SOFARIMEX

GINDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3ueBus® kannv HazanbHble 0,05% Poccua /

ARTICLE CODE / BHYTPEHHUI KOL MPOAYKTA: 704532 BATCH Ne / NAPTUSA Ne /: 20606
MANUFACTURE DATE: / AATA U3rOTOBINEHUSA: 05/2022 C.A/ CEPTU®UKAT AHATU3A: 2797/22
ANALYTICAL PROC. N°: / MPOTOKOMN AHASTN3A Ne: SRAS-OWACU6.4 EXP. / CPOK OAHOCTMU: 05/2025

ANALYTICAL REFERENCE / PEQEPEHTHbLIA UCTOYHUK METOOOB AHANWU3A: Normative documentation / HopmaTusnas
AokymeHTaums 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
2 01 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO, NPOOYKTA KNUEHTA: 81725405

TESTS SPECIFICATIONS RESULTS
NokasaTtenu Cneundukaumm Pesynbrarhl

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution / Npoapayxsii

Description/ Onucanue 11 NOYTU NPo3payHbIi, OT NoYTH GecuBeTHOro A0 Complies / CootBetcTyeT
cnabo »enToro useTa pacTeop.

Identity/ NoanuHHoCcTL
Oxymetazoline hydrochloride / The retention time of the main peak on the
OkcumeTazonuua ruapoxiiopua 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 ymepxvBaHWS OCHOBHOrO nMka Ha
XpomaTorpammMe UCMbITYEMOro pacTeopa AOSKHO
COOTBETCTBOBATH BpeMeHU yAepxuBaHus
OCHOBHOIO nuka Ha Xpomarorpamme
CTaHZapTHOro pacTBopa OKCUMeTa30NuHa
rmapoxnopuaa, nony4YeHHol NPu KONUYeCcTBEHHOM

onpegeneHuu.
Benzalkonium Chloride / The retention time of the main peak on the Complies / CootseTcTayeT
BeHsankoHus xnopug chromatogram of test solution should comply with

the retention time of the main peak on the
chromatogram of Benzalkonium Chioride standard
solution obtained in Assay method /

Bpems  yaepxuBaHWS OCHOBHOrO MNWka Ha
XpomatorpamMmme UCNbITYEMOro pacTeopa ACSHKHO
COOTBETCTBOBATH BpPEMEHU YASPXKVBaHUA
OCHOBHOTO nuka Ha XpomMarorpamme
CTaHAapTHoro pactsopa GeHsankoHus xnopuaa,
fIONy4EHHON NPY KONUYECTBEHHOM onpeaesieHuu.

The solution should be transparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
Clarity / np°3paquc1'b PaCTBOp AOJKeH ObITb npo3pavHbIM nnn Complies / COOTBeTCTByeT
WHTEHCMBHOCTb  OManecueHUMM He  AoSkHa
fpesbillaTh onanecueHLUUn STanoHHOW CycneHanm
l.
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SOFARIMEX

GINDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIM3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWW KO NPOAYKTA: 704532

BATCH Ne / MAPTUA Ne /: 20606

MANUFACTURE DATE: / JATA N3rOTOBNEHUA: 05/2022

C.A/ CEPTUDOUKAT AHATIU3A: 2797/22

ANALYTICAL PROC. N°: / TPOTOKOI AHATU3A Ne: SRAS-9WACUG6.4

EXP./ CPOK FrOOHOCTMW: 05/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOUYHUK METOOOB AHANU3A: Normative documentation / HopmatueHas
AokyMeHTauus 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

2 01 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO, NPOOYKTA KINUEHTA: 81725405

TESTS
MokazaTtenun

SPECIFICATIONS
Cneundmkauumm

RESULTS
PesynbTathl

Color of solution / LiBeTHoCTL

The color intensity of the product should not
exceed the color intensity of the reference solution
Y7 [ WHTeHCUBHOCTE OKpackum npenapara He
OOMXHa MpeBbilaTh WHTEHCUBHOCTL  OKpacKu
aTanoHHoro pacreopa Yz

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OTHocuTenbHasn From 1.006 to 1.010/ Ot 1,006 go 1,010 1.009
nnotHocTb /d 20/20)

pH From5.5t06.5/ 0755 p006,5 59

Osmolality / OcmonsineHoCTb From 270 to 330 mOsmol/kg / Ot 270 go 330 283

mOcmonb/kr

Filling volume / U3Bnekaemblii 06beM

Not less than nominal / He MeHee HOMUHaNbLHOro

Complies / CooTBeTCTBYET

Related substances / PoacTBeHHbIe nprumecu

Impurity A/ MNpumecs A
Impurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / Eguanynas
HeunaeHTMdULMPOBaHHAS NPUMECH

Total impurities/ cymma Bcex npumecei

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 / KonnyectBeHHOe onpegeneHue
Oxymetazoline hydrochloride /
OkcumeTasonunHa ruapoxnopua,

Benzalkonium chloride / BexaankoHua
ruapoxnopug

475 — 525 ug/ml/ 475 — 525 mkr/mn

45 — 55 pg/ml / 45 — 55 mkr/mn

494

49
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SOFARIMEX

GINDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A TrOTOBOIO NMPOAOYKTA

PRODUCT / NIPOOYKT: Nasivin Nasal Drops 0.05 % Russia / HazuBuH® kannu Ha3anbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUI KO NPOAYKTA: 704532 BATCH Ne / TAPTUA Ne /: 20606
MANUFACTURE DATE: / DATA U3rOTOBNEHUA: 05/2022 C.A /| CEPTU®UKAT AHAJIU3A: 2797/22
ANALYTICAL PROC. N°: / IPOTOKOIT AHAINU3A Ne: SRAS-9WACUG.4 EXP./ CPOK rOOAHOCTW: 05/2025

ANALYTICAL REFERENCE / PE®EPEHTHbLIW UICTOYHUK METOOOB AHAJU3A: Normative documentation / HopmaTushas
aokymerTauus 1 N012964/01-251017 {(amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019. / nsm. Ne 1 o1 01.02.2019, uam. Ne
2 o1 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWUM KOl MPOAYKTA KITUEHTA: 81725405

TESTS SPECIFICATIONS RESULTS
MNokasartenu Cneundukaumm Pesynbrathl

Microbial purity / Mukpo6buonorudeckas
yucrtora

Total aerobic microbial count (TAMC) / Not more than 10> CEU /ml / <1 UFC/ml
O6uee uncno aspobHbix bakTepui He Gonee 102 KOE/Mn

Total combined yeast and molds count Not more than 10' CFU /mi / <1 UFC/ml
(TYMC) / ObLuee konn4ecTBo APOXOKEBLIX U 1
MNIECHEBLIX TPUGOB He 6onee 10 KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OTtcytctBue B 1 mn Absent / OTcyTcTBylOT
Staphylococcus aureus Absence in 1 ml/ OtcytcTBUe B 1 mn Absent / OtcyTcTBYIOT
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 ¢naKOH TeMHOro ctekna cC KpblUJKOﬁ' Comp"es / COOTBeTCTByeT

nunetkon. Mo 1 cnakoHy € MHCTpyKUMen no
NPUMEHEHMIO NOMELLAIOT B KAPTOHHYIO Nadky.

Labeling / MapkupoBka According to ND /B cooTteeTcteumu ¢ HI3 Complies / CooTBeTcTBYET

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

Shelf life / Cpok rogHocTu: 3 years / 3 roga

REMARKS / lNpumeyaHue:
The Product conforms to ND/
Mpoaykt cootBeTCcTBYET TpeboBaHusam HL,

BATCH REMARKS / NpumeyaHue gns 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. / [aHHbIM CBUAETENLCTBYIO, YTO AaHHasA NapTua NpoBepeHa B
COOTBETCTBUM C paspelleHVeM Ha MapKeTUHr U EBponeickum pykoBOACTBOM MO Hagsexalleil Npou3BoACTBEHHON
npakTuke ANA NEKapCTBEHHbIX NPOSYKTOB.

CS?LISEIAHRZ?MK: DECISION / 3akntovenue: OJ}J;’ C/l{
ana bonea DATE | flaTa: 1(1/0,() )
M. Inés Ribeiro QUALIFIED PERSON / O‘I‘BETCTBGHHOE nayo:
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