SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANIU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOOYKT: Nasivin Metered Nasal Spray 22.5 pg /dose Russia/
Ha3nBuH® cnpei Ha3anbHbI# 403MPOBaHHbIA 22.5 Mkr/no3a Poccusa /

ARTICLE CODE / BHYTPEHHUM KOJ NMPOAYKTA: 704534 BATCH Ne / MAPTUA Ne /:20175
MANUFACTURE DATE: / JATA U3rOTOBINEHUA: 02/2022 C.A/ CEPTU®UKAT AHANN3A:854/22
ANALYTICAL PROC. N°: / MPOTOKOI AHAINU3A Ne: SRAS-9WACUG.3 EXP./ CPOK rOAHOCTM: 02/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOAOB AHAJTIU3A: Normative documentation / HopmaTtueHas

AokymerTaumus 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 /
n3amM. Ne 1 o1 26.12.2017, nsm. Ne 2 ot 04.02.2019, uam. Ne 3 o1 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOA, NPOAYKTA KNUEHTA: 81725409

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneundunkauymm PesynbTtaTb!
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution / Npo3paunblii Complies / CooTBETCTBYET
UAKW NOYTU NPO3pauyHblil, OT Noytn GecuBeTHOro P y

o cnabo xenToro useTa pacTBOp.

lidentity/ MoanMHHOCTL The retention time of the main peak on the | &, plies/ Coorsercrayer
Oxymetazoline hydrochloride / chromatogram of test solution should comply with
OKCUMETA30MMHa FMAPOXNOPHA the retention time of the main peak on the

chromatogram of Oxymetazoline hydrochloride
standard solution obtained in Assay method /
Bpemsi  yAepXuBaHWs OCHOBHOTO TNuKa Ha
XpOMaTorpamme UCMbITYEMOro pacTeopa AOMMKHO
COOTBETCTBOBaTb BpEMEHU yAepxusaHus
OCHOBHOIO nuka Ha XpomaTtorpamme
CTaHAAapTHOrO pactBopa OKCMMETa30MuHa
ruapoxnopuaa, NonNy4eHHoM npu
KONUYECTBEHHOM ONpeaeneHun.

Benzalkonium Chloride / The retention time of the main peak on the ComplICS/ACooNRE IRy

BeHsankoHus 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

yAEpXMUBaHUA OCHOBHOTO nuKa Ha
XpomaTorpamme UCTbITYEMOrO pacTsopa AOMKHO
COOTBETCTBOBATH BpeMeHU yaepxueaHus
OCHOBHOIO nuKa Ha XpomMaTtorpamme

CTaHAapTHOTrO pacTeopa BeHsankoHua xnopwaa,
MONYYEHHON NPy KONUYECTBEHHOM onpeaeneHnu.

Clarity / NpospayHocTs The solution should be transparent or the | Complies/CooTtsetcTayer

opalescence intensity should not excced the
opalescence of the reference suspension | /
PactBop AomkeH ObiTe  Npo3payHbiM — Unn
WHTEHCMBHOCTb  OManecueHUMM He  [OJKHa

npesbilLaTh onanecueHuun 3TanoHHOWM
cycneHsun |.

Color of solution / LiBeTHocTb The color intensity of the product should not | Complies/CooteetcTayeT

exceed the color intensity of the reference solution
Y7 |/ VIHTEHCMBHOCTb OKpacku npenapaTta He
AOMKHA NpeBbilllaTh  UHTEHCUMBHOCTb  OKpacku
3TanoHHOro pacTeopa Yz
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAIU3A TOTOBOIO NMPOOYKTA

PRODUCT / NPOAYKT: Nasivin Metered Nasal Spray 22.5 ug /dose Russia /
Ha3uBuH® cnpeit HazanbHLIN A03UMpoBaHHbINA 22.5 MKr/go3a Poceusn /

ARTICLE CODE / BHYTPEHHUM KOf NPOOYKTA: 704534

BATCH Ne / NTAPTUS Ne /:20175

MANUFACTURE DATE: / QATA U3rOTOBNEHWUSA: 02/2022

ANALYTICAL PROC. N°: / TPOTOKON AHAIU3A Ne: SRAS-9WACU6.3

C.A/CEPTUN®UKAT AHAINUN3A:854/22
EXP./ CPOK TOAHOCTW: 02/2025

| ANALYTICAL REFERENCE / PEQEPEHTHbBIN UCTOYHUK METOLOB AHANU3A: Normative documentation / HopmaTtmsHas |

AoxymeHTauus 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 /
| 13mM. Ne 1 ot 26.12.2017, uam. Ne 2 o1 04.02.2019, nam. Ne 3 ot 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO NPOAYKTA KNUEHTA: 81725409

mOcmonb/Kr

TESTS SPECIFICATIONS RESULTS
MNokasatenu Cneuudmkanum PesynbraTthl
Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ OT1 1,006 ao 1,010 1.007
nnotHocTb /d 20/20)
pH From5.5t0 6.5/ 075,500 6,5 59
Osmolality / OcmonsanbHoCTL From 270 to 330 mOsmol/ kg / OT 270 po 330 279

Average dose / CpegHsas macca 0o3bl

45mg £ 15% /45 mr £ 15%

Complies / CooTBeTCTBYET

Uniformity of delivered dose / OgHopogHocTb
Macchl Bo3bl

Average dose + 25%

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

but always < + 35% from average dose mass/

CpegHsasa macc aosbl £ 25%.
He Gonee 2 u3 10 gos > + 25% oT cpeaHen maccel
£03bl.

Ho Bcerpa < £ 35% OT cpeaHell macchl A03bI.

Complies / CooTBETCTBYET

Related substances / PogcTBeHHbIe npumecu
Impurity A / Mpumeck A

Impurity ZP-1 / NMpumecs ZP-1

Individual unidentified impurity / EaunnyHas
HenageHTUhMUMpPOBaHHasA 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 Gonee 1,2 %

< Detection Limit

< Detection Limit
< Detection Limit

< Detection Limit

Assay / KonnuectBeHHOe onpepenenue

Oxymetazoline hydrochloride /
OKkcrMeTasonvHa rmapoxnopusa

475 - 525 pg/ml/ 475 — 525 mkr/mn

494

Benzalkonium chloride / BevsankoHusa
rmapoxnopug,

45 — 55 pg/ml / 45 — 55 mkr/mn

51

Microbial purity / Mukpo6uonoru4deckas
yuctoTa

Total aerobic microbial count (TAMC) /
Obwee 4ncno aspobHbix GakTepuit

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

<1 UFC/ml
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITU3A TOTOBOIO NMPOAOYKTA

PRODUCT / MPOQYKT: Nasivin Metered Nasal Spray 22.5 pug /dose Russia/
Ha3uBuH® cnpei HasanbHbLIA 4O3UPOBaHHbIN 22.5 MKr/ao3a Poccus /

ARTICLE CODE / BHYTPEHHUM KOQ NPOOYKTA: 704534 BATCH Ne / MAPTUA Ne /:20175
MANUFACTURE DATE: / AATA U3rOTOBJNEHUA: 02/2022 C.A/ CEPTU®UKAT AHATIU3A:854/22
ANALYTICAL PROC. N°: / MTPOTOKON AHANU3A Ne: SRAS-9WACUB.3 EXP./ CPOK rOQHOCTW: 02/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOAOB AHAJTU3A: Normative documentation / HopmaTtusHas '

AokymeHnTaumsa N N013921/01-011117 (amend Ne 1 from 26.12.2017, amend Ne 2 from 04.02.2019, amend Ne 3 from 28.10.2019 /
13M. Ne 1 01 26.12.2017, nam. Ne 2 ot 04.02.2019, nsm. Ne 3 ot 28.10.2019 )

CUSTOMER INTERNAL CODE / BHYTPEHHWIA KO[1 NPOAYKTA KIUEHTA: 81725409

TESTS SPECIFICATIONS RESULTS
MNokasatenu Cneuundpukaumm PesynbraThi
Total combined yeast and molds count Not more than 10° CEU /ml / <1UFC/ml
(TYMC) / ObLuyee konu4eCTBO APOHOKEBBIX U 1
nnecHesblx rpubos He Gonee 10 KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OtcytctBue B 1 Mn Absent / OTcyTcTBytoT
Staphylococcus aureus Absence in 1 ml / OtcyTtctBre 8 1 mn Absent / OTcyTcTayIOT

Package / YnakoBka 10ml (at least 143 doses / vial) in class Il
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 .
Aosbl/chnakoH)  npenapata  BO  (pnakoH Complies / CooTaeTcTByeT
KopuuHeBoro ctekna, Il rugponutuueckoro
Knacca C  JO3MPYIOLMM  YCTPOWCTBOM U3
NnonuaTUNEHa W  Hepxasewowehn cranu u
3aLUUTHON KPbILLKOWA. 1 DNAKOH C UHCTPYKUMEN NO
MPUMEHEHUIO NOMELLAIOT B KAPTOHHYIO Mayky.

Labeling / MapkupoBka According to ND / B cooTeetcTeuu ¢ HJj Complies / CooTBeTcTBYET

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

Shelf life / Cpok ropHocTu: 3 years / 3 roaa

REMARKS / NpumeyvaHue:
The Product conforms to ND/
MpoaykT cooteetcTByeT TpeboBaHuam H

BATCH REMARKS / MpumeuaHue 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 cBUAETENLCTBYI, UTO AAHHAR NapTUS npoeepeHa B

COOTBETCTBUM C paspelleHnem Ha MapkeTWHr n EBponeiickum pyKOBOACTBOM MO Haafexalwleh npou3BOACTBEHHOM
NPakTUKe Ans NeKapcTBEHHbLIX NPOAYKTOB.

= " Fd|
ANALIST / AHanutuk DECISION / 3akniouenve: [ .-'JY’[/\_QL/ O('f{ /
Viviana Gongalves it
Natacha Marreiros DATE / Para: Q "’I/J L/ 20L2 v ﬂ—»\p
QUALIFIED PERSON / OtBetcTBeHHOE nuuo: Vera Freire
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