SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATTU3A FOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HazauBuH® kannu Ha3anbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUW KOA NPOAYKTA: 704531 BATCH Ne / MTAPTHUA Ne /: 20320
MANUFACTURE DATE: / BATA U3FOTOBINEHUA: 03/2022 C.A/ CEPTU®UKAT AHATIU3A: 1554/22 B
ANALYTICAL PROC. N°: / MTPOTOKON AHAJTU3A Ne: SRAS-9WACRV.2 EXP./ CPOK FOQHOCTHU: 03/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOYHUK METOOOB AHANU3A: Normative documentation / HopmaTyieHas

AokymeHTaLws M N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ nam. Ne 1 o1 01.02.2019, nam. Ne 2
oT 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KOJ1 MPOAYKTA KIUEHTA: 81725414

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudmkaymum Pe3ynbrarthl

Description/ OnucaHue
P Transparent or almost transparent, from a nearly

colorless to slightly yellow solution / NpoapauHsIi
VNN NOYTU NPO3padHeIi, OT NouTH GecuBeTHOro Ao
cnabo XenToro LBeTa pacTsop.

Complies / CooTBeTGTBYET

ldentity/ MopgnuHHOCTL : . .
Oxymetazoline hydrochloride | chromalogram of test soluon Shouls somply Wi
OkcMMeTasoNMEAIMARCXIOPYA the retention time of the main peak on the
chromatogram of Oxymetazoline hydrochloride Complies / CooTBeTeTBYET
standard solution obtained in Assay method /

Bpemss yAepXuBaHUA OCHOBHOrO nuka Ha
XpoMaTorpamMmme UCMbITYEMOTrO pacTeopa AOMKHO
COOTBETCTBOBATL BPEMEeHM yAepKuBaHus
OCHOBHOrO nvka Ha XpomaTtorpamme
CTaHOapTHOro pacTeopa oKcumeTasonuHa
rMapoxnopuaa, nony4eHHOR Npu KONUYECTBEHHOM

onpeaeneHuu.
Benzalkonium Chloride / The retention time of the main peak on the
BensankoHus xnopun chromatogram of test solution should comply with

the retention time of the main peak on the
chromatogram of Benzalkonium Chloride standard
solution obtained in Assay method /

Bpema yoepXuBaHWS  OCHOBHOrO nuka Ha
XpomMaTorpaMme UCRLITYEMOro pacisopa AOMKHO
COOTBETCTBOBATL BpPEMEeHM yAepXuBaHusa
OCHOBHOIO nuka Ha XpomaTorpamme
CTaHAAPTHOrO pacTBopa OGeH3arkoHus xnopuaa,
NOMYYEHHOM NPU KONUYECTBEHHOM OnpeaeneHum,

Complies / CooTBeTcTBYET

Clarity / Npo3payHoCTL The solution should be transparent or the
opalescence intensity should not exceed the .
opalescence of the reference suspension | / Complies / CooTsetcayer
Pacteop pomkeH ObiTo MPO3payHbiM - UK
WHTEHCUBHOCTb  OManecleHuMn He  JOormkHa

npesbilWaTh onanecueHUUn aTanoHHon CycneHanu
I
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHANIU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu HasanbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUW KOA NPOOYKTA: 704531

BATCH Ne / MAPTWA Ne /: 20320

MANUFACTURE DATE: / DATA U3rOTOBMEHWS: 03/2022

C.A/ CEPTU®UNKAT AHATN3A: 1554/22

ANALYTICAL PROC. N°: / TPOTOKON AHAJN3A Ne: SRAS-9WACRV.2

EXP./ CPOK TOOHOCTMW: 03/2025

oT 28.10.2019)

ANALYTICAL REFERENCE / PEQEPEHTHbIA UCTOYHUK METOLOOB AHANU3A: Normative documentation / HopmaTtueHas
AokymenTauus M N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ uam. Ne 1 oT 01.02,2019, nam. Ne 2

CUSTOMER INTERNAL CODE / BHYTPEHHUN KOA NPOAYKTA KIMUEHTA: 81725414

TESTS
MokasaTenwu

SPECIFICATIONS
Cneuudukaummn

RESULTS
PezynbTaThbl

Color of solution / LisetHocTb

The color intensity of the product should not exceed
the color intensity of the reference solution Y7 /
MHTeHCMBHOCTb OKpackv npenapaTta He A0MmKHa
NPEBLILLATL UHTEHCMBHOCTL OKPacKW 3TaNOHHOMo
pacteopa Y7

Complies / CooTBeTCTBYET

Reldtive density (d 20/20) / OTHocuTenbHas

MOcMonb/Kr

From 1.006 to 1.010/ Ot 1,006 zo 1,010 1.007
nnotHoctb /d 20/20)
pH From5.5t06.5/015,5006,5 59
Osmolality / OcmonsinsHoOCTL From 270 to 330 mOsmol/kg / OT 270 po 330 277

Filling volume / N3BnekaeMbii 06bem

Not less than nominal / He meHee HOMUHanNbHOroO

Complies / CooTBeTcTBYET

Related substances / PoacteeHHble npumecu
Impurity A / Mpumecs A

Impurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / EauHuynas
HékhaeHTUMUMPOBaHHaA NpUMech

Total impurities/ cymma Bcex npumeceit

Not more than 0.5 % / He 6onee 0,5 %
Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.1 % / He 6onee 0,1 %

Not more than 1.2 % / He 6onee 1,2 %

< Detection Limit

< Detection Limit

< Detection Limit

< Detection Limit

Assay / KonuyectBeHHOe onpegeneHue

Oxytetazoline hydrochloride /
OxcuvivieTasonuHa rppoxnopua

Benzalkonium chloride / BensankoHus
rnapoxnopua

237.5 - 262.5 pug/ml / 237.5 — 262.5 mkr/mn

45 - 55 pg/ml 45 — 55 mkr/mn

246.6
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A FOTOBOIMO MPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HasuBuH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUW KOl NPORYKTA: 704531 BATCH Ne / MAPTUA Ne /: 20320
MANUFACTURE DATE: / AATA U3FOTOBJIEHUA: 03/2022 C.A/ CEPTUDUKAT AHAINUIA: 1554/22
ANALYTICAL PROC. N°: / TIPOTOKON AHAINU3A Ne: SRAS-9WACRV.2 EXP./ CPOK OAHOCTHM: 03/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOYHUK METOOOB AHANWU3A: Normative documentation / HopmatysHas
AokymenTtauwus N N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ nam. Ne 1 ot 01.02.2019, nam, Ne 2
ot 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO NPOOYKTA KNUEHTA: 81725414

TESTS SPECIFICATIONS RESULTS
MoxasaTtenu Cneumndukauyum PesynsTarthbt
Microbial purity / Mukpo6uonorudeckas
yucrora
Total aerobic microbial count (TAMC) / Not more than 10° CFU /ml / AEED IR
. < m
Obwee umcno aspoGHbIxX GakTepuin He Gonee 102 KOE/mn
Total combined yeast and molds count Not more than 10' CFU /mi /
(TYMC)/ Obuiee Konu4ecTBo APOXOKEBLIX U 1 <1 CFU/ml
nnecHesbix rpubos He Bonee 10° KOE/mn
Pseudomonas aeruginosa Absence in 1 ml / OtcyTcTure B 1 Mn Absent/ OteyTeTayioT
Staphylococcus aureus Absence in 1 ml/ OtcyTcTaue B 1 M Absent/ OtcyTcTayioT
Package / YnakoBka 10 m! in amber glass vial with cap-pipette. 1 vial
and a patient information leaflet in a carton. / no 10
MN BO PNakoH TEMHOTO CTeKNa C KpbIWKON- Complies / CooteeTcTByeT
nunetkon. Mo 1 dnakoHy C WHCTPyKUMEn no
NPYMEHEHMIO NOMELLIAIOT B KAPTOHHYK MauKy.
Labeling / MapkupoBska According to ND / B cooTeetcTBUM ¢ H[] Complies / CooTpeTcTBYET

Storage / XpaHenue: At temperature below 25°C. / Mpu Temnepartype He Bbitle 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 ropa

REMARKS / Mpumeyanue:
The Product conforms to ND/
_[poaykt cooTeetcTyeT TpebGosanuam HI
BATCH REMARKS / Mpumeuanue 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. / daHHbim CBMAETENbCTBYIO, YTO AaHHasA napTus NMpoBepeHa B

COOTBETCTBUU C paspelleHUeM Ha MapkeTuHr u EBponeickum pykoBoacTBOM no Hap.nemau.lem npOMSBOACTBeHHCIVI
NpakTuKe AN NeKapcTBEHHBLIX NPOAYKTOB,

ANALIST / Akanutuk: DECISION!Samu)tleHHe 11“1, {_/
Viviana Gongalves D . - / f,
Natacha Marreiros ATE [ favaz =\ / 2

{
QUALIFIED PERSON / OtBeTCcTBEHHOE NULIO: Gongalo Fejfcio
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