SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A TOTOBOIO NMNPOAOYKTA

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

ARTICLE CODE / BHYTPEHHWUW KO MPOAOYKTA: 704531 BATCH Ne / NTAPTUA Ne /: 11002
MANUFACTURE DATE: / ATA U3rOTOBNEHUA: 07/2021 C.A/ CEPTUDUKAT AHANUN3A: 4105/21
ANALYTICAL PROC. N°: / IPOTOKOIT AHAJTU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOAHOCTW: 07/2024

ANALYTICAL REFERENCE / PE®EPEHTHbLIM UCTOYHUK METOOOB AHAJWN3A: Normative documentation / HopmatueHasn
AokymeHTaums 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, uam. Ne
2 071 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ NPOAYKTA KIUMEHTA: 3.02362.0254

TESTS SPECIFICATIONS RESULTS
MNokasaTtenu Crieuudmkavnum PesynbTtaTbl

Description/ Onucaxue
P Transparent or almost transparent, from a nearly

colorless to slightly yellow solution / Mpo3payHbii
UMM noyTu NpospavHbil, oT noyt GecupeTHoro | Complies / CooTBetcTeyeT
Ao crnabo xenToro LpeTa pacTeop.

Identity/ NoanuHHoCTL
Oxymetazoline hydrochloride /
OkcumeTasonuHa rugpoxnopua

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 yaepXuBaHUS OCHOBHOTO Muka Ha
XpomMaTorpaMme MCnuITYeMOro pacteopa AOMKHO
COOTBETCTBOBATL BpeMeEHU yAEpX1BaHUS
OCHOBHOrO nuka Ha Xpomarorpamme
CTaHAapTHOro pactBopa OKCUMETA30MNMNHA
ruapoxnopuaa, NONy4YeHHON npu
KONUYECTBEHHOM ONpeAeneHnm.

Complies / CooTBeTCTBYET

Benzalkonium Chloride / The retention time of the main peak on the | Complies/ CootBeTcTBYeT
BeH3ankoHUs xrnopuan 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 /

Bpemsa ygepxvBaHMsI OCHOBHOTO NWKa Ha
XpomaTorpamMme UCNbITYEMOro pacTBopa A0MKHO
COOTBETCTBOBATH BpemMeHu yaepKuBaHus
OCHOBHOIO nuka Ha XpoMartorpamme
CTaHZapTHOTO pacTBopa OeH3ankoHusi xnopuaa,
MOSYYEHHON NPYU KONUYECTBEHHOM OnpeaeneHum.

Clarity / Mpo3payHocTb The solution should be transparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
PactBop pgomkeH OblTb Npo3payHbiM - UMu
WHTEHCUBHOCTb  OnanecueHuMn He  AO0MKHa
npesbilWaTL onanecueHLun 3TanoHHON
cycneHaum |.

Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA GUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJNIU3A TOTOBOIO NMPOAYKTA

ARTICLE CODE / BHYTPEHHWUM KOA, MPOAYKTA: 704531

?ROD_UCT_I MPOOYKT: Nasivin Nasal Drops 0.025 % Russia / HasuBuH® kannu HasanbHble 0,025% Poccus /

BA_'}CI_-I Ne / MAPTUA Ne /: 11002

MANUFACTURE DATE: / AATA U3rOTOBNEHUA: 07/2021

C.A /| CEPTUDUKAT AHAITU3A: 4105/21

ANALYTICAL PROC. N°: / MPOTOKON AHAJTU3A Ne: SRAS-9WACRV.2

EXP./CPOK TrOOQHOCTMW: 07/2024

2 o1 28.10.2019)

ANALYTICAL REFERENCE / PE®EPEHTHbLIM UCTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmaTusHas
fokymeHnTaums 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, nsm. Ne

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA, MPOOYKTA KITMEHTA: 3.02362.0254

TESTS
MokasaTenu

SPECIFICATIONS
Cneundonkaummn

RESULTS
Pe3ynbTaThl

Color of solution / LiBeTHOCTL

The color intensity of the product should not
exceed the color intensity of the reference solution
Y7 / WHTeHcMBHOCTb oOKpacku npenapata He
AOMKHA npesblilaTs  WHTEHCUBHOCTb — OKpacku
3TarnoHHoro pacteopa Yz

Complies / CooTtBeTcTBYET

Relative density (d 20/20) / OtHocuTenbHas

From 1.006 to 1.010/ OT1 1,006 no 1,010

nnoTHocTb /d 20/20) 1.006
pH From 5.5t0 6.5/ 071 5,5 g0 6,5 6.0
Osmolality / OcmonsansHoCTb From 270 to -330 mOsmol/kg / Ot 270 go 330

MOcmonb/Kr 283

Filling volume / U3BnekaeMbIti 06eM

Not less than nominal / He MmeHee HoMUHarbHOro

Complies / CooTseTcTBYET

Related substances / PogcTBeHHEIe Npumecu
Impurity A / MNpumecs A
Impurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / Eguxuunas
HengeHTMhUUMpoBaHHaa NpUMech

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 / KonuvecTBeHHoe onpeaeneHue

Oxymetazoline hydrochloride /
OKcuMeTasonuHa ruapoxnopug,

Benzalkonium chloride / BeH3ankoHus
rmapoxnopus,

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

45 — 55 pg/ml 45 — 55 mkr/mn

249.8

47
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITM3A TOTOBOIO NMPOAOYKTA

PRODUCT / NPOOYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3uBuH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWI KOf, NPOQYKTA: 704531 BATCH Ne / NTAPTUSA Ne /: 11002
MANUFACTURE DATE: / JATA N3rOTOBMEHUSA: 07/2021 C.A/ CEPTU®UKAT AHATTU3A: 4105/21
ANALYTICAL PROC. N°: / MPOTOKON AHAJTU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOAHOCTW: 07/2024

ANALYTICAL REFERENCE / PEQEPEHTHbIU UICTOYHWK METOOOB AHAJIU3A: Normative documentation / HopmatupHas
AokymeHTauma 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
2 01 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO NPOAYKTA KINEHTA: 3.02362.0254

TESTS SPECIFICATIONS RESULTS
Nokasarenu Cneuundukanumn PesynbTaThl
Microbial purity / Mukpo6uonorudyeckas
yucrora
Total aerobic microbial count (TAMC) / Not more than 102 CEU/ml/ e T
M 4 < m
Ob6ulee uncno aapobHbix BakTepuii He 6onee 10° KOE/mn
Total combined yeast and molds count Not more than 101 CFU /ml/
(TYMC) / ObLuee KONMYECTBO APOHOKEBLIX U 1 <1 CFU/ ml
NNecHeBbIX rpnGos He Gonee 10 KOE/mn
Pseudomonas aeruginosa Absence in 1 ml / OTcyTcTeue B 1 Mn Absent / OTcyTeTayioT
Staphylococcus aureus Absence in 1 ml/ OtcytcTeue B 1 Mn Absent / OtcyTeTayioT
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 CTekna C KpblLWKOW- Complies / CooTeeTcTBYET
nuneTtko. Mo 1 cnakoHy ¢ WHCTpykuMeh no
NPUMEHEHMIO NOMELLAIOT B KAPTOHHYIO MayKy.
Labeling / MapkupoBka According to ND / B cooteeTtcTBUM ¢ H/] Complies / CooTtBeTcTBYeT

Storage / XpaHeHwue: At temperature below 25°C. / Mpwn Temneparype He Bbilue 25°C.

Shelf life / Cpok rognocTH: 3 years / 3 roga

REMARKS / MpumevaHue:
The Product conforms to ND/
MNpoaykT cooteeTcTBYET TpeboBanuam HIO

BATCH REMARKS / MpumevaHue 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. / [aHHbIM CBUAETENBLCTBYIO, YTO JaHHAs MapTUs NpoBEpeHa B
COOTBETCTBMM C paspelleHneM Ha MapkeTuHr u Esponelickum pykoBoACTBOM MO Haanexallel NpousBOACTBEHHOW
npakTuke ANS NekapcTBEHHbIX NPOAYKTOB.,

ANALIST / AHanuTtuk: DECISION / 3akniodeHue: j\.{'“" ) /2 (-T
Viviana Gongalves . ; H LAY = c

DATE / flara: W (6fov] %0
M. Inés Ribeiro QUALIFIED PERSON / OTBeTcTBEHHOE NULO: '
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