

Absent / OtcyTterayior

Package / YnakoBka

10 ml in amber glass vial with cap-pipette. 1 vial
and a patient information leaflet in a carton. / no 10
MM BO (PnakoH TEMHOTO CTekna C KPbILKOW-
nunetkoil. Mo 1 dhnakoHy ¢ WHCTPyKuUMel no
NPUMEHEHUI0 NOMELLIAIOT B KAPTOHHYIO NauKy.

Complies / CooTBeTCTBYET

Labeling / MapkupoBka

According to ND /B cootseTtctaum ¢ HJJ

Complies / CooTBeTCTBYET

Storage / Xpanenue: At temperature below 25°C. / Mpu Temneparype He Bbile 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 roaa

REMARKS / MpumeyaHue:
The Product conforms to ND/
MpodykT cooTeeTCTBYET TpeGoBaHuam HJ

BATCH REMARKS / MpumMeuaHue ans cepuu;

Hereby I certify that this lot has been tested in accordance with the marketin
good manufacturing practice for medicinal products.

g authorisation and the European guide to
/ DaHHeIM cBMAETENbCTBYIO, YTO AaHHAs NapTUs NPOBEPEHa B

COOTBETCTBUN C pa3pelueHneM Ha MapKeTUHT U EBpOﬂeVICKMM PyKOBOACTBOM MO Hagnexaulen Npov13BOACTBEHHON

NPakTuKe ANA NeKapCTBEHHbIX NPOAYKTOB.

ANALIST / AHanuTuk:
Viviana Gongalves

Natacha Marreiros

DECISION / 3akntoueHue:
DATE / Qara:

QUALIFIED PERSON / OTBeTCTBEHHOR NULO:
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