SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NMPOAYKTA

_PRODUCT { NIPOAYKT: Nasiviﬁ Nasal Drops 0.05 % Russia / HaauBuH® kannu HaSaan_ble 0,05% Poccua /

ARTICLE CODE / BHYTPEHHUI KOA MPOAYKTA: 704532

BATCH Ne / TIAPTUA Ne /: 20912

MANUFACTURE DATE: / OATA U3IrOTOBNEHWUA: 08/2022

 ANALYTICAL PROC. N°: / TPOTOKOI AHATN3A Ne: SRAS-OWACU6.4

C.A ! CEPTUOUKAT AHAITU3A: 4725/22
EXP./ CPOK FOAHOCTM: 08/2025

pokymeHTaunsa N N012964/01-221221

ANALYTICAL REFERENCE / PE®EPEHTHbI UCTOYHUK METOOOB AHANW3A: Normative documentation / HopmatusHas

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO/ MPOAYKTA KITUEHTA: 81775839

TESTS
MokazaTtenu

SPECIFICATIONS
Cneuucukauum

RESULTS
Pesynbrathl

Des_cripti_o_n/ OnucaHue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / Mpo3apayHbli
MM NOYTW MNPO3PaYHbIl  PacTBOp OT MNOUTK
HecupeTHOro 4o cnabo-XenToro LseTa.

Complies / CooteeTcTBYET

Identity/ MoanvHHoOCTL
Oxymetazoline hydrochloride /
OxkcumeTtasonuHa rugpoxnopug

Benzalkonium chloride / BensankoHus
xrnopua

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  yaepXuBaHMs  OCHOBHOMO NWKA  Ha
XpomaTtorpamMme WCnbITYeMOro pacTsopa A0SMKHO
COOTBETCTBOBATL BPEMEHM YAEPXUBAHUSA
OCHOBHOrO NMKa Ha XpomaTorpamMmme CTaHOaPTHOro
pacTeopa OKCHMEeTa3onuHa rmapoxnopuaa,
NONYYEHHOW NpK KONMHYECTBEHHOM ONPeAEneHN.

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
YAEPXKMBAHNS OCHOBHOIO NMKa Ha XpomaTorpamMmme
MCNbITYEMOro pacTeopa AOMKHO COOTBETCTBOBATL
BPEMEHU YAEPXKWUBEHUA OCHOBHOIO MUKa Ha
xpomartorpamme CcTaHaapTHoOro pacTesopa
OeHsankoHus  xnopupa,  NOMyYeHHoW  npu
KONMUYECTBEHHOM ONpeaeneHuu.

Complies / CooTBeTcTBYET

Complies / CooTtBeTCTRYET

_Clarity / Npo3payHocTb

The opalescence of the product should not exceed

the opalescence of the reference
suspension I/purified water. / OnanecueHums
npenapara He [OIDKHA npesbIWaTb

onanecueHuno  atanoHa cpasHeHus  |/Boabl
OYULLIEHHON.

Complies / CooTBeTCTBYET

Color / LiseTHOCTb

The product should be colorless or be comparable
to reference solution Y7. / Mpenapat gormkeH 6biTb
fecuseTHBIM MNWM  BLIAEPXWBATL CPaBHEHWE C
aTanoHom Y7,

Complies / CooTBeTcTRYET
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SOFARIMEX

INDUSTRIA QUISICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A FTOTOBOIO NPOOYKTA

'PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HasuBuH® kannu HasanbHble 0,05% Poccus |

ARTICLE CODE / BHYTPEHHUI KO NPOAYKTA: 704532

BATCH Ne / NAPTWUA Ne /: 20912

MANUFACTURE DATE: / OATA U3IFOTOBNEHUSA: 08/2022

C.A/ CEPTUDUKAT AHATNWU3A: 4125/22

ANALYTICAL PROC. N°: / TPOTOKOJ1 AHAITU3A Ne: SRAS;QWACU6.4

EXP./ CPOK FOOHOCTMH: 08/2025

_AokymenTaums [MN012964/01-221221

ANALYTICAL REFERENGE / PEPEPEHTHLIM UCTOYHWUK METONOB AHANMWU3A: Narmative documentation | HO[}MaTVIBHaﬂ

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO1 NPOAYKTA KNMEHTA: 81775839

mOcmonb/Kr

TESTS SPECIFICATIONS RESULTS
Moxkasatenu Cneuundukaumnm PesynbTtaTthl
Relative d_ensity (d 20/20) / OTHOCUTENBLHAR From 1.006 to 1.010/ Ot 1,006 go 1,010 1.00
nrotTHocTb (d 20/20) -008
pH o From5.5t06.5/0755 0065 -
i Osmolality / OcMonsanLHOCTL From 270 to 330 mOsmollkg / Ot 270 ao 330 084

Related substances / POACT_BeHHbIe rpumecu

Impurity A (hydrolysis product) / Mpumect A
(NpoZlyKT rugponnaa)
Impurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / EauHuunasn
HenaeHTUPULNPOBaHHAS NPUMECH

Total impurities/ Cymma npumecen

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

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

Not more than 1.2 % / He Gonee 1,2 %

Assay / KonnyectBeHHOE onpeneneHune

Oxymetazoline hydrochloride / OkcumeTasonuna
rmapoxnopug

From 475 to 525 pg/mL of oxymetazoline
hydrochloride/ Ot 475 po 525 mkr/mn

< Detection Limit
< Detection Limit

< Detection Limit

< Detection Limit

ObLee 4nCno ApOXCKeBbIX U NNECHEBLIX rputos
Pseudomonas aeruginosa

Staphylococcus aureus

He 6onee 10' KOE/mn
Absence in 1 ml/ OtcyTcTBre B 1 Mn

Absence in 1 ml/ OtcyTtctBre B 1 mMn

OKCUMMETa30NvHa ruapoxnopuaa. 479
Benzalkonium chloride / BeHaankoHus xropua, From 45 to 65 pg/mL of benzalkonium chloride/ OT 50
45 po 55 mkr/mn GeH3ankoHns xnopuaa L

Microbial purity / Mukpo6uonoruyeckas
YyncrToTa
Lol el b ount (TANG) 00uee | Notmoro tan 10° CFU i/ <1UFS/m

R & He 6onee 10> KOE/mn
Total combined yeast and molds count (TYMC)/ Not more than 10' CFU /ml / <1 UFEC/ml

Absent / OTcyTCcTBYIOT

Absent / OTcyTcTBYIOT
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SOFARTMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOOYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3usuH® kannu Ha3anbHble 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHUW KOJ MPORQYKTA: 704532

MANUFACTURE DATE: / AATA U3rOTOBNEHUA: 08/2022

ANALYTICAL PROC. N°: / MTPOTOKOJT AHAITU3A Ne: SRAS-9WACUG.4

|_AokymeHTaums [ N012964/01-221221

BATCH Ne / MAPTUA Ne /: 20912
C.A/ CEPTUDUKAT AHAJUBA: 4125/22

EXP./ CPOK FrOAHOCTW: 08/2025

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOAOB AHANU3A: Normative documentation / HopmaTneHas

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOA NPOAYKTA KNUEHTA: 81775839

TESTS
MokaszaTenu

SPECIFICATIONS
Cneuudnkauum

RESULTS
PesynbraThl

Package / YnakoBka

10 mL in an amber glass bottle with a
polypropylene screw cap with an integrated pipette
made of glass type 3 (Eur. Ph.} and bromobutyl
rubber.

1 bottle and patient information leaflet in a carton
pack. / Mo 10 mn npenaparta Bo fiakoH TEMHOIO
CTekna ¢ HaBWHYMBaEMOW NONUNPONUNEHOBON
KPbILWKOW CO BCTPOEHHOM NUNETKOV U3 cTekna tuna
3 (EBp. @.) u 6pomByTUnKayuyka.

Mo 1 cbnakoHy C UHCTPYKLMEN MO NPUMEHEHUIO B

NaYKy KapTOHHYIO.

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBUW C HOPMATUBHOW AOKYMEHTALMUEN.

Complies / CooTBeTcTByET

Complies / CooteeTcTayet

Storage / XpaHeHue: At temperature below 25°C. / Mpn Temnepatype He Bbiwe 25°C.

Shelf life / Cpok rogHocTun: 3 years / 3 roaa

REMARKS / NpuMeyaHue:
The Product conforms to ND/
MNpoaykT cooTBeTCTBYET TpeboBaHuAM HI,

BATCH REMARKS / MpumeyvaHue ans cepuum;

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. / [anHbiM CBUAETENBCTBYIO, YTO AAHHAS NAPTUS MpOBEPeHa B
COOTBETCTBUM C paspelleHneM Ha MapkeTUHr v EBponerckum pyKOBOACTBOM MO HajNeXawlel npousBOACTBEHHON

NpakTuke AnAa NnekapCTBeHHbLIX NPOAYKTOB.

ANALIST / AHanuTuk:

Francesca Amaral

M. Inés Ribeiro

DECISION / 3akniouenwue:
DATE / dara:

/L?]OM,-O\JQ C {
(‘.f\"f I Z

QUALIFIED PERSON [ OTBeTcTBEeHHOE NULLD:

mZ
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