SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNIU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3uBWMH® cnpei HazanbHbI AO3MpPOBaHHbIN 22,5 MKr/go3a Poccus /

ARTICLE CODE / BHYTPEHHUI KOA MPOAOYKTA: 704534 BATCH Ne / TAPTUA Ne /: 45554
MANUFACTURE DATE: / AATA U3FOTOBJEHUA: 12/2024 C.A/ CEPTU®UKAT AHATIU3A: 190/25
ANALYTICAL PROC. N°: / NPOTOKOJ1 AHAJIU3A Ne: SRAS-9WACU6.5 EXP. / CPOK FrOAHOCTMN: 11/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOOOB AHAINWU3A: Normative documentation / HopmaTueHas
AokymeHTauua N N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NPOAYKTA KIUEHTA: 81775840

AP| NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLINK: 24080086

APl MANUFACTURER NAME / :
HAUMEHOBAHWE NPOM3BOAUTENA ®APMALIEBTUYECKOWU CYECTAHLIUM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPON3BOOUTENA ®APMALIEBTUMECKOW CYBCTAHUUWU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuundpmkayun PesynbTarbl

Transparent or almost transparent, almost colorless
to light yellow solution. / NMpo3payHbld unu NoYTU
Npo3payHbiil pacTBop OT noutw GecupetHoro go | Complies / Cooteetctayer
cnabo-xenToro LBeTa.

Description/ OnucaHue

Identity/ MognuHHOCTL Retention time of the main peak in the | Complies/ CooTBeTcTBYET
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTta3sonuHa ruapoxnopup, with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems yaepxuBaHusi OCHOBHOrO nuka Ha
XpoMaTorpamMmme UCMbITYEMOro pacTeopa AOMMKHO
COOTBETCTBOBATH BpEMEHN yaepKuBaHus
OCHOBHOIO NWUKa Ha XxpomaTorpaMmme CTaHaapTHOTO
pacTeopa oKcUMeTasonuHa ruapoxnopuaa,
nony4YeHHoON Npu KONUYECTBEHHOM ONPEAENEHUH.

’ hlori Retention time of the main peak in the | Complies/ CootBeTcTBYET
Benzalkonium chloride / BensankoHus chromatogram of the test solution should comply
xnopun with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpems
yAEpKMBaAHNA OCHOBHOIO NyKa Ha Xxpomartorpamme
MCNbLITYEMOro pacTBopa AOMKHO COOTBETCTBOBATH
BpEMEHU YAEPXUBAHUS1 OCHOBHOMO MNUKAa Ha
xpomarorpamme CTaHAapTHOro pacTteopa
GeHzankoHus  xnopuaa,  MOMyYEHHOW  MNpu
KONM4YECTBEHHOM OnpeaeneHun.

Clarity / Mpo3payHocTb The product should be not more opalescent

than reference suspension . / OnanecueHuus )
npenapara He JOMKHa NpeBbIlaTh onanecueHuuo | Complies / CooTeTCTBYET
3TanoHa cpaBHeHwus .

Color of solution / LiBeTHocTb pacTBOpa The product should be not more colored than
reference solution Y7. / Mpenapat gomkeH 6biTb

Complies / CooTBeTcTBYET
oKkpauleH He 6ornee MHTEHCUBHO, YeM 3TarnoH Y7,

1/4
IMP.7.12




“Rirvioos
SOFARIMEX

INDUSTRIA QUIMICA € FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A FOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3uBnH® cnpey Ha3anbHbIA [O3MpOBaHHbIA 22,5 mkr/pno3a Poccua /

ARTICLE CODE / BHYTPEHHWI KOA NPOAYKTA: 704534 BATCH Ne / TAPTWUA Ne /: 45554
MANUFACTURE DATE: / JATA U3rOTOBJEHWUA: 12/2024 C.A | CEPTUOUKAT AHANU3A: 190/25
ANALYTICAL PROC. N°: / IPOTOKOS AHAITU3A Ne: SRAS-9WACU6.5 EXP. / CPOK TOBHOCTMW: 11/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIW UCTOYHUK METOAOB AHANN3A: Normative documentation / HopmaTusHas
pokymeHTauus [ N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOL, NPOAYKTA KIIMEHTA: 81775840

API NAME / HAUMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLIMM: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUH ®OAPMALIEBTUMECKOW CYBECTAHLIUM: 24080086

APl MANUFACTURER NAME / .

HAUMEHOBAHUE NPOU3BOAUTENS ®APMALIEBTUYECKOW CYECTAHLIUN: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE AP!/ B

CTPAHA NPOU3BOAUTENS ®APMALIEBTUHECKOW CYBCTAHUWN: Germany

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneuudpukauumn PesynbTathl

Relative density (d 20/20) / OTHocuTenbHasn From 1.006 to 1.010/ Ot 1,006 po 1,010 1008
nnoTtHocTh (d 20/20) '
pH From 5.5t0 6.5/ 075,56 80 6,5 5.9
Osmolality / OcMonanbHOCTL From 270 to 330 mOsmol/ kg /

OT 270 go 330 mOcmonb/Kr 282 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg +15 %.
Weight / CpeaHsis macca A03bl 1 Uniformity of dose weight: mean dose weight
OAHOPOAHOCTL Macchbl A03bl 25 %.

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

weight.

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

CpeaHsst macca Aosbt: 45 Mr+15 %. Complies / CootBeTcTBYeT

O[HOPOAHOCTb Macchl A03bi: CPEAHAA Macca o3kl

+25%.

He Gonee 2 na 10 po3 > +25% OT cpeaHeil macchl

403bl.

Ho Bcerga <+ 35 % OT cpeaHeit macch! A03bl.

Related Substances / PoacTBeHHble

npuMecu

Impurity A (Hydrolysis product) / Mpumece A Not more than 0.5 %. / He Gonee 0,5 %. ND

(NpoayKT rMaponuaa)

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

Individual unidentified impurity / EanHu4Has Not more than 0.1 %. / He 6onee 0,1 %. <LQ

HeuaeHTUMWLIMPOBAHHAA NPUMECh

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

Assay / KonvyecTBeHHOe onpeaeneHue

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

OkcumeTasonuHa rmapoxnopug, hydrochloride/ OT 475 ao 525 MKr/Mn 496 pg/mL
OKCMMETa3onvHa ruapoxnopkaa.

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

xnopup, 45 po 55 mkr/mn BeHsankoHus xnopuaa 47 ug/mL
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpei HasanbHbLIA JO3UPOBaHHLINA 22,5 Mkr/aosa Poccust /

ARTICLE CODE / BHYTPEHHWU/A KOfl NPOAYKTA: 704534 BATCH Ne / TAPTUA Ne /: 45554
MANUFACTURE DATE: / IATA U3rOTOBNEHUA: 12/2024 C.A | CEPTUDUKAT AHATIU3A: 190/25
ANALYTICAL PROC. N° / MPOTOKOJT AHAITU3A Ne: SRAS-QWACU6.5 EXP./ CPOK FrOOHOCTHU: 11/2027

ANALYTICAL REFERENCE / PE®OEPEHTHbIM UCTOYHUK METOOOB AHANW3A: Normative documentation / HopmaTusHas
AokymeHTaums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOZ NMPOAYKTA KITMEHTA: 81775840

API NAME / HAMMEHOBAHMUE ®APMALIEBTUYECKOW CYECTAHLIMU: Oxymetazoline Hydrochloride

AP| BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYMECKOW CYBCTAHLIUU: 24080086

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOANTENA ®PAPMALIEBTUMECKOW CYECTAHLIUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOWN CYBCTAHUWUU: Germany

TESTS SPECIFICATIONS RESULTS
MNokasatenu Cneuudmxaumm Pesynbtatbl
Microbial purity / Mukpo6uonoruueckas
YncTorta
Total aerobic microbial count (TAMC) / Obulee Not more than 10> CFU /ml / <1 CFU/mi
yncno aspobHbIX MUKPOOPraHU3MOB 2
Total combined yeast and molds count He Gonee 10 KO1E/ M
(TYMC) / ObLee uucno apoxokeBbIX 1 Not more than 10 CFU /ml / <1 CFU/ ml
nnecHeBbIX rpuGos He Gonee 10' KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTeue B 1 Mn Absent / OtcytcTaytoT
Staphylococcus aureus Absence in 1 ml/ OtcyrcTteue B 1 Mn Absent / Otcytcteyior
10ml (at least 143 doses / vial) in class Il Complies / CooteeTcTBYeT
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 po3
BO bnakoHe) npenapara Bo nakoH KOPUYHEBOTO
ctrekna |lll  rugponuTuMdeckoro knacca ¢
[O3UPYIOWMM YCTPOWNCTBOM W3 NOMNUaTUMNEHa W
HepaBeloLlel CTanu 1 3alUTHON Kpbilkon. Mo 1
hNakoHy BMecTe C MHCTPYKUWEN NO NPUMEHEHUIO
B Na4Ky KapTOHHYIO.
Labeling / MapkupoBka According to Normative documentation. / B Complies / CooteetcTayeT
COOTBETCTBUWN C HOPMATMBHOM AOKYMEHTaLWeNn.

Storage / XpaHeHue: At temperature below 25°C. / INpwu Temnepatype He Bbiwe 25°C.

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

INDUSTRIA QUIMICA E FARMACEUTICA, S.A

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUGUKAT AHAJU3A rOTOBOIO NPOAOYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3ueuH® cnpe# HasanbHbIW [03UPOBaHHbLIA 22,5 MKr/A03a Poccus /

ARTICLE CODE/ BHYTPEHHWW KOL NMPOAYKTA: 704534 BATCH Ne / NAPTUA Ne /: 45554
MANUFACTURE DATE: / DATA U3rOTOBREHWA: 12/2024 C.A | CEPTUOUKAT AHATNU3A: 190/25
ANALYTICAL PROC. N°: / TPOTOKON AHAITU3A Ne: SRAS-9WACU6.5 EXP. / CPOK rOAHOCTW: 11/2027

ANALYTICAL REFERENCE / PE®EPEHTHEIM UCTOYHUK METOAOB AHAJTIU3A: Normative documentation / HopmatusHas
pokymenTaumsa M NO1 3921/01-290422

CUSTOMER INTERNAL CODE/ BHYTPEHHWW KOf MPORYKTA KINUEHTA: 81 775840

API NAME / HAMUMEHOBAHVE OAPMAUEBTW-IECKOVI CYBCTAHLIMKU: Oxymetazoline Hydrochloride

APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOW CYBCTAHLUMMN: 24080086

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENSA ®APMALIEBTUMECKOW CYBCTAHLIUN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ :
CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHUWU: Germany

REMARKS / lpumeyaHue:
The Product conforms to ND/
MpoaykT coOTBETCTBYET Tpebosanusm HO

BATCH REMARKS / MpumeyaHue Ansi cepun.

Hereby I 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 CBUAETENLCTBYLO, HUTO [laHHas napTus npoBepeHa B
COOTBETCTEBMM C paspelleHUeM Ha MapKeTuHr W Esponeiickum pyKOBOACTBOM MO Hagnexalueil NpoM3BOACTBEHHON
NPakTUKe ANA NIeKapCTBEHHBIX NPOAYKTOB.

2 4
ANALIST / AHanuTnk DECISION / 3akriioueHue: /i{d')Jr}r\,a/xz
| e
: /
Ana Franco DATE / fiara: ’?70/ 20 .
Jodo Melo QUALIFIED PERSON / OTBeTcTBeHHOE NuLo: 0
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