SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATNIU3A rOTOBOIO NMPOAYKTA

PRODUCT / MIPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HazauBuH® kannu Ha3anbHble 0,01% Poccua /

ARTICLE CODE / BHYTPEHHWUW KOA NPOAYKTA: 704530

BATCH Ne / TAPTUA Ne /: 20277

MANUFACTURE DATE: / JATA U3rOTOBJSIEHUA: 03/2022

C.A/ CEPTUOUKAT AHANU3A: 1539/22

ANALYTICAL PROC. N°: / TPOTOKOJ1 AHAJTU3A Ne: SRAS-9WACNM.3

EXP. / CPOK FrOAHOCTW: 03/2025

ANALYTICAL REFERENCE / PEGEPEHTHbIW UICTOYHUK METOAOB AHANMW3A: Normative documentation / HopmaTtueHas
gokymeHTaumsa 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 / BHYTPEHHUI KOJ NMPOOYKTA KIIMEHTA: 81725412

TESTS
MokasaTtenu

SPECIFICATIONS
Cneuudmkauum

RESULTS
PesynbTathl

Description/ OnucaHue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution / NpospayHbIi
WIU NOYTK Npo3padHbIi, OT noyTu BecuseTHOro oo
cnabo xenToro LBeTa pacTeop.

Complies /
CootBeTcTBYET

Identity/ MognuHHoOCTL
Oxymetazoline hydrochloride /
OkcumeTasonuHa rugpoxnopupn,

Benzalkonium Chloride /
BeHsankoHus xnopua

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 /
Bpema yaepxuBaHWs  OCHOBHOTO MUKa Ha
XpomaTorpamme WCMbITYEMOro pacTsopa AOMKHO
COOTBETCTBOBAaTbL BpPEMEHM yAepKmBaHus
OCHOBHOTO nvka Ha Xpomatorpamme
cTaHAapTHOro pacreopa OKCUMETA30NMHA
rMapoxnopuaa, nony4eHHon Npy KONUYECTBEHHOM
onpeaenexuu.

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 yaepxvBaHWs OCHOBHOTO nuka Ha
XpoMaTorpamme UCMbLITYEMOro pacTBopa AOMKHO
COOTBETCTBOBATL BpeMeHun YyAEpXKMBaHUSA
OCHOBHOFO nvka Ha XpomaTtorpaMmme
CTaHJapTHoro pacteopa GeH3ankoHus xnopuaa,
NoNyYeHHOo NPY KONUYECTBEHHOM ONpeaeneHun.

Complies /
CooTtBercTByeT

Complies /
CoOTBETCTBYET

Clarity / Npo3pa4HoCcTL

The solution should be transparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
Pacteop porkeH 6biTb  NpospauHbIM  KAM
WHTEHCUBHOCTb  ONanecuUeHUMU He  AOSHKHa

npesbiWwaTh onanecueHunmn 3TanoHHoN cycneH3umn
.

Complies /
CooTBeTcTBYET

113

IMP.4.9




SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUM®UKAT AHANIU3A FTOTOBOIO NPOOYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaanBuH® xannu HazanbHble 0,01% Poccua/

ARTICLE CODE / BHYTPEHHWUW KOA NPOAYKTA: 704530

BATCH Ne / MAPTUA Ne /: 20277

MANUFACTURE DATE: / ATA U3rOTOBJEHWUA: 03/2022

C.A/CEPTU®UKAT AHAMUN3A: 1539/22

ANALYTICAL PROC. N°: / MPOTOKON AHAINU3A Ne: SRAS-9WACNM.3

EXP./ CPOK FOQHOCTM: 03/2025

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHMK METOAOB AHAMNU3A: Normative documentation / HopmaTtueHas
AokyMeHTaums M1 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

ot 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOl MPOAYKTA KIUEHTA: 81725412

TESTS SPECIFICATIONS RESULTS
Nokasatenu Cneuundukauum Pesynbrarhl
Color of solution / LiBeTHoCTL The color intensity of the product should not
exceed the color intensity of the reference solution )
Y7 | WHTeHcMBHOCTL OKpacku nperiapata He Complies /
AOMKHa MpeBbIWAaTh WMHTEHCUBHOCTb  OKPacKu CootseTcTtByeT
3TanoHHoro pacteopa Y7
Relative density (d 20/20) / OTHocuTenbHasn From 1.006 to 1.010/ OT 1,006 go 1,010 1.007
nnoTtHocTb /d 20/20)
pH From5.5t06.5/0715,50086,5 5.8
Osmolality / OcMonsinsHoOCTL From 270 to 330 mOsmol/kg / Ot 270 po 330 281
mOcmons/kr
Filling volume / NU3Bnekaemsliii 06bem Not less than nominal / He MeHee HOMWUHaNLHOTO 5,3ml
Related substances / PoacTtBeHHble npumecu
Impurity A / Npumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / Eguiunixan Not more than 0.1 % / He 6onee 0,1 % <D
HenaeHTUDULUMPOBAHHAS MPUMECH
Total impurities/ cymma scex npumecei Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonuyectBeHHOe onpegeneHue
Oxymetazoline hydrochloride / 95 — 105 pug/ml / 95 — 105 mkr/mMn 99
OkcumeTasonuHa rugpoxnopus
Benzalkonium chloride / BeHzankoHus 45 — 55 pug/ml / 45 — 55 mkr/mn
rnapoxnopua 48
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SOFARTMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANTU3A TOTOBOIO MPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia/ HaauBuH® kannu Ha3zanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUI KOA NPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 20277
MANUFACTURE DATE: / JATA N3rOTOBJIEHUA: 03/2022 C.A/ CEPTU®UKAT AHAINU3A: 1539/22
ANALYTICAL PROC. N°: / MIPOTOKOJT AHAJTU3A Ne: SRAS-9WACNM.3 EXP./ CPOK TOBHOCTMW: 03/2025

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOOB AHAJIU3A: Normative documentation / HopmaTueHast

fokymeHTauus 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, uam. Ne 2
ot 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOOYKTA KIMUEHTA: 81725412

TESTS SPECIFICATIONS RESULTS
MNokasatenu Cneuudukauumn Pesynbrathl
Microbial purity / Mukpobuonoru4yeckas
yucrora
Total aerobic microbial count (TAMC)/ Not more than 102 CFU/ml/ 1 DB
B < m
Obwee uncno aspobHbix GakTepuit He 6onee 10% KOE/mn
Total combined yeast and molds count Not more than 10" CFU / mi/
(TYMC) / OBLiee KonuyecTBo APOXOKEBLIX U 1 <1 UFC/ml
ANECHeBbIX rPUGOB He 6onee 10 KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTBue B 1 Mn Absent/ml
Staphylococcus aureus Absence in 1 ml/ OtcyTctBue B 1 Mn Absent/ml
Package / YnakoBka 5 mlin amber glass vial with cap-pipette. 1 vial and
a patient information leaflet in a carton. / no 5 mn Complies /
BO hNAKOH TEMHOrO CTEKMNa C KPbILUKOW-NUNETKON. COOTBe’i)I'CTB -
1 @nakoH ¢ WHCTPYKUWEH MO NPUMEHEHWIO y
MOMELLAKT B KAPTOHHYIO MayKy.
Labeling / Mapkuposka According to ND / B cooTBeTcTBMM ¢ HJ Complies /
CooTBeTcTByEeT

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

Shelf life / Cpok rogHocTu: 3 years / 3 roga

REMARKS / Mpumeuanue:

The Product conforms to ND/

MpoaykT cooTseTcTeyeT TpebosaHuam HLI
BATCH REMARKS / lpumeyvaHue ansa 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 CBMAETENLCTBYIO, UTO AaHHAs napTua npoBepeHa B

COOTBETCTBUM C PA3PELIEHUEM Ha MapKEeTUHI M EBponeiickm pyKoBOACTBOM MO Haanexallei NpousBoACTBEHHON
MpakTuke AN NekapcTBEHHbIX NPOAYKTOB.

; 2
ANALIST / AHanuTuk: DECISION / 3akniouenme: A nuode X
Viviana Gongal d G Uik
na Gongalves DATE / flata: ! A /0_5 / lod ¢
Natacha Marreiros QUALIFIED PERSON / OTBeTcTBEHHOE NULO: Jo. \C,
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