SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANMIM3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3uBuH® cnpen HaszanbHbLIA AO3MpOBaHHbIA 22,5 Mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHUI KOO NPOQYKTA: 704534

BATCH Ne / MAPTUA Ne /: 55565

MANUFACTURE DATE: / AATA U3IOTOBINEHUA: 06/2025

C.A/ CEPTUDUKAT AHAJIU3A: 3055/25

ANALYTICAL PROC. N°: / MPOTOKOJfT AHAITU3A Ne: SRAS-9WACU6.5

EXP. / CPOK FOOAHOCTW: 05/2028

aokymeHTauus I N013921/01-290422

ANALYTICAL REFERENCE / PE®EPEHTHbIN MCTOYHUK METOAOB AHAINWU3A: Normative documentation / HopmatusHas

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOA, NPOOYKTA KITUMEHTA: 81775840

API NAME / HAMMEHOBAHWE ®APMALIEBTUYECKO!W CYBCTAHLMWUUN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLIUK: 24090271

APl MANUFACTURER NAME /

HAUMEHOBAHMWE NMPOWU3BOAWUTENA ®APMALIEBTUYECKOW CYBCTAHLIMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NMPOU3BOAUTENS ®APMALEBTUYECKOU CYECTAHUUU: Germany

TESTS
Moka3atenu

SPECIFICATIONS
Cneuundukauum

RESULTS
Pesynbrarhl

Description/ Onucanue

Transparent or aimost transparent, almost coloriess
to light yellow solution. / Mpo3spayHblin unu nouTn
npo3pavHbiii pacTBop OT nouyty HGecuseTHoro Ao
cnabo-xenToro upeTa.

Complies / CooTtBeTcTBYET

Identity/ MognnHHOCTL
Oxymetazoline hydrochloride /
| OkcumeTazonuHa rugpoxnopua

|

Benzalkonium chloride / BeH3zankoHus
xnopua

Retention time of the main peak in the
chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
BpemMa yfAepxuBaHWS  OCHOBHOMO Muka Ha
XpomaTtorpamme MCMbITYEMOro pacTBopa AOMKHO
COOTBETCTBOBATHL BpPEMEHU yAepXuBaHus
OCHOBHOTO NWKa Ha XpomarorpamMme CTaHAapTHOTO
pacreopa oKcMMeTasonunHa rmapoxnopuaa,
MONy4YeHHON NPW KONMYECTBEHHOM ONpeaeneHnM.

Retention time of the main peak in the
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. / Bpems
YAEpX1MBaHUS OCHOBHOIO NKa Ha XxpomaTorpammve
WCMBbITYEMOro pacTBopa AOMKXHO COOTBETCTBOBATh
BpEMEHN yAEPXKUBAHWA OCHOBHOMO MNuKa Ha
XpomaTorpammve CTaHAapTHOro pacTeopa
GeHsankoHWs  xnmopuaa,  MNOMyYeHHOW  mpn
KONU4YeCTBEHHOM onpeaeneHun.

Complies / CooTtBeTcTBYET

Complies / CooTeeTcTBYET

Clarity / Mpo3payvHocTb

The product should be not more opalescent

than reference suspension I. / OnanecueHums
npenapara He A0MKHa NPeBbILAaTh onaneclierLumio
3TanoHa cpaBHeHus |.

Complies / CooTBeTcTBYET

Color of solution / LiBeTHocTb pacTBopa

The product should be not more colored than
reference solution Y7. / MNpenapaTt gomkeH BbITb
oKpallieH He Bornee MHTEHCUBHO, YeM 3TarnoH Y7.

Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpei HasanbHbIA JO3MPOBaHHbIA 22,5 MKr/go3a Poccus /

ARTICLE CODE / BHYTPEHHWW KOL NPOAOYKTA: 704534 BATCH Ne / NAPTWUA Ne /: 565565
MANUFACTURE DATE: / IATA U3rOTOBNEHWUA: 06/2025 C.A /| CEPTUOUKAT AHAJIU3A: 3055/25
ANALYTICAL PROC. N°: / MPOTOKON AHAINU3A Ne: SRAS-9WACUG.5 EXP./ CPOK rOAHOCTW: 05/2028

ANALYTICAL REFERENCE / PE®EPEHTHbLIN UCTOYHUK METOOOB AHANU3A: Normative documentation / HopmaTtueHas
Aokymentaums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOA, MPOAYKTA KNUEHTA: 81775840

API NAME / HAMUMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALEEBTUYECKOW CYECTAHLIUU: 24090271

APl MANUFACTURER NAME / .
HAUMEHOBAHWUE NPON3BOOUTENA ®PAPMALIEBTUYECKOU CYBCTAHLIMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOU CYBCTAHUWMWU: Germany

TESTS SPECIFICATIONS RESULTS
MNMokasaTtenu Cneundukauum PesynbTrathbl

Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ OT1 1,006 go 1,010 1007
nnoTHocTh (d 20/20) '
pH From 5.5t06.5/015,5806,5 59
Osmolality / OcmonsnbHocTb From 270 to 330 mOsmol/ kg /

Ot 270 go 330 mOcmonb/kr 279 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg £15 %.
Weight / CpepHsst macca nosbl n Uniformity of dose weight: mean dose weight
0AHOPOAHOCTb Macchl [O3bl 125 %.

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

weight.

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

CpeaHsa macca posbl: 45 mr+ 15 %. Complies / CooTBeTtcTBYET

OOHOPOAHOCTb MacChl A03bi: CPeAHAs Macca 403bl

+25%.

He 6onee 2 u3 10 po3 > +25 % oOT cpepHen maccol

[03bl.

Ho Bceraa <+ 35 % oT cpegHei macchl 403bl.

Related Substances / PoactBeHHble

npumMecu

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

(NpopykT rugponuaa)

Impurity ZP-1 / MNpumecs ZP-1 Not more than 0.5 %. / He 6onee 0,5 %. <LD

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

HenaeHTMULMPOBAHHaA NpUMech

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

Assay / KonuyecTtBeHHOe onpegeneHue

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

OkcumeTasonwHa rugpoxnopug, hydrochloride/ O1 475 no 525 mkr/mn 506 pg/mL
OKCUMETA30MmMHa rmapoxnopuaa.

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

xnopug 45 po 55 mkr/mn 6eH3ankoHua xnopmnaa 50 pg/mL
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATIN3A FOTOBOIO NPOAYKTA

PRODUCT / MPOOYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3ueunH® cnpei HaszanbHbLIW 4O3UMPOBAHHbIN 22,5 mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHUI KOJ1 NPOAYKTA: 704534 BATCH Ne / MTAPTUA Ne /: 55565
MANUFACTURE DATE: / BATA U3rOTOBNEHUA: 06/2025 C.A/ CEPTUOUKAT AHAJIN3A: 3055/25
ANALYTICAL PROC. N°: / MPOTOKOIT AHAITU3A Ne: SRAS-9WACUG.5 EXP./ CPOK FOOHOCTW: 05/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIA UICTOYHMK METOAOB AHAIU3A: Normative documentation / HopmatusHas

aokymerTaumsa 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOJ NMPOAYKTA KITUEHTA: 81775840

API NAME / HAUMEHOBAHUE ®APMALIEBTUMECKOW CYECTAHLINU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLINN: 24090271

APl MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOOAUTENA ®APMALIEBTUMECKOW CYBCTAHLIUM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOAUTENA ®APMAUEBTUYECKOWU CYECTAHUMN: Germany

TESTS SPECIFICATIONS RESULTS

MNokasatenu Cneundurkaumn PesynbTtarthbi
Microbial purity / Mukpo6uonoruuyeckas
yncrora
Total aerobic microbial count (TAMC) / Obwiee Not more than 10° CFU /ml / <1 CFU / ml
4YncnNo aspoBHbIX MUKPOOPFraHNM3MOB 2
Total combined yeast and molds count He bonee 10 KO1E/M”
(TYMC) / ObLyee Yncrno ApOXCKEBLIX W Not more than 10" CFU /mi/ <1 CFU/ml
NnecHeBbIX rpnbos He Gonee 10' KOE/mn
Pseudomonas aeruginosa Absence in 1 ml / OtcyTcTBue B 1 Mn Absent / Otcytctayior
Staphylococcus aureus Absence in 1 ml/ OtcyTctane B 1 Mn Absent / Otcyrcrayior

10ml (at least 143 doses / vial) in class Il
Package (Sjnakoska 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 meree 143 fo3
BO ¢hnakoHe) npenapaTta Bo (piakoH KOPUYHEBOMO
ctrekna |l rngponuTudeckoro  knacca C
OO3UPYIOWMM YCTPOACTBOM U3 NOMNU3TUMNEHA W
HepXXaBeloLLel CTanu 1 3alUTHON Kpbiwkon. 1o 1
hnakoHy BMECTE C UHCTPYKUMEN N0 NPUMEHEHWNIO
B NAYKy KapTOHHYIO.

Complies / Cooteetctayet

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUWN C HOPMATUBHON NOKYMEHTaUNER.

Complies / CootsercrayeTt

Storage / XpaHeHue: At temperature below 25°C. / INpu TemnepaTtype He Bbile 25°C.

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

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A TOTOBOI'O NPOAYKTA

PRODUCT / NPOOYKT: Nasivin Metered Nasal Spray 22.5 pyg /dose Russia /
Ha3uBUH® cnpel HasanbHbIK 0O03MPOBaHHbLIA 22,5 mkr/gosa Poccus /

ARTICLE CODE / BHYTPEHHUW KOL NPOAYKTA: 704534 BATCH Ne / NAPTUA Ne /: 55565
MANUFACTURE DATE: / DATA N3rOTOBINEHWA: 06/2025 C.A/ CEPTUOUKAT AHAINU3A: 3055/25
ANALYTICAL PROC. N°: / NIPOTOKON AHANU3A Ne: SRAS-9WACUG.5 EXP./ CPOK rOAHOCTMW: 05/2028

ANALYTICAL REFERENCE / PE®QEPEHTHbIA UCTOYHUK METOAOOB AHAINU3A: Normative documentation / HopmaTtusHas
pokymeHTauma 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOO NPOAYKTA KIIMEHTA: 81775840

API NAME / HAMUMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLIMKU: Oxymetazoline Hydrochloride

AP| BATCH NUMBER / HOMEP CEPU ®APMALIEBTUYECKOW CYECTAHLIUN: 24090271

APl MANUFACTURER NAME / .
HAUMEHOBAHMUE NPOU3BOAUTENSA PAPMALIEBTUMECKOW CYBCTAHLIMMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API1/ .
CTPAHA NPOU3BOOUTENA ®APMALEBTUYECKOU CYECTAHLIUWA: Germany

REMARKS / NpumeyaHue:
The Product conforms to ND/
MpoayxT cooTeeTCcTBYET TpeboBaHuam H

BATCH REMARKS / Npumeuanue gnsa cepun:

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. / [daHHbiM CBMAETENbLCTBYIO, YTO AAHHAs nNapTus NpoBepeHa B
COOTBETCTBUM C pa3pelleHNeM Ha MapKeTWHr v EBpOneickMM pyKOBOACTBOM MO Haanexauleid Npou3BOACTBEHHON
npakTnKe A NeKapcTBeHHbIX NPOAYKTOB.

_ L s /
ANALIST / AHanuTuk DECISION / 3akniovenue: A /’/m’ﬂd

Sonia Chainho DATE/ flata: 7 ?/“6’7 /ZO’LF/
Beatriz Sousa QUALIFIED PERSON / OTBeTcTBEHHOE nnyo:

/
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