SOFARIMEX

INDUSTRIA QUIRICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpei Ha3anbHbIA [O3MPOBaHHbIN 22,5 MKr/gosa Poccusa /

ARTICLE CODE / BHYTPEHHUI KOJ, MPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 55566
MANUFACTURE DATE: / OATA U3FOTOBNEHWUA: 06/2025 C.A /| CEPTU®UKAT AHAIIU3A: 3056/25
ANALYTICAL PROC. N°: / MPOTOKOJT AHATIU3A Ne: SRAS-9WACU6.5 EXP./ CPOK TOAHOCTMW: 05/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIM UCTOYHUK METOLOB AHAJIM3A: Normative documentation / HopmaTueHas
AokymeHTaums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO NMPOOYKTA KITUEHTA: 81775840

APl NAME / HAMUMEHOBAHMWE ®APMALIEBTUYECKOW CYECTAHLUU: Oxymetazoline Hydrochloride

APl BATCH NUMBER / HOMEP CEPUM ®APMALIEBTUYECKOW CYECTAHLIMW: 25040210

APl MANUFACTURER NAME / .
HAMMEHOBAHUWE NPON3BOOUTENA ®APMALIEBTUMECKOU CYECTAHLIUM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOOUNTENA ®APMALIEBTUMECKOWN CYECTAHLUWWU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuyudukauymmn PesynsTaThl

Transparent or almost transparent, almost colorless
to light yellow solution. / MpospayHbil UK NoyTw
Mpo3payHblil pacTeop oT noutn GecupetHoro ao | Complies / CooTtBetcTayet
cnabo-xenToro useta.

Description/ OnucaHue

Identity/ MognuHHOCTL Retention time of the main peak in the Complies / CooTBetcTBYyET
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuHa rugpoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems yaepXuBaHUsi OCHOBHOIO MWKa Ha
XpomaTorpamMmme MCMbITYEMOrO pacTeopa AOMKHO
COOTBETCTBOBaTb BpEMERM yAepXunBaHust
OCHOBHOrO MNMKa Ha XxpomaTtorpaMmMe CTaHgapTHOro
pacTeopa okcumeTasonuHa rmapoxnopuaa,
NONYYEHHON NpK KONIMHECTBEHHOM ONpedeneHun.

B Ikoni hloride / B Retention time of the main peak in the | Complies/ CooTBeTcTBYET
enzalkonium chloride / bensankoHns 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
YAEpXKUBaHWA OCHOBHOIO NYKa Ha XpoMaTtorpamme
UCMbLITYEMOro pacTBopa AOMKHO COOTBETCTBOBATb
BPEMEHU YAEpPXWBAHUA OCHOBHOMO NuKa Ha
XpomaTorpamme CTaHAapTHOro pacTtsopa
6GeHsankonus  xnopuaa,  MOMyYeHHOW  npu
KONMU4YEeCTBEHHOM onpeaeneHuu.

Clarity / Mpo3pa4yHocTb The product should be not more opalescent

than reference suspension 1. / OnanecueHuua
npenapara He JOrmkHa NpeBbiaTh ONanecLeHLmIo
aTanoHa cpaBHeH s .

Complies / CooTeeTcTBYET

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

Complies / CooTBeTCTBYET
oKpalleH He 6onee MHTEHCUBHO, YeM 3TanoH Y7.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A FOTOBOIO NPOAOYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia/
Ha3uBuH® cnpei Ha3anbHbIA [03WpOBaHHbIN 22,5 mkr/po3a Poccus /

ARTICLE CODE/ BHYTPEHHWW KOA NPOAYKTA: 704534 BATCH Ne / MAPTUSA Ne /: 55566
MANUFACTURE DATE: / ATA U3rOTOBJ/IEHUA: 06/2025 C.A /| CEPTU®UKAT AHANN3A: 3056/25
ANALYTICAL PROC. N°: / MTPOTOKOIN AHAIU3A Ne: SRAS-9WACUB.5 EXP. / CPOK FOAHOCTMU: 05/2028

ANALYTICAL REFERENCE / PE®EPEHTHbBIA UCTOYHWK METOROB AHAINN3A: Normative documentation / HopmaTtnsHasn
aokymenTauma 1 NO1 3921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOf NPOAYKTA KITMEHTA: 81 775840

API NAME /| HAMUMEHOBAHUE ®APMALIEBTUHECKOW CYBCTAHLUM: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUM ®APMALIEBTUYECKOW CYBECTAHLINMK: 25040210

API MANUFACTURER NAME / .

HAUMEHOBAHWUE NPOU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLIWUMK: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API/ .

CTPAHA NPOU3BOAUTENS ®APMALIEBTUYECKOU CYBCTAHUWN: Germany J

TESTS SPECIFICATIONS RESULTS
MokasaTenu Crneuwndukauummn PesynbTaThbl

Relative density (d 20/20) / OTHocUTenbHas From 1.006 to 1.010 / Ot 1,006 po 1,010 1007
nnoTHocTb (d 20/20) ’
pH From 5.5 to 6.5/ OT1 5,5 80 6,5 59
Osmolality / OcMonanbHOCTb From 270 to 330 mOsmol/ kg /

OT 270 po 330 mOcmonb/kr 283 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg £15 %.
Weight / CpeaHas macca 4o3bl U Uniformity of dose weight: mean dose weight
OQHOPOAHOCTHL Macchbl AO3bi +25%.

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

weight.

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

Cpenuss macca Aoasl: 45 mr+ 15 %. Complies / CootBeTcTBYET

OAHOPOAHOCTb MAacehl A03bl: CPEAHAS Macca AO03bI

+25%.

He Gonee 2 n3 10 po3 > £25% ot cpeaHe Macchbl

403kl

Ho Bceraa <+ 35 % OT cpeaHen Maccs! JO3b!.

Related Substances / PoacTBeHHble

npumMecu

Impurity A (Hydrolysis product) / lNpumecs A Not more than 0.5 %. / He Gonee 0,5 %. <LD

(NMpoAyKT ruaponuaa)

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

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

HenaeHTUdUUMPOBaHHas NpUMech

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

Assay / KonuuecteeHHoe onpeaenexHne

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

OkcumeTasonuHa ruapoxnopua hydrochloride/ Ot 475 po 525 MKF/MI 501 pg/mL
OKCUMETAa30mMHa rnapoxnopnaa.

Benzalkonium chloride / BeHsankoHus From 45 to 55 ug/mL of benzalkonium chloride/ Ot

xnopua 45 o 55 mkr/mn 6eHsankoHus xnopuaa 50 pg/mL

2/4
IMP.7.12



SOFARIMEX

INDUSTRIA QUIMICA € FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3uBuH® cnpen Ha3anbHbIW [O3UPOBaHHbIW 22,5 mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWUI KOA NPOOYKTA: 704534 BATCH Ne / NTAPTUA Ne /: 55566
MANUFACTURE DATE: / ATA U3rOTOBNEHWUA: 06/2025 C.A/ CEPTU®UKAT AHAJNU3A: 3056/25
ANALYTICAL PROC. N°: / MPOTOKOJ1 AHAINWN3A Ne: SRAS-9WACU6.5 EXP./ CPOK rOAHOCTMW: 05/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOOOB AHAJU3A: Normative documentation / HopmatusHas
AokymenTaumsa N N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO MPOAYKTA KNMUEHTA: 81775840

APl NAME / HAMUMEHOBAHMWE ®APMALIEBTUYECKOW CYECTAHLIUMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLIMU: 25040210

APl MANUFACTURER NAME / §
HAMMEHOBAHUWE NPOU3BOOUTENA ®APMALIEBTUMECKOW CYECTAHLIUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NMPOU3BOWUTENA ®APMALIEBTUMECKOWN CYBECTAHUWUN: Germany

TESTS SPECIFICATIONS RESULTS
MNokasaTtenu Cneuudoinkauum PeaynbraTtbl
Microbial purity / Mukpo6uonoruueckas
yucrtoTta
Total aerobig microbial count (TAMC) / Obwee Not more than 10° CFU /ml / <1 CFU/ml
Yneno aspobHbIX MUKPOOPraHU3MoB 2
Total combined yeast and molds count He Gonee 10 KO1E/ il
(TYMC) / Obiee 4mcno ApoXckeBbIX U Not more than 10° CFU /mi/ <1 CFU/ml
nnecHesbix rpubos He 6onee 10" KOE/mn
Pseudomonas aeruginosa Absence in 1 m! / OTcyTcTBUE B 1 Mn Absent / Otcyrersyior
Staphylococcus aureus Absence in 1 ml/ OtcyTcTBue B 1 Mn Absent / OtcytcTsytor
10ml (at least 143 doses / vial) in class Il Complies / Cootsetcreyer
Package / Ynakoska 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 Ao3
BO ¢hnakoHe) npenapaTa BO (pnakoH KOPU4HEBOrO
ctekna Il mmaponuTuyeckoro  knmacca C
AO3NPYIOLLMM YCTPONCTBOM M3 MOSMIU3TUNEHE U
HepxaBeloLlen cTanym 1 3alWnTHON KpbILWKon. (1o 1
hnakoHy BMECTE C UHCTPYKLMEN NO NMPUMEHEHUIO
B NaYKy KapTOHHYIO.
Labeling / MapkupoBka According to Normative documentation. / B Complies / Cootsetcrayer
COOTBETCTBUM C HOPMAaTUBHOMW AOKyMEHTaunewn.

Storage / XpaHeHue: At temperature below 25°C. / Mpu TeMnepaType He Bbile 25°C.

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

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A rOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia/
HasuBuH® cnpei Ha3aNbHbLINA A03UpOBaHHbIA 22,5 MKr/no3a Poccus /

ARTICLE CODE / BHYTPEHHUWI KOA NPOAYKTA: 704534 BATCH Ne / TAPTUA Ne /: 55566
MANUFACTURE DATE: / OATA WU3roTOBNEHWA: 06/2025 C.A/ CEPTUOUKAT AHANU3A: 3056/25
ANALYTICAL PROC. N°: | IPOTOKO/ AHAJIU3A Ne: SRAS-9WACUB.5 EXP. / CPOK FOOHOCTMW: 05/2028

ANALYTICAL REFERENCE / PE®EPEHTHBIM UCTOYHUK METOAOB AHATNW3A: Normative documentation / HopmaTushas
AokymeHTaumsa I N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO MPOAYKTA KNUEHTA: 81775840

API NAME / HAMMEHOBAHUE CDAPMAHEBTW-IECKOVI CYBCTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU 0APMAI4EBTVI‘-IECKO|;1 CYBCTAHLNW: 25040210
API MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOANTENA ®APMALIEBTUMECKOW CYECTAHLIUMN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMYECKOW CYBCTAHLIMU: Germany

REMARKS / Npumeyanwve:
The Product conforms to ND/
MpoaykT cooTBETCTBYET TpeBosannsm HO

BATCH REMARKS / lNMpumeuaHue ans 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 CBUAETENLCTBYIO, YTO AaHHas napTusa nposepeHa B
COOTBETCTBMM C paspelleHnem Ha MapKeTuHr W EsponelickuM pyKOBOACTBOM O Haanexallell NPOU3BOACTBEHHON
NpaKTVKe AN NeKapCTBEHHBIX NPOAYKTOB.

ANALIST / AHanuTuk DECISION / 3aksitoueHue: WM&)Q GQ{
Sonia Chainho DATE / flara: . ‘2)706/702(’1
M. Ines Ribeiro QUALIFIED PERSON / OTBeTcTBEHHOE NMULIO: ! t
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