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INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / IPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3nBuH® cnpei Ha3anbHbIW 0O3UpPOBaHHbIN 22.5 mkr/go3a Poccus /

ARTICLE CODE / BHYTPEHHUW KOJ MPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /:11340
MANUFACTURE DATE: /| DATA WU3rOTOBINEHWA: 11/2021 C.A/ CEPTU®UKAT AHAJTU3A:5873/21
ANALYTICAL PROC. N°: / MTPOTOKON AHAJTU3A Ne: SRAS-GWACUG.3 EXP./ CPOK rOOHOCTMW: 11/2024

ANALYTICAL REFERENCE / PEOEPEHTHbIM UCTOYHUK METOQOB AHAMWU3A: Normative documentation / HopmaTtueHas
BokymeHnTauma M N013921/01-011117 (amend Ne 1 from 26.12.2017, amend Ne 2 from 04.02.2019, amend Ne 3 from 28.10.2019 / nam.
Ne 1 o7 26.12.2017, nam. Ne 2 ot 04.02.2019, uam. Ne 3 ot 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOf} NPOAYKTA KIUEHTA: 81725409

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudmkauum Pe3ynbTarhbl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution / Npo3payHbiv Complies / C
UMK NOYTY NPO3PAaYHbIA, OT NOYTH GecLBETHOrO A0 plie OONBEEHRYEIT
cnabo %enToro LpeTa pacTBop.

: The retention time of the main peak on the :
lidentity/ N . Complies/C
Oxeyrr!ngazocl,ﬁuhﬂyziorz:;lIoride / chromatogram of test solution should comply with mplies F.ooreetcTayer
OKCMMETa30NMHa rMAPOXIOpPUA the retention time of the main peak on the

chromatogram of Oxymetazoline hydrochloride
standard solution obtained in Assay method /
Bpema yaepxuBaHWA  OCHOBHOTO NuKa  Ha
XpOMaTOrpamMmmMe UCMbLITYEMOro pacTeopa AOMKHO
COOTBETCTBOBATL BpemeHu yAepKuBaHus
OCHOBHOTO NNKa Ha XpomaTorpamme CTaHAapTHOro
pacTBOpa  OKCMMETa3onuWHa  rMapoxnopuaa,
NOny4eHHON NPN KONWYECTBEHHOM ONpeAENeHuu,

Benzalkonium Chloride / The retention time of the main peak on the Complies / CooTaerctayer

Ben3sankonus xnopug 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 / Bpems
yAepXvBaHUs OCHOBHOTO NUKa Ha XxpomaTtorpamme
MCMbITYEMOro pacTBopa AOMKHO COOTBETCTBOBATL
BPEMEHW YAEPKUBAHWUA OCHOBHOrO MNuKa Ha
XpomMaTorpamme CTaHZapTHOro pacTtBopa
OeH3ankoHWs  xnopuaa,  NOMyYEeHHOW  Mpw
KONUYECTBEHHOM OnpeaeneHuu.

Clarity / Mpospa4HocTk The solution should be transparent or the | Complies/CooTteeTcrayer
opalescence intensity should not exceed the
opalescence of the reference suspension | /
Pactaop pomkeH ObiTb MNPO3payHbIM UMK
MHTEHCUBHOCTb  OManecueHuMnM He  [AO0MXHa

MpeBbIWaTh onanecUueHUnn 3TanoHHON CycneHanu
L

Color of solution / LiBeTHOCTbL The color intensity of the product should not | Complies/ CooteercTByet
exceed the color intensity of the reference solution
Y7 | WHTeHcMBHOCTb oOKpacku npenapaTa He
AOMKHA NpeBblWaTh WHTEHCUMBHOCTb  OKPaCKM
3TanokHoro pacteopa Y7
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJNIN3A rOTOBOIO NPOAOYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia/
Ha3uBUH® cnpei Ha3anbHbI 003MpOBaHHbIN 22.5 MKr/go3a Poccusa /

ARTICLE CODE / BHYTPEHHWUW KOO MPOQYKTA: 704534

MANUFACTURE DATE: / JATA U3rOTOBINEHWUA: 11/2021

BATCH Ne / MAPTUA Ne /:11340
C.A/ CEPTUD®UKAT AHANN3A:5873/21

ANALYTICAL PROC. N°: / MPOTOKOJT AHAJU3A Ne: SRAS-9WACUS6.3

EXP./ CPOK TOOHOCTW: 11/2024

ANALYTICAL REFERENCE / PE®EPEHTHBIN MCTOYHUK METOQOB AHAMNWU3A: Normative documentation / HopmaTtveHas
AoxymenTaums M N013921/01-011117 (amend Ne 1 from 26.12.2017, amend Ne 2 from 04.02.2019, amend Ne 3 from 28.10.2019 / nam.
Ne 1 o1 26.12.2017, nam. Ne 2 o1 04.02.2019, nam. Ne 3 ot 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA MPOAYKTA KIUEHTA: 81725409

TESTS SPECIFICATIONS RESULTS
Mokasartenu Cneuundukaumm PeaynbTtatbl
Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ Ot 1,006 po 1,010 1.008
nnoTHocTb /d 20/20)
pH From5.5t06.5/015,5006,5 5.9
Osmolality / OcmonsinsHoOCTb From 270 to 330 mOsmol/ kg / Ot 270 no 330 282

mOcmonb/kr

Average dose / CpegHsiss macca Ao3bl

45 mg £ 15% / 45 mr + 15%

Complies / CooTtBeTcTBYET

Uniformity of delivered dose / OgHopoaHocTb
Macchl 4o3bl

Average dose t 25%

max. 2 from 10 doses > + 25% from average dose
mass,

but always < t 35% from average dose mass/

CpepHas macc fosbl £ 25%.

He 6onee 2 u3 10 no3 > + 25% ot cpegHeli maccol
[03bl.

Ho Bcerpa = + 35% oT cpeaHeit Macchl fO3bl.

Complies / CootBeTcTBYET

Related substances / PogcTBeHHbLIe npumMmecu
Impurity A / Mpumeck A

Impurity ZP-1 / NMpumecs ZP-1

Individual unidentified impurity / EaununyHas
HenaeHTUMUMPOBaHHasA NPUMECh

Total impurities/ cymma Bcex npumeceit

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.5 % / He Gonee 0.5 %
Not more than 0.1 % / He 6onee 0,1 %

Not more than 1.2 % / He Gonee 1,2 %

< Detection Limit

< Detection Limit
< Detection Limit

< Detection Limit

Assay / KonnyectBeHHOe onpeaeneHue

Oxymetazoline hydrochloride /
OkcrmeTasonuHa ruapoxnopua

475 - 525 pg/ml/ 475 — 525 mkr/mn

493

Benzalkonium chloride / BeH3ankoHus
rnapoxrnopua,

45 — 55 pg/ml / 45 — 55 mkr/mn

50

Microbial purity / Mukpo6uonoruueckas
yucrora

Total aerobic microbial count (TAMC) /
Obuee uvcno aspobHeix GakTepui

Not more than 10> CFU /ml /
He 6onee 102 KOE/mn

<1UFC/ml
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A rOTOBOIO NPOAOYKTA

PRODUCT / MPOAYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia/
Ha3uBuH® cnpeit Ha3anbHbIA A03MPOBaHHbIN 22.5 Mkr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHUMW KOJ MPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /:11340
MANUFACTURE DATE: / JATA U3IrOTOBREHWA: 11/2021 C.A | CEPTUOUKAT AHAJIU3A:5873/21
ANALYTICAL PROC. N° / NPOTOKON AHANKU3A Ne: SRAS-OWACUG6.3 EXP./ CPOK FOQHOCTW: 11/2024

ANALYTICAL REFERENCE / PEQEPEHTHbBIN UCTOYHUK METOOOB AHANMU3A: Normative documentation / HopmatusHas
AokymenTtayusa M N013921/01-011117 (amend Ne 1 from 26.12.2017, amend Ne 2 from 04.02.2019, amend Ne 3 from 28.10.2019 / nam.
Ne 1 o1 26.12.2017, nam. Ne 2 ot 04.02.2019, usm. Ne 3 ot 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHWUM KOL, NPOAYKTA KNUEHTA: 81725409

TESTS SPECIFICATIONS RESULTS

Moka3artenu Cneundukauum PesynbTarbl
Total combined yeast and molds count Not more than 10" CFU / mi/ <1UFC/ml
(TYMC) / ObLuee konvyecTBO APOXKEBLIX U 1
nnecHeBbIX rpnbos He Gonee 10 KOE/mn
Pseudomonas aeruginosa Absence in 1 ml / OtcytctBue B 1 mn Absent / OtcyTcTtaytoT
Staphylococcus aureus Absence in 1 mi/ OtcytcTtBue B 1 Mn Absent / OtcyTcTeyloT
Package / YnakoBka 10ml (at least 143 doses / vial) in class lll

hydrolytic brown glass vial with a metering
polyethylene and stainless steel device and a
protective cap. 1 vial and a patient information
leaflet in a carton. / Mo 10 mn (He meHee 143 ]
Ao3bl/nakoH)  npenapata  BO  (hnakoH Complies / CooTeeTtcTayeT
KopuyHeBoro crtekna, Il rugponutnyeckoro
Knacca € AO03MPYIOLLIMM  YCTPOWCTBOM W3
NONUITUIIEHA U HEPXaBeIoLLEl CTanu U 3aLMTHON
KpbiwKoW. 1 nakoH C  WHCTPyKUMen no
NPUMEHEHUIO NOMELLAIOT B KAPTOHHYIO NAYKY.

Labeling / MapkupoBka According to ND / B cootBeTcTBUM ¢ HA, Complies / CooTBeTCcTBYET

Storage / XpaHeHue: At temperature below 25°C. / MNpu TemnepaType He Boiwe 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 roga

REMARKS / MpumeyaHue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TpeboBaHuam HJ,

BATCH REMARKS / MpumeuaHue gnsa 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 CBMAETENLCTBYIO, UTO AaHHas NapTus nposepeHa B
COOTBETCTBUM C paspelleHvemM’ Ha MapKeTUHr U EBponeickum pyKOBOACTBOM MO Hapnexallel npousBoACTBEHHOW
npakTuke Ans NeKapCTBEHHbIX NPOAYKTOB.

ANALIST / AHanuTuk DECISION / 3akntoueHue: /W{LL O Ve (7(
Viviana Gongalves .
M.Ines Ribeiro giig e A(’J( A U Y

QUALIFIED PERSON / OTBeTcTBEHHOE nuuo:Vera Freire
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