SOFARIMEX

INDUSTRIA GUIMICA E FARMACEUTICA, 5.,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A FOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpel Ha3anbHbIA 4O03MPOBaHHLIW 22,5 Mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWUW KOL, NMPOLQYKTA: 704534 BATCH Ne / MAPTUA Ne /:45361
MANUFACTURE DATE: / DATA USFOTOBNEHWA: 10/2024 C.A/ CEPTU®UKAT AHATIN3A: 5620/24
ANALYTICAL PROC. N°: / TIPOTOKOJT AHAITU3A Ne: SRAS-9WACU6.4 EXP./ CPOK rOAHOCTMW: 09/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOYHUK METOAOB AHAJIM3A: Normative documentation / HopmaTtusHasi
AokyMeHTauwms M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOl MPOAYKTA KITMEHTA: 81775840

API NAME / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYBECTAHLIMKN: Oxymetazoline Hydrochloride

APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOU CYECTAHLIUU: 24010263

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NMPOM3BOAUTENA ®APMALUEBTUYECKOWN CYECTAHUWMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUNTENA ®APMALEBTUYMECKOW CYBECTAHLIMU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneundmkanum PesyneTtathl

Transparent or almost transparent, almost colorless
to light yellow solution. / Npo3paykelt UnNu No4TH
npo3payHblil pacTBop oT noutu GecusetHoro Ao | Complies / Cooteetctayer
cnabo-xenToro LBeTa.

Description/ Onucanue

Identity/ MognuHHOCTE Retention time of the main peak in the | Complies/ CooTBeTcTBYET
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcuMmeTasonuHa ruapoxnopug with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsa yaepxuBaHMA  OCHOBHOIO Nuka Ha
XpomaTtorpammMe WUCMbLITYEMOro pacTeopa AOMKHO
COOTBETCTBOBATL BpEMEeHU yaepxmBaHus
OCHOBHOrO NWKa Ha XpomaTtorpamme CTaHAAPTHOIO
pacTeopa oKkcumeTasonuHa rmapoxnopuaa,
Nony4YeHHON Npu KONUYECTBEHHOM onpeaeneHun,

. " Retention time of the main peak in the Complies / CooTBeTcTByeT
Benzalkonium chioride / Bensankonus chromatogram of the test solution should comply
xnophAa with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpewms
YAEPXKMBaAHNS OCHOBHOIO NUKa Ha XxpomartorpammMe
UCNbITYEMOrO pacTeBopa AOMKHO COOTBETCTBOBATL
BPEMEHU YAEPXUBAHUA OCHOBHOMO nNWKa Ha
Xpomartorpamme CTaHOApTHOro pacteopa
OeHzankoHns  xnopuaa, NONy4eHHON npw
KONMYECTBEHHOM OnpeaeneHun.

Clarity / Mpo3pa4yHocTb The product should be not more opalescent

than reference suspension I. / OnanecueHuus )
npenaparta He JorKHa npeBbIaTh onanectieHimio | Complies / CooTeeTcTayet
3TanoHa cpaBHeHus .

Color of solution / LiBeTHocTb pacTBOpa The product should be not more colored than Complies / CooTBeTcTBYET
reference solution Y7. / MNpenapaTt gomkeH 6biTb
oKpaLleH He Bornee MHTEHCUBHO, YeM 3TanoH Y7.
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SOFARTMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANU3A FOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 pyg /dose Russia /
Ha3uBuH® cnpei Ha3anbHblil 4O3MPOBaHHbLIA 22,5 MKr/ao3a Poccus /

W’\‘TICLE CODE / BHYTPEHHWUW KOA NMPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /:45361
MANUFACTURE DATE: / ATA U3rOTOBJIEHWUA: 10/2024 C.A | CEPTUOUKAT AHANU3A: 5620/24
ANALYTICAL PROC. N°: / MTPOTOKON AHANMU3A Ne: SRAS-9WACU6.4 EXP./ CPOK TOQHOCTW: 09/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOYHUK METOAOB AHAMNW3A: Normative documentation / HopmaTtnexas
pokymeHtaums 11 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NPOAYKTA KITMEHTA: 81775840

API NAME /| HAMUMEHOBAHWE ®APMALIEBTUMECKOW CYECTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOW CYBECTAHLIMK: 24010263

APl MANUFACTURER NAME / .
HAMMEHOBAHWE MPOU3BOAWUTENA ®APMALIEBTUYECKOWN CYECTAHLIWU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API1/ .
CTPAHA NPOU3BOOUTENS ®PAPMALIEBTUYMECKOU CYECTAHLUWW: Germany

TESTS SPECIFICATIONS RESULTS
MokaszaTenu Cneuudomkarum PesynbTars!

Relative density (d 20/20) / OTHocuTeneHan From 1.006 to 1.010/ OT1 1,006 ao 1,010 1,006
nnoTHocTb (d 20/20)
pH From55t06.5/015,5006,5 5.9
Osmolality / OcmonanbHoOCTb From 270 to 330 mOsmol/ kg /

Ot 270 go 330 mOcmonb/kr 280 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg £15 %. Complies / CooTBeTCTBYET
Weight / CpeaHsasa macca 4o3bl U Uniformity of dose weight: mean dose weight
OQHOPOAHOCTbL MacChl [O3bI 125 %.

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

weight.

But always <+ 35 % from mean dose weight. /
CpepHsis Mmacca aosbl: 45 Mr+ 15 %.

OAHOPOAHOCTL MAcChl 03bl: CPEAHANA Macca J03bl
+25%.

He 6onee 2 n3 10 Ao3 > +25 % oT cpeaHeit macch!
A03bl.

Ho Bceraa <+ 35 % ot cpeaHen macchl A03bl.

Related Substances / PoactBeHHble

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

(NpoayxT rmgponuaa)
Impurity ZP-1/ MNpumecs ZP-1 Not more than 0.5 %. / He 6onee 0,5 %. <LD

Individual unidentified impurity / Eguiunynas

0, 0,
HENAEHTMLMPOBAHHAS MPUMECH Not more than 0.1 %. / He 6onee 0,1 %. <LD
Total impurities/ Cymma npumecei Not more than 1.2 %. / He 6onee 1,2 %. <LD
Assay / KonuyecTtBeHHoe onpeaeneHue
Oxymetazoline hydrochloride / From 475 to 525 ug/mL of oxymetazoline 503 pg/mL
OkcumeTasonuHa rmapoxnopua, hydrochloride/ OT 475 go 525 mkr/mn

OKCUMeTa30NMHa ruapoxnopuaa.

Benzalkonium chloride / beHaankoHus From 45 to 55 ug/mL of benzalkonium chloride/ Ot 47 pg/mL
xnopuz 45 po 55 mkr/mn 6eHsankoHna xnopwuaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NMPOAOYKTA

[ PRODUCT/ NPOAOYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3uBUH® cnpeil HazanbHLIW A03MPOBaHHbIA 22,5 Mkr/go3a Poccus /

ARTICLE CODE / BHYTPEHHU KOL] MPOAYKTA: 704534 BATCH Ne / MAPTHUA Ne /:45361
MANUFACTURE DATE: / OATA U3rOTOBJTIEHUA: 10/2024 C.A/ CEPTU®UKAT AHAITU3A: 5620/24
ANALYTICAL PROC. N°: / MPOTOKOIN AHAJIU3A Ne: SRAS-OWACUG.4 EXP./ CPOK rOAHOCTM: 09/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOOOB AHANU3A: Normative documentation / HopmatusHas
BokymeHTauus M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUIW KOZl NPOAYKTA KNUEHTA: 81775840

API NAME / HAUMEHOBAHUE ®APMALIEBTUMECKOW CYECTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBCTAHLINU: 24010263
APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA PAPMALIEBTUMECKOW CYBCTAHLIUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA PAPMALIEBTUMECKOW CYBECTAHLIMWN: Germany

TESTS SPECIFICATIONS RESULTS
Moka3aTtenu Cneuundumkauun Pesynbrartbl

Microbial purity / MukpoSuonoruyeckas ) <1 CFU/ml
YyucroTa Not more than 10" CFU /ml/
Total aerobic microbial count (TAMC) / ObLiee He 6onee 10° KOE/mn
yucno aspobHbIX MUKPOOPraHU3MOB

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

(TYMC) / OBbuwee 4ucno ApoXcKeBbIX U1

1
nnecHeBbIX rpnGos He 6onee 10 KOE/mn

Absent / OtcyTcTayioT

Pseudomonas aeruginosa Absence in 1 ml/ OtcytcTene B 1 Mn

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

Pack 1y 10ml (at least 143 doses / vial) in class Il Complies / Cootsercrayer
ackage/ Ynakoeka 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 dhnakoHe) npenapata Bo pnNakoH KOPUYHEBOro
crekna Il rugponuTyeckoro  knacca ¢
AO3NPYIOLWUM YCTPONCTBOM W3 MOMU3TUNEHA W
HepXXaBetoLer CTanu 1 3alUTHOW KpbItLkoi. Mo 1
NakoHy BMECTE C UHCTPYKLMEN MO NPUMEHEHUIO
B NAYKy KapTOHHYIO.

. . . Complies / C B
Labeling / MapkupoBka According to Normative documentation. / B P QOTBETCTRYET
COOTBETCTBMU C HOPMATUBHOWM JOKYMEHTaLmen,

Storage / XpaHeHue: At temperature below 25°C. / MNpu TemnepaType He Bbilwe 25°C.

Shelf life / Cpok rogHocTu: 3 years (-1 month) /3 roga (-1 mecsiu)
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SOFARTMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A rOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBMH® cnpeit Ha3anbHbIA 4O3MPOBaHHLIN 22,5 Mkr/po3a Poccusn /

ARTICLE CODE / BHYTPEHHWI KOJ, MPOOYKTA: 704534 BATCH Ne / MAPTUA Ne /:45361
MANUFACTURE DATE: / BATA U3rOTOBJIEHUA: 10/2024 C.A /| CEPTU®UKAT AHANTU3A: 5620/24
ANALYTICAL PROC. N°: / TPOTOKOIN AHAJIU3A Ne: SRAS-9WACU6.4 EXP./ CPOK TOOQHOCTW: 09/2027

ANALYTICAL REFERENCE / PE®OEPEHTHbI UCTOUYHUK METOAOB AHAJIU3A: Normative documentation / HopmaTtueHas
nokymenTauma M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUIW KO NPOOYKTA KITMEHTA: 81775840

APl NAME / HAMMEHOBAHMWE ®APMALEEBTU4ECKOW CYECTAHLINK: Oxymetazoline Hydrochloride

AP1 BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLIMK: 24010263

APl MANUFACTURER NAME / i
HAUMEHOBAHWE NMPOU3BOAUTENA ®APMALEEBTUMECKOW CYBCTAHLIWWN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NMPOU3BOOUTENA ®APMALIEBTUMECKOM CYECTAHLIMWU: Germany

REMARKS / NpumeyaHue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET Tpeboranuam H

BATCH REMARKS / Npumeyanue ansi 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 CBMAETENbCTBYIO, YTO A@HHas NapTusi NpoBepeHa B
COOTBETCTBMU C paspelleHWEM Ha MapkeTUHr W EBponerckMM pYKOBOACTBOM MO Hagnexallei NpoM3BOACTBEHHOW
npakTuke ANSA NekapCTBEHHbIX NPOAYKTOB.

ANALIST / AHanutuk DECISION / 3aknio4veHue: /4]";0/9/'2*"/%2
Debora Almeida DATE/flata: 7, /n /to2 4
M. Ines Ribeiro QUALIFIED PERSON / OTBeTcTBEHHOE NULO:
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