SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATU3A FOTOBOro NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /

Hasunenu® Crnpei HasanbHbINR AO03UPOBaHHbLIN 22.5 MKkr/ao3a Poceus /

ARTICLE CODE / BHYTPEHHUIA KOA NMPOAYKTA: 704534

BATCH Ne / NAPTUS Ne /:20732

AokymeHnTauums M N013921/01-011117 {amend Ne

MANUFACTURE DATE: /| BATA U3rOTOBNEHUS: 06/2022

ANALYTICAL PROGC. N°: / NPOTOKOJ AHAMKU3A Ne: SRAS-9WACU6.4
ANALYTICAL REFERENCE / PE®EPEHTHbLINA

C.A/CEPTUDUKAT AHATN3A:3440/22

EXP. / CPOK FOQHOCTH: 06/2025

MCTOYHUK METOOOB AHAI
1 from 26,12.2017, amend Ne 2

M3Mm. Ne 1 ot 26.12.2017,&% Ne 2 ot 04.02.2019, usm. Ne 3 ot 28.10.2019 )

U3A: Normative documentation / HopwmatusHas
from 04.02.2019, amend Ne

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NPOAYKTA KNUEHTA: 81725409

3 from 28.10.2019 /

|

—
TESTS

Mokasarterniu

Description/ Onucanue

SPECIFICATIONS
Creumndukanmm

RESULTS
PesynbTarel

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution / lNpospaynkin
VI NOYTH NPO3paYHbIi, OT noutu GecuseTHoro
Ao cnabo xenToro useTta pacteop.

Complies / Cootsetctayer

lidentity/ NognuHHocTh
Oxymetazoline hydrochloride /
Okcumetasonuna rMopoxnopupg

Benzalkonium Chloride /
BeHsarkoHus xnopupa

R

Clarity / MpospayHocTb

Color of solution / LseTHocTb

L

The retention time of the main peak on the
chromatogram of test solution should comply with
the retention time of the main peak on the
chromatogram of Oxymetazoline hydrochloride
standard solution obtained in Assay method /
Bpems  ynepxuBaHus  ocHosHoro nMka  Ha
XpOMaTorpaMme UCMbITYeMOro pacTsopa AoMmKHO
COOTBETCTBOBATH BpeMeHn yaepxuBaHus
OCHOBHOIO nuka Ha Xpomartorpamme
CTaHgapTHoOro pacteopa OKCHMMeTa3onuHa
rMapoxsiopuaa, NonyyYeHHon npu
KOMUYeCTBEHHOM onpeneneHuH.

The retention time of the main peak on the
chromatogram of tes( solution should comply with
the retention time of the main peak on the
chromatogram of Benzalkonium Chloride standard
solution obtained in Assay method |/ Bpewms
yAepXuBaHus OCHOBHOro nvika Ha
XpOMaTorpamMme WCrbITyemMoro pactsopa A0MKHO
COOTBETCTBOBATL BpeMeHu yAepxuBaHus
OCHOBHOrO nvka Ha XpomMarorpamme
CTaHAapTHOro pacteopa GeH3ankoHus xnopuaa,
NONY4YEeHHOW NpU KONUYECTBEHHOM onpegenexum.

Complies / Cooteercrayet

Complies / Cooteetcrayer

The solution should be transparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /

Pacteop pgomkeH 6bimb npospayvHbIM  nnu
WHTEHCUBHOCTL  onanecueHUMW He DOMKHA
npeBbIlLaTh onanecueHunn 3TanoHHow
cycnexauu |,

Complies / Cooteetcrayer

The color intensity of the product should not
exceed the color intensity of the reference solution
Y7 | WHteHncusHocTs OKpackw npenapata He
AOIBKHA  MpeBbIlaTh  UHTEHCUBHOCTL oKpackn
3TanoHHoro pacreopa Y;

Complies / CooTBetcrtByeT

]
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpel HasanbHbIW J4O3MPOBaHHbLIA 22.5 mkr/go3a Poccua /

ARTICLE CODE / BHYTPEHHUI KO NPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /:20732
MANUFACTURE DATE: / ATA U3rOTOBJIEHUA: 06/2022 C.A /| CEPTUOUKAT AHATN3A:3440/22
ANALYTICAL PROC. N°: / TPOTOKOIN AHAMNWU3A Ne: SRAS-9WACU6.4 EXP./ CPOK FrOOHOCTM: 06/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOYHUK METOOOB AHANU3A: Normative documentation / HopmaTtueHas
aokymeHtaums M N013921/01-011117 (amend Ne 1 from 26.12.2017, amend Ne 2 from 04.02.2019, amend Ne 3 from 28.10.2019 /
n3M. Ne 1 o1 26.12.2017, nam. Ne 2 ot 04.02.2019, nam. Ne 3 o1 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO NMPOAYKTA KITUEHTA: 81725409

TESTS SPECIFICATIONS RESULTS
Mokasatenun Cneuundukauum PesynbTarthbl
Relative density (d 20/20) / OTHocuTtenbHasi From 1.006 to 1.010/ Ot 1,006 go 1,010 1.009
nnoTHocTb /d 20/20)
pH From5.5t06.5/ 0155 006,5 5.9
Osmolality / OcmonsanbHocTL From 270 to 330 mOsmol/ kg / Ot 270 o 330 277
mOcmonb/kr
Average dose / CpegHasa Mmacca Ao3bl 45 mg + 15% / 45 mr £ 15% Complies / CooTtBeTcTBYET

Uniformity of delivered dose / OgHopogHoCTb Average dose + 25%
Macchbl A403bl max. 2 from 10 doses > £ 25% from average dose
mass,

but always < + 35% from average dose mass/ Complies / CootaeTcTayeT

CpepHsist macc fo3bl + 25%.

He 6onee 2 u3 10 gos > + 25% ot cpegHen macchl
003bl.

Ho Bceraa < + 35% ot cpefHer macchl A03bl.

Related substances / PogcTBeHHEIe npumMecu

Impurity A/ MNpumecs A Not more than 0.5 % / He 6onee 0,5 % < Detection Limit
Impurity ZP-1 / Mpumeck ZP-1 Not more than 0.5 % / He 6onee 0.5 % < Detection Limit
Individual unidentified impurity / EanHnyHas Not more than 0.1 % / He 6onee 0,1 % < Detection Limit

HeuaeHTUhNLMPOBaHHas NPUMECh

Total impurities/ cymma Bcex npumecen Not more than 1.2 % / He Gonee 1,2 % < Detection Limit

Assay / KonnyecTtBeHHOe onpepgeneHue

Oxymetazoline hydrochloride / 475 — 525 pg/ml / 475 — 525 mkr/mn 493
OkcumeTasonunHa ruapoxnopua

Benzalkonium chloride / BeHaankoHns 45 — 55 ug/ml / 45 — 55 mkr/mn 47
ruapoxrnopua

Microbial purity / Mukpobuonoruyeckas
yucrorta

Total aerobic microbial count (TAMC) / Not more than 10° CFU / ml / <1UFC/ml
Obwwee yncno aspobHbix bakTepun He Gonee 10° KOE/mn
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A TOTOBOIO MPOAOYKTA

PRODUCT / NPOOYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia /
Ha3nenH® cnpei Ha3zanbHbIA A03UPOBaHHbINK 22.5 MKkr/mo3a Poccus /

ARTICLE CODE / BHYTPEHHUW KOl NPOQYKTA: 704534 BATCH Ne / MNAPTUA Ne /:20732
MANUFACTURE DATE: / BATA U3IrOTOBMEHUA: 06/2022 C.A /| CEPTU®UKAT AHATIN3A:3440/22
ANALYTICAL PROC. N°: / IPOTOKO/ AHATU3A Ne: SRAS-9WACUG6.4 EXP./ CPOK FOAHOCTW: 06/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOYHUK METOAOB AHAINWU3A: Normative documentation / HopmaTusHas
AokymenTauma 1 N013921/01-011117 (amend Ne 1 from 26.12.2017, amend Ne 2 from 04.02.2019, amend Ne 3 from 28.10.2019 /
13mM. Ne 1 ot 26.12.2017, nam. Ne 2 ot 04.02.2019, nsm. Ne 3 ot 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOl MPOAYKTA KNUEHTA: 81725409

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudukauun PesynbraThl
Total combined yeast and molds count Not more than 10" CEU /mil/ <1UFC/ml

(TYMC) / OBLiee Konu4ecTBo APO3OKEBBIX U

1
nnecHeskIX rpnbos He 6onee 10 KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcyTtcTBMe B 1 Mn Absent / OTtcyTcTBylOT
Staphylococcus aureus Absence in 1 ml/ OtcyTcteue B 1 Mn Absent / OTcyTeTayloT
Package / YnakoBka 10ml (at least 143 doses / vial) in class Il

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 .
Josbl/chnakoH)  npenapata  BO  (bNaKoH Complies / CooteeTcTayeT
KopudHeBoro crtekna, |l rugponutnyeckoro
Knacca €  [J03UPYIOLMM  YCTPOMUCTBOM U3
NoNuaTUNEHa U HepxaBewwen cranu u
3aLLMTHON KPbILWKOW. 1 prnakoH ¢ UHCTPYKUMen no
APUMEHEHUIO MOMELLAIOT B KAPTOHHYIO Nauky.

Labeling / MapkupoBka According to ND / B cootBeTcTBMU ¢ HJ Complies / CootBeTcTBYET

Storage / XpaHeHue: At temperature below 25°C. / MNpu TemnepaTtype He Bbiwe 25°C.

Shelf life / Cpok ropHocTu: 3 years / 3 rona

REMARKS / NpumeuaHue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TPeGOBaHUsIM HJ]

BATCH REMARKS / MpumeuaHue gnsi 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. / [aHHbiM CBUAETENLCTBYIO, YTO AaHHas NapTUs NpoBepeHa B
COOTBETCTBUM C paspelleHneM Ha MapkeTuHr u EBponeickum pykOBOACTBOM MO Hagnexallei NpousBOACTBEHHOM
NpakTUKe 418 IeKapCTBEHHbIX NPOAYKTOB.

ANALIST / Ananutuk DECISION / 3aknioyenue: (;\ O\ )d@('l}
Viviana Gongalves ) o2 =1 iy - \ é )
M. Ines Ribeiro DATE / Rata: ')"/U-) ZOTL

QUALIFIED PERSON / OtsetcreeHnHoe nuuo: Vera Freire
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