SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAITU3A rOTOBOI'O NPOAOYKTA

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

ARTICLE CODE / BHYTPEHHUW KOQ NPOLAYKTA: 704531 BATCH Ne / NTAPTUA Ne /: 11206
MANUFACTURE DATE: / ATA U3rOTOBNEHUSA: 09/2021 C.A/ CEPTUO®UKAT AHAJTU3A: 4947/21
ANALYTICAL PROC. N°: / TPOTOKON AHAJTU3A Ne: SRAS-9WACRV.2 EXP./ CPOK rogHOCTW: 09/2024

ANALYTICAL REFERENCE / PEQEPEHTHbI1 UCTOYHUK METOAOB AHAJNMU3A: Normative documentation / HopmatusHas
dokymenTaums 1 N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ nam. Ne 1 ot 01.02.2019, nam. Ne
2 07 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ NMPOAYKTA KNMUEHTA: 3.02362.0254

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneundmkauum Pesynbrathl

Description/ OnucaHnue
Transparent or almost transparent, from a nearly

colorless to slightly yellow solution / NpospayHbin
Unn nouTW NpospavHbid, oT noytu GecusetHoro | Complies / CooTeTcTRyeT
Ao cnabo xenToro LuseTa pacTeop.

Identity/ MopgnuHrocTL . . ;
Oxymetazoline hydrochloride / The retention time of the main peak on the

OKCMMETa30MMHa rMAPOXIOPUA chromatog.ram qf test solution shpuld comply with
the retention time of the main peak on the
chromatogram of Oxymetazoline hydrochloride
standard solution obtained in Assay method /
Bpemsi  yaepxvBaHUA  OCHOBHOMO NuKa Ha
xpoMatorpaMmmMe UCnbiTyemMoro pacTeopa LONKHO
COOTBETCTBOBATL BpPEMEHM yAepXuBaHus
OCHOBHOrO nuka Ha XpomaTtorpaMmme
CTaHAaPTHOro pacTBopa OKCMMETa3onNuHa
rugpoxnopunaa, nony4yeHHon npu
KOSIMYECTBEHHOM OnpeaeneHnm,

Complies / CooTBeTcTBYET

Benzalkonium Chloride / The relention time of the main peak on the | Complies/CooTsetctByeT
BeHsankoHus xnopun 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 /

Bpemss yoepxuBaHus OCHOBHOrO nNwka Ha
XpomaTtorpaMmme UCNbITYeMOoro pacteopa AOMKHO
COOTBETCTBOBATbL BpPEMEHU yAEPXKUBaHUS
OCHOBHOrO nuka Ha XpomaTtorpamme
CTaHAapTIIOro pactoopa Gcldankolva xnopuaa,
nony4eHHOoM Npy KONUYECTBEHHOM OnpeaeneHum,

Clarity / Mpo3pa4HocTb The solution should be transparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
Pacteop pomkeH OblTb  NPO3payuHbIM - AW
WHTEHCWBHOCTb  OManecueHuMn He  40NXKHa
npesbllLaTh onanecuerumu STanoHHOW
cycneHaunu |.

Complies / CootBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANU3A rOTOBOIO NMPOAOYKTA

'PRODUCT / I'IPE.EI;KT: Nasivin Nasal Drops 0.025 % Russia / HaanBuH® kannu HazanbHbie 0,025% Poccusn /

ARTICLE CODE / BHYTPEHHWUW KOL NPOAYKTA: 704531

BATCH Ne / NAPTUA Ne /: 11206

MANUFACTURE DATE: / QATA U3rOTOBNEHWA: 09/2021

C.A/ CEPTUOUKAT AHANU3A: 4947/21

ANALYTICAL PROC. N°: / TPOTOKON AHAITU3A Ne: SRAS-9WACRV.2

EXP./ CPOK TrOAHOCTW: 09/2024

_207128.10.2019)

ANALYTICAL REFERENCE / PE®EPEHTHBIN UCTOYHUK METOOOB AHAJSU3A: Normative documentation / HopmaTtusHas
nokymeuTauna M 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

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ MPOAYKTA KIMMEHTA: 3.02362.0254

TESTS
MokaszaTtenu

SPECIFICATIONS
Cneundmkauum

RESULTS
PesynbTathbl

Color of solution / LiBeTHoCTb

The color intensity of the product should not
exceed the color intensity of the reference solution
Y7 /| WHTeHCMBHOCTb OKpacku npenapata He
[OrKHa npeBblllaTh  WHTEHCMBHOCTb  OKPACKW
3TanoHHOro pacteopa Yz

Complies / CooTBeTcTBYET

Relative density (d 20/20) / OTHocuTenbHas

From 1.006 to 1.010/ Ot 1,006 go 1,010

nnoTHocThk /d 20/20) 1.007
pH From5.5t06.5/0715,5006,5 6.0
Osmolality / OcmonsnbHOCTL From 270 to 330 mOsmol/kg / Ot 270 go 330

mOcmonb/kr 276

Filling volume / N3Bnekaembifi 06bem

Not less than nominal / He meHee HOMUHANBHOrO

Complies / CooTBercTByeT

Related substances / PogcTtBeHHble npumecu
Impurity A / Mpumeck A
Impurity ZP-1 / Npumecst ZP-1

Individual unidentified impurity / EanHudHas
HeunaeHTMULMpoBaHHasa NpUMech

Total impurities/ cymma Bcex npumecei

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 / KonuyectBeHHoOe onpegeneHune

Oxymetazoline hydrochloride /
OxcnmMeTasonvHa rmapoxnopug

Benzalkonium chloride / BeH3ankoHua
rmapoxnopus

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

45 — 55 pg/m! 45 — 55 mkr/mn

243.8
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SOFARIMEX

INDUSTRIA QUIAICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTU3A TOTOBOTO NMPOAYKTA

I PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu HazancHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUW KO NPORYKTA: 704531 BATCH Ne / MTAPTUA Ne /: 11206
MANUFACTURE DATE: / NATA U3rOTOBNEHUA: 09/2021 C.A/CEPTUDOUKAT AHATIU3A: 4947/21
ANALYTICAL PROC. N°: / MPOTOKOJT1 AHANU3A Ne: SRAS-9WACRV.2 EXP./ CPOK FrOAHOCTW: 09/2024

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOOOB AHAJNIU3A: Normative documentation / HopmatusHasn

pokymenTauus 1 N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ nam. Ne 1 ot 01.02.2019, nam. Ne
| 2 071 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOl MPOAYKTA KIMUEHTA: 3.02362.0254

TESTS SPECIFICATIONS RESULTS
Moka3satenu Cneuudukauum Pesynbrarthbl

Microbial purity / Mukpobuonorudeckas
yncToTa

Total aerobic microbial count (TAMC)/ Not more than 10 CFU /ml /

V <1 CFU/ml
O6wee uncno asapobHbix GakTepuil He Bonee 102 KOE
('IT'C\)(tIz\aAIé:;)/rngiGnegeyeast and molds count Not more than 10' CFU /ml/ Jrpeg—
Lee KONNYECTBO APONCKEBbIX 1 1 m
NNECHEBbIX rPUBOB He 6onee 10 KOE/mn
Pseudomonas aeruginosa Absence in 1 ml / OtcyTcTeure B 1 Mn Absent / OTcyTcTyloT
Staphylococcus aureus Absence in 1 ml/ OtcyTcTeue 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 mMn Bo hnakoH TEMHOrO CTeKkna C KPbILKOW-
nunetkon. o 1 nakoHy C WHCTpyKuMein no
NPUMEHEHWIO NMOMELLLAIOT B KAPTOHHYHO NayKy.

Complies / CooTeeTcTBYET

Labeling / MapkupoBka According to ND / B cooTeetcTBUM ¢ HJ, Complies / CootBeTcTBYeET

Storage / XpaHeHue: At temperature below 25°C. / Mpu TemnepaTtype He Bbilwe 25°C,

Shelf life / Cpok rogHocTu: 3 years / 3 roaa

REMARKS / Npumedatne: -
The Product conforms to ND/
MNpoaykr cootBeTcrayeT Tpeboannam HLL

BATCH REMARKS / Mpumeuanue ana cepuu: A

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. / [JarHbIM CBUAETENLCTBYIO, UTO AAHHAA NApPTUS NPOBEPeHa B
COOTBETCTBUM C paspelleHnemM Ha MapKkeTuHr u EBponeiickum pykoBOACTBOM MO Haanexalwlel npousBofCcTBEHHON

npakTnke ana NEKapCTBEHHbLIX NPOAYKTOB. |

S A
ANALIST / Aanuruk: DECISION / 3akrnoueHue: /'q--"‘ Havrd
Viviana Gongalves I i
DATE [ flava:  70/¢9 /2221
Natacha Marreiros QUALIFIED PERSON / OTBeTCTBEHHOE NMUUO:
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