SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A rOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KO MPOAYKTA: 704532

BATCH Ne / MAPTUA Ne /: 21432

MANUFACTURE DATE: / OATA U3rOTOBNEHUA: 01/2023

C.A/ CEPTU®UKAT AHAINU3A: 317/23

ANALYTICAL PROC. N°: / MPOTOKOJ1 AHAJTU3A Ne: SRAS-9WACU6.4

EXP./ CPOK FrOAHOCTH: 01/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIM UICTOYHUK METOAOB AHAMWU3A: Normative documentation / HopmaTusHas

pokymeHTauus N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NPOAYKTA KIMMEHTA: 81775839

TESTS
MokasaTenu

SPECIFICATIONS
Cneumdmkauum

RESULTS
PesynbraThbl

Description/ Onucanue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / Mpo3spayHblit
UNW MOMTW NPO3payHbIl  pacTBOp OT NOYTU
BecupeTHOro Ao cnabo-xenToro ugeTa.

Complies / CootBeTcTBYET

Identity/ MoanuHHocTb
Oxymetazoline hydrochloride /
OxkcumeTaszonuHa rugpoxnopua

Benzalkonium chloride / BeH3ankoHus
xnopua

Retention time of the main peak in the
chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpema  yaepxuBaHWs  OCHOBHOrO nwka Ha
XpomartorpaMmme UCNbITYEeMOro pacTBopa AOMKHO
COOTBETCTBOBATL BpEMEHU YOEPXKUBAHUA
OCHOBHOFO MWKa Ha XpOMaTorpamMmme CTaHaAapTHOro
pacTsopa oKcuMeTasonuHa ruapoxnopuaa,
NONYYEHHON NPV KONUYECTBEHHOM onpeaeneHnuu.

Retention time of the main peak in the
chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpems
YAEPKUBAHNA OCHOBHOTO MUKa HA XpoMaTorpamme
UCNbITYEMOro pacTeopa AOMKHO COOTBETCTBOBATL
BPEMEHU YAEPXUBAHWUA OCHOBHOMO MNUKa Ha
Xpomarorpamme CTaHgapTHOro pacteopa
BeH3ankoHnss  xnopuga,  MONyYeHHol  npu
KONUYecTBeHHOM onpeaeneHuu.

Complies / CooTBeTcTBYET

Complies / CooTeTcTayeT

Clarity / Mpo3pa4HocTs

The opalescence of the product should not exceed
the opalescence of the reference
suspension I/purified water. / OnanecueHuus
npenapata He AOMXHa npesbIWaTh
onanecueHuulo atanoHa cpasBHeHUs |/Bogbl
OUYULLEHHON.

Complies / CooTtBeTcTBYET

Color [ LiseTHOCTL

The product should be colorless or be comparable
to reference solution Y7, / NMpenapaT pomxeH 6biTh
BecuseTHbIM UMM BLIAEPXWBATL CPaBHEHUE C
aTanoHom Yz.

Complies / CooTBeTcTRYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJNIU3A FTOTOBOIO NMPOOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Haanenu® kannu Ha3zanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWI KO NPOAYKTA: 704532

BATCH Ne / NAPTUA Ne /: 21432

MANUFACTURE DATE: / DATA U3FOTOBJIEHUA: 01/2023

C.A/ CEPTUDUKAT AHATNU3A: 317/23

ANALYTICAL PROC. N°: / MPOTOKOJ AHAJTU3A Ne: SRAS-9WACU6.4

EXP./ CPOK TrOOHOCTW: 01/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIW NCTOMHUK METOOB AHAJU3A: Normative documentation / HopmatusHas

JokymeHTaums M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOO NPOAYKTA KNUEHTA: 81775839

TESTS SPECIFICATIONS RESULTS
MokasaTenwn Cneuudnkaummn PesynbraTthbl
Relative density (d 20/20) / OTHocuTensHas From 1.006 to 1.010/ Ot 1,006 8o 1,010 1.008
nnoTHocTk (d 20/20) '
pH From5.5t06.5/0715,5 1o 6,5 59
Osmolality / OcmonanbHoCcTb From 270 to 330 mOsmolkg / OT 270 mo 330 287

mOcMonb/Kkr

Related substances / PogctBeHHble npumecu

Impurity A (hydrolysis product) / Mpumecs A
(npoaykT ruaponusa)
Impurity ZP-1 / Mpumecs ZP-1

Individual unidentified impurity / EanHuyHan
HenaeHTUULMpPOBaHHAA NPUMECh

Total impurities/ Cymma 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 onpeaenexue

Oxymetazoline hydrochloride / OkeumeTasonuHa

From 475 to 525 pg/mL of oxymetazoline

rmapoxnopug hydrochloride/ Ot 475 go 525 mkr/mn 490
oKCcUMeTa3onMHa rugpoxnopuaa.

Benzalkonium chloride / BeHaankoHna xnopva From 45 to 55 pg/mL of benzalkonium chloride/ Ot 50
45 po 55 mkr/mn 6eH3ankoHus xnopuaa

Microbial purity / Mukpo6uonornueckas

yucroTa

e o TAMCY OB | Not more i 10 GFU

& P He Gonee 107 KOE/mn
Total combined yeast and molds count (TYMC) / Not more than 10" CEU/mi/ <1 CFU / ml

Ob6Lee Yncno ApoXoKeBbIX N NNECHEBbLIX rpubos
Pseudomonas aeruginosa

Staphylococcus aureus

He Gonee 10" KOE/mn
Absence in 1 ml/ OtcyTcteue B 1 mn

Absence in 1 ml/ OtcytcTeme B 1 Mn

Absent / OtcyTcTBYIOT

Absent / OTcyTcTBYIOT
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNTIM3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOA NMPOQYKTA: 704532 BATCH Ne / MAPTUA Ne /: 21432
MANUFACTURE DATE: / JATA U3rOTOBINEHWUA: 01/2023 C.A | CEPTUOUKAT AHANWU3A: 317/23
ANALYTICAL PROC. N°: / MTPOTOKOJT AHATTU3A Ne: SRAS-9WACU6.4 EXP./ CPOKIOOHOCTMW: 01/2026

ANALYTICAL REFERENCE / PEQEPEHTHbLIN UCTOYHUK METOAOB AHANU3A: Normative documentation / Hopmatushas
hokymeHTaums [1N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOZ MPOAYKTA KNUEHTA: 81775839

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneunudmxkaumm PesynbTaTthl
Package / YnakoBka 10 mL in an amber glass bottle with a

polypropylene screw cap with an integrated pipette
made of glass type 3 (Eur. Ph.) and bromobutyl
rubber.

1 bottle and patient information leaflet in a carton
pack./ Mo 10 mn npenapata BoO ¢hnakoH TEMHOTO
CTekna ¢ HaBMHYVBaEeMoi NONUNPONUNEHOBON
KPBILLKON CO BCTPOEHHOW NUNETKON 13 cTekna Tuna
3 (EBp. ®.) 1 6pombyTunkayuyka.

Mo 1 hnakoHy € MHCTPYKUMEN NO NPUMEHEHUIO B

naudky KapTOHHYHO.

Complies / CooTeeTcTBYET

Labeling / MapkupoBka According to Normative documentation. / B Complies / CooTBeTcTBYET
COOTBETCTBWNM C HOPMATUBHOWN JOKYMEHTaLuen.

Storage / XpaneHue: At temperature below 25°C. / Mpu TemnepaType He Bhilwe 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 rona

REMARKS [ NpumeuyaHue:
The Product conforms to ND/
MpoaykT cootBeTcTBYET TpeboBaHuam HJ

BATCH REMARKS / MpumeuaHue ons cepvu:

Hereby I certify that this lot has been tested in accordance with the marketing authorisation and the European guide to
good manufacturing practice for medicinal products. / JaHHbim CBWAETENLCTBYIO, YTO AaHHAas NapTus NpoBepeHa B
COOTBETCTBUW C paspelleHneM Ha MapKeTUHr u EBponeickuM pyKoBOACTBOM MO HaAneXalwlei Npov3BOACTBEHHOM
NPaKTUKe ANsi NeKapCTBEHHbLIX NPOAYKTOB,

#

ANALIST / AvanuTuk: )
Francesca Amaral DECISION / 3akntoueHue: v/ ,j/?‘f’i;w{_._g
M. Ines Ribeiro DATE / flata: /1 / . //
£rfo) [ Jped
QUALIFIED PERSON / OTBeTCcTBEHHOE NULLO;
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