SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TrOTOBOI'O NPOAYKTA

PRODUCT / NIPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3uBuH® cnpe# HasanbHbli AO3UPOBaHHbLINA 22,5 MKr/no3a Poccus /

ARTICLE CODE / BHYTPEHHUU KOA NMPOAYKTA: 704534 BATCH Ne / NAPTUA Ne /: 44138
MANUFACTURE DATE: / ATA U3FOTOBNEHUA: 02/2024 C.A/ CEPTU®UKAT AHANU3A: 1065/24
ANALYTICAL PROC. N°: / MPOTOKOIN AHAJTU3A Ne: SRAS-9WACUG.4 EXP./CPOK FrOOQHOCTMW: 01/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIM UICTOYHUK METOOOB AHAINU3A: Normative documentation / HopmartusHas
pokymeHTaumsa M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NPOAYKTA KIIMEHTA: 81775840

API NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLMN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBCTAHLIUW: 23120291

API MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLIUWU: Siegfried PharmaChemikallen Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOANTENA PAPMALIEBTUMECKOW CYECTAHLUWU: Germany

TESTS SPECIFICATIONS RESULTS
Moka3aTenu Cneuucmkauyum PesynbTaThl

Transparent or almost transparent, almost colorless
to light yellow solution. / Npo3pa4HbIA UK NOYTU
npo3padHbIii pacTBop OT nouTw GecuseTHoro go | Complies / CooTeeTcrayer
cnabo-xenToro LupeTa.

Description/ Onucaxnue

Identity/ MoanuHHocTL Retention time of the main peak in the | Complies/ CooTsetctByer
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcuMeTaslonuHa rugpoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpema yaepXuBaHWA OCHOBHOTO MNWKA Ha
XpomaTorpamme MCNbITYEMOro pacTeopa AOJSTIKHO
COOTBETCTBOBATbL BpEMEHU yAepXKUBaHUA
OCHOBHOFO NUKa Ha XxpomaTorpaMmMe CTaHAapTHOIo
pacTBopa OKCUMETa30nuHa rmapoxropuaa,
NONyYEHHOMN NP KONUYECTBEHHOM onpeaeneHuu,

Retention time of the main peak in the | Complies/CoorBeTcrByer
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. / Bpewms
YAEPXVBaAHUA OCHOBHOIO MUKa Ha XpomarorpaMmme
UCMbITYEMOro pacteopa JOMKHO COOTBETCTBOBATb
BPEMEHN YyAEPKMBAHUA OCHOBHOTO NWKa Ha
XpomaTorpamme cTaHaapTHOro pacteopa
GeHsankoHua  xmopuaa,  MOMyYEeHHOW  npw
KONMYeCTBEHHOM onpeaeneHuu.

Benzalkonium chloride / BeHaankonus
xnopua

Clarity / MpospayHocTb The product should be not more opalescent

than reference suspension |. / OnanecueHuus
npenapara He IoNXHa NpeBbIlLaTe onanecueHuio | Complies / CooTBeTCTBYET
aTanoHa cpasHeHus .

Color of solution / LiBeTHOCTb pacTBoOpa The product should be not more colored than Complies / CooTBeTCTBYET
reference solution Y7. / MNpenapaTt gonxeH GbiTb
oKpalleH He 6onee MHTEHCUBHO, YeM 3TanoH Y7,
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHANIU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOQYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3anBuH® cnpei Ha3anbHbLIA AO3MPOBaHHbIW 22,5 Mkrigo3a Poccus /

ARTICLE CODE / BHYTPEHHUW KOQ NPOOYKTA: 704534 BATCH Ne / MAPTUA Ne /: 44138
MANUFACTURE DATE: / OATA U3rOTOBNEHUA: 02/2024 C.A | CEPTU®UKAT AHATIN3A: 1065/24
ANALYTICAL PROC. N°: / TIPOTOKOJIT AHAITU3A Ne2: SRAS-9WACUG.4 EXP./ CPOK FrOAHOCTW: 01/2027

ANALYTICAL REFERENCE / PE®EPEHTHBIW UCTOYHUK METOAOB AHANMW3A: Normative documentation / HopmarusHas
gokymeHTaums N N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOl NPOAYKTA KIUEHTA: 81775840

API NAME / HAMMEHOBAHUWE ®APMALIEBTUYECKOW CYECTAHLMU: Oxymetazoline Hydrochioride

AP| BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYECTAHLIUM: 23120291

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLIUMW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOAUTENA ®APMALIEBTUYECKOU CYECTAHLIUWU: Germany

TESTS SPECIFICATIONS RESULTS
MNokasatenu Cneuudmkauumn Pe3ynbTarthbl

Relative density (d 20/20) / OTHocuTenbHasn From 1.006 to 1.010/ Ot 1,006 go 1,010 1,008
nnoTHocTh (d 20/20)
pH From5.5t06.5/015,50806,5 59
Osmolality / OcMonsanbHOCTL From 270 to 330 mOsmol/ kg /

Ot 270 po 330 mOcmonb/kr 282 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg +15 %. Complies / CooTBeTCTBYET
Weight / CpeaHsia macca fo3sl n Uniformity of dose weight: mean dose weight
OOQHOPOAHOCTbL MacChbl A03bl +25 %.

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

weight.

But always s 1 35 % from mean dose weight. /
CpepnHsaa macca aosbh: 45 Mr+ 15 %.

OaHOpOAHOCTL Macchl A03bl: CPEAHNAR Macca O03b!
25 %.

He 6onee 2 13 10 go3 > £25 % oT cpeaHen macchbl
403bl.

Ho Bcerpa s +35 % oT cpeaHein macchbl f03bl.

Related Substances / PoacTBeHHbIe
npumecu

Impurity A (Hydrolysis product) / MNpumecs A
(npoaykT rmaponuaa)

Impurity ZP-1 / Mpumeck ZP-1 Not more than 0.5 %. / He 6onee 0,5 %. < Detection Limit

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

Individual unidentified impurity / EauHuyHas

HeuaeHTUdULMPOBaHHAA NPUMECH Not more than 0.1 %. / He 6onee 0,1 %. < Detection Limit
Total impurities/ Cymma npumecei Not more than 1.2 %. / He 6onee 1,2 %. < Detection Limit
Assay / KonnyecTBeHHOe onpeaeneHue
Oxymetazoline hydrochloride / From 475 to 525 pg/mL of oxymetazoline 502 pg/mL
OkcnmeTasonuHa rugpoxnopug, hydrochloride/ OT 475 no 525 mkr/mn

OKCUMETAa30muHa rapoxnopuaa.
Benzalkonium chloride / BeHaankoHus From 45 to 55 pg/mL of benzalkonium chloride/ Ot 50 ug/mL
xnopua 45 po 55 Mkr/mn 6eHsankoHUs xnopuga
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINU3A rOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBumH® cnpeit HasanbHbIK 0O03UPOBaHHLIW 22,5 Mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHUM KOJ NMPOAYKTA: 704534 BATCH Ne / NAPTUA Ne /: 44138
MANUFACTURE DATE: / JATA U3rOTOBNEHWUA: 02/2024 C.A |/ CEPTUOUKAT AHANU3A: 1065/24
ANALYTICAL PROC. N°: / MTPOTOKON AHAJTU3A Ne: SRAS-9WACUG.4 EXP. / CPOK FOOQHOCTW: 01/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIU UCTOYHUK METOLQOB AHANU3A: Normative documentation / HopmartusHas

AokymeHTauma N N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOL MPOAYKTA KIUEHTA: 81775840

API NAME / HAMMEHOBAHUWE ®APMALIEBTUYECKOW CYBECTAHLIUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOW CYECTAHLIUK: 23120291

APl MANUFACTURER NAME /

HAUMEHOBAHMWE NPOU3BOAUTENA ®APMALIEBTUMECKON CYBCTAHUMM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLUN: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneundukauumm Peaynbrathl
Microbial purity / MukpoGuonoruyeckas ) <1 CFU/ml
yucToTa Not more than 10° CFU /ml /
Total aerobic microbial count (TAMC) / Obluee He Gonee 10> KOE/mn
Yncno aspobHbLIX MUKPOOPraHU3MOB
<1 CFU/ml

Total combined yeast and molds count

1
(TYMC) / Obyee 4nucno ApoRoKeBbIX U Notimers,hanki0, SFOHmiK

nnecHeBbIX rpubos He 6onee 10' KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ Otcytcraue B 1 Mn Absent/ OtcyTcTaytoT

Staphylococcus aureus Absence in 1 ml / OtcyTcTBue B 1 Mn Absent / OtcyTcTByloT

Package / Ynakoska :\0m| (qt least 143 doseg / vi.aI) in class_ i Complies / CootseTtcTayeT
ydrolytic 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 (hnakoHe) npenapata Bo (hNakoH KOPUYHEBOTO
crexna |l rugponuTuyeckoro  knacca ¢
AO3NPYIOLLMM YCTPOCTBOM W3 MONU3TUMEHa u
HepXaBeloLel CTanu 1 3atuTHOW KPbILWKOA. Mo 1
chriakoHy BMeCTe C MHCTPYKUMEN NO APUMEHEHWIO
B MaYKy KapTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUM C HOPMATUBHON AOKYMEHTaLUuen.

Complies / CooTeetcTayeT

Storage / XpaHeHue: At temperature below 25°C. / Mpu Temneparype He Bbiwe 25°C,

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

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia /
Ha3uBuH® cnpeit Ha3anbHLIK AO3UPOBaHHbINW 22,5 Mkr/no3a Poccus /

ARTICLE CODE / BHYTPEHHUW KO NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 44138
MANUFACTURE DATE: / OATA U3rOTOBNEHWUA: 02/2024 C.A | CEPTUOUKAT AHANU3A: 1065/24
ANALYTICAL PROC. N°: / MPOTOKON AHAJTU3A Ne: SRAS-9WACUG6.4 EXP. / CPOK FrOQHOCTHU: 01/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOQOB AHAJIU3A: Normative documentation / HopmaTueHas
aokymeHTauma 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOAYKTA KNUEHTA: 81775840

APl NAME / HAUMEHOBAHUE ®APMALIEBTUMECKOW CYECTAHLIMW: Oxymetazoline Hydrochloride

AP| BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOW CYECTAHLIUW: 23120291

APl MANUFACTURER NAME / N
HAUMEHOBAHUE NPOU3BOANTENA ®APMALIEBTUMECKOW CYBECTAHLINN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA PAPMALIEBTUYMECKOWN CYBCTAHLIUWU: Germany

REMARKS / NpumeyaHue:
The Product conforms to ND/
MpoaykT cooTseTcTByeT TpeboBaHuam HA

BATCH REMARKS / MpumMeyaHue 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. / [aHHbIM cBUAETENbLCTBYIO, UTO AaHHas NapTus NpoBepeHa B
COOTBETCTBUM C pa3spelleHneM Ha MapkeTuUHr u EBponeiickum pykoBOACTBOM NO Haanexalleil NpPov3BOOCTBEHHOW
npakTke ANs NneKkapCTBEHHbBIX NPOAYKTOB.

ANALIST / Ananutuk DECISION / 3akniodenmne: & On . \JJLO’
Sonia Chainho o A (QQ/O Z 1 0 2/(’\ M ; o
M. Inés Ribeiro QUALIFIED PERSON / OTBeTcTEEHHOE NULIO:
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