SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A TrOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3uBuH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUW KOA NMPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 11484

MANUFACTURE DATE: / OATA U3rOTOBNEHUA: 11/2021

C.A/ CEPTU®UKAT AHAJTU3A: 6073/21

ANALYTICAL PROC. N°:/ TPOTOKON AHAJTU3A Ne: SRAS-9WACRV.2

EXP./ CPOKrOAHOCTMU: 11/2024

ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOYHUK METOLOB AHATU3A: Normative documentation / HopmatueHas
nokymeHTaums 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, uam. Ne 2

ot 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ NMPOOYKTA KIUEHTA: 81725414

TESTS
MokasaTtenu

SPECIFICATIONS
Cneundukauum

RESULTS
PeaynbTathi

Description/ OnucaHue

Transparent or aimost transparent, from a nearly
colorless to slightly yellow solution / Npo3pauHblii
WIW NMOYTW NpO3padHbIf, OT NoYTH BGecyBeTHOrO Ao
cnabo xenToro upeTa pacTeop.

Complies / CooTBeTcTBYET

ldentity/ MoanuHHOCTBL
Oxymetazoline hydrochloride /
OkcuMeTa3onuHa rugpoxnopua

Benzalkonium Chloride /
BeHsankoHus xnopua

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 /
Bpemsa ynepXvBaHMA  OCHOBHOrO rNuka Ha
XpoOMaTorpamMmme WCNbITYeMOro pacTBopa AOJIKHO
COOTBETCTBOBATH BPEMEHU yAaepxuBaHus
OCHOBHOIO nuka Ha XpomaTtorpamme
CTaHAapPTHOIO pacTeopa OoKCUMeTasonuHa
rMAPOXIIOpUAA, NOMYYEHHON NPU KONTMYECTBEHHOM
onpeaeneHuu.

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 Benzalkonium Chloride standard
solution obtained in Assay method /

Bpemsi ynepxvBaHMs OCHOBHOIO NWKa Ha
XpomartorpaMmMe UCNbITYEMOro pacTeopa AOIMKHO
COOTBETCTBOBATH BPEMEHM YAEPXKUBaHUSA
OCHOBHOrO nuKka Ha Xpomartorpamme
CTaHaapTHOro pacTBopa GeHsankoHus xnopuaa,
MOMNY4YeHHOWU NPV KONMYECTBEHHOM ONpeaeneHuu.

Complies / CooTBeTcTBYET

Complies / CooTBeTCTBYET

Clarity / MpospayHocTb

The solution should be transparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
Pacteop pomieH ObiTb Npo3payHbiM UMK
WHTEHCUBHOCTb  OnanecueHuuMn He  OOIKHA

npesbllLaTh onanecteHunn 3TanoHHON cycneHanm
I

Complies / CootBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHANN3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KOL NPOQYKTA: 704531

BATCH Ne / NAPTUA Ne /: 11484

MANUFACTURE DATE: / AATA U3TOTOBNEHWUA: 11/2021

C.A/ CEPTUDUKAT AHATIU3A: 6073/21

ANALYTICAL PROC. N°: / MPOTOKO/T AHAINU3A Ne: SRAS-QWACRV.2

EXP./ CPOK FrOAHOCTMH: 11/2024

ANALYTICAL REFERENCE / PEGEPEHTHbLIA UCTOYHUK METOQOB AHAMW3A: Normative documentation / HopmaTnenas
AokymenTauma 1 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 / BHYTPEHHWUWA KOl NPOOYKTA KNUEHTA: 81725414

TESTS
MokasaTenu

SPECIFICATIONS
Cneuundmkaumm

RESULTS
PesynbTtaThl

Color of solution / LiBeTHOCTBL

The color intensity of the product should not exceed
the color intensity of the reference solution Y7 /
MHTEHCMBHOCTL OKpacku npenapata He [OIhkHa
NpeBbIlaTe MHTEHCMBHOCTb OKPACKW 3TaNOHHOTO
pacteopa Y7

Complies / CootBeTcTBYET

Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ Ot 1,006 po 1,010 1.008
nnoTHocTb /d 20/20)

pH From5.5t06.5/0155806,5 59

Osmolality / OcmonsnbHoOCTb From 270 to 330 mOsmol/kg / Ot 270 po 330 278

mOcmonb/Kr

Filling volume / N3Bnekaemblii o6bem

Not less than nominal / He meHee HOMUHanNbHOro

Complies / CooTBeTCTBYET

Related substances / PoacTtBeHHbIe npumecu

Impurity A / Mpumeck A
Impurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / EauHuunas
HenaeHTUUUMPOBaHHANA NPUMECh

Total impurities/ cymma scex 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 / KonuuyectBeHHOe onpeaeneHue

Oxymetazoline hydrochloride /
OkcumeTasonuHa ruapoxnopva

Benzalkonium chloride / BeHszankoHus
ruapoxnopusa

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

45 — 55 pg/ml 45 — 55 mxkr/mn

2452

50
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJNTU3A TOTOBOIO NMPOAOYKTA

PRODUCT / NIPORYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu HasanbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHUW KO NMPOQYKTA: 704531 BATCH Ne / TAPTUA Ne /: 11484
MANUFACTURE DATE: / AATA U3rOTOBJIEHWA: 11/2021 C.A/ CEPTUDUKAT AHAJIN3A: 6073/21
ANALYTICAL PROC. N°: / NIPOTOKOJT AHAITU3A Ne: SRAS-9WACRV.2 EXP./ CPOKrOAHOCTW: 11/2024

ANALYTICAL REFERENCE / PE®PEPEHTHbIN UCTOYHUK METOOQOB AHAJIU3A: Normative documentation / HopmatusHas
nokymenTauua 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 / BHYTPEHHU KOO NPOAYKTA KITUEHTA: 81725414

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudmkauumn PesynbTaTthbl
Microbial purity / MukpoGuonoruueckas
yucrorta
Total aerobic microbial count (TAMC) / Not more than 10 CFU / ml/ A [EEUsm|
. < m
Ob6uee 4mcno aspobHeix GakTepuii He 6onee 10% KOE/un
Total combined yeast and molds count Not more than 10" CFU /ml/
(TYMC) / ObLuee Konn4ecTBO APOAOKEBbLIX U 1 <1 CFU/ml
AnecHeBbIX rpnBos He 6onee 10 KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OTtcyTcTBre B 1 M Absent / OteyTcTayioT
Staphylococcus aureus Absence in 1 ml/ OtcyTcTeure B 1 Mn Absent / OtcyTcTayloT
Package / YnakoBka 10 ml in amber glass vial with cap-pipette. 1 vial
and a patient information leaflet in a carton. /no 10
M BO NakoH TEMHOro CTekna € KpbILKOMW- Complies / CootBeTcTBYyET
nuneTkon. Mo 1 nakoHy C WHCTPyKUMEN no
NPUMEHEHWIO NOMELLLAIOT B KAPTOHHYIO Mauky.
Labeling / MapkupoBka According to ND / B cooTteeTcTBUM ¢ H]] Complies / CooTBeTcTBYET

Storage / XpaHeHue: At temperature below 25°C. / Mpu TemnepaType He Bbiwe 25°C.,

Shelf life / Cpok roaHoctu: 3 years / 3 roaa

REMARKS / NMpumeuanue:
The Product conforms to ND/
| MNpoaykr coorsercTeyer Tpefosanmam HL

BATCH REMARKS / MpumeuaHue ansa cepum: P¥4

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. / [laHHbIM CBMAETENLCTBYIO, YTO AaAHHAs NapTUS NpOBEpeHa B
COOTBETCTBUU C pa3spelleHnemM Ha MapkeTuHr u Esponeiickum pyKkoBOACTBOM MO Ha,qnemamew npomsao?maeunou
npakTuke Ans NekapcTBEHHbIX NPOAYKTOB.

ANALIST / AHanuTuK: DECISION / 3aknioueHue; p i TTd ¥ }
Viviana Gongalves DATE / flaa: 3¢ /) ,J L J / (

M. Ines Ribeiro
QUALIFIED PERSON / OTtBeTcTBeHHOE nuuo: Gongalo Felicio
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