SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANKU3A rOTOBOIO MPOAYKTA

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

ARTICLE CODE / BHYTPEHHUIA KOL, MPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 20107
MANUFACTURE DATE: / JATA U3rOTOBNEHWA: 01/2022 C.A | CEPTUDUKAT AHAJTU3A: 606/22
ANALYTICAL PROC. N°: / TPOTOKOJ1 AHATN3A Ne: SRAS-SWACRV.2 EXP. / CPOK FOAHOCTW: 01/2025

ANALYTICAL REFERENCE | PEPEPEHTHbLI UCTOYHUK METOOOB AHAMU3A: Normative documentation / HopmaTtueHas
nokymeHTauws 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 / BHYTPEHHUI KO NPOAYKTA KIUEHTA: 81725414

TESTS SPECIFICATIONS RESULTS
Mokazarenu Cneundukauuu Pesynbrarthl

Description/ Onucanu
ipRIan G Transparent or almost transparent, from a nearly

colorless to slightly yellow solution / NpoapayHkiii
UAM NOYTN NPO3PaYHbIlL, OT NOYTN BecLBETHOro A0
cnabo XenToro useTa pacTeop.

Complies / CooTBeTcTayeT

Identity/ MoanuHHoCTb : ; ’
Oxymetazoline hydrochloride / The retention time of the main peak on the

chromatogram of test solution should comply with
ORSHIRTAEONNHE FRpOXNopUA the retention time of the main peak on the
chromatogram of Oxymetazoline hydrochloride | Complies / CooTseTcTBYET
standard solution obtained in Assay method /
Bpemsa yAepXuBaHMA OCHOBHOrO Mnuka Ha
XpomaTtorpaMme UCTbLITYeMOro pactsopa A0KHO
COOTBETCTBOBATH BpPEMEHM yaepxviBaHus
OCHOBHOTO nmka Ha XpomaTorpamme
CTaHAapTHOro pacTeopa oKcumMeTasonuHa
rMapPOXNopMAa, NONyYeHHoN Nput KONYECTBEHHOM

onpeaeneHun.
Benzalkonium Chloride / The retention time of the main peak on the
BeH3ankoHust xaiopua chromatogram of test solution should comply with

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

BpemMsi yZepXuBaHWsi OCHOBHOIO MWKa Ha
XpoMaTorpamMmmMe UCMbITYEMOro pacTesopa OOSHKHO
COOTBETCTBOBATHL BpPeMeHu yaepxusaHus
OCHOBHOIO nvka Ha XpomaTorpamme
CTaH4apTHOro pacTeopa OeHsankoHus xnopuaa,
Nosy4eHHOM NPpU KONMYECTBEHHOM ONpeaeneHun.

Clarity / Mpo3pauHocTb The solution should be transparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
PactBop pgomkeH ObiTb npo3payvHbivM - UNn
WHTEHCMBHOCTb  onanecueHLMn He  JOorkHa

npeBbilaTh onanecLeHUun 3TaroHHON CycrneHaum
.

Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A FOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KO, MPOAYKTA: 704531

BATCH Ne / NAPTUA Ne /: 20107

MANUFACTURE DATE: / ATA U3FOTOBNEHUA: 01/2022

C.A /| CEPTUOUKAT AHATIU3A: 606/22

ANALYTICAL PROC. N°: / MTPOTOKOM AHATNN3A Ne: SRAS-OWACRV.2

EXP. / CPOK FOOHOCTW: 01/2025

ANALYTICAL REFERENCE / PEPEPEHTHBI UCTOYHUK METOOQOB AHANW3A: Normative documentation / HopmatueHas
pokymeHTauus N N012964/01-251017 (amend Ne 1 from 01 .02.2019, amend Ne 2 from 28.10.2019/ uam. Ne 1 ot 01.02.2019, usm. Ne 2

ot 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWIA KOO NPOAYKTA KITUEHTA: 81725414

TESTS
Mokazarenu

SPECIFICATIONS
Cneuudomkauum

RESULTS
Pesynbratbl

Color of solution / LiBetHocTb

The color intensity of the product should not exceed
the color intensity of the reference solution Y7 /
WHTEHCMBHOCTb OKpacku npenaparta He [OorkHa
NPEBLILLATL UHTEHCUBHOCTb OKPAaCKW 3TaroHHOro
pacteopa Y7

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OTHocuTernbHas From 1.006 to 1.010/ Ot 1,006 go 1,010 1.009
nnotHocTs /d 20/20) :

pH From 5.5t0 6.5/ 015,580 6,5 59
Osmolality / OcmonsnbHOCTb From 270 to 330 mOsmol/kg / Ot 270 po 330 273

mOcmonb/kr

Filling volume / 3Bnekaembivi 06Lem

Not less than nominal / He MeHee HOMUHaNLHOro

Complies / CootBetcTBYET

Related substances / PogcTBeHHbIC NpUMecH
Impurity A / Npumecs A
Impurity ZP~1 / NMpumecs ZP-1

Individual unidentified impurity / Eauxnynas
HengeHTuuLMpoBaHHas npuvech

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 | KonuuecteeHHoe onpepeneHue

Oxymetazoline hydrochloride /
OKCUMETa30MMHa rMapoxXnopug,

Benzalkonium chloride / BexaankoHus
ruapoxnopua

237.5—262.5 ug/ml / 237.5 — 262.5 mkr/mn

45 — 55 pg/ml 45 — 55 mKr/mn

246.7

49
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATIU3A FTOTOBOIO MPOOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KO} MPOOYKTA: 704531 BATCH Ne / MAPTUA Ne /: 20107
MANUFACTURE DATE: / IATA U3rOTOBJEHWUA: 01/2022 C.A / CEPTU®UKAT AHAJIU3A: 606/22
ANALYTICAL PROC. N°: / MPOTOKON AHANW3A Ne: SRAS-9WACRV.2 EXP. / CPOK rOOHOCTM: 01/2025

ANALYTICAL REFERENCE / PE®EPEHTHBIA MCTOYHUK METOOOB AHANU3A: Normative documentation / HopmartueHast
aokymeHTaums M N012964/01-251017 (amend Ne 1 from 01.02. 2019, amend Ne 2 from 28.10.2019/ uam. Ne 1 o1 01.02.2019, uam. Ne 2
ot 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOL, MPOAYKTA KNUEHTA: 81725414

TESTS SPECIFICATIONS RESULTS
Mokasarenwu Cneuudpmkauunn Pesynbrathl

Microbial purity / Mukpo6uonoruyeckas

yucroTa
Total aerobic microbial count (TAMC) / Not more than 10> CFU /ml /
i <1 CFU/ml
O6wwee uncno aspobHbix Hakrepuii He Gosee 102 KOE/un
Total combined yeast and molds count Not more than 10' CFU /ml/
(TYMC) / ObLiyee KONM4eCTBO OPOXCKEBbIX U <1 CFU/ml

p
nnecHeBbIX rpubos He Gonee 10 KOE/mn

Pseudomonas aeruginosa Absence in 1 ml / OtcytcTaue B 1 mn Absent / OtcyTcTayioT
Staphylococcus aureus Absence in 1 ml/ OTcyTcTave B 1 Mn Absent / OtcyTcTeyioT
Package / YnakoBka 10 ml in amber glass vial with cap-pipette. 1 vial

and a patient information leaflet in a carton. / no 10

MR BO (hrlaKOH TEMHOro cTekna € KpbILWKOi- Complies / CooTBeTcTByeT

nuneTkol. Mo 1 dnakoHy € WHCTpyKLuen mno
NPUMEHEHMIO NOMELLAIOT B KAPTOHHYIO NadKy.

Labeling / MapkupoBka According to ND / B cooteeTctBum ¢ H Complies / CootBeTcTByeT

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

Shelf life / Cpok rogHocTu: 3 years / 3 roaa

REMARKS / lNMpumeyvanue:
The Product conforms to ND/
MpoaykT cooteeTcTByeT Tpebosanusam HI

BATCH REMARKS / MpumeuaHue s cepun: —)

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 cBUAETenbLCTBYIO, YTO AaHHas napTus npoBepeHa B
COOTBETCTBUM C paspelleHuem Ha MapkeTWHr u EBponeiickuM pykoBOACTBOM Mo Haanexauie#h np 3BOACTBEHHOW
npakTuke Ans NekapcTBeHHbIX NPoAyKToB. }a )

TANALIST / AHanutuk: DECISION / 3a.mmeuue V4| ”( (=
Viviana Gongalves .
M. Ines Ribeiro DATE / flata: (- / DL @
QUALIFIED PERSON | OTBEeTCTBEHHOE NUL0: Gonc;alo/F,(ﬂ cio
vz
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