SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAINMU3A TOTOBOIO NMPOOYKTA

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

ARTICLE CODE / BHYTPEHHUW KOL NMPOLYKTA: 704531

BATCH Ne / NAPTUA Ne /: 11065

MANUFACTURE DATE: / DATA U3rOTOBNEHUA: 07/2021

C.A/ CEPTUDUKAT AHANU3A: 4300/21

ANALYTICAL PROC. N°: / MPOTOKON AHAJTIU3A Ne: SRAS-QWACRV.2

EXP./ CPOK FrOAHOCTMW: 07/2024

2 071 28.10.2019)

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOOOB AHANMW3A: Normative documentation / HopmaTneHas
AokymenTaums 1 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

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA NPOAYKTA KNUEHTA: 3.02362.0254

TESTS
MokasaTtenu

SPECIFICATIONS
Cneundmkauum

RESULTS
Pe3ynbTarbl

Description/ OnucaHue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution / NpoapauHbIi
UMW NOYTU NPO3padHbln, oT noutu GecLBeTHOro
Ao crnabo xenToro LuBeTa pacTBop.

Complies / CooTeeTcTBYET

Identity/ MoanuHHoCTL
Oxymetazoline hydrochloride /
OkcumeTtasonuHa rugpoxnopug

Benzalkonium Chloride /
BeH3ankoHus xnopug

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 /
Bpema yoepxuBaHUS OCHOBHOMO NWKa Ha
XpoMaTtorpaMmMe WCNbITYeMOro pacTesopa A0MKHO
COOTBETCTBOBATh BpEMEHMU yAepxXueaHus
OCHOBHOIO nvka Ha Xpomartorpamme
CTaHZapTHOro pacTeopa OKCUMETA30/IMHa
ruapoxnopuga, NonyyYeHHoN npu
KONMMYeCcTBEHHOM onpeaeneHun.

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  ygepxuBaHWs OCHOBHOrO MNuka Ha
XpoOMaTorpaMme MCnbITYEMOro pacTeopa AOSMKHO
COOTBETCTBOBATbL BpeEMEHU yAepXvBaHUS
OCHOBHOTO nuka Ha XpoMmaTorpamme
CTaHJapTHOTO pacTeopa BeH3ankoHua xnopuaa,
Nony4YeHHON NPy KONMYECTBEHHOM OnpeaeneHuu.

Complies / CooTeeTcTBYET

Complies / CooTeeTcTBYyET

Clarity / NpospayHoCTL

The solution should be transparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
PactBop pomxeH ObiTb Npo3payHbiM — wUnu
WHTEHCUBHOCTL  onanecueHuMn He  J0smkHa
npesbiWwaTtb onanecueHumm 3TanoHHOM
cycrieHsum |.

Complies / CootBeTcTRYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A TrOTOBOIO NPOAYKTA

PRODUC:r / I'IFE)JJ.YKT: Nasivin Nas; Dr:ps a)25 % Russia / HasuBuH® kannu HaszanbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUI KOA MPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 11065
MANUFACTURE DATE: / OATA U3rOTOBIEHUA: 07/2021 C.A | CEPTU®UKAT AHATU3A: 4300/21
ANALYTICAL PROC. N°: / TPOTOKOIT AHATTN3A Ne: SRAS-9WACRV.2 EXP./ CPOK FOOHOCTH: 07/2024

ANALYTICAL REFERENCE / PEOEPEHTHbI UCTOYHUK METOJIOB AHAJIU3A: Normative documentation / HopmaTneHas
pokymeHTauma M 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 / BHYTPEHHUI KOA MPOOYKTA KIMEHTA: 3.02362.0254

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuudukaumm PesynbTathbl
Color of solution / LiBeTHOoCTb The color intensity of the product should not | Complies/ CooTtBeTcTBYET

exceed the color intensity of the reference solution
Y7 / VIHTEHCMBHOCTb OKpacku npenapata He
JOMKHa MpeBbiWaTb WHTEHCUBHOCTb  OKPacku
3TanoHHoro pacteopa Y7

Relative density (d 20/20) / OTHOcuTenLHas From 1.006 to 1.010 / Ot 1,006 go 1,010
nnoTtHocTb /d 20/20) 1.008
pH From5.5t06.5/0715,5 006,5 59
Osmolality / OcmonsnsHocTb From 270 to 330 mOsmol/kg / Ot 270 go 330
MmOcMonb/Kr 279

Filling volume / U3Bnekaemsin 06wem Not less than nominal / He meHee HOMUHaNBHOTO Complies / CooTBeTcTBYET
Related substances / PoacTBeHHble npuMecu

Impurity A/ MNpumecs A Not more than 0.5 % / He 6onee 0,5 % < Detection Limit

Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % < Detection Limit

Individual unidentified impurity / EauHndHasn Not more than 0.1 % / He 6onee 0,1 %

< Detection Limit
HenaeHTNULMPOBaHHas NPUMECh

Total impurities/ 7 Not than 1.2 % /He 6 1,29
P CYMMa BCeX npumeceit ot more than % | He 6onee Yo < Detection Limit

Assay / KonuuectBeHHOe onpegenexue

Oxymetazoline hydrochloride / 237.5-262.5 pg/mi / 237.5 — 262.5 mkr/mn 249.8
OkcumeTasonuHa rugpoxnopua

Benzalkonium chloride / BeHaankoHus 45 — 55 pg/ml 45 — 55 mkr/mn
rungpoxnopua 47
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHATNU3A FOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUM KOQ, NPOQYKTA: 704531 BATCH Ne / TTAPTUA Ne /: 11065
MANUFACTURE DATE: / ATA U3rOTOBNEHWA: 07/2021 C.A/ CEPTUO®OUKAT AHATNU3A: 4300/21
ANALYTICAL PROC. N°: / MTPOTOKOI AHATIU3A Ne: SRAS-QWACRV.2 EXP./ CPOK FOOHOCTMW: 07/2024

ANALYTICAL REFERENCE / PE®EPEHTHbLIM UCTOYHUK METOOOB AHAINW3A: Normative documentation / HopmaTusHas

nokymenTaums 1N N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019/ uam. Ne 1 o1 01.02.2019, nsm. Ne
2 07 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWUM KO MPOAYKTA KITUEHTA: 3.02362.0254

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuncbukauyumn PesynbTathl

Microbial purity / Mukpo6uonoruveckas
YyucToTa

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

7 <1 CFU/ml
Ob6wee uncno aspobHbIx bakTepui He Gonee 102 KOE/mn

Total combined yeast and molds count

Not more than 10" CFU /ml/
(TYMC) / OBuiee KONMYECTBO APOXOKEBBIX U

1 <1 CFU/ml
nnecHesbIX rpU6oB He 6onee 10° KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OTcyTtcTBme B 1 Mn Absent / OtcyTcTayioT
Staphylococcus aureus Absence in 1 ml/ OtcytcTBre B 1 Mn Absent / OTcyTcTaytoT
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 TEMHOro CTekna C KpbILLKON-
nuneTkon. Mo 1 dnakoHy € WHCTPyKUMEn no
NMPUMEHEHUIO MOMELLIAIOT B KAPTOHHYIO NaYKy.

Complies / CootBeTcTBYET

Labellng / MapKMpOBKa According to ND / B cooTtBetcTBum ¢ HJ Complies / CooTBeTcTBYET

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

Shelf life / Cpok ropHocTu: 3 years / 3 ropa

REMARKS / lMpumeyanue:
The Product conforms to ND/
MpoaykT cooTeeTcTBYET TPeboBaHMAM HI
BATCH REMARKS / Mpumeyanue ans cepuu;

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 CBUAETENLCTBYI, YTO AaHHAs NapTUA npoBepeHa B

COOTBETCTBWUM C paspelleHneM Ha MapkeTuHr u EBponeickum pyKOBOLCTBOM MO Haanexallei Mpov3BOACTBEHHOM
NpaKkTUKe 4N NeKapCTBeHHbIX NPOAYKTOB.

ANALIST / AHanuTuc: DECISION / 3aknioueHue: f\% @\,LO )QCJ\)
Viviana Gongalves DATE / flara: “)G/Q")r
M. Inés Ribeiro QUALIFIED PERSON / OTBeTcTBeHHO®E NULO:
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