SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITU3A TOTOBOIO NPOOYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia/
Ha3neuH® cnpern HasankHbIA AO3UpOBaKHbIG 22,5 Mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWUW KO NPOAYKTA: 704534

BATCH Ne / MAPTUA Ne /: 31643

MANUFACTURE DATE: / JATA U3rOTOBNEHUA: 12/2023

C.A /| CEPTU®UKAT AHAINU3A: 204/24

ANALYTICAL PROC. N°: / MIPOTOKONM AHAJTU3A Ne: SRAS-9WACUG.4

EXP. !/ CPOK TOOHOCTU: 12/2026

AokymeHTauma M N013921/01-290422

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOJOB AHANU3A: Normative documentation / HopmatusHas

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOJ1 NPOAYKTA KNUEHTA: 81775840

API NAME / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHKLIUK: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALEBTUYECKOW CYBCTAHLIMN: 23080121

APl MANUFACTURER NAME /

HAMMEHOBAHWE NPOU3BOAUTENA ®PAPMALIEBTUMECKOW CYBCTAHLIMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPON3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHLIUW: Germany

TESTS
Mokasarenu

SPECIFICATIONS
Cneuyudukauyum

RESULTS
PesynbTathl

Description/ Onucanue

Transparent or almost transparent, almost colorless
to light yellow solution. / NpospayHeii nAU nouTH

npo3payHbiil pacTBOp OT MoYTh GecuBeTHOro Ao
cnafo-xenToro usera.

Complies / CooTBeTctayeT

Identity/ MoanuHHoCTL
Oxymetazoline hydrochloride /
OkcumeTasonuna rugpoxnopuag

Benzalkonium chloride / BenzankoHus
xnopug

Retention time of the main peak in the
chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpema  ygepxuBaHMUS  OCHOBHOTO nuka Ha
XpomMaTorpamme UCNbITYEMOro pacTBopa AOSHKHO
COOTRETCTBOBATL BpPEMEHU YASPKUBAHUA
OCHOBHOrO NKKa Ha XxpomaTorpamme CTaHgapTHOro
pacteopa OKCUMETA30NUHA ruapoxnopuaa,
NONYYEHHON NPU KONMYECTBEHHOM OnpeaeneHun.

Retention time of the main peak in the
chromatogram of the test solution should comply
with relention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpems
YAEPKVBaHKSA OCHOBHOrO NWKa Ha XpoMarorpaMme
UCNbITYEMOro pacTBopa ACMKHO COOTBCTCTBOBATL

BPEMEHU YyAEepXMBaHWS OCHOBHOTMO nWKa Ha
XpomaTorpamme cTaHgapTHOro pacTteopa
BeH3ankorus xropuaa, NoMyYeHHON npu

KONMUYECTBEHHOM onpeaeneHuun.

Complies / CootBeTcTayeT

Complies / CooTBeTcTByeT

Clarity / MpospauHocTh

The product should be not more opalascent

than reference suspension I. / OnanecueHuus
npenapaTa He 4OMKHa NPeBbILLaTe OnanecLeHLMIo
3TanoHa cpaBHeHus |.

Complics / CooTtBeTcTBYET

| Color of solution / UseTtHocTh pacTBOpa

The product should be not more colored than
reference solution Y7. / Mpenapat gonkeH GbiTb
OKpallleH He 6ornee UHTEHCMBHO, Yem 3TanoH Y7,

Complies / CooTBeTCTBYET
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SOFARIMEX

INDUSTRIA QUINMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHANU3A FOTOBOIO NPOOYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3nBuH® cnpeil HasanbHbLIA AO3MPOBaHHLIA 22,5 MKr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWUW KO/l NPOAYKTA: 704534 BATCH Ne / NAPTUSA Ne /: 31643 O
MANUFACTURE DATE: / AATA U3rOTOBIEHUWS: 12/2023 C.A/ CEPTU®UKAT AHANU3A: 204/24
ANALYTICAL PROC. N°: / NPOTOKOI AHANIU3A Ne: SRAS-9WACUG.4 EXP./ CPOK TOOHOCTMW: 12/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIN NCTOYHWUK METO[IOB AHANW3A: Normative documentation / HopmatusHas
AokymenTauuna N N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHMUMW KOA MPOAYKTA KIUEHTA: 81775840

API NAME / HAMMEHOBAHWE ®APMALEEBTUYECKOW CYBCTAHLMM: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUY ®APMALIEBTUYECKOW CYECTAHLIMN: 23080121

API MANUFACTURER NAME /

HAVMMEHOBAHUE NPOU3BOMIMTENA PAPMALIEBTUMECKOW CYECTAHLNM: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAUTENA ®PAPMALIEBTUMECKOW CYBCTAHLIUN: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuundpukaumnm PesynbTaTthbi
Relative density (d 20/20) / OtHocuTenbHan From 1.006 to 1.010/ Or 1,006 go 1,010 1,007
nnotHocTk (d 20/20)
pH From5.5t06.5/015570086,5 59
Osmolality / OcmonsinsHocTe 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
Welght / CpepHsas macca o3kl n Uniformity of dose weight: mean dose weight
oAHOPOAHOCTb MacChl 403bI %25 %.
Max. 2 from 10 doses >+25% from mean dose
weight.

But always = + 35 % from mean dose weight. /
CpepHsis macca 4oabl: 45 mrx 15 %.

OAHOPOAHOCTD MACChI [103bl: CPEAHAS Macca A03bl
+25 %.

He Bonee 2 n3 10 gos > £25% 0T cpeaHel macchl
A03bl.

Ho Bcerga =+ 35 % oT cpegHeit macchl 403bl.

Related Substances / PoactBeHHble
npumMecu

Impurity A (Hydrolysis product) / Mpumecs A
(npoaykT rmpponnaa)

Impurity ZP-1/ Mpumecs 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 / EguHuunasn

Not more than 0.1 %. / He 6onee 0,1 %. < Detection Limit
HenaeHTUhUUMpoBaHHas NnpyuMeck
Total impurities/ Cymma npumecein Not more than 1.2 %. / He 6onee 1,2 %. < Detection Limit
Assay / KonuyecTBeHHOe Onpeaenexve
Oxymetazoline hydrochloride / From 475 to 525 ug/mL of oxymetazoline 499 pg/mL
OkcvmeTasonuHa rugpoxnopug hydrochloride/ OT 475 no 525 mkr/mn

oKcumeTasonuHa rugpoxnopuaa.
Benzalkonium chloride / BeHsankoHus From 45 to 55 pg/mL of benzalkonium chloride/ Ot 50 pg/mL
xnopug 45 po 55 mkr/mn HeH3ankoHus xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINMIU3A TOTOBOIO NPOOYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 g /dose Russia /
Ha3uBuH® cnpeit HazanbHbIK A03UpoOBaHHLIN 22,5 Mkr/no3a Poceus /

ARTICLE CODE / BHYTPEHHWUIA KOA NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 31643
MANUFACTURE DATE: / AATA U3FOTOBNEHUSA: 12/2023 C.A | CEPTUOUKAT AHANU3A: 204/24
ANALYTICAL PROC. N°: / NPOTOKOJT AHAITU3A Ne: SRAS-9WACUG.4 EXP./ CPOK IrOOHOCTW: 12/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmaTtusHas
Aokymerrauua M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NPOAYKTA KNUEHTA: 81775840

API NAME / HAUMEHOBAHUWE ®APMALIEBTUYECKOW CYECTAHLIMKU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOW CYBECTAHUNK: 23080121

APl MANUFACTURER NAME / 5
HAMMEHOBAHWE NPOU3BOANTENA ®APMALIEBTUMECKOW CYBCTAHLIUW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA [POU3BOANTENA ®APMALIEBTUMECKOWN CYBCTAHLIMM: Germany

TESTS SPECIFICATIONS RESULTS
Noxasarenu Cneuudumkayuum Pe3ynkTrathl
Microbial purity / Mukpo6vonoruyeckas ) <1 CFU/ml
YucToTa Not more than 10° CFU /ml /
Total aerobic microbial count (TAMC) / O6uiee He Gonee 10° KOE/mn
4KCro adPOBHbIX MUKPOOPraHU3MoB
Total combined yeast and molds count 1 <1 CFU /ml
(TYMC)/ ObLee uncno apoxokeBbIX U L) thar11 LS8 [E=Crimy
NNecHeBbIX rpubos He Gonee 10 KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ Otcytcreue B 1 mn Absent / OtcyTeTaylot
Staphylococcus aureus Absence in 1 ml/ OtcyTctene B 1 mn Absent / OtcyTcTRyYiOT
10ml (at least 143 doses / vial) in class IlI Complies / CooTeetcteyer |
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 gos
BO dbnakoHe) npenaparta BO (PfIakoH KOPUIHEBOTo
ctekna Il rmpponuTuueckoro  knacca ¢
AO3NPYIOLIMM YCTPOMCTBOM W3 MONWU3TUNEHA U
HepXKaBEIOWEN CTaNM U 3aWMTHOM KpbILLKO. Mo 1
(hnaKoHY BMECTe C MHCTPYKLMEH MO NPUMEHEHUIO
B MauKy KapTOHHYK).
Labeling / Mapkuposka According to Normative documentation. / B Complies / Cooteercrayer
COOTBETCTBMWN C HOPMATUBHOW AOKYMEHTaLueil.

Storage / XpaHeHue: At temperature below 25°C. / Mpu Temnepatype He Bhilwe 25°C.

Shelf life / Cpok roanocTu: 3 years / 3 roaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJNN3A rOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia /
Ha3usuH® cnpeil HazanbHbIK AO03MPOBaHHbLIN 22,5 Mkr/no3a Poccus /

ARTICLE CODE / BHYTPEHHWUW KOJ1 NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /: 31643
MANUFACTURE DATE: / JATA U3rOTOBJEHWA: 12/2023 C.A/CEPTUO®UKAT AHANWIA: 204/24
ANALYTICAL PROC. N°: / IPOTOKON AHANMU3A Ne: SRAS-9WACUG.4 EXP./CPOKIOOHOCTH: 12/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOOOB AHAJIM3A: Normative documentation / HopmatueHas
AokymedTtauyms M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHMWM KOO MPOAYKTA KITUEHTA: 81775840

API NAME / HAMMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLMW: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUM ®APMALIEBTUYECKON CYBECTAHLINK: 23080121

APl MANUFACTURER NAME / .
HAWMEHOBAHWE NPON3BOAOUTENA ®APMALIEBTUYECKOW CYBCTAHLIMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OFf THE API/ .
CTPAHA NMPOU3BOAUTENA PAPMALIEBTUYECKOW CYECTAHUWWN: Germany

REMARKS / NpumeyvaHue:
The Product conforms to ND/
MpoaykT cootseTcTBYET TPEGOBaHUAM HJ,

BATCH REMARKS / Mpumeyvanue gns 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. / [JaHHbIM CBUAETENbLCTBYIO, UTO AAHHAA NAPTWUA NpoBepeHa B
COOTBETCTBMM C paspclicHWEeM Ha MapkeTMHr u EBponedckum pykoBOACTBOM NO Haanexalleld npou3BoACTBEHHON
ApakThke ANs neKkapCTBEHHbLIX MPOAYKTOB.

["ANALIST / Ananutuk DECISION / 3akntouchme: A\’J'L'\Lwh:: X
Sonia Chainho DATE / flaTa: { ({/gv,f To2 b l/é: .
M. Inés Ribeiro QUALIFIED PERSON / OrgercTBeHHOE NULLO: /é
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