SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3nBuH® cnpeit HazanbHbIA 4O3UPOBaHHbIA 22,5 Mkr/no3a Poccus /

ARTICLE CODE / BHYTPEHHUM KOJ NMPOOYKTA: 704534 BATCH Ne / MTAPTUA Ne /: 55024
MANUFACTURE DATE: / ATA U3IrOTOBJEHUA: 01/2025 C.A /| CEPTU®UKAT AHAJTU3A: 450/25
ANALYTICAL PROC. N°: / MPOTOKOJT AHAINU3A Ne: SRAS-9WACUG.5 EXP./CPOK TrOAHOCTW: 12/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOQOB AHAINWU3A: Normative documentation / HopmaTtueHas
AokymeHTauuns 1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOf NPOAQYKTA KINUEHTA: 81775840

API NAME / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIMMN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLIUK: 24080086

API MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUYECKOWU CYECTAHLUM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / :
CTPAHA NMPOU3BOANTENA PAPMALIEBTUMECKOU CYBCTAHLIMWU: Germany

TESTS SPECIFICATIONS RESULTS
MNokasatenu Cneuucpnkaumm Pesynbtatbi

Transparent or almost transparent, almost colorless
to light yellow solution. / Mpo3spayHbidi Unn nNo4TK
Npo3payHblil pacTeop OT noutn GecusetHoro go | Complies / CooTsetcTayeTt
cnabo-xenToro upeTa.

Description/ OnucaHue

Identity/ MoanuHHocTb Retention time of the main peak in the | Complies/ CooTBeTcTBYeT
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuHa rugpoxnopmg with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsi yaepxkuBaHuMs  OCHOBHOrO NUKa  Ha
XpomaTtorpamme MUCNbITyEMOro pactBopa AOMKHO
COOTBETCTBOBATL BPEMEHU yAepxuBaHus
OCHOBHOrO NWKa Ha XpomaTtorpaMmmMe CTaHAapTHOro
pacTteopa OKCMMETa30onuHa ruapoxnopuaa,
NONy4eHHON NPV KONMYECTBEHHOM OnpeaeneHun.

B Ikoni hloride / B Retention time of the main peak in the Complies / CooTBeTcTBYET
enzalkonium chioride / beH3ankoHus chromatogram of the test solution should comply
xnopua with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpems
yAepKuBaHusi OCHOBHOIO Nuka Ha XxpomaTtorpamme
MCNbITYEMOrO pacTBopa AOMKHO COOTBETCTBOBATL
BpEMEHW YAEPXWBAHWA OCHOBHOMO nNuka Ha
XpomaTorpamme CTaHAapTHOMO pacteopa
OeHsankoHWa  xropuaa,  MONYyYEHHOW  mpw
KONUYECTBEHHOM ONpeaenerHuu.

Clarity / Mpospa4HocTb The product should be not more opalescent

than reference suspension |. / OnanecueHuus ]
npenaparta He J0MKHa NPEBLIWATL OnanecueHLmnio Complies / CooteTcTBYET
aTanoHa cpaBHeHus |.

Color of solution / LiBeTHOCTb pacTBOpa The product should be not more colored than
reference solution Y7. / MNpenapat gonxeH GbiTb

Complies / CooTBeTcTBYET
okpalleH He Bonee MHTEHCUBHO, YeM 3TanoH Yz.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A FOTOBOIO NPOAYKTA

PRODUCT / MPOOYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3mBuMH® cnpeil HasanbHbIA 4O3UPOBaHHbIN 22,5 MKr/ao3a Poccua /

ARTICLE CODE / BHYTPEHHWUW KO NPOOYKTA: 704534 BATCH Ne / MAPTUA Ne /: 55024
MANUFACTURE DATE: / ATA U3TOTOBNEHUA: 01/2025 C.A | CEPTUOUKAT AHAIUN3A: 450/25
ANALYTICAL PROC. N°: / TPOTOKOIN AHAJTU3A Ne: SRAS-9WACUS6.5 EXP. / CPOK FrOQHOCTMU: 12/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN MCTOYHUK METOAOB AHAMU3A: Normative documentation / HopmarusHas
nokymenTauma M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA NPOAYKTA KNUEHTA: 81775840

APl NAME / HAMMEHOBAHMUE QAPMALIEBTVNECKOIZ CYBCTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLIUK: 24080086

APl MANUFACTURER NAME / .
HAUMEHOBAHUWE NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYECTAHLIUM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAWUTENSA ®APMALIEBTUYECKOW CYBCTAHLIMW: Germany

TESTS SPECIFICATIONS RESULTS
MokazaTenu Cneuundmkaumm Pesynbrathbl

Relative density (d 20/20) / OTHocuTenkHas From 1.006 to 1.010 / Ot 1,006 go 1,010 1008
nnoTHocTb (d 20/20) ’
pH From5.5t0 6.5/ 015,5806,5 6.0
Osmolality / OcmonsanbHoOCTb From 270 to 330 mOsmol/ kg /

Ot 270 po 330 mOcmonb/Kr 281 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg +15 %.
Weight / CpeaHas macca Ao3bl U Uniformity of dose weight: mean dose weight
OOHOPOAHOCTL MaccChl A03bl +25%.

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

weight.

But always < * 35 % from mean dose weight. /
CpepaHsist macca o3bl: 45 mr+ 15 %.
OOHOPOAHOCTL MaccChl A03bl: CpedHsIs macca 403bl
+25%.

He 6onee 2 u3 10 gos > +25 % oT cpeaHen macchl
[03bl.

Ho Bceraa <+ 35 % oT cpegHen Macchl A03bl.

Complies / CooTeeTcTBYET

Related Substances / PoacTBeHHbIe

npumecu

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

(npoaykT rupponuaa)

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

Individual unidentified impurity / EauHuynas Not more than 0.1 %. / He Gonee 0,1 %. <LD

HenaeHTUhULMPOBaHHAs NPUMECH

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

Assay / KonuyectBeHHOE onpeaeneHne

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

OkcumeTasonuHa rmapoxnopua, hydrochloride/ OT 475 no 525 mKr/Mn 503 pg/mL
OKCVYMETAa30N1HA rmapoxnopuaa.

Benzalkonium chloride / Bensankonus From 45 to 55 pg/mL of benzalkonium chloride/ OT

xnopua 45 po 55 mkr/mn GeH3ankoHWa xnopuaa 48 pg/mL
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOI'O NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpei HasanbHbIN fO03UPOBaHHbLIN 22,5 mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHUW KOL, NPOAYKTA: 704534 BATCH Ne / TAPTUA Ne /: 55024
MANUFACTURE DATE: / DATA U3IrOTOBINEHWUA: 01/2025 C.A/ CEPTU®UKAT AHATTU3A: 450/25
ANALYTICAL PROC. N°: / TPOTOKON AHAJTU3A Ne: SRAS-9WACU6.5 EXP./ CPOK TOAHOCTMH: 12/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmaTtueHas
AokymeHTaums N1 N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOf NPOAYKTA KITMEHTA: 81775840

APl NAME / HAUIMEHOBAHMWE ®APMALIEBTUYECKOW CYECTAHLIUU: Oxymetazoline Hydrochloride

APl BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOMN CYBECTAHLMU: 24080086

APl MANUFACTURER NAME / .
HAWMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLUMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NMPOU3BOOUTENA ®APMALIEEBTUMECKOWU CYECTAHUMWU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuundmkaumm PesynkTtathi
Microbial purity / Mukpo6uonoruyeckas
yncToTa
Total aerobic microbial count (TAMC) / Obwee Not more than 10 CFU /ml / <1 CFU/ml
YUCIO a3pobHbBIX MUKPOOPraHU3MOB 2
Total combined yeast and molds count He Gonee 10 KO1E/ Mn
(TYMC) / ObLLee 4uCrio APONOKEBLIX U Not more than 10° CFU /ml / <1 CFU/ mi
nnecHesbIx rpubos He Gonee 10" KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OTcyTcTBue B 1 MR Absent / Otcytcrsyior
Staphylococcus aureus Absence in 1 ml/ OtcyTcTBne 8 1 Mn Absent / OtcyTcTaytor
10ml (at least 143 doses / vial) in class Il Complies / CootseTcTaYyeT
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 po3
BO chnakoHe) npenapaTta BO (pnakor KOPUIHEBOrO
crekna Il rugponuTudeckoro  knacca ¢
[O3UPYIOWMM YCTPONCTBOM M3 NONWU3TUNEHa W
HepXaBelLLel CTanu v 3alUTHOW KpbILWKoi. Mo 1
dnakoHy BMECTe C MHCTPYKLMeR No NPUMEHEHUIO
B NaJky KapTOHHY!O.
Labeling / MapkupoBka According to Normative documentation. / B Complies / CooteetcTayer
COOTBETCTBMM C HOPMATUBHOW AOKYMEHTauuen.

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

Shelf life / Cpok roaHocTu: 3 years (-1 month) / 3 roaa (-1 mecsw)
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A FOTOBOIO NMPOAYKTA

PRODUCT / TPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpei HazanbHbI# 4O3MPOBaHHbIN 22,5 MKr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHUW KOO NPOOYKTA: 704534 BATCH Ne / NAPTUA Ne /: 55024
MANUFACTURE DATE: /| BATA U3rOTOBNEHUA: 01/2025 C.A [ CEPTU®UKAT AHATNMN3A: 450/25
ANALYTICAL PROC. N°: / MPOTOKON AHAITU3A Ne: SRAS-9WACU6.5 EXP./ CPOK rOOHOCTW: 12/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIA UCTOYHUK METOAOB AHANWU3A: Normative documentation / HopmatueHas
pokymerTaums M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHU KOA NPOAYKTA KINMEHTA: 81775840

AP! NAME / HAMUMEHOBAHUE ®APMALIEBTUMECKOW CYBECTAHLUWU: Oxymetazoline Hydrochloride

AP| BATCH NUMBER / HOMEP CEPUM ®APMALIEBTUYECKOW CYECTAHLIUK: 24080086

API MANUFACTURER NAME / .
HAUMEHOBAHME NPOVU3BOAUTENS ®APMALIEBTMYECKOW CYBECTAHLIUM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ 3
CTPAHA NPOU3BOOUTENA ®APMALEBTUYECKOU CYBCTAHUWN: Germany

REMARKS / lNpumeyanne:
The Product conforms to ND/
MpoaykT cooTeeTcTayeT TpebosaHuam HJ

BATCH REMARKS / lNpumMeyaHue ons 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. / [aHHbiM cBUAETeNbCTBYIO, YTO AaHHasA NapTus nposepeHa B
COOTBETCTBMM C pa3spelleHMeM Ha MapkeTUHr u EBponefickum pyKOBOACTBOM MO Haanexalued Npov3BOACTBEHHON
NpakTUKe ANs NeKapCTBEHHbIX MPOAYKTOB,

Soénia Chainho
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCTBEHHOE NULIO:

n
ANALIST / AHanuTuk DECISION / 3aknioyeHue: Ag(j\m/ﬁd(
DATE / flaTa: }Q/%d <
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