SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3nBuH® cnpei Ha3anbHbIA AO3MpPOBaHHbIN 22,5 MKr/go3a Poccus /

ARTICLE CODE / BHYTPEHHUI KO NPOAYKTA: 704534 BATCH Ne / NTAPTUA Ne /: 45022
MANUFACTURE DATE: / DATA U3rOTOBNEHUA: 07/2024 C.A/ CEPTUOUKAT AHAJU3A: 4143/24
ANALYTICAL PROC. N°: / TPOTOKOIN AHANU3A Ne: SRAS-9WACU6.4 EXP./ CPOK rOQHOCTM: 06/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN UICTOYHUK METOAOB AHANU3A: Normative documentation / HopmaTusHas
AokymeHTaums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOfl MPOAYKTA KIMUEHTA: 81775840

API NAME / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLIMU: 23120292

API MANUFACTURER NAME /
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUYMECKOW CYBECTAHLIUMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOOUTENA PAPMALIEBTUMECKOWU CYECTAHLIUU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudoukauuu PesynbTaThl

Transparent or almost transparent, almost colorless
to light yellow solution. / Mpo3payHbIA KM NOYTH
Npo3pauHbIii pacTBop OT nouTu GecupeTHoro o | Complies/ CooTeetcTayer
cnabo-xenToro upera.

Description/ Onucanue

Identity/ MopgnuHHOCTL Retention time of the main peak in the Complies / CooTBeTcTBYET
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcuMeTasonuHa ruppoxnopug with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpema ynepxuBaHus OCHOBHOrO nuka Ha
XpOMaTorpamMmMe WUCNbLITYEMOro pacTsopa AOMKHO
COOTBETCTBOBaTL BpeMeHK yAepxuBanus
OCHOBHOrO NKKa Ha XpoMaTorpaMmme CTaHAapTHOrO
pacTBopa OKCUMETa30nuHa ruapoxnopuaa,
NONYYEHHON NPU KONIMYECTBEHHOM OnpeAeneHun.

Benzalkonium chloride / EeH3anKkoHus Retention time of the ma[n peak in the Complies / CooTBeTcTRYET

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. / Bpewms
yAep)XUBaHWs OCHOBHOIO NUKa Ha XpomartorpaMmme
UCNbITYEMOro pacTBopa AOMKHO COOTBETCTBOBATL
BPEMEHW YREepXUBAHWsl - OCHOBHOMO MWKa Ha
Xpomarorpamme cTaHgapTHOMo pacteopa
6GeHsankoHus  xnopuaa,  NONYYEHHOW  npw
KONUYeCTBEHHOM onpeaeneHnn.

Clarity / Mpo3pa4HocTb The product should be not more opalescent

than reference suspension |. / OnanecueHuus
npenapara He [OMKHa npesblwaTe onanectedumio | Complies / CooteeTcTayeT
aTanoHa cpaBHeHus |.

Color of solution / LipeTHocTb pacTBOpa The product should be not more colored than Complies / CooTBeTcTBYET
reference solution Y7. / INpenapat gorkeH BbiTb
OKpalleH He Bonee UHTEHCUBHO, YEM 3TanoH Y7.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A rOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 pug /dose Russia /
Ha3uenH® cnpeii Ha3aNbHbIN 4O3MPOBaHHbLIA 22,5 MKr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWUW KO MPOAYKTA: 704534 BATCH Ne / NAPTUA Ne /: 45022
MANUFACTURE DATE: / AATA U3rOTOBNEHUA: 07/2024 C.A | CEPTUO®UKAT AHANIU3A: 4143/24
ANALYTICAL PROC. N°: / IPOTOKOIN AHAIU3A Ne: SRAS-OWACU6.4 EXP. / CPOK rOAHOCTMW: 06/2027

ANALYTICAL REFERENCE / PEQEPEHTHBIN UCTOYHUK METOOB AHAIW3A: Normative documentation / HopmaTtusHas
pokymeHTauws 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO/l NPOAYKTA KIMUEHTA: 81775840

API NAME / HAMUMEHOBAHUWE ®APMALIEBTUYECKOW CYBCTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOWN CYECTAHLIM: 23120292

APl MANUFACTURER NAME / .
HAUMEHOBAHME NPOU3BOAUTENSA ®APMALIEBTUMECKON CYECTAHLINMN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALEBTUYECKOW CYECTAHLIMK: Germany

TESTS SPECIFICATIONS RESULTS
MNokasartenu Cneuundumkaummn PesynbTtathl

Relative density (d 20/20) / OTHocuTenbHan From 1.006 to 1.010/ O1 1,006 go 1,010 1,007
nnoTHocTb (d 20/20)
pH From 5.5t06.5/ 015,580 6,5 5.8
Osmolality / OcmonsansHOCTb From 270 to 330 mOsmol/ kg /

OT 270 ao 330 MOcmons/kr 285 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg 15 %. Complies / CooTBeTcTBYET
Weight / Cpeansia macca Ao3bl U Uniformity of dose weight: mean dose weight
OOHOPOAHOCTb Macchbl A03bl +25%.

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

weight.

But always < * 35 % from mean dose weight. /
CpeaHsas macca Jo3bl: 45 Mr+ 15 %.
OJHOPOAHOCTL Macchl [O3bl: CPpeaHsasa macca Ao3bl
+25%.

He 6onee 2 w3 10 Aos > +25 % oT cpeaHen Maccht
003bl.

Ho Bceraa <+ 35 % OT cpeaHei macchl A03bl.

Related Substances / PoacTBeHHble

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

(npogykT rugponuaa)

tmpurity ZP-1 / Mpumecs ZP-1 Not more than 0.5 %. / He Gonee 0,5 %. <LD
Individual unidentified impurity / EauHuunasn

HEWAEHTUGNLMPOBAHHAR MPUMECh Not more than 0.1 %. / He 6onee 0,1 %. <D
Total impurities/ Cymma npumecedn Not more than 1.2 %. / He Gonee 1,2 %. <LD
Assay / KonuyecTBeHHOe onpeaeneHue

Oxymetazoline hydrochloride / From 475 to 525 pg/mL of oxymetazoline 497 ug/mL
OkcumeTasonuHa ruapoxnopus, hydrochloride/ Ot 475 no 525 mkr/mn

oKCUMeTa3osIMHa rmgpoxnopuga.

Benzalkonium chloride / BeHaankoHusi From 45 to 55 pg/mL of benzalkonium chloride/ O 48 pg/mL
xnopva 45 no 55 mkr/mn 6eH3ankoHus xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJNIU3A TOTOBOIO NMPOAOYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3usuH® cnpel HazanbHLIA 403UPOBaHHbIN 22,5 Mkr/go3a Poccus /

ARTICLE CODE / BHYTPEHHU KOA NMPONAYKTA: 704534 BATCH Ne / MAPTUSA Ne /: 45022
MANUFACTURE DATE: / AATA U3IrOTOBIEHUA: 07/2024 C.A /| CEPTU®UKAT AHATTU3A: 4143/24
ANALYTICAL PROC. N°: / TPOTOKOIN AHAINU3A Ne: SRAS-9WACUG6.4 EXP./ CPOK TOAHOCTH: 06/2027

ANALYTICAL REFERENCE / PEOEPEHTHbIM UCTOYHUK METOOOB AHAMNU3A: Normative documentation / HopmaTtueHas
AokymeHTaums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ MPOAYKTA KITMEHTA: 81775840

API NAME / HAUMEHOBAHUWE ©®APMALIEBTUYECKOW CYBCTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUHECKOW CYECTAHLIUU: 23120292

API MANUFACTURER NAME / B
HAMMEHOBAHUE NMPOU3BOONTENA ®PAPMALIEBTUMECKOW CYECTAHLIUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOW CYBCTAHLIUU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudpukagum PesynbraTthl

Microbial purity / Mukpo6uonorudeckas 5 <1 CFU/ml
yucrora Not more than 10" CFU /ml /
Total aerobic microbial count (TAMC) / Obwiee He 6onee 10> KOE/mn
Yucno aspobHbIX MMKPOOPraHU3MOB

i <1 CFU/ml
Total combined yeast and molds count Not more than 10" CFU /ml /

(TYMC) / ObLee 4ncno apoxeKeBbixX U

1
MnecHeBbIX rpubos He 6onee 10 KOE/mn

Absent / OtcyTcTeyloT

Pseudomonas aeruginosa Absence in 1 mt/ OtcytcTeve 8 1 mn

Staphylococcus aureus Absence in 1 ml/ OtcyTcTeve 8 1 Mn Absent / OtcyTcTayloT

Pack 1y 10ml (at least 143 doses / vial) in class Il Complies / CooteeTcTBYeT
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 nos
BO ¢hnakoHe) npenaparta Bo (hnakoH KOPUHHEBOIO
crekna |l rugponuTUdeckoro  knacca cC
AOSUPYIOLLUMM YCTPOWCTBOM W3 NONUITUNEHa U
HepXaBeloLe CTanu 1 3aLLMTHOM KpbIWKOoR. [0 1
nakoHy BMeCTe C UHCTPYKLMER No NpUMEHEHUIo
B MayKy KapTOHHYIO.

. . . Complies / Cootsetctayet
Labeling / MapkupoBka According to Normative documentation. / B P U
COOTBETCTBUN C HOPMATUBHON AOKYMEHTaLuen.

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

Shelf life / Cpok rogHocTu: 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 AHATNWU3A FOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 pug /dose Russia/

Ha3ueBuH® cnpei HasanbHbI [A03MPOBaHHbIHA 22,5 MKr/ao3a Poccust /

ARTICLE CODE / BHYTPEHHMWI KOA NPOAYKTA: 704534 BATCH Ne / MAPTUSA Ne /: 45022
MANUFACTURE DATE: / BATA U3rOTOBNEHWUA: 07/2024 C.A /| CEPTUOUKAT AHANU3A: 4143/24
ANALYTICAL PROC. N°: / TPOTOKON AHAJTU3A Ne: SRAS-9WACUG.4 EXP. | CPOK FOAHOCTMW: 06/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN WCTOYHMK METOAOB AHANU3A: Normative documentation / HopmatusHas
pokymeHTaums I1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KO, MPOAYKTA KIMEHTA: 81775840

API NAME / HAKMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLIUK: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBCTAHLIUU: 23120292

API MANUFACTURER NAME / }
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHUMWMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOAUTENSA ®APMALEBTUYECKON CYBCTAHUWW: Germany

REMARKS / lNpumeuaHue:
The Product conforms to ND/
MpoaykT cooTeeTCTBYET TpeboBaHUAM HA

BATCH REMARKS / Mpumeyanue ans 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. / [laHHbIM CBUAETENLCTBYIO, YTO AaHHas napTua npoBepeHa B
COOTRETCTBMM C pa3pelleHMeM Ha MapkeTWHr u EsponefickuM pykOBOACTBOM NO Haanexauwen NPOM3BOACTBEHHON
npaKkTUKe AfA NeKapCTBEHHbIX NPOAYKTOB.

/ / 2
ANALIST | AHanuTuK DECISION / 3aknioueHue: {(/VJ-'VJJ

|
Sonia Chainho DATE / fara: 02/ af /422
M. Inés Ribeiro QUALIFIED PERSON / OrBeTcTBEHHOE NULO: 1
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