SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3nBuH® cnpei HasanbHbIW 4O03UPOBaHHbIN 22,5 mkr/no3a Poccus /

ARTICLE CODE / BHYTPEHHWUM KOA NPOAYKTA: 704534 BATCH Ne / NTAPTUA Ne /: 55567
MANUFACTURE DATE: / ATA U3TOTOBINEHWUA: 06/2025 C.A/ CEPTU®UKAT AHANUN3A: 3057/25
ANALYTICAL PROC. N°: / MTIPOTOKO AHANU3A Ne: SRAS-9WACUG.5 EXP./ CPOK TrOAHOCTMW: 05/2028

ANALYTICAL REFERENCE |/ PE®EPEHTHbIA UICTOYHUK METOAOB AHAJU3A: Normative documentation / HopmaTusHas
AokymeHTaums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO MPOAYKTA KNUEHTA: 81775840

API NAME / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIMMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUX ® APMALIEBTUYECKOW CYECTAHLUW: 25040210

APl MANUFACTURER NAME / .
HAMMEHOBAHUE NPON3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLUWN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPON3BOAUTENA ®APMALEEBTUYECKOW CYBCTAHLIMU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuuduxauuu Pesynbrathl

Transparent or almost transparent, aimost colorless
to light yellow solution. / Npo3pa4HbIA MM NouTU
NpoapayHblit pacTBop oT noutn GecugetHoro ao | Complies / CooTBeTcTByeT
cnabo-xenToro upeTa.

Description/ OnucaHue

Identity/ NoanuHHoCTL Retention time of the main peak in the | Complies/ CootseTcTByeT
Oxymetazoline hydrochlioride / chromatogram of the test solution should comply
OkcumeTasonuHa rugpoxnopug with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
BpeMa yaepXuBaHUss OCHOBHOrO MuKa  Ha
XpoMaTtorpamMMe MUCMbITYEMOro pacTBopa LOIDKHO
COOTBETCTBOBATbL BpEMEHU yAEPKUBAHUSA
OCHOBHOIO NWKa Ha XpomaTorpaMmme CTaHaapTHOro
pacTeopa OKCUMETA30MMHa ruapoxnopuaa,
Mony4eHHON NpY KONUYECTBEHHOM OnpeaeneHuu.

B Ikoni hloride / B Retention time of the main peak in the | Complies/ CootBercTBYyET
enzalkonium chioride / beHsankonus chromatogram of the test solution should comply
Xnopua with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpewms
yAepKUBaHUS OCHOBHOIO NUKa Ha xpomarorpamme
MCMbITYEMOrO pacTBopa AOMKHO COOTBETCTBOBATbL
BPEMEHW YAEPXWBAHUA OCHOBHOMO MWKa Ha
Xpomartorpamme CTaHAapTHOro pacTtBopa
6eHsankoHus  xnopwaa,  NOMyYEHHOR  npu
KONMYeCTBEHHOM onpeaeneHuu.

Clarity / NpospayHocTb The product should be not more opalescent

than reference suspension |. / OnanecueHuns
npenaparta He AOMmKHa NpeBblllaTh onanecueHLmio
3TanoHa cpaBHeHus |.

Complies / CootBeTcTBYET

Color of solution / LiBeTHoCcTb pacTBOpa The product should be not more colored than
reference solution Y7. / MNpenapat gonxeH ObiTb

Complies / CooTtBeTcTBYET
OKpalleH He Bonee MHTEHCMBHO, YEM 3TaroH Y7.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNIU3A FOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/ ]
Ha3nBuH® cnpei Ha3anbHbINA [03MpOBaHHbIA 22,5 mkr/po3a Poccusa /

ARTICLE CODE/ BHYTPEHHUWI KOO NMPOAYKTA: 704534 BATCH Ne / TAPTUA Ne /: 55567
MANUFACTURE DATE: / OATA W3roTOBINEHMWA: 06/2025 C.A | CEPTU®UKAT AHATU3A: 3057/25

ANALYTICAL PROC. N°: / TPOTOKON AHATN3A Ne: SRAS-9WACUG.5 EXP. /| CPOK FOQHOCTW: 05/2028

ANALYTICAL REFERENCE / PE®EPEHTHbLIN UCTOYHUK METOAOB AHAJIU3A: Normative documentation / HopmaTueHas
pokymeHTauums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUM KO MPOAYKTA KIMUEHTA: 81775840

API NAME / HAMMEHOBAHUE QJAPMALIEBTVIHECKOIZ CYBCTAHLIMKN: Oxymetazoline Hydrochloride

APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOW CYBCTAHLIUN: 25040210

I"API MANUFACTURER NAME /

HAUMEHOBAHME NPOV3BOAUTENA CDAPMALLEBTW-!ECKOIZ CYBCTAHLWM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
| CTPAHA MPOVU3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHLWW: Germany

’7 TESTS SPECIFICATIONS RESULTS
Mokaszarenun Cneumdmkauum PesynbTaThl

Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ O1 1,006 po 1,010 1.007
nnoTtHocTb (d 20/20) ’
pH From 5.5t0 6.5/ 015,500 6,5 5.9
Osmolality / OcMonanLHOCTb From 270 to 330 mOsmol/ kg /

OT 270 o 330 mOcmonb/kr 287 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg +15 %.
Weight / CpeaHsst Macca A03bl U Uniformity of dose weight: mean dose weight
OAHOPOAHOCTbL MAcChl A03bl +25%.

Max. 2 from 10 doses >%25% from mean dose

weight.

But always < + 35 % from mean dose weight. /

CpegaHsisa Macca J03bl: 45 Mr+15%. Complies / CooTseTcTBYET

OfHOPOAHOCTb MacChl A03bl: CpeAHsA Macca N03bl

+25%.

He 6onee 2 u3 10 aos > £25 % oT cpeaHen macchbl

[03bl.

Ho Bceraa <+ 35 % oT cpefHei Macchl AO3bl.

Related Substances / PoactBeHHble
npumecu

Impurity A (Hydrolysis product) / Npumecs A Not more than 0.5 %. / He 6onee 0,5 %. <LD

(npoayKT ruaponusa)

Impurity ZP-1 / Mpumecs ZP-1 Not more than 0.5 %. / He Gonee 0,5 %. <LD

Individual unidentified impurity / EauHiu4Hasn Not more than 0.1 %. / He Gonee 0,1 %. <LD

HeugeHTUULMpoBaHHas NpUMech

Total impurities/ Cymma npumecen Not more than 1.2 %. / He Gonee 1,2 %. <LD

Assay / KonuuecTseHHoe onpeaenexHve

Oxymetazoline hydrochloride / From 475 to 525 pg/mL of oxymetazoline

OKkcumeTasonuHa ruapoxnopua hydrochloride/ Ot 475 no 525 MKr/mAn 495 pg/mL
OKCUMETAa30fnHa rnapoxnopuaa.

Benzalkonium chloride / BeHsankoHna From 45 to 55 pg/mL of benzalkonium chloride/ OT

xnopug, 45 no 55 mkr/mn BeH3ankoHns xnopuaa 50 pug/mbL
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SOFARIMEX

INDUSTRIA GUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTIU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 uyg /dose Russia /
Ha3uBMH® cnpei Ha3anbHLIW AO3UPOBaHHbLIN 22,5 Mkr/go3a Poccusa /

ARTICLE CODE / BHYTPEHHUI KO NPOQYKTA: 704534 BATCH Ne / MTAPTUA Ne /: 55567
MANUFACTURE DATE: / ATA U3rOTOBJIEHUA: 06/2025 C.A/ CEPTUDUKAT AHANU3A: 3057/25
ANALYTICAL PROC. N°: / MPOTOKOI AHAJIU3A Ne: SRAS-9WACUB.5 EXP./ CPOK TOAHOCTW: 05/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOAOB AHAINWU3A: Normative documentation / HopmaTtusHas
nokymeHTauusa 11 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUIW KO NPOAYKTA KINMUEHTA: 81775840

APl NAME / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIUKN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLIUN: 25040210

API MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAUTENA ®APMALEBTUYECKOW CYECTAHLMWMU: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENA ®APMALUEBTUYECKOW CYECTAHUMWU: Germany

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneundukaumu PesynbTathl
Microbial purity / Mukpo6uonoruseckas
yucrToTa
Total aerobic microbial count (TAMC) / OBwee Not more than 10° CFU /ml / <1 CFU/ ml
4ncno a3pobHbLIX MUKPOOPTraHU3MOB 2
Total combined yeast and molds count He bonee 10 KO1E/ MA
(TYMC)/ ObLiee 4MCNO SPOXOKEBLIX 1 Not more than 10° CFU /ml/ <1 CFU / mi
nnecHeBbIX rpubos He 6onee 10" KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTeue B 1 Mn Absent / Otcyrctayior
Staphylococcus aureus Absence in 1 ml/ OtcyTcTeve B 1 Mn Absent / OtcyTcteytor
Package | YnakoBKa 10ml (at least 143 doses / vial) in class Il Complies / CooteercTBYET
g hydrolytic brown glass vial with a metering
polyethylene and stainless steel device and a
protective cap. 1 vial and a patient information
leaflet in a carton. / Mo 10 mn (He meHee 143 fo3
BO honaxoHe) npenapaTta Bo hrakoH KOPUYHEBOTO
crekna Il rmpgponutnyeckoro  knacca ¢
OO3UPYIOLWUM YCTPOUCTBOM U3 MONU3TUINIEHA W
HepKaBeoLLEN CTanu 1 3aLlMTHOW KpbItLKoi. Mo 1
dnakoHy BMECTE C UHCTPYKUMEN NO MPUMEHEHUIO
B Na4Ky KapTOHHYIO.
Labeling / MapkupoBka According to Normative documentation. / B Complies / Cootsetcteyer
COOTBETCTBUM C HOPMATUBHOWN AOKYMEHTaLMEN.

Storage / XpaHeHue: At temperature below 25°C. / MNpu TemnepaType He Bbilwe 25°C.

Shelf life / Cpok rogHocTu: 3 years (-1 month) /3 roaa (-1 mecsu)
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHANU3A FOTOBOIO NPOAOYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia/
Ha3ueBuH® cnpei Ha3anbHbIA [03UpOoBaHHbIH 22,5 MKr/no3a Poccus /

ARTICLE CODE/ BHYTPEHHWM KOL MPOAYKTA: 704534 BATCH Ne / NAPTUS Ne /: 55567
MANUFACTURE DATE: / DATA N3rOTOBREHUA: 06/2025 C.A | CEPTUOUKAT AHANU3A: 3057/25
ANALYTICAL PROC. N°: / MIPOTOKO/ AHANU3A Ne: SRAS-9WACU6.5 EXP. / CPOK FOQHOCTMW: 05/2028

ANALYTICAL REFERENCE / PE®EPEHTHBI NCTOYHUK METOAOB AHANWU3A: Normative documentation / HopmaTtusHas
pokymeHTaums I N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOA NPOAYKTA KNUEHTA: 81775840

APl NAME / HAWMEHOBAHUE OAPMALlEBTW-IECKOﬁ CYECTAHUMWN: Oxymetazoline Hydrochloride

AP| BATCH NUMBER / HOMEP CEPUY QAPMALIEBTVI‘-IECKOﬁ CYBCTAHLIUU: 25040210
API MANUFACTURER NAME / .
HAUMEHOBAHUWE NPOVU3BOAUTENA GAPMALIEBTUMECKOW CYECTAHLNMN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE AP1/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHUWW: Germany

REMARKS / MpumeuaHue:
The Product conforms to ND/
MpoayKT cOOTBETCTBYET TpeBosaHnam HO

BATCH REMARKS / Mpumeyanve 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. / JgHHbIM CBUAETENBCTEYIO, yTO faHHas napTua nposepeHa B
COOTBETCTBUM C paspelleHnem Ha MapKeTuHr u EBponefickuM pykoBOACTBOM MO Hagnexawen NPOU3BOACTBEHHON
NpakKTUKE AN NeKapCTBEeHHbIX NPOAYKTOB.

ANALIST / AHanutuk DECISION / 3aknioyeHue: A fWJQGZ
DATE / faTa: ' 22706 Z_;E\/

Sonia Chainho
M. Ines Ribeiro QUALIFIED PERSON / OTBETCTBEHHOE NTULIO: ( O 0
P 0
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