SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANN3A rOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® kannu HasanbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUWI KOO NPOAYKTA: 704532 BATCH N2/ NAPTUA Ne /: 31481
MANUFACTURE DATE: / JATA U3rOTOBINEHUA: 11/2023 C.A /| CEPTUDUKAT AHANU3BA: 6226/23
ANALYTICAL PROC. N°: / MPOTOKOJT AHAITU3A Ne: SRAS-9WACUB.4 EXP./ CPOK TOOAHOCTMW: 11/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIN UCTOMHUK METOAOB AHAJIU3A: Normative documentation / HopmaTtusHas
nokymentayns M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOO MPOAYKTA KMUEHTA: 81775839

APl NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLMU: Oxymetazoline Hydrochloride

APl BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUYECKOW CYECTAHLIUU: 23080121

API MANUFACTURER NAME / .
HAWUMEHOBAHUWE NPOWU3BOAUTEINA ®APMALIEBTUMECKOW CYBECTAHLIMMA: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / :
CTPAHA NPOU3BOAWUTENA ®APMALIEBTUMECKOW CYBCTAHLIUU: Germany

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuudukauyumn Pesynbratbl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3apauubii Complies / CooTeeTcTBYyET
WM MnouTW MpPO3payHbLIl  pacTBOP OT  NOMTH
BecupeTHOro go cnabo-xenToro LpeTa.

Identity/ MognuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuHa rugpoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooteeTcTayeT
Bpems  ygepXuBaHWA  OCHOBHOrO nNuKa  Ha
XpomaTorpamMMe WCMbLITYEMOro pacTeopa AOSKHO
COOTBETCTBOBATL BpPEMEHU yOepXKUBaHUS
OCHOBHOTO NKKa Ha XpomaTorpaMmmMe CTaHJapTHOro
pacTteopa OKCUMeTa3onuHa ruapoxnopuaa,
nony4eHHON NP KONMYECTBEHHOM onpeaeneHuu,

Benzalkonium chloride / BensankoHus Retention time of the main peak in the
xnopupg, chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard | Complies / CooTeeTcTayeT
solution obtained in the Assay test. / Bpems
yAepKnsaHvsa OCHOBHOIO NKKa Ha XpomaTorpamme
UCTMbITyeMoro pacTsopa AOMKHO COOTBETCTBOBATbL
BPEMEHU YyOEepXMBaHWA OCHOBHOFO nNuUKka Ha
Xpomarorpamme CTaHAapTHOro pactBopa
OensankoHus  xnopuga,  MOMYYeHHOW  npu
KONMMYECTBEHHOM OnpeaeneHunu.

Clarity / Mpo3pa4HocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus

npenapara He AomnmkHa npeeblwate | Complies / CooTBeTCTBYET
onanecueHUMio sTanoHa cpaBHeHus |/Boapl
OUYULLEHHOMN.
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FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A FOTOBOIO NMPOAYKTA

PRODUCT / MPOAOYKT: Nasivin Nasal Drops 0.05 % Russia / HasauBuH® kannu HazanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUW KOO NMPOQYKTA: 704532

BATCH Ne / DAPTUA Ne /: 31481

MANUFACTURE DATE: / JATA U3IrOTOBINEHUA: 11/2023

C.A /| CEPTU®UKAT AHATU3A: 6226/23

ANALYTICAL PROC. N°: / TPOTOKOJ1 AHATIU3A Ne: SRAS-9WACUG.4

EXP./ CPOK TOOHOCTW: 11/2026

ANALYTICAL REFERENCE / PEDEPEHTHbIN NCTOYHUK METOLOOB AHAJIU3A: Normative documentation / HopmatusHasi

nokymeHTauma N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ MPOAYKTA KIMUEHTA: 81775839

API NAME / HAUMEHOBAHWUE ®APMALIEBTUYECKOW CYECTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLMK: 23080121

APl MANUFACTURER NAME /

HAMMEHOBAHUWE MPOU3BOAUTENA ®APMALEBTUYECKOW CYECTAHLUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOM3BOOUTENA ®APMALEBTUYECKON CYBCTAHLUWUU: Germany

TESTS
Mokazarenu

SPECIFICATIONS
Cneundmkauum

RESULTS
PesynbTarh!

Color / UBeTHOCTbL

The product should be colorless or be comparable
to reference solution Yz. / MNpenapaT agonxeH 6biTb
GecuBeTHbIM UMY BbIAEPXUBATL CpaBHEHWE C
aTanoHom Y.

Complies / CooTtBeTcTBYET

Relative density (d 20/20) / OTHocuTenbHas

From 1.006 to 1.010/ OT 1,006 ao 1,010

nnoTtHocTh (d 20/20) Lol
pH From 5.5t06.5/ 015,500 6,5 59
Osmolality / OcMonsiNbHOCTb From 270 to 330 mOsmol/kg / Ot 270 po 330 -
MOcmonk/kr
Related substances / PogocTBeHHble npumecu
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 %
(NpogyKT rnaponusa) <LD
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % LD
<
Individual unidentified impurity / EanHnynas Not more than 0.1 % / He 6onee 0,1 %
HenaeHTMMUMpPOBaHHAasA NpUMeCh <LD
Total impurities/ Cymma npumecen Not more than 1.2 % / He 6onee 1,2 % D
<
Assay | KonuuecTeeHHoe onpefeneHne
Oxymetazoline hydrochloride / OkcumeTasonuHa From 475 to 525 pg/mL of oxymetazoline 497
rmgpoxnopug hydrochloride/ OT 475 po 525 mkr/mn
OKCMMETa30M1Ha rmapoxnopuaa.
Benzalkonium chloride / BeHsankoHus xnopwa, From 45 to 55 ug/mL of benzalkonium chloride/ Ot 51

45 po 55 mkr/mn 6eHsankoHWs xnopuga
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PRODUCT / IPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HasuBuH® kansnu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUI KOJ NPOAYKTA: 704532

BATCH Ne / MAPTWUA Ne /: 31481

MANUFACTURE DATE: / JATA N3FOTOBNEHUA: 11/2023

C.A/ CEPTU®UKAT AHAINUBA: 6226/23

_ ANALYTICAL PROC. N°: / MTPOTOKOJT AHATTU3A Ne: SRAS-OWACUG6.4

EXP./ CPOK TrOAHOCTW: 11/2026

ANALYTICAL REFERENCE / PEQEPEHTHBIM UICTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmatusHas

nokymentauns N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOAYKTA KIMUEHTA: 81775839

API NAME / HAMMEHOBAHUWE ®APMALEEBTUYECKOW CYBCTAHLIUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUYECKOW CYBECTAHLIMK: 23080121

APl MANUFACTURER NAME /

HAMMEHOBAHME NPOU3BOAUTENS ®APMALIEBTUMECKOW CYECTAHUWU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAMUTENSA ®APMALEBTUYECKOW CYECTAHLUUN: Germany

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneundmkauun Pesynbrathl
Microbial purity / Mukpo6uonoruieckasn
yucroTta
Total aerobic microbial count (TAMC) / Obwuee Not more than 10> CFU /ml / <1 CEU / ml
yncno aspobHbix Bakrepuin He 6onee 102 KOE/Mn
Total combined yeast and molds count (TYMC)/ Not more than 10" CEU /ml/ <1 CEU/ ml

Ob6Lee YUCIo APOXOKEBbLIX W NNecHeBbIX rpnbos
Pseudomonas aeruginosa

Staphylococcus aureus

He Gonee 10' KOE/mn
Absence in 1 mi/ OTcytcTBue B 1 Mn

Absence in 1 ml/ OtcyTctBre B 1 Mn

Absent / OtcyTcTByiOT

Absent / OTcyteTByioT

Package / YnakoBka

10 mL in an amber glass bottle with a
polypropylene screw cap with an integrated pipette
made of glass type 3 (Eur. Ph.) and bromobulyl
rubber.
1 bottle and patient information leaflet in a carton
pack. / Mo 10 mn npenapata BO pf1akOH TEMHOTO
cTekna ¢ HaBUHYMBAEMOWN NONMNPONUNEHOBOM
KPbILUKOW CO BCTPOEHHOIN NMNETKOW U3 cTekna Tuna
3 (Eep. @.) n GpombByTUNKay4yka.
Mo 1 chnakoHy ¢ MHCTPYKUMEN NO NPUMEHEHWUIO B
naqky KapTOHHYIO.

Complies / CootseTcTyeT

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBMU C HOPMATUBHON AOKYMEHTaLMEN.

Complies / CooteetcTByeT

Storage / XpaHeHue: At temperature below 25°C. / [pn Temnepatype He esiwe 25°C.

Shelf life / Cpok rogHocTtu: 3 years / 3 roga
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FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TrOTOBOI'O NPOLAYKTA

PRODUCT / NPOAOYKT: Nasivin Nasal Drops 0.05 % Russia/ HaauBuH® kannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUW KO NPOLAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 31481
MANUFACTURE DATE: / BATA U3FOTOBNEHWUA: 11/2023 C.A/ CEPTUDUKAT AHATIU3A: 6226/23
ANALYTICAL PROC. N°: / MIPOTOKOJT1 AHAJTU3A Ne: SRAS-9WACUG.4 EXP./ CPOK TrOOHOCTU: 11/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIN UICTOYHUK METOOOB AHASMN3A: Normative documentation / HopmaTtueHas
AokymenTauus I N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWW KO NPOAYKTA KMUEHTA: 81775839

API NAME / HAUMEHOBAHMUE ®APMALIEBTUYECKOW CYECTAHLUU: Oxymetazoline Hydrochloride

AP| BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOW CYBECTAHLIUW: 23080121

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOWU3BOAUTENA ®PAPMALIEBTUYECKOM CYBECTAHLNN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOOUTENA ®APMALIEBTUMECKOW CYECTAHLIMWK: Germany

REMARKS / MpumeyaHue:
The Product conforms to ND/
MpopykT cooteeTCTBYET TpeboBaHmam HI,

BATCH REMARKS / Npumeuanve ansi cepun:

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. / [laHHbIM CBMAETENbLCTBYIO, YTO AAHHAs NapTusi NpoBepeHa B
COOTBETCTBMM C paspewleHvieM Ha MapkeTUHr 1 EBponenckum pykoBOACTBOM MO Hagnexalled NpousBOACTBEHHON
npakTuke ANs NeKapCTBEHHbIX NPOAYKTOB.

ANALIST / AHanuruk:
DECISION / 3aKn|o-+eHne /
Helena Santos DATE / flata: /i / ‘&
M. Inés Ribeiro QUALIFIED PERSON / OTBeTcTBEHHOE NUL0:
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