SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAIIU3A TOTOBOIO NMPOAOYKTA

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

ARTICLE CODE / BHYTPEHHWUI KOJ NPOAYKTA: 704532 BATCH Ne / NTAPTUA Ne /: 55562
MANUFACTURE DATE: / ATA U3rOTOBINEHMUA: 05/2025 C.A/ CEPTUOUKAT AHATU3A: 3052/25
ANALYTICAL PROC. N°: / MPOTOKON AHATNU3A Ne: SRAS-9WACUS6.5 EXP./ CPOK FrOOHOCTM: 04/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIN UICTOYHUK METOOOB AHAJU3A: Normative documentation / HopmaTtusHas
AokymeHTtauus 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NPOQYKTA KINUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUWE ®APMALIEBTUMECKOWU CYECTAHLIUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopua, MHH: OkcumeTtasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUY NMPOU3BOAUTENSI ®APMALIEBTUYECKOWU CYECTAHLIUK:
24252103

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOW CYECTAHLIMWN NPOU3BOAUTENA
Mo: 24090271

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENSA ®APMALIEBTUMECKOU CYBCTAHLMUMN: Siegfried PharmaChemikalien Minden GmbH /
3urcbpung dapmaXemukanued MungeHn MibXx

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®PAPMALIEBTUMECKOWN CYECTAHUWUK: Germany / epmanus

TESTS SPECIFICATIONS RESULTS
Moka3aTtenu Cneuudukauum PesynnkTtarhl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpospa4Hbin Complies / CooTeeTcTBYeET
NN MOYTW NpPO3padHbIi  pacTBOp OT NOYTU
6ecupeTHOro go cnabo-xenToro upeTa.

Identity/ MognuHHoCTL Retention time of the main peak in the | Complies/ CooTeeTcTByeT
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcuMeTasofinHa ruapoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems  yaepXuBaHWS  OCHOBHOrO MUKA Ha
XpomMaTorpamme WUCMbITYEMOro pacTeopa AONKHO
COOTBETCTBOBATb BPEMEHN yAepXuBaHus
OCHOBHOTO NUKa Ha xpomaTtorpamMmme CTaHAapTHOMo
pacreopa oKkcumeTasonuHa ruapoxnopuaa,
NOMYYEHHOW NPU KONUYECTBEHHOM OnpeaeneHnu.

Benzalkonium chloride / BeHsankoHus Retention time of the main peak in the | Complies/CooTtsetciByeT
xnopua chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpewms
YAEPXKUBAHUS OCHOBHOTO NWKa Ha XpomaTtorpamme
MCMbITYyeMOro pacTeopa A0MKHO COOTBETCTBOBATL
BPEMEHW Yy[epXMBaHWsSl OCHOBHOIO MWKa Ha
XpomaTorpamme CTaHZapTHOro pacTtesopa
GeHsankoHuss  xnopuaa,  NOMyYEeHHOW  npu
KONMWYECTBEHHOM OnpeaeneHun.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAMNU3A FOTOBOIO NPOAOYKTA

PRODUCT / NPOOYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBnMH® Kannu HasanbHble 0,05% Poccus /

ARTICLE CODE/ BHYTPEHHUWI KOA NPOAYKTA: 704532 BATCH Ne / MAPTUSA Ne /: 55562
MANUFACTURE DATE: / OATA W3rOTOBMNEHUA: 05/2025 C.A /| CEPTUDOUKAT AHANU3A: 3052/25
ANALYTICAL PROC. N°: / MPOTOKON AHATIU3A Ne: SRAS-9WACU6.5 EXP. /| CPOK FOQHOCTMW: 04/2028

ANALYTICAL REFERENCE / PE®EPEHTHBIA NCTOYHUK METOAOB AHATNW3A: Normative documentation ! HopmaTusHas
pokymenTauws NO012964/01-240523

CUSTOMER INTERNAL CODE/ BHYTPEHHWUW KOl NPOAYKTA KIMUEHTA: 81775839
API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOU CYBCTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:

Ox!metazoline | OKcumeTa3onuHa rmapoxnopua, MHH: OkcumeTasonuH
AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUU nPOU3BOAUTENA ®APMALEEBTUYECKOW CYBCTAHLINU:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALEEBTUYECKOW CYBCTAHLUUW MNPOU3BOAUTENA

TN®: 24090271

API MANUFACTURER NAME /

HAUWMEHOBAHUE NnPOU3BOAUTENA tDAPMAUEBTVI'-IECKOI?I CYBCTAHUMMN: Siegfried PharmaChemikalien Minden GmbH /
3urchpua PapmaXemukanuet MurgeH TmM6X

COUNTRY OF MANUFACTURE OF THE AP1/

CTPAHA NPOU3BOAWTENA cDAPMALI.EBTW-IECKOI?I CYBCTAHUWW: Germany / lepmanus

r TESTS SPECIFICATIONS RESULTS
MNokasaTtenu Cneuundomkauum Pesynbrarthl
Clarity / Mpo3pa4HoCTb The opalescence of the product should not exceed | Complies / CootBeTcTBy€T
the opalescence of the reference

suspension l/purified water. |/ OnanecueHumsa
npenapaTa He DOJTKHA npeBbIWAaTh
onanecueHUMio 3TanoHa CpaBHEeHUs |/BOALI
OuMLLEHHON.

Color/ LiBeTHOCTBE The product should be colorless or be comparable
to reference solution Y./ Mpenapat aomkeH BbiTb
BecuseTHbIM WNW BblEpXMBaTb CpaBHEHne ¢
aTanoHom Y7.

Complies / CooTseTcTBYET

Relative density (d 20/20) / OTHocuUTenkLHan From 1.006 to 1.010 / O1 1,006 go 1,010
nnoTtHocTh (d 20/20) 1.006
pH From 5.5t0 6.5/ 015,500 6,5 59
Osmolality / OcmMonANbHOCTbL From 270 to 330 mOsmolkg / Ot 270 po 330
MOCMOon/Kr 275 mOsmol/kg

Related substances / PoacTBeHHble NpUMECH

Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoayKT rupponusa)

Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EanHuuHas Not more than 0.1 % / He 6onee 0,1 % <LD

HenaeHTMGUUMpOBaHHas NpUMech

Total impurities/ Cymma npumecen Not more than 1.2 % / He Gonee 1,2 % <LD
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIU3A TOTOBOIO NMPOAOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3auBMH® kannu HasanbHble 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHUM KOL, NPOAYKTA: 704532

BATCH Ne / MTAPTUA Ne /: 55562

MANUFACTURE DATE: / AATA U3FOTOBNEHWUA: 05/2025

C.A/CEPTUOUKAT AHAJTU3A: 3052/25

ANALYTICAL PROC. N°: / MPOTOKOIN AHATTU3A Ne: SRAS-9WACU6.5

EXP./CPOK rOQHOCTM: 04/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOOB AHANU3A: Normative documentation / HopmatusHas

dokymerTtauums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NMPOAYKTA KIUMEHTA: 81775839

APl NAME, INN / HAUMEHOBAHWUE ®APMALIEBTUYMECKOWU CYBECTAHLWW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcuMeTtasonuHa rugpoxnopua, MHH: OkcumeTtasonux

AP MANUFACTURER BATCH NUMBER / HOMEP CEPUWU NPOU3BOAUTENSA ®APMALEEBTUYECKOW CYECTAHLNW:

24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOWU CYECTAHLUUN NPOU3BOAUTENA

IM®: 24090271

APl MANUFACTURER NAME /

HAMMEHOBAHMUE NPOU3BOAUTENA ®APMALEBTUYECKOW CYBCTAHLMMU: Siegfried PharmaChemikalien Minden GmbH /

3urdppua PapmaXemukanueH MunaeH MmoX

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKON CYECTAHLUW: Germany / [epmanus

TESTS SPECIFICATIONS RESULTS
Moka3aTtenu Cneundunkaummn Pe3ynbkTarbl
Assay / KonuyecTBeHHOe onpegeneHue
Oxymetazoline hydrochloride / OkcumeTtasonuHa From 475 to 525 ug/mL of oxymetazoline 499 ua/mL
rmapoxnopua hydrochloride/ Ot 475 no 525 mkr/mn Hg
OKCUMETA30NMHa ruapoxnopuaa.
Benzalkonium chloride / BeHsankoHus xnopug, From 45 to §5 pg/mL of benzalkonium chloride/ Ot 50 ua/mL
45 po 55 mkr/mn 6eH3ankoHUs xnopuaa Hg
Microbial purity / Mukpo6uonoruyeckas
yucrorta
Total aerobic microbial count (TAMC) / Obuiee Not more than 10° CFU /ml /
yucno aspobHbix bakTepuit He Gonee 10> KOE/mn <1 UFC/ml
Total combined yeast and molds count (TYMC)/ Not more than 10' CFU /ml/
ObLee uncno 4poXOKeBbIX U NNECHEBbIX rprubos He Bonee 101 KOE/mn <1 UFC/ml
Pseudomonas aeruginosa Absence in 1 ml/ OTcytcTtBre B 1 Mn Absent/ml
Staphylococcus aureus Absence in 1 ml/ OtcytctBue B 1 mn
Absent/ml

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 bromobutyl
rubber.
1 bottle and patient information leaflet in a carton
pack. / Mo 10 mn npenapata Bo dnakoH TEMHOro
CTekna C HaBUHYUBAEMOI NONUNPONMAIEHOBON
KPbILLKOIM CO BCTPOEHHOW NUNETKON 13 CTeKna Tuna
3 (Eep. ®.) 1 GpombyTUnKay4yka.
Mo 1 hnakoHy ¢ MHCTPYKUMEN NO MPUMEHEHUIO B
Nayky KapTOHHY!IO.

Complies / CooTBeTCTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A FOTOBOIO NPOAOYKTA

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

ARTICLE CODE / BHYTPEHHMWM KOA NMPOAYKTA: 704532 BATCH Ne / MAPTUSA Ne /; 55562
MANUFACTURE DATE: / AATA U3rOTOBINEHWUA: 05/2025 C.A | CEPTUOUKAT AHANU3A: 3052/25
ANALYTICAL PROC. N°; / TPOTOKOST AHATIU3A Ne: SRAS-9WACU6.5 EXP. / CPOK FrOQHOCTMU: 04/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIA NCTOYHMUK METOAOB AHANN3A: Normative documentation ! HopmaTueHas
nokymeHTauma Il N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUWI KO NPOAYKTA KIMUEHTA: 81 775839
APl NAME, INN / HAMMEHOBAHUE ®APMALIEBTUHYECKOW CYECTAHLIUW, MHH: Oxymetazoline Hydrochloride, INN:

Oxymetazoline / OkcumeTa3oNIMHa rmgpoxsopua, MHH: OkcumeTasonuH
APl MANUFACTURER BATCH NUMBER / HOMEP CEPUM NMPOU3BOOUTENA ®APMALIEEBTUYECKOW CYBCTAHLUUN:

24252103
FP MANUFACTURER API BATCH NUMBER / HOMEP CEPVIV ®APMALIEBTUYECKOU CYECTAHLIUK nPOU3BOOUTENA
rAo: 24090271

APl MANUFACTURER NAME /

HAUMEHOBAHWE NPOWU3BOOAUTENA ®APMALIEBTUMECKOW CYBECTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemvkanuer MuHaeH m6X

COUNTRY OF MANUFACTURE OF THE API1/

CTPAHA NPOU3BOOWUTENA ®APMALIEBTUMECKOW CYECTAHLIUN: Germany | TepmaHus

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudukauun Pe3ynbTathbl
Labeling / MapkupoBka According to Normative documentation. I B Complies / CootBetcTBYET
COOTBETCTBUM C HOPMATUBHON AOKYMEHTaLUMeN.

Storage / XpaHeHue: At temperature below 25°C. / Mpw TemnepaType He Bbie 25°C.

Shelf life / Cpok rogHocTu: 3 years (-1 month) /3 rona (-1 mecsu)

REMARKS / NMpumeydaHnne:
The Product conforms to ND/
MpoaykT cooTseTcTBYET TpeGoBaHUAM HA

BATCH REMARKS / NMpumeyaHue 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. / [JaHHbIM CBMAETENBCTBYIO, UTO AaHHAasA napTusa nposepeHa B
COOTBETCTBMM C paspelleHeM Ha MapKeTuHr n Esponeickum pyKOBOACTBOM MO Hagnexalen npou3BoACTBEHHON
npaKkTiKe AN NeKapCTBEeHHbLIX NPOAYKTOB.

ANALIST / AHanuTuk:
DECISION / 3aknioueHue: A-(’{\ %
- . y =
Sénia Chainho DATE / fata: . . :-,(_:/ all

M. Inés Ribeiro
QUALIFIED PERSON / OTBETCTBEHHOE NMLO: L & ‘
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