SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAIIN3A TOTOBOIO NPOAYKTA

PRODUCT / NPOOYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpe# Ha3zanbHbIK 403MPOBaHHbIN 22,5 MKr/oo3a Poccus /

ARTICLE CODE / BHYTPEHHWUW KOJ NMPOOYKTA: 704534 BATCH Ne / NAPTUA Ne /: 45595
MANUFACTURE DATE: / BATA U3rOTOBJIEHUA: 12/2024 C.A /| CEPTUOUKAT AHATN3A: 315/25
ANALYTICAL PROC. N° / MPOTOKOJ1 AHAJIN3A Ne: SRAS-9WACU6.5 EXP. / CPOK rOQHOCTMW: 11/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOOOB AHAINU3A: Normative documentation / HopmaTuehas
AokymeHTtauua M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOAYKTA KNUEHTA: 81775840

APl NAME / HAMMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLIUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBCTAHLIUK: 24080086

APl MANUFACTURER NAME / .
HAUMEHOBAHME NPOU3BOAUTENA ®PAPMALIEBTUYECKOW CYBCTAHLIVMMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE APL/ .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOWU CYBCTAHLIMU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuundunkauumn Peaynbtarh!

Transparent or almost transparent, almost colorless
to light yellow solution. / NMpo3spayHbif nnu no4Tn
npo3pauHblit pacteop oT noutn GecupetHoro ao | Complies / CooTeTcTByeT
cnabo-xenToro usera.

Description/ OnucaHue

Identity/ MognuHHoCTL Retention time of the main peak in the | Complies/ CooTseTtctByeT
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuHa rmgpoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems ygepxuBaHUsi OCHOBHOMO nuka Ha
XpomaTorpamme WUCMbITYEMOro pacTBopa AOIKHO
COOTBETCTBOBATH BPEMEHM yAepXvBaHUs
OCHOBHOIO NUKa Ha XpOMaTorpaMmMe CTaHAapPTHOTO
pacTtBsopa OKCUMETas3onmHa rmapoxnopuaa,
Nony4YeHHON NpK KONMYECTBEHHOM OnpeaeneHuu.

Retention time of the main peak in the | Complies/ CooTtBetctByeT
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. / Bpems
YAEPXWBAHUA OCHOBHOIO NWKa Ha XpomaTtorpamme
MCMbITYEMOr0 pacTeBopa AOMKHO COOTBETCTBOBATH
BPEMEHW YAEPXWBAHUA OCHOBHOTO nNuKa Ha
XpomaTorpamme cTaHaapTHOro pacTteopa
6eHzankoHUs  xnopuaa, MOSy4YE€HHOW npu
KONMYEeCTBEHHOM onpeaeneHuy.

Benzalkonium chloride / BeHzankoHus
xnopug

Clarity / MMpo3payHocTs The product should be not more opalescent

than reference suspension |. / OnanecueHuua
npenapata He 4ormKHa npeBbiarth onanecueHuio | Complies / CootseTcTayeT
aTanoHa cpaeHeHus |.

Color of solution / LiBeTHOCTL pacTBOpa The product should be not more colored than
reference solution Y7. / Npenapat gonxeH 6biTb

Complies / CooTBeTCTBYET
oKpalleH He Bonee UHTEHCKBHO, YeM 3TanoH Y7.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUG®UKAT AHAJIU3A TrOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3usuH® cnpei HasanbHbIN 4O3UPOBaHHLIA 22,5 mkr/no3a Poccus /

ARTICLE CODE / BHYTPEHHWUI KOf, MPOOYKTA: 704534 BATCH Ne / MAPTUA Ne /: 45595
MANUFACTURE DATE: / DATA N3rOTOBNEHUA: 12/2024 C.A/ CEPTU®UKAT AHANWN3A: 315/25
ANALYTICAL PROC. N°: / NIPOTOKON AHANU3A Ne: SRAS-9WACUG.5 EXP./ CPOK TrOAHOCTHU: 11/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOUYHUK METOOOB AHANWU3A: Normative documentation / HopmaTveHas
pokymeHTaumsa 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ MPOAYKTA KIMUEHTA: 81775840

API NAME / HAMMEHOBAHUWE ®APMALIEBTUYECKOW CYBECTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOWN CYBCTAHLIUK: 24080086

APl MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOANTENA ®APMALIEBTUMECKOW CYBCTAHLIUMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOWUTENA ®APMALEEBTUMECKOWU CYBCTAHLIMU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneundmkauun Pe3ynbrarthbi

Relative density (d 20/20) / OTHocuTenebHas From 1.006 to 1.010/ Ot 1,006 go 1,010 1.009
nnoTtHocTk (d 20/20) ’
pH From55106.5/0155006,5 6.0
Osmoiality / OcmonsnbHOCTL From 270 to 330 mOsmol/ kg /

Ot 270 po 330 mOcmonb/kr 285 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg 15 %.
Weight / CpeaHas macca nosbi 1 Uniformity of dose weight: mean dose weight
OOHOPOAHOCTHL MAacChl [QO3bl +25%.

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

weight.

But always = x 35 % from mean dose weight. /
CpepHsisi macca £03bl: 45 Mr+ 15 %.
OpHopoAHOCTE Macchl A03bl: CPEAHsIA Macca No3bl
+25%.

He 6onee 2 n3 10 go3 > £25 % oT cpeaHen macchbl
0o3bl.

Ho Bcerga < =35 % ot cpeaHel macchi 403bI.

Complies / CooTtseTcTBYET

Related Substances / PoacTtBeHHbie
npumecu

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

(npoaykT rmaponusa)

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

Individual unidentified impurity / EauHuyHas Not more than 0.1 %. / He 6onee 0,1 %. <LQ

HengeHTUULMpoBaHHas NpUMECh

Total impurities/ Cymma npumecei Not more than 1.2 %. / He 6onee 1,2 %. <LQ

Assay / KonnuecTtBeHHO€e onpeaeneHue

Oxymetazoline hydrochloride / From 475 to 525 pyg/mL of oxymetazoline

OxkcumeTasonnHa ruapoxnopua, hydrochloride/ O1 475 no 525 mkr/mn 484 pug/mL
OKCUMETAa30Mn1Ha rugpoxnopuaa.

Benzalkonium chloride / BeHsankoHus From 45 to 55 ug/mL of benzalkonium chloride/ Ot

xnopug 45 no 55 mkr/mn 6eH3ankoHusa xnopuaa 48 ug/mL

2/4
IMP.7.12




SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHASJIU3A TOTOBOI'O MNPOAYKTA

PRODUCT / NIPOOYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpeit HazanbHbLIN 403MPOBaHHLIN 22,5 mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWUW KOL NPOAYKTA: 704534 BATCH Ne / NTAPTUA Ne /: 45595
MANUFACTURE DATE: / OATA U3rOTOBNEHWUA: 12/2024 C.A | CEPTU®UKAT AHAITU3A: 315/25
ANALYTICAL PROC. N° / NPOTOKOM AHAINU3A Ne: SRAS-9WACUG.5 EXP./ CPOK rOOHOCTW: 11/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOOOB AHAINM3A: Normative documentation / HopmaTneHas

aokymeHTauus 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA NPOAYKTA KNUEHTA: 81775840

APl NAME / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLMUU: Oxymetazoline Hydrochloride

APl BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUYECKO CYECTAHLUW: 24080086

API MANUFACTURER NAME /

HAMMEHOBAHWE NPOU3BOOUTENSA ®APMALIEBTUYECKOW CYBCTAHUMMU: Siegfried PharmaChemikalien Minden

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

TESTS SPECIFICATIONS RESULTS

Mokasatenu Cneuundomkanmm PesynbTarbl
Microbial purity / Mukpo6uonornyeckas
yucToTa
Total aerobic microbial count (TAMC) / O6wee Not more than 10> CFU /ml / <1 CFU/ml
4YUCNo aspoBHbIX MUKPOOPTaHU3MOB 2
Total combined yeast and molds count He Goree 10 KO1E/ h
(TYMC) / ObLiee Yncno ApoXoKEBLIX U Not more than 10° CFU /ml/ <1 CFU/ml
nnecHesbIx rpubos He 6onee 10' KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OTcyTcTBne 8 1 mn Absent / OtcytcteytoT
Staphylococcus aureus Absence in 1 ml/ OtcyTcTBre B 1 Mn Absent / OtcyTcteytoT

10ml (at least 143 doses / vial) in class il
Package / 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 fo3
BO ¢hnakoHe) npenaparta Bo (rakoH KOpUYHEBOTO
crekna |l rugponuTudeckoro  knacca €
O03UPYIOLMM YCTPONCTBOM W3 NOMM3ITUNEHA M
HepXaBeloLlen CTanu 1 3alUTHON KpbILWKOK. o 1
bnakoHy BMeCTe C MHCTPYKUMEN No NPUMEHEHUIO
B NayKy KapTOHHYIO.

Complies / CootetcrByeT

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUW C HOPMATVBHON JOKyMEHTauWen.

Complies / CootsetctByeT

Storage / XpaHeHue: At temperature below 25°C. / MNpu Temnepatype He Bbitue 25°C,

Shelf life / Cpok rogHocTk: 3 years (-1 month) /3 roga (-1 mecsi)
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A TOTOBOIO NPOAYKTA

PRODUCT / NPOARYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia /
Ha3uemH® cnpei HasanbHbIA 4O3KPOBaHHLIA 22,5 mkr/go3a Poccua /

ARTICLE CODE / BHYTPEHHWI KOO NPOOYKTA: 704534 BATCH Ne / NAPTUA Ne /: 45595
MANUFACTURE DATE: / ATA U3rOTOBJIEHUA: 12/2024 C.A/ CEPTUO®UKAT AHANU3A: 315/25
ANALYTICAL PROC. N°: / MPOTOKOIN AHATTU3A Ne: SRAS-9WACUG.5 EXP./CPOK rOAHOCTW: 11/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN UICTOYHUK METOAOOB AHAJIU3A: Normative documentation / HopmaTtueHas
aokymexTauums 1 NO13921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOL MPOOYKTA KIMUEHTA: 81775840

API NAME / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBECTAHLMWMKU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYMECKOW CYBCTAHLIUN: 24080086

APl MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOOUTENSA ®APMALIEBTUYECKOW CYBECTAHLUMWMN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ B
CTPAHA NPOU3BOONTENA ®APMALIEBTUYECKOWU CYBCTAHUNU: Germany

REMARKS / Npumeuanue:
The Product conforms to ND/
MpoaykT cooteeTcTBYET TpebosaHmam HL

BATCH REMARKS / NMpumeyaHue gns cepuu:

7

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 CBUAETENbLCTBYHO, YTO AaHHAsi NapTusa NpoeepeHa B
COOTBETCTBUM C paspelieHVeM Ha MapKeTMHr U EBponerckuMm pyKOBOACTBOM MO Hajnexalled npou3BOACTBEHHOW
npakTuke ANA NeKkapCTBEHHbIX NMPOJYKTOB.

ANALIST / AHanuTuk DECISION / 3aknioueHue: j//@// d

Ana Franco DATE / fara: Z{[‘u Z2
Beatriz Sousa QUALIFIED PERSON / OTBeTCTBEHHOE NULLO:

1
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