SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJNTU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWI KOA MPOAYKTA: 704532 BATCH Ne / MAPTWUA Ne /: 56178
MANUFACTURE DATE: / DATA U3rOTOBNEHWA: 10/2025 C.A/CEPTU®UKAT AHAINN3A: 5140/25
ANALYTICAL PROC. N°: / MPOTOKOJT AHAJITM3A Ne: SRAS-OWACUB.5 EXP./ CPOK rOOHOCTHW: 09/2028

ANALYTICAL REFERENCE / PE®QEPEHTHbIM UICTOYHWUK METOOOB AHAIM3A: Normative documentation / HopmartusHas
pokymertaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOO NPOLYKTA KINMUEHTA: 81775839

APl NAME, INN / HAMUMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLIMWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuHa rugpoxnopua, MHH: OkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPW/ MPOU3BOAUTENSA ®APMALIEBTUYECKOWN CYECTAHLIUK:
24272098 / 25070151

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUWN ®APMALIEBTUYECKOW CYBCTAHLIUM MPOU3BOOUTENA
ra: 25040210 / 25070151

APl MANUFACTURER NAME / }
HAMMEHOBAHWE NPOU3BOOUTENA ®APMALIEBTUYECKOW CYBCTAHLIUW: Siegfried PharmaChemikalien Minden GmbH /
3urchpug PapmaXemukanned MungeH MibX

COUNTRY OF MANUFACTURE OF THE API/ 5
CTPAHA NMPOU3BOOUTENA ®PAPMALIEBTUYECKOW CYECTAHLUMW: Germany / Cepmanus

TESTS SPECIFICATIONS RESULTS
MokasaTtenwu Cneundomkaumnm PesynbTaTbl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MNpo3spauHblii Complies / CooTseTcTayer
WA MOYMTW NPO3padqHbIl - pacTBOpP OT MOYTH
becuBeTHOro Ao crnabo-XenToro LBeTa.

Identity/ MoanuHHOCTL Retention time of the main peak in the | Complies/ CooTBetcTByeT
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuHa ruapoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsa  yaoepxuWBaHUA ~ OCHOBHOrO  nuka  Ha
XpomaTorpamme WCMbITYEMOro pactBopa AOMKHO
COOTBETCTBOBATL BpPEMEHHU yAepKuBaHua
OCHOBHOTrO MWKa Ha XxpomaTtorpamme cTasHAapTHOro
pacteopa oKcUMeTasonuHa rmapoxnopuaa,
NoyYeHHOW NPU KONUYECTBEHHOM OnpeaeneHnu.

Benzalkonium chloride / BeHzankoHus Retention time of the main peak in the | Complies/ CooTsetcTByer
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. / Bpems
YAEPXWBaHWS OCHOBHOIO NWKa Ha xpomaTorpaMmme
MCMLITYEMOro pacTeopa AOMKHO COOTBETCTBOBAaThL
BPEMEHW YOEPXWBAHWA OCHOBHOTO nNWka Ha
xpomarorpamme CTaHAapTHOroO pacTteopa
B6eHsankoHna  xnopwaa,  NONYYEHHOW  npw
KONMUYECTBEHHOM OnpeaeneHunu.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIM3A NOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KO NMPOAYKTA: 704532

BATCH Ne / MAPTUA Ne /: 56178

MANUFACTURE DATE: / OATA W3rOTOBNEHWA: 10/2025

C.A/CEPTUD®UKAT AHATTN3A: 5140/25

ANALYTICAL PROC. N°: / MTPOTOKOIN AHAINU3A Ne: SRAS-9WACUG.5

EXP./CPOK rOOHOCTHW: 09/2028

ANALYTICAL REFERENCE / PEQEPEHTHbLIW UCTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmatusHas

AokymeHTtaums [ N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWW KO NMPOOYKTA KITUEHTA: 81775839

APl NAME, INN / HAUMEHOBAHUWE ®APMALIEBTUYMECKOW CYBCTAHLIMK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopug, MHH: OkcumeTtasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPWY NPOU3BOAWTENA ®APMALIEBTUMECKOW CYBCTAHLUM:

24272098 / 25070151

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPVW ®APMALIEBTUMECKOW CYBCTAHLIMW MPOWU3BOAUTENSA

FN®: 25040210 / 25070151

API MANUFACTURER NAME /

HAMMEHOBAHMUE MPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHLIMMU: Siegfried PharmaChemikalien Minden GmbH /

3urdpua PapmaXemukanved MuHaeH MmoX

COUNTRY OF MANUFACTURE OF THE API1/

CTPAHA NPOU3BOAWTENSA ®APMALEEBTUYECKOW CYECTAHLIMMW: Germany / FepmaHus

TESTS
MokasaTtenu

SPECIFICATIONS
Cneumndpukaumnmn

RESULTS
PesynbTaTb!

Clarity / MpospauHocTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus
npenapara He JonmkHa npesbillaTh
onanecueHumMilo  dTanoHa cpaBHeHws  |/Boabi
OYULLEHHON.

Complies / CooTBeTtcTByeT

Color / LBeTHOCTb

The product should be colorless or be comparable
to reference solution Y7. / NMpenapat gonxeH BbiTh
6€CL|BETHI:IM unu BblaepXneaTte CpaBHEHWE C
aTanoHom Y7.

Complies / CooTBeTcTByET

Relative density (d 20/20) / OtHocuTenbHan
nnoTHocTk (d 20/20)

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

1.008

pH

From55t06.5/015,5006,5

6.0

Osmolality / OcmonsinbHOCTL

From 270 to 330 mOsmol/kg / Ot 270 no 330

MOcMmonb/Kr

291 mOsmol/kg

Related substances / PogcTBeHHble npumMecu

Impurity A (hydrolysis product) / Mpumecs A
(npoaykT ruaponusa)
Impurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / EquHuuHas
HenaeHTMUUMPOBaHHAA NPUMECH

Total impurities/ Cymma npumeceii

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 %

<LD
<LD

<LD

<LD
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HazauBuH® kannu Ha3zanbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWI KOL, NPOAYKTA: 704532

BATCH Ne / MAPTUA Ne /: 56178

MANUFACTURE DATE: / OATA U3rOTOBNEHWA: 10/2025

C.A /| CEPTUDUKAT AHAIN3A: 5140/25

ANALYTICAL PROC. N°: / MPOTOKONN AHAJTU3A Ne: SRAS-9WACUB.5

EXP./ CPOK rOOQHOCTW: 09/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIW UCTOYHWK METOAOB AHAIW3A: Normative documentation / HopmatusHan

gokymeHTaumsa NMN012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWIW KOL NPOAYKTA KNUEHTA: 81775839

APl NAME, INN / HAMUMEHOBAHWE ®APMALEEBTUYECKOUW CYBCTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / Okcumetazonuua rugpoxnopua, MHH: OkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPWUW NPOW3BOAWUTENA ®APMALIEBTUYECKOW CYBCTAHLUN:

24272098 / 25070151

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUYMECKOW CYECTAHUWW NPOU3BOOWTENA

rMo: 25040210 / 25070151

APl MANUFACTURER NAME /

HAMMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUYMECKOW CYECTAHLIMU: Siegfried PharmaChemikalien Minden GmbH /

3urdhpug PapmaXemukanveH MungeH TmbX

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NMPOU3BOAUTENA ®APMALIEBTUMECKOW CYBECTAHUWW: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
Mokasartenu Cneuundpmkauumn PesynbTatbl

Assay / KonuyecTBeHHOe onpeaerneHue

Oxymetazoline hydrochloride / OkcumeTasonuna From 475 to 525 pg/mL of oxymetazoline 500 ua/ml

ruapoxnopua hydrochloride/ OT 475 0 525 MKr/Mn Hgim
oKcuMeTasonuHa ruapoxnopuaa.

Benzalkonium chloride / Bensankonus xnopwa From 45 to 55 pg/mL of benzalkonium chloride/ Ot 50 ua/ml.
45 po 55 mkr/mn 6eH3ankoHus xnopuaa peym

Microbial purity / MukpoGuonoruueckas

yucrora

Total aerobic microbial count (TAMC) / Obuwiee Not more than 10° CFU /ml /

4yuncno aspobHbix BakTepui He 6onee 10% KOE/mn <1 UFC/ml

Total combined yeast and molds count (TYMC)/ Not more than 10" CFU / mi /

(0]

BLLee YUCNO APOXIKEBbLIX 1 NecHesbix rpubos He Gonee 101 KOE/mn <1 UFC/mi
Pseudomonas aeruginosa Absence in 1 ml/ OTtcytcTeue B 1 Mn Absent/ml
Staphylococcus aureus Absence in 1 ml/ OtcytcTBue B 1 mMn

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 hrakoH TeMHOro
CTekna ¢ HaBMHYMBAEMOW NONUNPONUIIEHOBOM
KPbILLUKOW CO BCTPOEHHOW NUMNETKON U3 CTeKna tuna
3 (EBp. @.) u GpomByTUNKayUyKa.
Mo 1 WHAaKUHY € MHCIPYRUMER 11U HHPUMEHEHWI B
nayky KapTOHHYIO.

Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWW KOL, NPOAYKTA: 704532 BATCH Ne / MAPTWUA Ne /: 56178
MANUFACTURE DATE: / JATA W3rOTOBMEHWA: 10/2025 C.A/ CEPTU®UKAT AHANU3A: 5140/25
ANALYTICAL PROC. N°: / TPOTOKOIN AHAITN3A Ne: SRAS-9WACUB.5 EXP./ CPOK rOOHOCTW: 09/2028

ANALYTICAL REFERENCE / PE®EPEHTHbLIM WCTOYHUK METOOOB AHAJIM3A: Normative documentation / HopmartusHas
aokymeHTtauus M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOl NPOAYKTA KIMEHTA: 81775839

API NAME, INN / HAMMEHOBAHUWE ®APMALIEBTUMECKOW CYBCTAHLIWMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtazonuHa rugpoxnopua, MHH: OkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NMPOWU3BOAUTENSA ®APMALIEBTUYECKOW CYBECTAHLIWK:
24272098 / 25070151

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUMECKOW CYECTAHLWUW NPOU3BOANTENA
FNa®: 25040210 / 25070151

APl MANUFACTURER NAME / .
HAWMEHOBAHWE NMPOU3BOOWTENA ®APMALIEBTUYMECKOW CYBCTAHLUIMMW: Siegfried PharmaChemikalien Minden GmbH /
3urcbpug PapmaXemukanved MungeHn Mm6X

COUNTRY OF MANUFACTURE OF THE API/ _
CTPAHA NMPOU3BOOUTENA ®PAPMALIEBTUMECKOW CYECTAHLIMW: Germany / l'epmanus

TESTS SPECIFICATIONS RESULTS
MNokaszarenu Cneuundourkaumm PesynbTtaThl
Labeling / MapkupoBka According to Normative documentation. / B Complies / CooTBeTCTBYET

COOTBETCTBUW C HOPMATUBHOI AOKYMEHTaLNeil.

Storage / XpaHeHue: At temperature below 25°C. / MNpu Temnepatype He Bbiwe 25°C.

Shelf life / Cpok rognocTu: 3 years (-1 month)/ 3 roga (-1 mecsu)

REMARKS / NMpumeuaHue:
The Product conforms to ND/
MpoaykT cooTeeTcTBYET TpeboBaHusam HL

BATCH REMARKS / Mpumevanue ans 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. / [aHHbiM CBUAETENLCTBYIO, YTO AAHHAS NapTUsi NpPOBepeHa B
COOTBETCTBUW C paspelleHneM Ha MapKkeTuHr u EBponenckuM pyKoBOACTBOM MO Haanexallew npou3BOACTBEHHOW
npakTuke Ans NekapcTBEHHbIX MPOAYKTOB.

s fl
ANALIST / AHanuTuk: e |
DECISION / 3akniougHue \M)\/Q(/l
Sonia Chainho DATE / flaTa: j((( Wl 287 < \A
M. Ines Ribeitv . ‘
QUALIFIED PERSON / OTBeTcTBEeHHOE NULO:
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