SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOI'O NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3suBuH® cnpeit HasanbHbIW 403MPOBaHHLIA 22,5 Mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWUW KOL MPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 31504
MANUFACTURE DATE: / BATA U3rOTOBMEHUA: 11/2023 C.A/CEPTUOUKAT AHANUIA: 6532/23
ANALYTICAL PROC. N°: / IPOTOKOJ/T AHANMU3A Ne: SRAS-9WACUG.4 EXP./CPOKOAHOCTH: 11/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOYHUK METOAOB AHANU3A: Normative documentation / HopmatusHas
aokymeHnTaums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWIW KOA NPOAYKTA KNUEHTA: 81775840

API NAME /| HAUMEHOBAHUE ®APMALEEBTUYECKOW CYECTAHLIUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALEEBTUYECKOW CYBCTAHLIUU: 23080121

API MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHUMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ¢$APMALIEBTUMECKOW CYBCTAHLUK: Germany

TESTS SPECIFICATIONS RESULTS
MNokasatenu Cneyudmkaumm Pe3ynbrarhl

Transparent or almost transparent, almost colorless
to light yellow solution. / Npoapaunbii Unu noytu
npo3pauHsiil pacTeop oT noutu BecuseTHoro fo | Complies / CooTeTcTByeET
cnabo-xenToro useTa.

Description/ Onucanue

Identity/ MognuHhocTb Retention time of the main peak in the | Complies/CooTeetcTyer
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. /
Bpemsi  yaepxuBaHWS  OCHOBHOTO nuka  Ha
XpoMartorpamMmMe WCMLITYeMOro pacTsopa [OMKHO
COOTBETCTBOBATb BpemeHu yaepxuBaHus
OCHOBHOTO Nuka Ha XPoMaTorpaMme ClaHaapTHOro
pacteopa OKCYMETa30NuHa mapoxnopuaa,
NOMYYEHHON NPU KONUYECTBEHHOM ONpeaeneHun.

Benzalkonium chloride / BeH3ankoHus Retention time of the main peak in the Complies / CooTeeTcTayeT

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. / Bpems
YAEPXWBaHWUA OCHOBHOrO NWKa Ha xpomartorpamme
UCMbITYEMOTO pacTBopa AOMKHO COOTBETCTBOBATL
BPEMEHU YAEPXUBAHUS OCHOBHOMO nNUKa Ha
XpomaTorpaMmme CTaHfapTHOro pacTeopa
GeHsankoHusa  xnopuaa,  MOMyYeHHOW  npw
KONUYECTBEHHOM ONpeaeneHuun.

Clarity / MpoapauHocTk The product should be not more opalescent

than reference suspension . / OnanecueHuus
npenapaTa He AOMKHA NpeebiaTh onanecueHumio | Complies / CooTeeTcTByeT
aTanoHa cpaBHeHus |.

Color of solution / LiseTHocTh pacTBopa The product should be not more colored than Complies / CooTeeTcTayerT |
reference solution Y7. / MNpenapat AomkeH BbiTb
OkpatleH He Bonee UHTEHCUBHO, YeM 3TanoH Y7.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNIN3A FOTOBOIO MPOOYKTA

| PRODUCT/ NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia / |
Ha3usnH® cnpeit HazanbHbI# 403MpOBaHKLIN 22,5 MKr/no3a Poccus /

| ARTICLE CODE / BHYTPEHHWUWA KO NPOAYKTA: 704534 BATCH Ne / MTAPTUA Ne /: 31504
MANUFACTURE DATE: / DATA U3FOTOBNEHWUA: 11/2023 C.A/ CEPTUOUKAT AHANN3A: 6532/23
ANALYTICAL PROC. N°: / MPOTOKON AHANN3A Ne: SRAS-9WACU6.4 EXP./ CPOK TOOHOCTH!: 11/2026

ANALYTICAL REFERENCE / PEGEPEHTHBIV NCTOYHMK METOAOB AHAIN3A: Normative documentation / HopmatusHas
_HokymeHTaums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWIW KO NPOAYKTA KIUEHTA: 81775840

API NAME / HAUMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLMMN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUWN ®APMALIEBTUYECKOW CYBCTAHLWW: 23080121

API MANUFACTURER NAME /
HAWMEHOBAHUWE NPOU3BOAUTENA ®APMALIEBTUYECKON CYECTAHLIUN: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API/
CTPAHA MPOU3BOAUTENA ®APMALIEBTUYECKON CYECTAHLUWUU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuundukaunm PeayneTtathl
Relative density (d 20/20) / OrHocuTenbHasn From 1.006 to 1.010/ Ot 1,006 o 1,010 1,008
nnorHoctb (d 20/20)
pH From55t06.5/015,5006,5 59
Osmolality / OcmonsanbHocTb From 270 to 330 mOsmol/ kg / 278 mOsmol/ k
OT 270 no 330 MOcMonb/kr il e )
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg £15 %, Complies / CooTtBeTcTBYET
Weight / CpegHas macca nosbl u Uniformity of dose weight: mean dose weight
OAHOPOAHOCTb MacChl A03bl +25%.
Max. 2 from 10 doses >*25% from mean dose
weight.

But always =+ 35 % from mean dose weight. /
CpegaHsist Mmacca foabl: 45 Mr+15 %.
OaHopoAHOCTL Macehl 403bl: CPEAHAs Macca A03bl
+25%.

He 6onee 2 n3 10 pos > £25% oT cpeaHen macchb!
no3bl.

Ho Bcerpa <1 35 % OT cpeqHein Macchl 403b!.

Related Substances / PopctBeHHbIe
npumecu

Impurity A (Hydrolysis product) / Mpumecs A
(npoaykT rmaponusa)

Impurity ZP-1/ MNpumecs ZP-1 Not more than 0.5 %. / He 6onee 0,5 %. < Detection Limit
Individual unidentified impurity / Eaunuynas

Not more than 0.5 %. / He 6onee 0,5 %. < Detection Limit

Not more than 0.1 %. / He 6onee 0,1 %. < Detection Limit
HengeHTMPULMPOBaHHas NpuMecs
Total impurities/ Cymma nprmeceit Not more than 1.2 %. / He 6onee 1,2 %. < Detection Limit
Assay | KonuyectBeHHOe onpeaeneHune
Oxymetazoline hydrochloride / From 475 to 525 pg/mL of oxymetazoline 500 pg/mL
OxcumeTasonmHa ruapoxnopus hydrochloride/ OT 475 go 525 mkr/mn

oKCMMETasonuHa rmapoxaopuaa.
Benzalkonium chloride / BeHzankonus From 45 to 55 pg/mL of benzalkonium chloride/ OT 50 pg/mL
xnopug, 45 no 55 mkr/mn Ger3ankoHus xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A TOTOBOIo NPOAYKTA

PRODUCT /MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3suBuH® cnpeit HaszanbHbIW 403UPOBaHHLIN 22,5 MKr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHUW KOL NPOAYKTA: 704534 BATCH Ne / TTAPTUA Ne /: 31504
MANUFACTURE DATE: / BATA U3rOTOBNEHUA: 11/2023 C.A/ CEPTUOUKAT AHANUSA: 6532/23
ANALYTICAL PROC. N°: / IPOTOKON AHAJTU3A Ne: SRAS-9WACUG.4 EXP./ CPOK TOIHOCTMU: 11/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOIOB AHANU3A: Normative documentation / HopmaTtushas
nokymedTauma N N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUIW KOAQ NPOAYKTA KNUEHTA: 81775840

API NAME / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBECTAHLIUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUUN ®APMALIEBTUYECKOW CYBCTAHUWK: 23080121

API MANUFACTURER NAME / .
HAUMEHOBAHUWE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLIUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOANTENA ®APMALIEBTUMECKOWU CYECTAHLIUN: Germany

TESTS SPECIFICATIONS RESULTS
Mokazarenu Cneundurkauum Pesynbratbl
Microbial purity / MukpoGuonoruyeckas . <1 CFU/ ml
yucrora Not more than 10° CFU /ml /
Total aerobic microbial count (TAMC) / O6uwee He Gonee 10° KOE/mMn

YUCNO aspOBHbIX MUKPOOPraHU3MoB

TGSyt | e 1 crum) <G

nnecHeBbIX rpubos He 6onee 10 KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcteve B 1 Mn Absent / OtcyTcraytoT

Staphylococcus aureus Absence in 1 ml/ OtcyTctave 8 1 Mn Absent/ OtcyTctayior
10ml (at least 143 doses / vial) in class Il Complies / CooTeercTeyet |

Package / Ynakoska hydrolytic brown glass vial with a metering

polyathylene 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 (pNakoHe) npenapata Bo (hnakoH KOPUYHEBara
ctekna Il rupgponuTudeckoro  knacca G
A03MpYIOWUM  YCTPOUCTBOM U3 NONU3TUNEHA W
HepaBetoLleh CTanm 1 3alnUTHOR Kpbiwkoi. Mo 1
hnakoHy BMeCTe C UHCTPYKUMEN MO NPUMEHEHMIO
B NAYKy KapTOHHYIO.

Labeling / Mapkuposka According to Normative documentation. / B Complies / Cooteetcrayer

COOTBETCTBUU C HOPMATUBHOW JOKYMEHTauuen.

Storage / XpaHeHue: At temperature below 25°C. / MNpun Temnepatype He BbIWwe 25°C.

Shelf life / Cpok roaHocTu: 3 years / 3 roga
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIN3A FOTOBOIO NPOOYKTA

| PRODUCT/ MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3uBuH® cnipeit HasanbHbI# A03MPOBaHHbINA 22,5 Mkr/no3a Poccus /

_ARTICLE CODE / BHYTPEHHUM KO MPOAYKTA: 704534 BATCH Ne / NAPTUA Ne /: 31504
MANUFACTURE DATE: / QATA U3rOTOBMEHWUA: 11/2023 C.A/CEPTUDUKAT AHANNIA: 6532/23
ANALYTICAL PROC. N°: / MPOTOKON AHANU3A Ne: SRAS-O9WACU6.4 EXP./CPOK FOQHOCTW: 11/2026

ANALYTICAL REFERENCE / PE®EPEHTHbI UCTOYHWUK METOOOB AHATNW3A: Normative documentation / HopmaTtuBHas
|_AokymeHTaums M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO NPOAYKTA KNUEHTA: 81775840

API NAME / HAMUMEHOBAHUE ©®APMALIEBTUMECKON CYBCTAHUWMWN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOW CYECTAHLINK: 23080121

APl MANUFACTURER NAME / .
HAWMEHOBAHWE NMPOU3BOAUTENA PAPMALEBTUYECKON CYBCTAHLUWN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE AP!/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOWN CYECTAHLIMU: Germany

REMARKS / NMpumevanue:
The Product conforms to ND/
MpoaykT cooTBeTcTBYET TpeboBaHnam HI

BATCH REMARKS / Mpumeyanune ans cepum;

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. / [aHHblM CBUASTENLCTBYIO, YTO AaHHAs NapTWs NpoBepeHa B
COOTBETCTBMW C PaspeLleHnemM Ha MapkeTuHr n EBpone’ckum pykoBOACTBOM NO Hagnexallel npownssoacTBEHHON
NPaKkTUKe AN NeKapCTBEHHbIX MPOAYKTOB.

ANALIST / AHanutuk DECISION / 3akntovenue: WL}CCQ
Sonia Chainho DATE/ flata: Z / 2 o3
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCTBEHHOE NYLO: | \Q
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