SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia/ HazauBnH® kannu HazanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUI KO NMPOOYKTA: 704532 BATCH Ne / MAPTHUA Ne /: 55866
MANUFACTURE DATE: / OATA U3IrOTOBJEHWA: 07/2025 C.A | CEPTUOUKAT AHAJIU3A: 3913/25
ANALYTICAL PROC. N° / MPOTOKOI AHAJIU3A Ne: SRAS-9WACUGB.5 EXP./ CPOK TOQHOCTW: 06/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIU UICTOYHUK METOOOB AHAINMU3A: Normative documentation / HopmatusHag
AokymeHTaums [ N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOl NPOAYKTA KIUEHTA: 81775839

API NAME, INN / HAUMEHOBAHWUE ®APMALIEBTUYECKOW CYECTAHLIUM, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OxcumeTtasonuHa rugpoxnopug, MHH: OkcumeTtasonun

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOOUTENA ®APMALEBTUYECKOWU CYECTAHLIUK:
24272098

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOWN CYBCTAHLUMW NPOU3BOAUTENA
MNo: 25040210

APl MANUFACTURER NAME / .
HAMMEHOBAHME NMPOU3BOAUTENA ®APMALIEBTUYECKOWU CYBCTAHLMWUMU: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanveH MuHgeH Tm6X

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NMPOU3BOAUNTENA ®APMALIEBTUMECKOW CYBECTAHLWN: Germany / [epmanusi

TESTS SPECIFICATIONS RESULTS
Moka3aTtenu Cneuundukauum PesynbTtaThl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / lNpospaunsin | Complies / CooTaeTcTayeT
MU MOMTU MPO3pavHbll  PacTBOp OT MOYTH
6ecuseTHoOro o cnabo-xenToro UBeTa.

Identity/ MognuHHOCTL Retention time of the main peak in the | Complies/ CooTtBeTcTByeT
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTtasonuHa ruppoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
BpemMs yaepxuBaHMsT OCHOBHOMO NuKa  Ha
XpoMaTtorpamme MCrbITYeMOrc pacTeopa [OSIKHO
COOTBETCTBOBATHL BpeMeHU yaepXusaHns
OCHOBHOTO NWKa Ha XpomaTorpamMmme CTaHZapTHOro
pacrteopa OKCMMeTa3onuHa rmgpoxnopuaa,
Nony4YeHHOW NPU KOMUYECTBEHHOM onpeaeneHnn.

Benzalkonium chloride / BeH3ankoHus Retention time of the main peak in the | Complies/ CooTsetctayer
xrnopua 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. / Bpewms
yAepX1BaHUA OCHOBHOTO NiKa Ha XxpoMaTtorpamme
UCMbITYeMOro pacTBopa AOMKHO COOTBETCTBOBATh
BPEMEHU Y[EPXWBAHWA OCHOBHOrO nNuka Ha
XpomaTorpamme CTaHAapTHOro pacteopa
GeH3ankoHust  xnopuza, NONy4YeHHOW  npw
KONMUYECTBEHHOM onpeaeneHun.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A FOTOBOIO NMPOAYKTA

| PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3auBnH® kannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUW KOJ, MPOAYKTA: 704532

BATCH Ne / NAPTUA Ne /: 55866

MANUFACTURE DATE: / OATA U3rOTOBJEHWUA: 07/2025

C.A | CEPTUOUKAT AHAIN3A: 3913/25

ANALYTICAL PROC. N°: / TPOTOKON AHATN3A Ne: SRAS-9WACU6.5

EXP. / CPOK FOQHOCTMW: 06/2028

aokymentauns [1N012964/01-240523

ANALYTICAL REFERENCE / PEOEPEHTHbI UCTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmaTtusHas

CUSTOMER INTERNAL CODE / BHYTPEHHWUWA KOl NPOAYKTA KNMUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUHECKOW CYBCTAHLUUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopun, MHH: OkcumetasonuH

24272098

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENA ®APMALIEBTUYECKOWU CYECTAHLIMK:

rMo: 25040210

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOU CYBCTAHUUU NPOU3BOAUTENA

APl MANUFACTURER NAME /

3urcpua PapmaXemukanmen Munger Mm6X

HAUMEHOBAHME NPOU3BOAUTENS ®APMALIEBTUYMECKOW CYBCTAHLIMK: Siegfried PharmaChemikalien Minden GmbH /

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NMPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHLIMU: Germany / FepmaHus

TESTS
MokazaTtenu

SPECIFICATIONS
Cneuudukaummn

RESULTS
PesynbTaTbl

Clarity / Mpo3pay4HocTkL

The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / Onanecuesuus
npenaparta He JOMmkHa fpeBbluaTh
onanecLeHUWlo 3TanoHa cpaBHeHus |/Boapl
OUMLLEHHOWN.

Complies / CooTtBeTcTByeT

Color/ LBeTHOCTb

The product should be colorless or be comparable
to reference solution Y-. / Mpenapar gonmxeH 6biTb
6eclUBEeTHBIM WNU BblepXWBaTbh CpaBHEHWE C
3TanoHom Y7.

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OTHoCUTenbHas

From 1.006 to 1.010/ Ot 1,006 no 1,010

nnotHocTb (d 20/20) 1.007
pH From 5.5106.5/0715,5806,5 59
Osmolality / OcMonsinbHOCTb From 270 to 330 mOsmol/kg / Ot 270 pgo 330

o Wi 286 mOsmol/kg
Related substances / PogctBeHHble NpuMecH
Impurity A (hydrolysis product) / Mpumecb A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT ruaponusa)
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LQ
Individual unidentified impurity / EauHndHas Not more than 0.1 % / He 6onee 0,1 % <LD
HengeHTudULMpoBaHHas NpUMech

Not more than 1.2 % / He 6onee 1,2 % <LQ

Total impurities/ Cymma npumeceii
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIN3A NOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOA NPOAOYKTA: 704532

BATCH Ne / MAPTUA Ne /: 55866

MANUFACTURE DATE: / ATA U3rOTOBINEHWA: 07/2025

C.A/ CEPTU®UKAT AHATIN3A: 3913/25

ANALYTICAL PROC. N°: / TIPOTOKOJ1 AHAITU3A Ne: SRAS-9WACUSG.5

EXP./ CPOK rOQHOCTH: 06/2028

ANALYTICAL REFERENCE / PE®EPEHTHbLIM UICTOYHUK METOOOB AHAJNU3A: Normative documentation / HopmaTushas

nokymeHtauma N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOZ] NPOAYKTA KNMUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOWU CYECTAHLUKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcuMeTasonuHa rugpoxnopua, MHH: OkcumeTaszonux

API MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAWUTENA ®APMALIEBTUYECKOWU CYBCTAHLIUWU:

24272098

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLIUM NPOU3BOAUTENSA

MMo: 25040210

API MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAUTENA ®APMALEBTUYECKOWU CYBCTAHLMWUM: Siegfried PharmaChemikalien Minden GmbH /

Surdbpug PapmaXemukanmed MuHgeH MmoX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTESA ®APMALIEBTUYECKOM CYECTAHLIMU: Germany / Fepmarus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudukauum PesynbTrarhl
Assay / KonnyectseHHOe onpeaeneHue
Oxymetazoline hydrochloride / OkxcumeTasonuna From 475 to 525 ug/mL of oxymetazoline 499 ua/mL
rmapoxnopua hydrochloride/ O1 475 po 525 mxr/mn Hg/m
OKCUMETa3onnHa rngpoxnopuaa.
Benzalkonium chloride / BeHsankoHusi xnopug From 45 to 55 pg/mL of benzalkonium chloride/ Ot 48 ua/mL
45 po 55 mkr/mn 6eH3ankoHuns xnopuaa Hg
Microbial purity / Mukpo6uonoruieckas
YyucroTa
Total aerobic microbial count (TAMC) / Obwee Not more than 102 CFU /ml /
ymncno aspobHbix GakTepuin He Gonee 1 02 KOE/mn <1 UFC/ml
Total combined yeast and molds count (TYMC)/ Not more than 10" CFU /ml/
O6Lee 4ncno APOXCKEBBIX W NNecHeBbIX rpubos He Gonee 1 01 KOE/mn <1 UFC/ml
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

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 f1iakoH TEMHOIO
cTeKrna ¢ HaBUHYMBaAEMOWN NONMNPONUIEeHOBON
KpbILLKOW CO BCTPOEHHOW NWNETKOW M3 cTekna Tuna
3 (Eep. @.) u 6pombyTnnkay4yka.

Mo 1 chnakoHy C MHCTPYKUMEN NO NPUMEHEHMIO B

NnaJky KapTOHHYIO.

Complies / CooTBeTtcTBYeET
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A TOTOBOIO MPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KOL NPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 55866
MANUFACTURE DATE: / DATA U3rOTOBNEHUA: 07/2025 C.A | CEPTU®UKAT AHANU3A: 3913/25
ANALYTICAL PROC. N°: / MPOTOKON AHATU3A Ne: SRAS-9WACUB.5 EXP. / CPOK FOQHOCTMW: 06/2028

ANALYTICAL REFERENCE / PE®EPEHTHbLIW UCTOYHUK METOAOB AHANMU3A: Normative documentation / HopmaTusHas
nokymenTauns [ N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUIA KO/l NPOAYKTA KIMUEHTA: 81775839

APl NAME, INN / HAMMEHOBAHUE OAPMALEEBTUYECKOW CYBCTAHLIUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa ruapoxnopua, MHH: OkcumerasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUWU NPOU3BOAUTENA ®APMALIEBTUYECKOU CYECTAHLIUK:
24272098

FP MANUFACTURER AP! BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBCTAHLIMW NPOU3BOAUTENA
rMo®: 25040210

API MANUFACTURER NAME / .
HAUMEHOBAHMWE NMPOU3BOOUTENS ®APMALIEEBTUYMECKOW CYBCTAHLMMU: Siegfried PharmaChemikalien Minden GmbH /

3urcbpug PapmaXemukanmen Muxaer TmM6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOWTENA ®APMALIEEBTUMECKOW CYBECTAHLWMW: Germany / Mepmanuns

TESTS SPECIFICATIONS RESULTS
MokaszaTrenu Cneundpmxaummn Pe3yneTtarthbl
Labeling / MapkupoBka According to Normative documentation. / B Complies / CooTBeTcTBYET
COOTBETCTBMWN C HOPMATVUBHOW JOKYMEHTaLMEN.

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

Shelf life / Cpok rogHoctu: 3 years (-1 month) / 3 roga (-1 mecsu)

REMARKS / lpumevaxwue:
The Product conforms to ND/
MpoaykT cooTeeTCTBYET TpeboBaHuam Hil

BATCH REMARKS / NpumeuaHue ans cepun:

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 CBWAETENLCTBYIO, YTO AaHHasl NapTua NpoBepeHa B
COOTBETCTBUM C pa3pelUeHUEM Ha MapKeTUHr U EBpONEnckuM pYKOBOACTBOM MO Haanexaliei Npov3soACTBEHHOW
npaKkTuke 4ns neKkapCcTBEHHbIX NPOAYKTOB.

ANALIST / AHanuTuk: ; Cq
DECISION / 3akmoueHue: / Q2
Bruno Farinha DATE / flaTa: C)Qv/f%" - 3, ( )

Beatriz Sousa . \
QUALIFIED PERSON / OtBeTcTBEHHOE JNTULO: —\/\.(J .
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