SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAININ3A TOTOBOIO NPOOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaanBuH® kannu HasanbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUW KO/l NPOAYKTA: 704532 BATCH Ne / TAPTUA Ne /: 20319
MANUFACTURE DATE: / DATA U3rOTOBNEHWUA: 03/2022 C.A/ CEPTUDUNKAT AHATNWN3A: 1770/22
ANALYTICAL PROC. N°: / TPOTOKOJ1 AHAITU3A Ne: SRAS-9WACUG6.4 EXP. / CPOK TOAHOCTM: 03/2025

ANALYTICAL REFERENCE / PEGEPEHTHbIN UCTOYHUK METOLOB AHAJIN3A: Normative documentation / HopmaTusHas
nokymentaums 1 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 ot 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO, MPOAYKTA KAIMEHTA: 81725405

TESTS SPECIFICATIONS RESULTS
MokasaTenu Crneuundukauum Pesynbrathl
Description/ Onucanue Transparent or almost transparent, from a nearly | Complies / CooteeTcTBYET

colorless to slightly yellow solution / Npo3zpayHbIi
WK NOYTK NPO3payYHbINA, oT NouTn GeclBETHOrO 0
cnabo xenToro uBeTa pacTeop.

Identity/ MognuHHOCTL
Oxymetazoline hydrochloride / The retention time of the main peak on the
OxkcumerasonuHa ruapoxnopua chromatogram of test solution should comply with | Complies / CooTeetcTayer
the retention time of the main peak on the
chromatogram of Oxymetazoline hydrochloride
standard solution obtained in Assay method /

Bpema ymepxvBaHMS OCHOBHOrO NMKa Ha
XpomaTorpaMme UCTbLITYEMOro pacteopa AOMKHO
COOTBETCTBOBATb BpeMeHu yAepXuBaHus
OCHOBHOTO nuka Ha XpomaTorpamme
CTaHAapTHOTo pacTtsopa OKCUMEeTa30MKHa
rMapoxnopuaa, NONyYeHHo! NPU KONMMYECTBEHHOM

onpeaeneHunu.
Benzalkonium Chloride / The retention time of the main peak on the Complies / CooTsetcrayet
BeHsankoHus xnopupa, 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 yaepxuBaHMsi OCHOBHOMO MUKa  Ha
XpomaTtorpamMmMe WUCTbLITYEMOro pacTBopa AOMKHO
COOTBETCTBOBATH BpEMEHY yAepXnUBaHUs
OCHOBHOTO nuka Ha Xpomartorpamme
CTaHaapTHOro pacteopa OeHsankoHWsa xnopuaa,
NOMNYyYEHHOMN MPK KONMYECTBEHHOM OnpeaeneHnu.

Clarity / Mpozpa4HocTb The solution should be transparent or the | Complies/CooTtseTcTayet
opalescence intensity should not exceed the
opalescence of the reference suspension | /
Pacteop pomkeH ObiTb npospavHbiM  vnn
WHTEHCMBHOCTbL  onanecueHUuM He  JoMkHa
npeBbILaTh onanecLeHUMN 3TarNoHHOR CycneHann
.
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INDUSTRIA QUINICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINTIN3A TOTOBOIO NPOAYKTA

PRODUCT / MTPOQYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3auBuH® kannu HazanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUI KO NPOAYKTA: 704532

BATCH Ne / NAPTWUA Ne /: 20319

MANUFACTURE DATE: / OATA U3rOTOBNEHUA: 03/2022

C.A /| CEPTUDUKAT AHAJTTU3A: 1770/22

ANALYTICAL PROC. N°: / NPOTOKOIT AHAJTIU3A Ne: SRAS-9WACUG6.4

EXP./ CPOK TrOAHOCTMW: 03/2025

ANALYTICAL REFERENCE / PE®OEPEHTHbI UCTOYHUK METOOOB AHAINW3A: Normative documentation / HopmaTtusHas
nokymeHTauusa I N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019. / uam. Ne 1 o1 01.02.2019, nam. Ne

2 07128.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOO NMPOAYKTA KITMEHTA: 81725405

TESTS
MokazaTtenu

Color of solution / LiBeTHOCTbL

SPECIFICATIONS
Cneundpurkaumm

RESULTS
Pesynbrathl

The color intensity of the product should not
exceed the color intensity of the reference solution
Y7z |/ WHTeHcuBHOCTL OKpacku npenaparta He
JOIKHa MpeBbllWaTb WHTEHCWMBHOCTL  OKpacku
aTanoHHoro pacteopa Y7

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OTHocuTenLHasn From 1.006 to 1.010/ Ot 1,006 go 1,010 1.007
nnotHocTb /d 20/20)

pH From 5.5t06.5/015,5006,5 5.9
Osmolality / OcmonsnbHOCTb From 270 to 330 mOsmol/kg / OT 270 go 330 285

mOcmonb/Kr

Filling volume / U3BnekaeMbiil 061eM

Not less than nominal / He meHee HOMUHaNbLHOro

Complies / CootBeTCTBYET

Related substances / PoacTtBeHHble npumMecn

Impurity A/ MNprumecs A
Impurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / Eaunnynas
HenaeHTUhULUMPOBaHHAsA NPUMeCch

Total impurities/ cymma Bcex npumeceit

Not more than 0.5 % / He 6osee 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 / KonnyectBeHHOe onpegeneHue
Oxymetazoline hydrochloride /
OxcrMmeTasonuHa rmapoxnopus

Benzalkonium chloride / BensankoHus
rmapoxnopua

475 — 525 pg/ml / 475 — 525 mxr/imn

45 — 55 pug/mi / 45 — 55 mkr/mn

493

52
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HasueuH® kannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUWA KO NPOAYKTA: 704532 BATCH Ne / MAPTUSA Ne /: 20319
MANUFACTURE DATE: / AATA U3rOTOBIEHUA: 03/2022 C.A/ CEPTU®UKAT AHAIU3A: 1770/22
ANALYTICAL PROC. N°: / MIPOTOKOJ1 AHATU3A Ne: SRAS-9WACU6.4 EXP./ CPOK FrOOQHOCTMW: 03/2025

ANALYTICAL REFERENCE / PEQEPEHTHbIM UCTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmaTueHas
AokymeHTauua 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, nam. Ne
2 o1 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUU KOR, MPOAYKTA KIMUEHTA: 81725405

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudmkauum Pesynbrtarhl

Microbial purity / Mukpo6uonoruuyeckas
yucrtota

Total aerobic microbial count (TAMC)/ Not more than 10> CEU / ml / <1UFC/ml
Obuwiee uncrno aapobHbix GakTepuii He Gonee 1 02 KOE/Mn

Total combined yeast and molds count Not more than 10" CFU /mi/ <1 UFC/mi
(TYMC) / ObLee KonUYECTBO OPOXOKEBBIX U 1
NrecHeBbIX rpubos He Gonee 10 KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ Otcytctere B 1 Mn Absent / OtcyTcTByioT
Staphylococcus aureus Absence in 1 ml / Otcytcteve B 1 Mn Absent / OTcyTcTByIOT
Package / YnakoBka 10 ml in amber glass vial with cap-pipette. 1 vial Complies / CooTBeTCcTBYET

and a patient information leaflet in a carton. / no 10
MmN BO (bnakoH TEMHOro CTekna € KpbILWKOA-
nunetkon. Mo 1 dnakoHy € WMHCTpyKUuMelh no
NMPUMEHEHUIO NOMELLIAIOT B KAPTOHHYIO NauyKy.

Labeling / MapkupoBka According to ND /B cooTteetcTBuu ¢ HJJ Complies / CooTBETCTBYET

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

Shelf life / Cpok rogHocTu: 3 years / 3 ropga

REMARKS / MpumevaHue:
The Product conforms to ND/
lMpoaykT cooTBeTCTRYET TpebosaHuam HJ,

BATCH REMARKS / MpumeyaHue pns cepum:

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 CBUAETENbCTBYI0, YTO AaHHAA NapTus NpoBEepeHa B
COOTBETCTBUN C paspeileHneM Ha MapKeTUHT W EBponefickum pyKoOBOACTBOM MO Haasiexallei npov3BogCTBEHHON
npakTyke ANs NeKkapCTBEHHbIX NPOAYKTOB.

ANALIST / AnanuTuck: DECISION / 3aknioyenue: - (\;\_U\J e (L’Jk’:
Viviana Gongalves DATE [ fara: )\,( /C-‘ {{ To Z CF)_ ;’f_ .
M. Inés Ribeiro QUALIFIED PERSON / Oteetcrentoe nuuo: il £
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