SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TrOTOBOI'O NPOAYKTA

PRODUCT/ MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpel HazanbHbLIM 403MpPOBaHHbIN 22,5 Mkr/go3a Poccusa /

ARTICLE CODE / BHYTPEHHWUW KOL NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 44751
MANUFACTURE DATE: / ATA U3rOTOBNEHUA: 06/2024 C.A/ CEPTUDUKAT AHATTU3A: 3395/24
ANALYTICAL PROC. N°: / TIPOTOKON AHAITU3A Ne: SRAS-SWACUG.4 EXP. / CPOK FrOAHOCTM: 05/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOAQOB AHAJIM3A: Normative documentation / HopmaruHas
AokymeHTauus 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOL, MPOAYKTA KITUEHTA: 81775840

APl NAME / HAMUMEHOBAHUE ®APMALIEBTUMECKOW CYBCTAHLIUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUM ®APMALIEBTUYECKOW CYECTAHLIUN: 23120292

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOWU CYECTAHLIUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOAUTENA PAPMALIEBTUMECKOU CYBCTAHLIMU: Germany

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneuundmnkauun Pe3ynbTathl

Transparent or almost transparent, almost colorless
to light yellow solution. / MpoapayHblit N no4Tn
Npo3payHblit PacTBop OT routn GecupetHoro ao | Complies / CooteetctayeT
cnabo-xenToro ugeTa.

Description/ OnucaHue

Identity/ MopnuHHOCTL Retention time of the main peak in the Complies / CooTBeTcTBYET
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuHa rugpoxnopug with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsi yaepXuBaHMs OCHOBHOTO nuKa Ha
XpomaTtorpamme MUCMbITYEMOTO pacTteopa AOSIKHO
COOTBETCTBOBATL BPEMEHMU yaepKvuBaHus
OCHOBHOTO NWKa Ha XpomaTtorpaMMe CTaHgapTHOro
pacteopa oKCcMMeTasonuHa rwapoxnopuvaa,
MONYYeHHOMN NPU KONUUECTBEHHOM ONpeAeneHun.

B . hlorid Retention time of the main peak in the | Complies/ CooTrBeTcTBYET
enzalkonium chloride / BensankoHus 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
YAEPKUBaHUsI OCHOBHOTIO Nuka Ha xpomarorpaMmme
MCNBITYEMOrO pacTBopa JOMKHO COOTBETCTBOBAThL
BPEMEHW YAEPXKUBAHUS OCHOBHOMO MMKa Ha
XpomaTtorpamme CTangapTHOrO pacteopa
OeHsankoHus  xnopuaa,  NOMYYEHHOW  npwn
KONMYECTBEHHOM ONPeAENEHUN.

Clarity / Npospa4yHocTb The product should be not more opalescent

than reference suspension |. / OnanecueHumns )
npenapara He AOMKHa npeBbilwaTh onanectieHumio | Complies / CooTteeTcTayeT
aTarnoHa cpaBHeHus .

Color of solution / LieTHOCTb pacTBOpa The product should be not more colored than Complies / CooTBeTcTBYET
reference solution Y7. / MNMpenapaT gomkeH 6biTh
OKpalleH He Bonee NHTEHCUBHO, YeM STanoH Y7.
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SOFARIMEX

INDUSTRIA GUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A FOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia /
Ha3uBuH® cnpeit HazanbHbI A03MPOBaHHbLINA 22,5 mkr/po3a Poccusa /

ARTICLE CODE / BHYTPEHHWWA KOR, NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 44751
MANUFACTURE DATE: / OATA U3rOTOBJNEHWA: 06/2024 C.A | CEPTUDUKAT AHAITU3A: 3395/24
ANALYTICAL PROC. N°: / MPOTOKOIN AHAJIN3A Ne: SRAS-9WACU6.4 EXP. / CPOK rOOHOCTMU: 05/2027

ANALYTICAL REFERENCE / PEGEPEHTHBI MCTOYHUK METOOOB AHANU3A: Normative documentation / HopmatuHas
AokymenTauws M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NMPOAYKTA KIUEHTA: 81775840

APl NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBCTAHLUU: 23120292

API MANUFACTURER NAME / .
HAUMEHOBAHME NMPOU3BOAUTENS ®APMALIEBTUYECKON CYECTAHLIUMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE APl / :
CTPAHA NPOU3BOAUTENA ®PAPMALIEBTUMECKOWU CYECTAHLIWN: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTtenn Cneuundukaumm Pe3ynbrathbl

Relative density (d 20/20) / OTHocuTenbHan From 1.006 to 1.010/ Ot 1,006 po 1,010 1,008
nnoTtHocTk (d 20/20)
pH From5.5t06.5/075,5 06,5 59
Osmolality / OcmMonsinbHOCTbL From 270 to 330 mOsmol/ kg /

Ot 270 go 330 mOcmonb/kr 285 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg 15 %. Complies / CooTBeTCTBYET
Weight / CpegHaa macca A03bl U Uniformity of dose weight: mean dose weight
OOHOPOAHOCTL MAacChl A03bI +25 %.

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

weight.

But always < * 35 % from mean dose weight. /
CpeaHsis macca Aosbl: 45 mr+ 15 %.
O/HOPOAHOCTb Macchl 403bl: CPeAHsa macca Ao3bl
+25 %.

He Gonee 2 w3 10 103 > +25 % OT cpegHei MaccChbl
Do3bl.

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

Related Substances / PoacTBeHHble
npumecu

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

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

Individual unidentified impurity / EanHuuHas

HEMIEHTUDMLUPOBAHHAS NPUMECh Not more than 0.1 %. / He 6onee 0,1 %. <LD
Total impurities/ Cymma npumeceit Not more than 1.2 %. / He Gonee 1,2 %. <LD
Assay / KonuuectBeHHOe onpeaeneHue

Oxymetazoline hydrochloride / From 475 to 525 pg/mL of oxymetazoline 498 pg/mL
OkcumeTasonuHa ruapoxsnopua hydrochloride/ Ot 475 po 525 mkr/mn

OKCUMETA30NnHa rmgpoxnopunaa.

Benzalkonium chloride / BensankoHus From 45 to 55 pg/mL of benzalkonium chloride/ Ot 49 pg/mL
xnopua 45 go 55 mkr/mn 6eH3ankoHWa xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATNIU3A FOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3uBuH® cnpe#i HasanbHbIW AO3UPOBaHHLINA 22,5 mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWUWA KO NMPORYKTA: 704534 BATCH Ne / MAPTWUA Ne /. 44751
MANUFACTURE DATE: / AATA U3rOTOBNEHWUA: 06/2024 C.A /| CEPTU®UKAT AHATIU3A: 3395/24
ANALYTICAL PROC. N°: / TPOTOKON AHAJTU3A Ne: SRAS-9WACU6.4 EXP. /| CPOK FrOQHOCTMU: 05/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UICTOMHUK METOROB AHAJNMWU3A: Normative documentation / HopmaTtusHas
AokymeHTaumnsa N N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOJ1 MPOAYKTA KNMEHTA: 81775840

AP| NAME / HAMMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLIUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUYECKOW CYECTAHLUU: 23120292

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPON3BOAUTENA ®PAPMALEBTUMECKOU CYECTAHLIUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / B
CTPAHA NPON3BOAUTENA ®PAPMALIEBTUYECKOWU CYECTAHLIMU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudukauum Pe3ynbTtathl
Microbial purity / Mukpo6uonorudyeckas ) <1 CFU/ml
YyucroTa Not more than 10" CFU /ml /
Total aerobic microbial count (TAMC) / Obwiee He 6onee 102 KOE/Mn
4YNCNO a3pObHbLIX MUKPOOPraHU3MOB
Total combined yeast and molds count Not more than 10" GFU /mi / <1 CFU/ml

(TYMC)/ ObLuee uncno ApoXcKeBbIX 1

1
nnecHesbix rpubos He 6onee 10 KOE/mn

Absent / OtcyTcTayloT

Pseudomonas aeruginosa Absence in 1 mi/ OtcyTcteue B 1 mn

Staphylococcus aureus Absence in 1 ml/ OtcyTcteue B 1 Mn Absent / OtcyTcTaytoT

Pack 1y 10ml (at least 143 doses / vial) in class Il Complies / CooTsetctayeT
ackage/ Jnakoska 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 o3
BO dnakoHe) npenapata Bo hnakoH KOPUHHEBOTO
crekna Il rmgponuTuyeckoro  knmacca €
AO3UPYIOWLMM YCTPOMNCTBOM U3 NOMUITUNIEHA WU
HepxaBeLlen CTany 1 3alUTHON KpbILLkoi. Mo 1
hnakoHy BMECTE C MHCTPYKUMER Mo NpUMeHEHUIo
B NaYKy KApTOHHYIO.

. . . Complies / C eT
Labeling / MapkupoBka According to Normative documentation. / B P OOTEETENEY
COOTBETCTBUM C HOPMATUBHOM JOKyMEHTaLMEN.

Storage / XpaHeHue: At temperature below 25°C. / lNMpu TemnepaTtype He Bbiwe 25°C.

Shelf life / Cpok rogHocTu: 3 years (-1 month) / 3 ropa (-1 mecsil)
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIM3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia/
Ha3ueuH® cnpei HazanbHbIA 4O3UPOBaHHBINA 22,5 MKr/a03a Poccus /

ARTICLE CODE / BHYTPEHHWI KO, MPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 44751
MANUFACTURE DATE: / ATA U3rOTOBNEHUA: 06/2024 C.A/ CEPTUGUKAT AHATTU3A: 3395/24
ANALYTICAL PROC. N°: / TPOTOKON AHATIU3A Ne: SRAS-9WACU6.4 EXP. / CPOK FOAHOCTMW: 05/2027

ANALYTICAL REFERENCE / PE®OEPEHTHbIA UCTOYHWK METOAOB AHAMNU3A: Normative documentation / HopmatnsHas
aokymenTauus N N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ, NPOAYKTA KINMEHTA: 81775840
AP| NAME / HAUMEHOBAHWE ®APMALIEBTUMECKOWN CYBCTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUYECKOW CYBCTAHLIUW: 23120292

API MANUFACTURER NAME / .
HAVMEHOBAHMWE NPOU3BOAUTENS ®APMALIEBTUMECKOW CYECTAHLIMMK: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE AP1/ .
CTPAHA NPOW3BOAMTENA ®APMALIEBTUMECKOWU CYECTAHLIUN: Germany

REMARKS / lNpumeuaHue:
The Product conforms to ND/
MpoaykT cooTeeTcTRYET TpeboBaHuam HL

BATCH REMARKS / Npumeyanue gns 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. / [JaHHbIM CBMAETENLCTBYIO, H4TO AaHHAA NapTMs npoBepeHa B
COOTBETCTBMM C pa3pelleHUeM Ha MapKeTHr v EBponefckuM PYKOBOACTBOM MO Haafiexaliei npou3BoACTBEHHOW
npakTUKe ANs NekapCTBEHHbIX NPOAYKTOB.

Sonia Chainho
M. Inés Ribeiro QUALIFIED PERSON / OtBeTCcTBEHHOE NMULO:

ANALIST / AHanuTuk DECISION / 3aknio4eHnue: L/QC 7 ;
DATE / faTa: le ﬁ/@@/ oL
V
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