SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAINMU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HasuBuH® kansnu HasanbHblie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUW KOf, MPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 30044

MANUFACTURE DATE: / OATA U3rOTOBINEHUA: 01/2023

C.A/ CEPTU®UKAT AHAITU3A: 960/23

ANALYTICAL PROC. N°: / MPOTOKOIT AHANN3A Ne: SRAS-9WACRV.2

EXP./ CPOK FOAHOCTW: 01/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIN UICTOYHUK METOAOB AHAMNU3A: Normative documentation / HopmatusHas

nokymeHTauma M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ MPOAYKTA KIUEHTA: 81775838

TESTS
Mokasatenu

SPECIFICATIONS
Cneuundumkayum

RESULTS
PesynbTathl

Description/ Onucanue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / MpoapayHelii
MMM  MOYTWM MPO3payHbIl  pacTeop OT  NOYTH
6ecuBeTHoro go cnabo-xenToro LpeTa.

Complies / CooTBeTcTBYET

Identity/ MognuHHoCTL
Oxymetazoline hydrochloride /
OkcumeTasoniMHa rugpoxsiopug

Benzalkonium chloride / BeHzankoHus
xrnopug,

Retention time of the main peak in the
chromatogram of the fest solution should comply
with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems yaepxuBaHUsi OCHOBHOrO Mnuka Ha
XpomaTorpamme UCNLITYEMOro pacTeopa JOMKHO
COOTBETCTBOBATb BpEMEHU yAepXuBaHus

OCHOBHOIO AnKka Ha Xpomartorpamme
CTaHAapTHOro pacTeopa OKCUMeETa30oIMnHa
rmapoxnopuaa, I'IOHy‘-leHHOVI npu

KOnu4yeCTBEHHOM onpegerieHun.

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. / Bpemsa
yAepKUBaHUA OCHOBHOFO MYKa Ha XpomaTorpaMmme
MCNbITYeMOro pacTeopa AOMKHO COOTBETCTBOBATL
BPEMEHW YAEPXWBAHUA OCHOBHOFO NUKa Ha
XpomaTorpamme CTaHaapTHOro pacTsopa
GeH3ankoHus  xnopuaa,  MOMNYYEHHOW  npu
KONUYECTBEHHOM OnpeAeneHum.

Complies / CooTeeTcTBYET

Complies / CooTBeTCcTRYET

Clarity / Mpo3pauHocTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus
npenapata He OOrKHa npeebiWaTh
onanecueHUMio 3TanoHa cpaBHeHus |/Boppl
OMULLUEHHON.

Complies / CooTBeTCcTBYET

Color / BeTHOoCTb

The product should be colorless or be comparable
to reference solution Y7. / lMpenapat gonxeH 6biTb
OecUBeTHbIM UNKU  BbIAEPXKUBATL CPaBHEHWE C
3TanoHoM Y7.

Complies / CootBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJTU3A TOTOBOI'O NMPOAYKTA

PRODUCT / MPOOYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3anBuH® kannu Ha3zanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUM KOA NPOAYKTA: 704531

BATCH Ne / NAPTWUA Ne /: 30044

MANUFACTURE DATE: / OATA U3rOTOBJIEHWUA: 01/2023

C.A/ CEPTNOUNKAT AHAJIN3A: 960/23

ANALYTICAL PROC. N°: / MPOTOKONN AHATIU3A Ne: SRAS-9WACRV.2

EXP. / CPOK FOAHOCTH: 01/2026

ANALYTICAL REFERENCE / PEGEPEHTHbLIA MICTOYHUK METOOOB AHATNU3A: Normative documentation / HopmaTusHasi

gokymeHTauma N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO MPOAYKTA KITUEHTA: 81775838

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudomkayuun PesynbTatbl
Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ OT 1,006 ao 1,010
nnoTHocTb (d 20/20) 1.008
pH From5.5t06.5/ 0155 806,5
59

Osmolality / OcmonsinbHoCTL From 270 to 330 mOsmolkg / Ot 270 po 330

MOcmMmonb/kr 283

Relative impurities / PogcteeHHble npumecu
Impurity A (hydrolysis product) / Mpumecs A
(npoaykT rugponusa)

impurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / EauHnynas
HenaeHTUULMPOBAaHHAA NPUMECH

Total impurities/ Cymma 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 onpegenexune
Oxymetazoline hydrochloride /

From 237.5 to 262.5 pg/mL of oxymetazoline

OxcumeTasonuHa ruapoxnopug, hydrochloride/ Ot 237,5 no 262,5 mkr/mn 2437
OKCMMETA30MNHA MIMAPOXIIopnaa.

Benzalkonium chloride / BeHsankoHna xnopuag, From 45 to 55 ug/mL of benzalkonium chloride/ Ot 51
45 o 55 mkr/mn 6eH3ankoHus xnopuaa

Microbial purity / Mukpo6uonoruveckas

yucrora

Total aerobic microbial count (TAMC) / Not more than 102 CEU / ml/ <1CFU/ml

O6Lee uncno aapobHbix GakTepuin He 6onee 102 KOE/mn

Total combined yeast and molds count (TYMC)/ Not more than 10" CFU / ml / <1 CFU/ml

ObLLee YUCno APOXCKEBBIX U NNECHEBLIX rpUtos

Pseudomonas aeruginosa

Staphylococecus aureus

He Gonee 101 KOE/mn

Absence in 1 mi/ OtcytctBue B 1 mn

Ahsence in 1 ml/ QreyTeTRME B 1 MN

Absent / OTcyTCcTBYIOT

Ahsent / OTcyTCcTaylOT
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATTU3A rOTOBOI'O NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUU KOJ, MPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 30044

MANUFACTURE DATE: / ATA U3ITOTOBNEHUA: 01/2023

C.A/ CEPTUOUKAT AHANUN3A: 960/23

ANALYTICAL PROC. N° / MPOTOKON AHAJTU3A Ne: SRAS-9WACRV.2

EXP./ CPOK FrOAHOCTMW: 01/2026

ANALYTICAL REFERENCE / PE®EPEHTHbI UICTOYHUK METOQOB AHAJIU3A: Normative documentation / HopmaTtusHas

nokymenTaums I N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOA NMPOAYKTA KINUEHTA: 81775838

TESTS
Mokasatenu

SPECIFICATIONS
Cneuuncpuxauumm

RESULTS
Pesynbrathbl

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 Bo ¢hnakoH TEMHOro
CTeKnna C HaBWHYMBaAEMO NONUNPONWUIEHOBOW
KPbILLKOI CO BCTPOEHHOW MUMNETKON U3 cTekna Tuna
3 (EBp. ©.) u 6pomByTUNKaYUYyKAa.

Mo 1 conakoHy ¢ MHCTpYKUUER No

NPUMEHEHWIO B NaYky KAapTOHHYIO.

Complies / CooTBeTCTBYET

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBMUN C HOPMATUBHOW
DOKyMeHTaLuen.

Complies / CooTtBeTCTBYET

Storage / XpaHeHue: At temperature below 25°C. / MNpu Temnepatype He Boiwe 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 ropga

REMARKS / MpumeyvaHue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TpeboBaHusam HL

BATCH REMARKS / MpumeyaHue ans cepuu:

J

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.

/ DaHHbIM CBUAETEMLCTBYIO, YTO AaHHAasA MapTus npoBepeHa B

COOTBETCTBUM C paspelleHuemM Ha MapkeTWHr M EBpPONENCKUM PYKOBOACTBOM MO Haanexallei npon3BoACTBEHHON

NpakTuke ona nekapcrTBeHHbIX NPOayKTOB.

ANALIST / AHanuTuk:
Inés Soares

Natacha Marreiros

DATE/flata: 77 /ﬁ 2/( >

]
DECISION / 3akniouete: A{Hwb g,

QUALIFIED PERSON / OTBeTcTBEeHHOE JTULUo:
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