SOFARIMEX

INDUSTRIA QUIMICA € FARMACEUTICA, SA,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATTIU3A TOTOBOIO NMPOAYKTA

;ODiJCTIHI'IPouYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu Ha3anbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWI KO NPOAYKTA: 704531

BATCH Ne / TAPTUA Ne /: 11296

MANUFACTURE DATE: / QATA U3TrOTOBNEHUA: 09/2021

C.A/ CEPTUD®UKAT AHATIU3A: 5214/21

ANALYTICAL PROC. N°: / MPOTOKOJ1 AHAITU3A Ne: SRAS-9WACRV.2

EXP./ CPOK TOAHOCTMU: 09/2024

2 o7 28.10.2019)

ANALYTICAL REFERENCE / PE®EPEHTHbIK UCTOYHUK METOAOB AHAJITIU3A: Normative documentation / HopmatueHas
AokymenTauma N N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ nam. Ne 1 o1 01.02.2019, usm. Ne

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOl NPORAYKTA KINUEHTA: 3.02362.0254

TESTS
MokasaTtenu

SPECIFICATIONS
Cneundomkauum

RESULTS
PesynbTarhl

Description/ OnucaHue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution / NMpoapayHbliii
UNU NoYTM Npo3padHbiii, OT NoYTu OecuBeTHOro
Ao cnabo XenToro useTa pacTeop.

Complies / CooTBeTCTBYET

Identity/ NoanuHHocTb
Oxymetazoline hydrochloride /
OkcumeTasonuHa rugpoxnopua

Benzalkonium Chloride /
BeH3ankoHua xnopupg,

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 /
Bpemss  yAepXuBaHUMS OCHOBHOFO NUKa Ha
XpomaTorpamme UCMbITYEMOro pacTsopa AOJMKHO
COOTBETCTBOBATb BpPEMEHU yAepXnBaHUA
OCHOBHOrO nuka Ha Xxpomarorpamme
CTaHAapPTHOro pacTeopa OKCUMMeTa3onuHa
rmapoxnopuaa, nony4YeHHon npu
KOSIM4ECTBEHHOM ONpeaeneHnu.

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 yaepxvBaHWs  OCHOBHOMO nNuka Ha
XpomaTorpamme UCMbITyeMOoro pacteopa AOSMKHO
COOTBETCTBOBATb BpeMeHU yAepxuBaHus
OCHOBHOTO nvka Ha XpomaTorpamme
CTaHaapTHOro pacteopa OeHsankoHWs xnopuaa,
NOMY4EHHON NPN KONMYECTBEHHOM ONpPeAENEHNM,

Complies / CooTBetcTByeT

Complies / CooTeeTtcTBYET

Clarity / MpospayHocTb

The solution should be transparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
PactBop pomkeH ObiTb MNpo3paylbiM - UNW
WHTEHCUBHOCTL  OMANACHEHIIMKA  HEe  JI0MKHA
npesbiLaTL onanecLeHLmnm 3TanoHHOW
cycneHsuum |,

Complies / CooTBeTCTBYET
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTIU3A FOTOBOIO NMPOOYKTA

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

ARTICLE CODE / BHYTPEHHUU KOf, MPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 11296

MANUFACTURE DATE: / IATA U3rOTOBNEHWUA: 09/2021

C.A /| CEPTU®UKAT AHAINWU3A: 5214/21

ANALYTICAL PROC. N°: / TPOTOKOIN AHAIU3A Ne: SRAS-9WACRV.2

EXP./CPOK rOQHOCTMW: 09/2024

20728.10.2019)

ANALYTICAL REFERENCE / PE®EPEHTHbLIN UCTOYHWK METOOOB AHAMNWU3A: Normative documentation / HopmaTtueHas
AokymeHTaums 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 / BHYTPEHHUIW KOl NPOAYKTA KIMEHTA: 3.02362.0254

TESTS
MokasaTtenu

SPECIFICATIONS
Cneuundmkauum

RESULTS
PesynbTarth!

Color of solution / LieeTHocTb

The color intensity of the product should not
exceed the color intensity of the reference solution
Y7z | WHTEeHCUBHOCTb OKpacku npenaparta He
AOMKHA MpeBbllaTb WHTEHCUMBHOCTb  OKPAaCKW
3TanoHHoro pacreopa Yz

Complies / CootBetcTtByeT

Relative density (d 20/20) / OTHOcuTensHasn
nnoTtHocThk /d 20/20)

From 1.006 to 1.010/ O1 1,006 go 1,010

pH

Osmolality / OcMonsnbHOCTb

1.008
From 5.5t06.5/0715,5 10 6,5 5.9
From 270 to 330 mOsmol/kg / OT 270 go 330
MOCMOonb/Kr 281

Filling volume / U3Bnekaembiit 06Lem

Not less than nominal / He MeHee HOMUHANLHOrO

Complies / CootBeTcTBYET

Related substances / PogcTBeHHLIe npumech
Impurity A / Mpumecs A
Impurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / EauHniHasn
HeunaeHTUuMUMpOBaHHAA NpUMech

Total impurities/ cymma scex npumeceit

Not more than 0.5 % / He 60onee 0,5 %
Not more than 0.5 % / He 60nee 0,5 %

Not more than 0.1 % / He 60nee 0,1 %

Not more than 1.2 % / He 6onee 1,2 %

< Detection Limit

< Detection Limit

< Detection Limit

< Detection Limit

Assay / KonuuecTBeHHOe onpeaeneHue

Oxymetazoline hydrochloride /
OkcnmeTasonuHa rugpoxnopua,

Benzalkonium chloride / BeH3ankoHus
rmgpoxnopua

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

45 — 55 pg/ml 45 — 55 mxr/mn

250.6

48
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SOFARIMEX

INDUSTRIA QUIKICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOI'O NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOA MPOAYKTA: 704531 BATCH Ne / TAPTUA Ne /: 11296
MANUFACTURE DATE: / AATA U3rOTOBJIEHUSA: 09/2021 C.A/ CEPTUDUKAT AHANNU3A: 5214/21
ANALYTICAL PROC. N°: / MIPOTOKON AHATNU3A Ne: SRAS-9WACRV.2 EXP./ CPOK rOAHOCTMU: 09/2024

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOAOB AHAIU3A: Normative documentation / HopmaTueHas
AokymeHTauna 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, uam. Ne
2 o7 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOO NPOAYKTA KNUEHTA: 3.02362.0254

TESTS SPECIFICATIONS RESULTS
Moxkasatenu Cneuncbuvkarum PesynbTathi
Microbial purity / Mukpo6buonoruueckas
yucrora
Total aerobic microbial count (TAMC) / Not more than 10> CFU /ml / Rl
: < m
Obwee uncno aapobHbix GakTepuii He Gonee 102 KOE/mn
Total combined yeast and molds count Not more than 101 CFU/ml/
(TYMC) / Obiwee Konu4eCTBO APOXOKEBbLIX U 1 <1 CFU/ml
nnecHesbix rpnbos He Gonee 10" KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OTtcytcTane B 1 mn Absent / OTcyTcTayioT
Staphylococcus aureus Absence in 1 ml/ OtcyTcTemne 8 1 Mn Absent/ OtcyTetayior
Package / YnakoBka 10 ml in amber glass vial with cap-pipette. 1 vial
and a patient information leaflet in a carton. / no
10 Mn BO ¢hnakoH TEMHOFO CTEKNa C KPbILLKOW- Complies / CooTsercTayeT
nunetko. Mo 1 dnakoHy € WHCTPyKUMER no
NPUMEHEHMNIO NOMELLIAIOT B KAPTOHHYIO NaudKy.
Labeling / MapkupoBka According to ND / B cooTBeTcteuu ¢ Hf] Complies / CooTBeTCTBYET

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

Shelf life / Cpok rogHocTu: 3 years / 3 roga

REMARKS / lMpuMedaHue:
The Product conforms to ND/
MpoaykT cooteeTcTBYET TpebosaHuam HJ

Hereby | certify that this lot has been tesled in accordance with the marketing authorisation and the European guide to
good manufacturing practice for medicinal products. / [JaHHbIM CBUAETENLCTBYID, YTO AaHHAN napTva npoBepeHa B
COOTBETCTBUU C paspelIeHNEM Ha MapKeTUHr U EBponefickum pyKOBOACTBOM MO HAAMEXAaWEen Mpon3BoACTBEHHON
npakTuke Ans nekapcTBeHHbIX NPOAYKTOB.

4 il
ANALIST / AHanuTuk: DECISION / 3aknioyeHue: i 2
Viviana Gongalves ﬂ(j} ‘LU\,/.Q X
DATE / Nara: Q“OP’U
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCcTBEHHOR NULLO! LZé \0

BATCH REMARKS / Mpumeyarue ans cepuu: =
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