SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A TOTOBOIO NPOAYKTA

PRODUCT / IPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3uBuH® cnpeli Ha3anbHbIA O3MPOBaHHbIA 22,5 MKkr/ao3a Poccusa /

ARTICLE CODE / BHYTPEHHUI KOA, MPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 55921
MANUFACTURE DATE: / AATA U3rOTOBJIEHUA: 08/2025 C.A /| CEPTU®UKAT AHAJTU3A: 4357/25
ANALYTICAL PROC. N°: / MPOTOKOIN AHAJTU3A Ne: SRAS-9WACUB.5 EXP./ CPOK TOQHOCTM: 07/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOAOB AHAINWU3A: Normative documentation / HopmaTtueHas
AokymeHTaums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOf, NPOAYKTA KINUEHTA: 81775840

API NAME / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIMU: Oxymetazoline Hydrochloride

AP| BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUHYECKOW CYBCTAHLIUK: 25040210

API MANUFACTURER NAME / 5
HAUMEHOBAHWE NPOU3BOAUTENA ®PAPMALIEBTUYECKOU CYECTAHLIUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / 5
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOU CYECTAHLINN: Germany

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneuundukauum PesynbTathl

Transparent or almost transparent, almost colorless
to light yellow solution. / Npo3payHbIi UK no4TH
Npo3payHbIil pacTeop OT nouyTu GecugetHoro go | Complies/ CooTeetcTayer
cnabo-xenToro ugeTa.

Description/ Onucanue

Identity/ MognuHHOCTBL Retention time of the main peak in the | Complies/ CooTeeTcTByeT
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumMeTasonuHa rugpoxropun with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsi ygepXvBaHUS OCHOBHOrO MMKa Ha
XpoOMaTorpamMmMe WUCNbITYeMOro pacTsopa AOMKHO
COOTBETCTBOBATL BpEMEHN yAepXuBaHus
OCHOBHOTO NWKa Ha Xxpomartorpamme cTaHgapTHOro
pactaopa okcumeTasonuHa ruapoxnopuaa,
Nony4eHHON NpY KONUYECTBEHHOM onpeaeneHuu.

; . Retention time of the main peak in the | Complies/CooTtBeTcTeyeT
Benzalkonium chloride / BensankoHus chromatogram of the test solution should comply
xriopua with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpewms
yAepKMBaHUsi OCHOBHOIO Nyka Ha XxpomaTorpaMmMe
UCMbITYEMOrO pacTBopa AOMKHO COOTBETCTBOBATL
BPEMEHW YAEPXWBAHUA OCHOBHOTO [MMKa Ha
Xpomartorpamme cTaHaapTHoro pacTtBopa
OeH3ankoHuss  xnopuaa,  NoMy4YeHHOW  npw
KONMUYECTBEHHOM OnpeaeneHun.

Clarity / [pospauyHocTb The product should be not more opalescent

than reference suspension |. / OnanecueHuus
npenapaTta He JOMKxHa NPeBbILLaTh onanecueHLmio
3TanioHa cpaeHeHus |.

Complies / CooTBeTcTBYET

Color of solution / LiBeTHoCTL pacTBOpa The product should be not more colored than
reference solution Y7. / Mpenapat aomkeH ObiTh

Complies / CooTBeTcTBYET
OKpalleH He §6ornee MHTEHCUBHO, YeM 3TanoH Y7.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJTIU3A FOTOBOIO NMPOOYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia /
Ha3nBuH® cnpei Ha3anbHbI 403UWPOBaHHbIN 22,5 Mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHUM KOA, NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 55921
MANUFACTURE DATE: / OATA U3IrOTOBIEHWA: 08/2025 C.A /| CEPTU®UKAT AHAITU3A: 4357/25
ANALYTICAL PROC. N°: / TPOTOKOIT AHAJTU3A Ne: SRAS-9WACUG.5 EXP./ CPOK TrOOQHOCTW: 07/2028

ANALYTICAL REFERENCE / PE®QEPEHTHbLIM UCTOYHUK METOAOB AHAJIMIU3A: Normative documentation / HopmatusHas
nokymenTaums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUM KOA MPOAYKTA KIMMEHTA: 81775840

APl NAME / HAUMEHOBAHUE ®APMALIEBTUMECKOW CYBCTAHLMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPMW ®APMALIEBTUYECKOW CYECTAHLIMK: 25040210

AP! MANUFACTURER NAME / .
HAMMEHOBAHMUE NMPOU3BOAUTENA ®APMALEEBTUYECKOU CYECTAHLIUMN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE AP1/ .
CTPAHA NPOU3BOAUTENA PAPMALIEBTUMECKOU CYECTAHUUU: Germany

TESTS SPECIFICATIONS RESULTS
MNokasarenwu Cneundukauum Pesynbrathbl

Relative density (d 20/20) / OTHocuTenbHan From 1.006 to 1.010/ Ot 1,006 go 1,010 1.008
nnoTHocThb (d 20/20) !
pH From5.5t06.5/015,5006,5 59
Osmolality / OcmonsanbHOCTL From 270 to 330 mOsmol/ kg /

OT 270 po 330 mOcmonb/kr 280 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg +15 %.
Weight / CpegHsisi Macca no3bl U Uniformity of dose weight: mean dose weight
OAHOPOAHOCTL Macchbl BO3bl +25%.

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

weight.

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

CpepHsaa Macca o3bl; 45 Mr+ 15 %. Complies / CooTBeTcTBYET

OOHOpPOAHOCTL MacChl A03bl: CPEAHRA Macca A03bl

25 %.

He Gonee 2 na 10 go3 > £25 % oT cpeaHent macchbl

Ao3bl.

Ho Bcerpa <+ 35 % OT cpeaHeli Macch! A03bl.

Related Substances / PoacTBeHHble

npumecm

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

(npoaykT rmaponuaa)

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

Individual unidentified impurity / EauHnuHas Not more than 0.1 %. / He 6onee 0,1 %. <LD

HeuaeHTMhULMpOBaHHas NMPUMECH

Total impurities/ Cymma npumecen Not more than 1.2 %. / He 6onee 1,2 %. <LD

Assay / Konu4yecTBeHHOE onpegeneHue

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

OkcumeTasonuHa rugpoxsnopvg hydrochloride/ Ot 475 go 525 mxkr/mn 501 pg/mL
OKCMMETAa30nnHa rugpoxnopuaa.

Benzalkonium chloride / BeHaankoHus From 45 to 55 pyg/mL of benzalkonium chloride/ Ot

xnopvia, 45 po 55 mkr/mn 6eH3ankoHus xnopuaa 47 pg/mL
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A rOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpe# HazanbHbIW 403MPOBaHHLIN 22,5 mKriao3a Poccus /

ARTICLE CODE / BHYTPEHHUU KOl MPOAYKTA: 704534 BATCH Ne / MTAPTUA Ne /: 55921
MANUFACTURE DATE: / JATA U3rOTOBINEHWA: 08/2025 C.A /| CEPTU®UKAT AHATIU3A: 4357/25
ANALYTICAL PROC. N°: / MPOTOKON AHAINWU3A Ne: SRAS-9WACUG.5 EXP./ CPOK TOOQHOCTW: 07/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmaTtueHas
AokymenTaums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUU KOL NMPOAYKTA KITUEHTA: 81775840
API NAME / HAMUMEHOBAHUE ®APMALIEBTUYECKOM CYECTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBCTAHLUMUU: 25040210
APl MANUFACTURER NAME / .
HAUMEHOBAHUWE NPOU3BOAUTENA ®APMALIEBTUMECKOWU CYBCTAHLIUN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOANTENA PAPMALIEBTUMECKOW CYBCTAHLUWUU: Germany

TESTS SPECIFICATIONS RESULTS
MokaaaTenu Cneuudukauumn PesynbTaTtbl

Microbial purity / Mukpo6uonoruueckas
Yyucrora

Total aerobic microbial count (TAMC) / O6iee Not more than 102 CFU /ml / <1 CFU /ml
unUCno aspobHbIX MUKPOOPraHU3MOB 2
Total combined yeast and molds count He Gonee 10 KO1E/ Mh

Not more than 10° CFU /ml/ <1 CFU/ml

(TYMC)/ Obuee 4ucno ApodoKeBbIX 1

nnecHeBbIX rpubos He Gonee 10' KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTBre B 1 MN Absent / OtcytctaytoT

Staphylococcus aureus Absence in 1 ml/ OtcytcTBue B 1 Mn Absent / Otcytereytor

Pack y 10ml (at least 143 doses / vial) in class Ill Complies / CooTsetctayet
ackage / 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 pos
BO (pnakoHe) npenapaTta Bo (NakoH KOPUYHEBOIO
crekna Il rugponuTuyeckoro  Kracca €
AO3NPYIOWMM YCTPOACTBOM W3 MONU3TUNEHA 1
HepXaBeloLel CTanu 1 3aLUTHOW KpbILKON. 10 1
dhnakoHy BMECTe C MHCTPYKLMEN NO NPUMEHEHWIO
B Na4vyKy KaPTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B Compilies / CootsetcTayer
COOTBETCTBUM C HOPMATUBHOWN S4OKYMEHTaLuen.

Storage / XpaHeHue: At temperature below 25°C. / Ipu TemnepaType He Bbiwe 25°C,

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

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A rOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia /
Ha3uBMH® cnpe# HazanbHbLIA 4O3UPOBaHHbIN 22,5 MKr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWUW KO NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /. 55921
MANUFACTURE DATE: / AATA U3rOTOBINEHUA: 08/2025 C.A | CEPTUGUKAT AHAINU3A: 4357/25
ANALYTICAL PROC. N°: / IPOTOKON AHAFIU3A Ne: SRAS-9WACU6.5 EXP./ CPOK TOOHOCTW: 07/2028

ANALYTICAL REFERENCE / PEOEPEHTHbI UCTOYHUK METOLOB AHANU3A: Normative documentation / HopmatusHas
aokymeHTauums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOf NPOAYKTA KIIMEHTA: 81775840
API NAME / HAMMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLIMKU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOMW CYECTAHLIMK: 25040210

APl MANUFACTURER NAME / .
HAUMEHOBAHUWE NPOU3BOAUTENA ®APMALIEBTUMECKOWN CYECTAHLIUM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ ;
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOM CYECTAHUWUW: Germany

REMARKS / lNpumeyaHue:
The Product conforms to ND/
MpoaykT cooTBeTcTBYET TpebosaHuam HL

BATCH REMARKS / MpumeyaHune ans cepuu:

Hereby 1 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 CBUAETENLCTBYIO, YTO AaHHAsA NapTUs NpoBepeHa B
COOTBETCTBUM C pa3spelleHMeM Ha MapKeTUHr M EBponeiickuM pyKOBOACTBOM MO Hagnexallen npousBOACTBEHHON

ApakTuke 2na nekapCrBeHHbIX NPOAYKTOB,

/)
ANALIST / AHanuTuk DECISION / 3akniovenue: A/ fl?a/ ocd

Sonia Chainho DATE | fara: 2/ /a S/ e
M. Ines Ribeiro QUALIFIED PERSON / OTBeTCTBEHHOE NULIO:
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