SOFARIMEX

INDUSTRIA QUIMICA E FARISACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTM3A TOTOBOIO NPOOYKTA

PRODUCT/HPOL],YKT: Nasivin Nasal Drc_>ps 0.05 % Russia / HasauBuH® kannu HasanbHble 0,05% Poccus l_

ARTICLE CODE / BHYTPEHHWUW KO NPOAYKTA: 704532

ﬁANUFACTURE DATE: / DATA NU3rOTOBNEHUA: 07/2022

BATCH Ne / MAPTUA Ne /: 20867

ANALYTICAL PROC. N°: / MPOTOKON AH-AJ'II/I3A Ne: SRAS-OWACUG.4

C.A | CEPTUOUKAT AHANU3A: 4099/22
EXP./ CPOK TOQHOCTHU: 07/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOAOB AHAIU3A: Normative documentation / Hopmatvshas

AokymeHTaums 1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOJ NPOAYKTA KITMEHTA: 81775839

TESTS
MokaszaTenu

SPECIFICATIONS
Cneuudomkarmm

RESULTS
PesynbraThl

Description/ Onucatue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / MpospayHblii
Unu NOYTU NPO3pavHbil  PacTBOpP OT MNOYTU
BecuseTHoro 4o cnabo-xenToro LBeTa.

Complies / CooTBeTcTBYET

Identity/ MoanuHHOCTL
Oxymetazoline hydrochloride /
OxcuMeTaszonuHa rugpoxnopug

Benzalkonium chloride / BeH3ankoHus
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. /
Bpems  yaepkvBaHWs  OCHOBHOTO nuKa  Ha
XpoMarorpaMme MWCNbITYeMOro pacTsopa AOSMKHO

COOTBETCTBOBATL BpemMeHn yAepxXuBaHUA
OCHOBHOrO MUKa Ha XpomaTtorpaMmme CTaHAapTHOro
pacTBopa OKCnmMeTasonunHa rmapoxnopuaa,

FIO.I'Iy‘-IeHHOVI npn KONUYECTBEHHOM onpeaeneHnn.

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 benzalkonium chloride standard
solution obtained in the Assay test. / Bpems
YAEPXMUBaAHNSA OCHOBHOrO NKKa Ha xpomaTorpamme
NCNBITYEMOrO pacTBopa AOMKHO COOTBETCTBOBATL
BPEMEHU YAEPXMBAHWA OCHOBHOTO nMWUKa Ha
xpomaTorpamme CTaHaapTHOro pactsopa
GeH3ankoHns  xmopuaa,  MOMyuyeHHoit  npw
KONIWYECTBEHHOM onpeAeneHnm,

Complies / CooTeeTcTBYET

Complies / CooTBetctByeT

Clarity / MpospayHocTb

The opalescence of the product should not exceed

the opalescence of the reference
suspension l/purified water. / OnanecueHuus
npenapaTta He AonxHa npesbIWaTh

onanecueHuvio  aTanoHa cpasHenus  |/Bogpl
OYULLEHHON.

Complies / CooTBeTcTBYET

Color / LlsetHocTb

The product should be colorless or be comparable
to reference solution Y7. / MpenapaT gonxeH 6biTs
GecuBeTHLIM UMW BLIAEPXKUBATL CPAaBHEHUE G
aTanoHom Y.

Complies / CooTeeTctayeT
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SOFARIMEX

INDUSTRIA QUINICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIIM3A TOTOBOIO MPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia/ Ha3auBuH® Kannu HasanbHble 0,05% POCCMH /

ARTICLE CODE / BHYTPEHHUM KOl MPOLYKTA: 704532

BATCH Ne / NAPTUA Ne /: 20867

MANUFACTURE DATE: / OATA U3IOTOBNEHWUS: 07/2022

C.A/ CEPTUOUKAT AHAﬂ_VI3A: 4099/22

ANALYTICAL PROC. Ne°:/ I'IPOTOKOH AHAJIU3A Ne: SRAS-O9WACUG.4

EXP./ CPOK FrOJHOCTMW: 07/2025

nokymeHTauma NMN012964/01-221221

ANALYTICAL REFERENCE / PE®EPEHTHbLIN UCTOYHMK METOLAOB AHAMNU3A: Normative documentation / HopmaTusHas

L

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO} MPOAYKTA KITMEHTA: 81775839

MmOcMonb/Kr

TESTS SPECIFICATIONS RESULTS
Mokaszarenu Cneuundunkauun PesynbTathl
'Relative density (d 20/20) / OtHocuTenbHas From 1.006 to 1.010/ O1 1,006 no 1,010
AnotHocTs (d 20/20) 1.008
pH B From 5510 6.5/ 0T 5,5 10 6,5 59 '
Osmolality / OcmonsanbHocTb From 270 to 330 mO_smoI/kg / Ot 270 po 330 281

| Related substances / PogcTBeHHbIe npumech

Impurity A (hydrolysis product) / Mpumecs A
(npoaykT rupgponuaa)
Impurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / Eanuiuynas
HeuaeHTUhULMPOoBaHHAs) NPUMECH

Total impurities/ Cymma npumece

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 Gonee 1,2 %

< Detection Limit
< Detection Limit

< Detection Limit

< Detection Limit

Assay / KonuuecTseHHoe onpeaenetmne

Oxymetazoline hydrochloride / OkcumeTasonuHa
ruapoxmnopug,

Benzalkonium chloride / BeHzankoHust xnopua

From 475 to 525 pg/mL of oxymetazoline
hydrochloride/ Ot 475 go 525 mkr/mn
OKCUMEeTAa30NMHa ruapoxnopuaa.

From 45 to 55 pg/mL of benzalkonium chloride/ OT
45 po 55 mkr/mn BeHsankoHUa xnopuaa

Microbial purity / MukpoOuonoruueckasi
yucrora

Total aerobic microbial count (TAMC) / OBuiee
4yncno a3pobHbix BakTepuin

Total combined yeast and molds count (TYMC) /
Obuwee YNCNOo APOXOKEBBLIX W MNECHEBbIX rPMboB

Pseudomonas aeruginosa

Staphylococcus aureus

Not more than 10> CFU / ml /

He 6onee 10° KOE/mn

Not more than 10" CFU /ml /

He Gonee 101 KOE/mn

Absence in 1 ml/ OtcytctBue B 1 mn

Absence in 1 ml/ OtcytctBre 8 1 mn

2/3

483

49

<1UFC/ml
<1UFC/ml

Absent / OtcyTcTytoT

Absent / OtcyTcTBYIOT
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAITU3A TOTOBOIO NPOAYKTA

PRODUCT/ HPOJ:I.YKT Nasivin Nasal Drops 0.05 % Russia / HasanBuH® kannu HazansHble 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHUW KO NMPOOYKTA: 704532 BATCH Ne / MAPTUA Ne /: 20867
MANUFACTURE DATE: / AATA U3ITOTOBNEHUA: 07/2022 C.A/ CEPTU®UKAT AHATIU3A: 4099/22
ANALYTICAL PROC. N°: / MPOTOKOJT1 AHAITU3A Ne: SRAS-9WACUG.4 EXP./ CPOK FOAHOCTW: 07/2025

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOAOB AHANU3A: Normative documentation / HopmaTusHas
_MOKyMeH launs [TN012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ, MPOAYKTA KITUEHTA: 81775839

TESTS SPECIFICATIONS RESULTS
MokaszaTenu Cneuudumkaummn Pe3ynbTathl
Package / YnakoBka 10 mL in an amber glass bottle with a ' N

polypropylene screw cap with an integrated pipette | COMPlies / CooTteetcTayeT

made of glass type 3 (Eur. Ph.) and bromobutyl

rubber.

1 bottle and patient information leaflet in a carton

pack. / Mo 10 mn npenapaTa BO hr1akoH TEMHOro

CTekna ¢ HaBUHYMBAEMOW NONUNPONUNEHOBON

KPLILKON CO BCTPOEHHOW NUMNETKON U3 CTekNa Tuna

3 (EBp. ®.) n 6pombyTunkayqyka.

Mo 1 dnakoHy € UHCTPYKLIMEN M0 NMPUMEHEHNIO B
nauky KapTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B Complies / CooTetcTBYET
COOTBETCTBUN C HOPMATUBHOW [IOKYMEHTaLMEN.

Storage / XpaHeHue: At temperature below 25°C. / MNpu TemnepaType He Bbille 25°C.

" Shelf life / Cpok rogHocTu: 3 years / 3 roaa N

REMARKS / MpumeydaHue: B o T
The Product conforms to ND/
MNpoaykT cooTBeTCTBYET TPebOBaHUAM H/

BATCH REMARKS / MpumMeyanue ana cepumn: T N

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 CBUAETENLCTBYIO, YTO AaHHAs NApPTUS NPOBEPEHa B

COOTBETCTBMU C paspelieHUeM Ha MapKeTUHr wu EBpOI‘IeVICKI/lM PYKOBOACTBOM NO Hanexallen I'IpOVI3BOD,CTBeHHOVI
MPaKkTuke Ans nekapCTBEHHbIX NPOAYKTOB.

" ANALIST / AHanuTuk: - o - o
DECISION / 3akntouetme: id
Francesca Amaral DATE / faTa: oY/| )j’ 10 11 K
M. Inés Ribeiro QUALIFIED PERSON / OrBeTcTBEeHHOE NULLO: k/ /\_9
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