SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAITU3A FOTOBOI'O NPOAOYKTA

PRODUCT / NPOOYKT: Nasivin Metered Nasal Spray 22.5 jug /dose Russia /
Ha3uBuH® cnpei HasanbHbIH f03UpoBaHHLIN 22,5 Mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHUN KOA NMPOOYKTA: 704534 BATCH Ne / MTAPTUA Ne /: 30443
MANUFACTURE DATE: / AATA U3rOTOBNEHUA: 03/2023 C.A/ CEPTU®OUKAT AHATNUSA: 2291/23
ANALYTICAL PROC. N°: / MPOTOKON AHAJITU3A Ne: SRAS-9WACU6.4 EXP./ CPOK FrOHOCTMU: 03/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIA UCTOYHUK METOLOB AHANU3A: Normative documentation / HopmatuBHas
nokymenTauua N N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NPOAYKTA KNUEHTA: 81775840

APl NAME /| HAMUMEHOBAHUE ®APMALIEEBTUYECKOW CYBCTAHLUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKON CYECTAHLMU: 22100367

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOAUTENA PAPMALIEBTUMECKOW CYBCTAHLUMMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ :
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOWU CYBCTAHLIUU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuyundunkauum PesynbraTthi

Transparent or almost transparent, almost colorless
to light yellow solution. / Npoapauxbii unu nodTu
Npo3payHbIil pacTBop oT mouTn GecupeTHoro o | Complies / CooTBeTcTBYET
cnabo-xenToro yseTa.

Description/ Onucanue

Identity/ MoanuHHocTb Retention time of the main peak in the | Complies/CootsercrByer
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuna ruapoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsi  ynepxvBaHuUs  OCHOBHOTO nWka Ha
XpOMaTorpamMmMe UCTbITYEeMOIo PacTBopa AO0MKHO
COOTBETCTBOBATH BpEMEeHU yAepXuBaHus
OCHOBHOFO NWUKAa Ha XpomaTorpamme CTaHgapTHOro
pacTeopa oKcvMeTasonuHa ruapoxnopuaa,
NONy4eHHON NPU KONUYECTBEHHOM ONPEAEneHUN.

B Ikoni . Retention time of the main peak in the Complies / CooTseTcTBYET
enzalkonium chloride / Bensankonus 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
yAEPXnUBaHNSA OCHOBHOrO NUKa Ha Xxpomartorpamme
NCNbITYEMOro pacTeopa AOMKHO COOTBETCTBOBATL
BPEMEHU YASPXKMBAHUA OCHOBHOTO MUKa Ha
XpomMarorpamme CTaHOapTHOro pacTtsopa
GeH3ankoHWs  xnopuaa,  MOMyYeHHoW  npu
KONMUYECTBEHHOM ONpeaeneHun.

Clarity / MpospauHocTb The product should be not more opalescent

than reference suspension I. / OnanecueHuus
npenapaTa He AOMXHa NpesbilWaTh onanecueHuuo | Complies / CooteeTcTayeT
3TanoHa cpasHenus |,

Color of solution / LiBeTHOCTL pacTBOpa The product should be not more colored than

reference solution Y7. / MNpenapat gonkeH GbiTb
OKpalleH He Bonee MHTEHCUBHO, YeM 3TanoH Y.

Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUNKAT AHAJNIU3A rOTOBOTIO MPOAYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 pug /dose Russia /
HasusuH® cnpeit HaszanbHbIN 103MpOBaHHbIA 22,5 Mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHWI KOQ NPOAYKTA: 704534 BATCH N2 / MAPTUA Ne /: 30443
MANUFACTURE DATE: / ATA NU3rOTOBNEHUA: 03/2023 C.A/CEPTU®UKAT AHANU3A: 2291/23
ANALYTICAL PROC. N°: / IPOTOKON AHAIN3A Ne: SRAS-9WACU6.4 EXP./ CPOKITOOHOCTH: 03/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIM UCTOYHUK METOOOB AHANU3A: Normative documentation / HopmatueHnas
AokymeHTauus M N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO MPOAYKTA KNUEHTA: 81775840

AP| NAME / HAUMEHOBAHUWE ®APMALIEBTUYECKOW CYBCTAHLIUN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUYN ®APMALIEBTUYECKOW CYBCTAHLVN: 22100367

APl MANUFACTURER NAME /

| HAMMEHOBAHUWE NPOVU3BOOMUTENA ®APMALIEBTUYECKOW CYBCTAHLUN: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API/

| CTPAHA NPON3BOANTENS ®APMALIEBTUMECKON CYECTAHLMM: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneundomkaummn Pe3ynbTathl

Relative density (d 20/20) / OTHocuTenkHan From 1.006 to 1.010/ Ot 1,006 go 1,010 1,007
nnotHocTb (d 20/20)
pH From5.5t06.5/0155 06,5 5.9
Osmolality / OcmonaneHOCTL From 270 to 330 mOsmol/ kg /

Ot 270 po 330 mOcmons/kr 284 mOsmol/ kg
Mean Dose Weight and Uniformity of Dose Mean dose weight: 45 mg 15 %. Complies / CooTBeTcTBYET
Weight / CpegHsaa macca nossi u Uniformity of dose weight: mean dose weight
OAHOPOAHOCTb MacChbl A03bl +25%.

Max. 2 from 10 doses >125% from mean dose

weight.

But always = + 35 % from mean dose weight. /
CpepfHss macca posbl: 45 mr+ 15 %.
OAHOPOAHOCTL MacChl A03bl: CPEaHAA Macca [03bl
*25%.

He 6onee 2 13 10 po3 > £25 % 0T cpeaHei macchl
no3bl.

Ho Bcerga <135 % ot cpegHen macchl 403bl.

Related Substances / PoacTBeHHble
npuMecu

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

Impurity ZP-1 / Mpumeck ZP-1 Not more than 0.5 %. / He 6onee 0,5 %. < Detection Limit
Individual unidentified impurity / EanHnynas

Not more than 0.5 %. / He 6onee 0,5 %. < Detection Limit

Not more than 0.1 %. / He 6onee 0,1 %. < Detection Limit
HeugeHTnduMpoBaHHas NpUMech
Total impurities/ Cymma npumeceit Not more than 1.2 %. / He 6onee 1,2 %. < Detection Limit
Assay / KonnyectBeHHoe onpegeneHue
Oxymetazoline hydrochloride / From 475 to 525 pg/mL of oxymetazoline 495 pg/mL
OkcumeTasonuHa ruapoxnopug hydrochloride/ OT 475 no 525 mkr/mn

oKkcuMeTasonuHa rngpoxnopuaa.
Benzalkonium chloride / BensankoHus From 45 to 55 pg/mL of benzalkonium chloride/ OT 52 pg/mL
xnopug, 45 po 55 mkr/mn GeH3ankoHUs xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANMU3A FOTOBOI'O NPOOYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 pyg /dose Russia /
Ha3nsuH® cnpei HasanbHbIW AO03MPOBaHHLINA 22,5 Mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHUM KOL NPOQYKTA: 704534 BATCH Ne / NTAPTUA Ne /: 30443
MANUFACTURE DATE: / DATA U3rOTOBNEHUA: 03/2023 C.A | CEPTUOUKAT AHATNU3A: 2291/23
ANALYTICAL PROC. N°: / MPOTOKOI AHAJITU3A Ne: SRAS-9WACU6.4 EXP./ CPOK OQHOCTMW: 03/2026

AokymenTaums M N013921/01-290422

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOYHUK METOAOB AHAJIU3A: Normative documentation / HopmaTtueHas

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOJ NMPOAYKTA KNMUEHTA: 81775840

API NAME /| HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUYECKOW CYBCTAHLWU: 22100367

API MANUFACTURER NAME /

HAUMEHOBAHMUE MPOU3BOANTENR ®APMALIEBTUYECKOW CYECTAHLIMW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NMPOU3BOAUTENA ®APMALIEBTUHECKOW CYBCTAHLIMKU: Germany

1
(TYMC) / O6Liee 4Mcno AponoKkeBhiX U Notmareithan o) CRU:/miM

;
nnecHesbIxX rpuGoB He Bonee 10 KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTaue B 1 mn
Staphylococcus aureus Absence in 1 ml/ Otcytctavne B 1 mn

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneuudukauun PesynbTtarhl
Microbial purity / Mukpo6uonoruyeckas ) <1 CFU/ml
yucTtora Not more than 10° CFU /ml /
Total aerobic microbial count (TAMC) / O6uee He Gonee 10% KOE/mn
4Uncno aspobHbIX MUKPOOPraHU3MOB
Total combined yeast and molds count <1 CFU/ ml

Absent / OtcytcreyioT

Absent / OtcyTcTayioT

10ml (at least 143 doses / vial) in class Il
hydrolytic brown glass vial with a metering
polyethylene and stainless sleel device and a
protective cap. 1 vial and a patient information
leaflet in a carton. / Mo 10 mn (He meHee 143 o3
BO dhriakoHe) npenaparta 80 (hrakoH KOPUHHEROTO
ctekna Il rugponuTudeckoro  knacca ¢
AO3VpYIOLMM YCTPONCTBOM W3 MONMUITUNEHA U
HepXaBeloLen CTanu v 3aWMTHOM KpbItkoi. Mo 1
hnakoHy BMECTe C UHCTPYKLMEH MO NpuMeHEHMIo
B NauKy KapTOHHY!0.

Package / YnakoBka

Complies / CooTsetctayer

Labeling / Mapkuposka According to Normative documentation. / B
COOTBETCTBUM C HOPMaTUBHON JOKYMEHTaLMEN.

Complies / Cooraetcrayer

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

Shelf life / Cpok rogHocTu: 3 years / 3 roga

3/4

IMP.7.11




SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A TOTOBOIO NPOAOYKTA

' PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3uBuH® cnpei HaszanbHbLIM 103MpOBaKHbLIA 22,5 MKr/go3a Poccus /

ARTICLE CODE / BHYTPEHHWUW KOO NPONYKTA: 704534 BATCH Ne / MAPTUA Ne /: 30443
MANUFACTURE DATE: / AATA U3FOTOBNEHUA: 03/2023 C.A/CEPTUO®UKAT AHANN3A: 2291/23
ANALYTICAL PROC. N°: / TPOTOKOJ AHANMU3A Ne: SRAS-9WACU6.4 EXP./ CPOKrOOHOCTW: 03/2026

ANALYTICAL REFERENCE / PEQEPEHTHbLIN UCTOYHMK METOAOB AHATINMWU3A: Normative documentation / HopmaTtueHas
AokymenTaums I N013921/01-290422

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NPOAYKTA KIUEHTA: 81775840

API NAME / HAMUMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ® APMALIEBTUYECKOW CYECTAHLIUN: 22100367

APl MANUFACTURER NAME / B
HAMMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLIUU: Siegfried PharmaChemikalien Minden

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

REMARKS / Mpumeuatnue:
The Product conforms to ND/
Mpoaykr cootBeTcTBYET TpeboBanuam HA

BATCH REMARKS / MpumeyaHve ans 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 CBULETENLCTBYIO, YTO AaHHas nNapTus NpoBepeHa B
COOTBETCTBMM C paspelleHWem Ha MapkeTuHr u EBponeickum pyKOBOACTBOM MO Hagnexalleld nNpou3BofCTBEHHON
npakTvke AN NeKapcTBEHHbIX NPOAYKTOB.

A /1
ANALIST / AHanuTuk DECISION/ 3akmiovenne: /o (X OJe ddl -
. Y7 |- A 72
Miguel Rocha DATE / Rava: 28 Jouf 2o U5 b‘i 0
M. Inés Ribeiro QUALIFIED PERSON / OrBeTcTBEHHOE NULO: S
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