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INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A rOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3nBuH® cnpei HasanbHbIA AO03MPOBaHHbLIA 22,5 Mkr/go3a Poccus /

ARTICLE CODE / BHYTPEHHUW KOJ NPOOYKTA: 704534 BATCH Ne / TAPTUA Ne /: 44547
MANUFACTURE DATE: / OATA U3rOTOBNEHUSA: 05/2024 C.A /| CEPTU®UKAT AHAJIU3A: 2618/24
ANALYTICAL PROC. N°: / MPOTOKON AHAITU3A Ne: SRAS-OWACUG.4 EXP./ CPOK FrOOHOCTW: 04/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIA UICTOYHUK METOAOB AHANWU3A: Normative documentation / HopmatueHas
gokymeHTaums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NMPOAYKTA KITMEHTA: 81775840

API NAME / HAUMEHOBAHMWE ®APMALIEBTUYECKOW CYECTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUYECKOW CYECTAHLIMK: 23120291

API MANUFACTURER NAME / .
HAUMEHOBAHUWE NPOU3BOAUTENA PAPMALIEBTUMECKOWU CYECTAHLUMWMW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLUWUWN: Germany

TESTS SPECIFICATIONS RESULTS
MokazaTtenn Cneuundomkauumn Pesynbrarhl

Transparent or almost transparent, almost colorless
to light yellow solution. / Npo3apayHbln unu novtn
npo3pauHblil pacTeop oT Mot GecuseTHoro go | Complies / CooTBeTcTBYET
cnabo-xenToro LpeTa.

Description/ OnucaHue

Identity/ MoanuHHoCcTL Retention time of the main peak in the | Complies/ CoorBetcTByeT
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcuMmeTtasonuHa rugpoxnopun, with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems yaepXuvBaHWA  OCHOBHOrO NWKa Ha
XpOMaTorpamMmMe WCTMbLITYEeMOro pacTtBopa AOrKHO
COOTBETCTBOBaTh BpEMEHM yAepXKuBaHus
OCHOBHOIO NWUKa Ha XpomaTorpaMmme CTaHAapTHOro
pacTeopa oKCUMeTas3onuHa rnapoxnopuaa,
NONYYEHHOW NPU KONMYECTBEHHOM OnpeaeneHun.

B Ikoni lori Retention time of the main peak in the | Complies/ CooTeeTcTByeT
enzalkonium chloride / BensankoHus 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. / Bpems
YAEPXWBaAHUSI OCHOBHOIO NUKa Ha XxpomaTtorpamme
UCMBbITYEMOTO pacTBOpa AOMMKHO COOTBETCTBOBATL
BpEMEHU YAEPXKMBAHUA OCHOBHOIO MUKa Ha
Xpomartorpamme CTaHAapTHOro pactsopa
GeH3ankoHWs  xropuaa,  MONyYeHHOW  npwu
KONUYECTBEHHOM OnpefeneHun.

Clarity / Mpo3pa4HocTb The product should be not more opalescent

than reference suspension |. / OnanecueHuus .
npenapara He JOrkHa npeeblwaTs onanecueHumio | Complies / CooteetcTayer
3TanoHa cpaBHeHus |.

Color of solution / LiBeTHoCTb pacTBOpa The product should be not more colored than Complies / CooTeeTcTBYET
reference solution Y7. / Npenapat gonxeH 6biTb
okpalleH He Bonee UHTEHCUBHO, YeM 3TanoH Y7.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A FOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3uenH® cnpeil Ha3anbHbIN 4O3UPOBaHHbIA 22,5 Mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWUW KO, NPOAYKTA: 704534 BATCH N2 / MTAPTUA Ne /: 44547
MANUFACTURE DATE: / QATA N3rOTOBJIEHUA: 05/2024 C.A/ CEPTU®UKAT AHANU3A: 2618/24
ANALYTICAL PROC. N°: / MIPOTOKON AHAINWU3A Ne2: SRAS-OWACU6.4 EXP. / CPOK FOQHOCTMW: 04/2027

ANALYTICAL REFERENCE / PEOEPEHTHbIA UCTOYHUK METOAOB AHAIU3A: Normative documentation / HopmaTueHas
pokymenTaums M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOA NPOAYKTA KNUEHTA: 81775840

API NAME / HAMMEHOBAHUE ®APMALIEBTUMECKOW CYBCTAHLIMK: Oxymetazoline Hydrochloride

AP| BATCH NUMBER / HOMEP CEPUV ®APMALIEBTUYECKOW CYBCTAHLIMK: 23120291

API MANUFACTURER NAME / .
HAMMEHOBAHUE NPOU3BOAUTENSA ®APMALIEBTUMECKOU CYBCTAHUWU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALEBTUMECKOU CYECTAHLUWW: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTenun Cneuudurkaumumn Pe3ynbrathbl

Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010 / Ot 1,006 go 1,010 1,008
nnoTHocTb (d 20/20)
pH From 5.5t06.5/015,5006,5 59
Osmolality / OcmMonsiNbHOCTL From 270 to 330 mOsmol/ kg /

Ot 270 ao 330 mOcmonb/kr 286 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg 15 %. Complies / CootBeTcTBYET
Weight / CpegHss macca 0o3bl U Uniformity of dose weight: mean dose weight
OQHOPOQHOCTL MacChbl [O3bl +25%.

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

weight.

But always <+ 35 % from mean dose weight. /
Cpeatsis Mmacca Aoabl: 45 mrx 15 %.
OHOPOAHOCTE MAcCht A03bl: CPEAHAA Macca Ao3bi
+25%.

He 6onee 2 13 10 0o3 > +25 % oOT cpepHein maccel
003bl.

Ho Bcerpa < + 35 % OT cpeaHein Macchl A03bl.

Related Substances / PoacTBeHHble

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

{npoaykT rmaponunsa)

Impurity ZP-1 / Mpumeck ZP-1 Not more than 0.5 %. / He Gonee 0,5 %. <LD
Individual unidentified impurity / Eannindxas
HEMQEHTADULMPOBAHHAS PUMECH Not more than 0.1 %. / He 6onee 0,1 %. <LD
Total impurities/ Cymma npumecen Not more than 1.2 %. / He 6onee 1,2 %. <LD
Assay / KonuuecTteeHHOe onpeaeneHue
Oxymetazoline hydrochloride / From 475 to 525 ug/mL of oxymetazoline 494 pg/mL
QOkcuMeTasonuHa rngpoxnopua hydrochloride/ OT 475 fo 525 mkr/mn

OKCUMETA30M1HA rugpoxnopuaa.
Benzalkonium chloride / BensankoHus From 45 to 55 pg/mL of benzalkonium chloride/ O 48 pg/mL
xnopug 45 po 55 mkr/mn 6eH3ankoHna xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A TrOTOBOIO NPOAOYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuMH® cnpei Ha3anbHbIW AO3MPOBaHHbLIN 22,5 MKr/go3a Poccua /

ARTICLE CODE / BHYTPEHHUI KO NPOQYKTA: 704534 BATCH Ne / TAPTUA Ne /: 44547
MANUFACTURE DATE: / ATA U3rOTOBJIEHUA: 05/2024 C.A/ CEPTU®UKAT AHAJTU3A: 2618/24
ANALYTICAL PROC. N°: / MPOTOKON AHAJIU3A Ne: SRAS-9WACUG.4 EXP./ CPOK rOOAHOCTMW: 04/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIW UCTOYHUK METOOOB AHAIMM3A: Normative documentation / HopmaTtusHas
AokymeHTaums 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUIA KO NPOAYKTA KNUEHTA: 81775840

AP| NAME / HAMMEHOBAHUE ®APMALIEBTUYECKOMW CYECTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUWN ®APMALIEBTUYECKOW CYBCTAHUWK: 23120291
API MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA PAPMALIEBTUYECKOW CYECTAHLIMMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOANTENA ®APMALIEBTUMECKOW CYECTAHUWUU: Germany

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneuundomkaumm Pesynbrathbl

Microbial purity / Mukpo6uonoruyeckas i <1 CFU/ ml
YucToTa Not more than 107 CFU /ml/
Total aerobic microbial count (TAMC) / Obwiee He Bonee 10% KOE/mn
4YUCNO a3pOBHbIX MUKPOOPraHU3MOB

i <1 CFU/mi
Total combined yeast and molds count Not more than 101 CFU /ml/

(TYMC)/ ObLLee 4ncrno gpoiCcKeBbIX U

1
nrecHeBbIX TpuboB He 6onee 10 KOE/mn

Absent / OtcyTcTByYlOT

Pseudomonas aeruginosa Absence in 1 ml / OtcytcTBue B 1 Mn

Staphylococcus aureus Absence in 1 ml/ OtcyTtcTBue B 1 M Absent / OTcyTeTaytoT

Pack Yy 10ml (at least 143 doses / vial) in class Il Complies / Cootsetcrayer
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 pos
BO hnakoHe) npenaparta Bo nakoH KOPUYHEROTO
crekna Ill  rugponuTyeckoro knacca C
AO3UPYIOLMM YCTPOMCTBOM M3 NONM3TUNEHa Y
Hep>kaBeloLen CTanm 1 3alMTHOW KpbIlwkoi. 1o 1
(bnakoHy BMECTe C UHCTPYKUMEN N0 MPUMEHEHUIO
B Mayky KapTOHHYIO.

. . . Complies / CooTtsetcTBYRT
Labeling / MapkupoBka According to Normative documentation. / B P i
COOTBETCTBMW C HOPMATUBHOWN [10KYMEHTaLEN.

Storage / XpaHeHue: At temperature below 25°C. / INpu TemnepaType He Bbiwe 25°C.

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

INDUSTRIA QUIMICA E FARRACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A FOTOBOTO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3neuH® cnpei HasanbHbLIA A03UpOBaHHbIH 22,5 MKr/ao3a Poccua /

ARTICLE CODE / BHYTPEHHUIA KOA MPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 44547
MANUFACTURE DATE: / BATA U3rOTOBNEHUA: 05/2024 C.A/ CEPTUOUKAT AHATU3A: 2618/24
ANALYTICAL PROC. N°: / MTPOTOKOI AHAINU3A Ne: SRAS-9WACUG.4 EXP. / CPOK FOQGHOCTW: 04/2027

ANALYTICAL REFERENCE / PEOEPEHTHbLIN UCTOYHUK METOAIOB AHAIU3A: Normative documentation / HopmaTtueHas
poxymeHTaumst 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOfl NPOAYKTA KINUEHTA: 81775840

AP NAME / HAMUMEHOBAHUE ®APMALIEBTUYECKOMW CYBCTAHLIMK: Oxymetazoline Hydrochloride

AP| BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUMECKON CYBCTAHLIUU: 23120291
APl MANUFACTURER NAME / .
HAMMEHOBAHME NMPOU3BOAUTENS ®APMALEBTUYECKOW CYECTAHUMMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ B
CTPAHA NPOU3BOAWTENSA ®APMALEBTUYECKOWU CYECTAHUMW: Germany

REMARKS / MpumeyaHue:
The Product conforms to ND/
MpoaykT cooTeeTcTBYET TpebosaHuam HI

BATCH REMARKS / Mpumeuanune 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. / [JaHHbiM CBUAETeNbCTBYIO, YTO AaHHas NapTus nposepeHa B
COOTBETCTBMM C paspeleHEM Ha MapkeTUHr 1 EBpOnenckMm PYKOBOACTBOM MO Haznexalleh npou3BOACTBEHHON
NpakTUKe ANs NekapCTBEHHbLIX MPOAYKTOB.

ANALIST / AHanuTuk DECISION / 3akntoueHue: %HOM}QC“IZ ;
Sonia Chainho DATE / fata: Q3/ SISU
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCcTBEHHOE NULIO: l Q—-\_,\?L
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