SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBMH® kannu Ha3zanbHblie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWW KoL MPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 55874
MANUFACTURE DATE: / AATA U3rOTOBINEHWUA: 08/2025 C.A/ CEPTUDUKAT AHAJTU3A: 4354/25
ANALYTICAL PROC. N°: / MPOTOKON AHAJTU3A Ne: SRAS-9WACUG.5 EXP./ CPOK rOAHOCTW: 07/2028

ANALYTICAL REFERENCE / PE®EPEHTHBLIN UICTOYHUK METOOOB AHANWU3A: Normative documentation / HopmaTusnas
AokymeHTauuns [TN012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KO NMPOAYKTA KITMEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALEEBTUYECKOW CYECTAHLIMM, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtaszonuna ruapoxnopua, MHH: OkcumeTaszonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUWU NPOU3BOAUTENA ®APMALEBTUYECKOW CYBCTAHLUMK:
24272098

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBCTAHLMM NPOU3BOAUTENSA
Mo: 25040210

API MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUYMECKOU CYBCTAHLUMN: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanmer MuHgeH FveX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAWTENA ®APMALIEBTUYECKOWU CYBCTAHLIMU: Germany / 'epmanns

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudunkaummn PesynbTaThl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MpospauHbili | Complies / CooTBeTcTBYET
UM NOYTW NpO3payHbIi pacTBOp OT MOYTW
6ecuBeTHOro ao cnabo-xenToro useTa.

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpema ygepkuBaHMs  OCHOBHOTO NUKa Ha
XpomaTorpaMmme MCnbITYyeMoro pactsopa [JOIKHO
COOTBETCTBOBATbL BpPEMEHM yaepxusaHuns
OCHOBHOrO NUKa Ha XxpomaTorpamme CTaHOapTHOro
pacTeopa oKkcumeTasonuHa ruapoxnopunaa,
NONy4€HHO Npu KONWYECTBEHHOM onpeAeneHnu.

Benzalkonium chloride / BeH3ankoHus Retention time of the main peak in the Complies / CooTBeTcTBYET
xnopuna, 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
yOEPXKUBaHWS1 OCHOBHOTO NUKAa Ha XpomaTorpamme
UCMBITYEMOro pacTBopa AOMKHO COOTBETCTBOBATL
BpeMEeHW YyZepXWBaHWA OCHOBHOTO MWKa Ha
XpomaTtorpammve CcTaHAapTHOro pacTeopa
GeH3ankoHua  xnopuaa,  MONyYEHHOW  npu
KONUYECTBEHHOM OnpeaeneHuu.
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SOFARIMEX

INDUSTRIA GUIMICA E FARMACEUTICA, SA.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A FOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KO} NPOAYKTA: 704532

BATCH Ne / TAPTUA Ne /: 55874

MANUFACTURE DATE: / JATA U3rOTOBNEHWUA: 08/2025

C.A/ CEPTUDUKAT AHAJNU3A: 4354/25

ANALYTICAL PROC. N°: / MPOTOKOJ1 AHATIU3A Ne: SRAS-OWACUGB.5

EXP./ CPOK rOAHOCTH: 07/2028

ANALYTICAL REFERENCE / PEQEPEHTHbLIA UCTOYHUK METOOB AHAINM3A: Normative documentation / HopmatveHan

nokymerrauwsa N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOQ NPOAYKTA KIUMEHTA: 81775839

APl NAME, INN / HAMMEHOBAHUE ®APMALEEBTUYECKOMW CYECTAHLIUKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtazonuHa rugpoxnopuga, MHH: OkcumeTtasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOANTENS ®APMALEEBTUYECKOMN CYECTAHLIM:

24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUYECKOW CYECTAHLIUW NPOU3BOAUTENA

ro: 25040210

API MANUFACTURER NAME /

HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEEBTUYECKOWU CYECTAHLMUMWN: Siegfried PharmaChemikalien Minden GmbH /

3urdpug PapmaXemukanued Munaen Mm6X

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOVN3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLMKU: Germany / Fepmanus

TESTS
MokasaTtenu

SPECIFICATIONS
Cneuundukauum

RESULTS
PesynbTaTthbl

Clarity / Mpo3payHocTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHums
npenapata He AomkHa npesbIWaTh
onanecueHUMI0 3TanoHa cpaBHeHWus |/Bogbl
OYULLIEHHON.

Complies / CooteeTcTBYET

Color / LiBeTtHOoCTb

The product should be colorless or be comparable
to reference solution Y. / Mpenapat gonxeH 6bITh
6ecLBeTHbIM UNW BbIEPXKUBATL CpaBHEHWE C
aTanoHom Y7.

Complies / CooTBeTCcTBYET

Relative density (d 20/20) /| OTHocuTenbHasi
nnoTHocTk (d 20/20)

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

1.008

pH

From5.5t06.5/075,5006,5

5.9

Osmolality / OcmonsnbHOCTb

From 270 to 330 mOsmol/kg / Ot 270 go 330
MOcmonb/Kr

287 mOsmol/kg

Related substances / PoacTBeHHble npumMecu

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

Individual unidentified impurity / Eaunuunas
HenaeHTudMUMpoBaHHasA NpUMech

Total impurities/ Cymma npumecen

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
<L.D
<LD

<LD
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SOFARIMEX

INDUSTRIA GUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANMU3A TOTOBOI'O NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOJ NMPOAYKTA: 704532

BATCH Ne / NTAPTUA Ne /: 55874

MANUFACTURE DATE: / ATA U3rOTOBNEHUA: 08/2025

C.A/ CEPTU®UKAT AHATIU3A: 4354/25

ANALYTICAL PROC. N°: / IPOTOKOJ1 AHAITU3A Ne: SRAS-9WACU6.5

EXP./ CPOK rOAHOCTU: 07/2028

ANALYTICAL REFERENCE / PEOEPEHTHbLIM UICTOYHUK METOLOOB AHATMU3A: Normative documentation / HopmaTusHas

AokymeHTauns 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUWA KO NPOAOYKTA KIUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEEBTUYECKOW CYBECTAHLIMN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuna rugpoxnopua, MHH: OkcumeTrasonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPWUMW NMPOU3BOAUTENA ®APMALIEBTUYECKOW CYBECTAHLIUK:

24272098

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPU ®APMALIEBTUHECKOWU CYBCTAHLUWUN NPON3BOAUTENA

Mo: 25040210

APl MANUFACTURER NAME /

HAUMEHOBAHUE NPOU3BOAUTENSA ®APMALIEBTUHECKOWN CYBCTAHLMMU: Siegfried PharmaChemikalien Minden GmbH /

3urcdpua PapmaXemukanueH MuHaeH MmbX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAMUTENSA ®APMALIEBTUYMECKOW CYECTAHLIUU: Germany / Mepmanus

TESTS SPECIFICATIONS RESULTS
Nokasartenn Cneuundukaumn Pe3ynbTathl
Assay / KonuyectseHHoe onpeaeneHue
Oxymetazoline hydrochloride / OkcumeTasonuHa From 475 to 525 pg/mL of oxymetazoline 502 ua/ml
rwgpoxnopua, hydrochloride/ Ot 475 ao 525 mkr/mn Hg/m
OKCUMETA30MUHA MMAPOXIOpUAA.
Benzalkonium chloride / BensankoHusi xnopug From 45 to 55 ug/mL of benzalkonium chloride/ Ot 48 ua/ml
45 o 55 mkr/mn 6eH3ankoHus xnopuaa Hg/m
Microbial purity / Mukpo6uonoruyeckas
YucToTa
Total aerobic microbial count (TAMC) / ObLee Not more than 10 CFU /ml /
yucno aapobHbIx BakTepui He Gonee 102 KOE/Mn <1 UFC/ml
Total combined yeast and molds count (TYMC)/ Not more than 10" CFU /ml/
ObLee 41Cno ApoXOKEBBIX U NNECHEBbLIX rpubos He 6onee 10" KOE/mn <1 UFC/ml
Pseudomonas aeruginosa Absence in 1 ml/ OtcytcTeve B 1 Mn Absent/ml
Staphylococcus aureus Absence in 1 ml/ OtcytctBue 8 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 npenapara Bo (»nakoH TEMHOIO
CTEKINa C HAaBUHYMBAEMOW NONUNPONUNEHOBON
KPbILUKOWA CO BCTPOEHHOM NUNETKOW 13 CTeKna Tuna
3 (EBp. ®.) n 6pombyTHnKayyyka.
Mo 1 hnakoHy ¢ MHCTPYKUMEN MO NPUMEHEHWIO B
nayky KapTOHHYIO.

Complies / CooTseTtcTBYyeET
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUI KO MPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 55874
MANUFACTURE DATE: / OATA U3rOTOBIIEHWUA: 08/2025 C.A | CEPTU®UKAT AHANKN3A: 4354/25
ANALYTICAL PROC. N°: / TPOTOKO AHAJTU3A Ne: SRAS-9WACU6.5 EXP./ CPOK FOQHOCTH: 07/2028

ANALYTICAL REFERENCE / PEQEPEHTHBIA UCTOYHUK METOAOB AHAJIU3A: Normative documentation / HopmarusHas
nokymentauymsa NMN012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUA KOZ NPOAYKTA KNUEHTA: 81775839

API NAME, INN / HAMMEHOBAHWE ®APMALIEBTUMECKOW CYSECTAHLIMM, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline /| OkcumeTazonuna rugpoxnopua, MHH: OkcumertasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPVMW NPOU3BOAUTENS ®APMALIEBTUYECKOW CYECTAHLIUMK:
24272098

FP MANUFACTURER AP| BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLIMW NMPOU3BOAUTENSA
Mo: 25040210

APl MANUFACTURER NAME / .
HAMMEHOBAHWE NPON3BOOUTENA ®APMALIEBTUYECKOW CYBCTAHLMMN: Siegfried PharmaChemikalien Minden GmbH /

Surdpua PapmaXemukanveH MuHaed MTM6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENSA ®APMALIEBTUMECKOW CYBCTAHUWW: Germany / l'epmanus

TESTS SPECIFICATIONS RESULTS
Moka3aTtenu Cneuundukaumm Pe3ynbrathl
Labeling / Mapkuposka According to Normative documentation. / B Complies / CootBeTcTBYET

cooTBEeTCTBUU C HOpMaTVIBHOVI onymeHTauMeﬁ.

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

Shelf life / Cpok rogHocTu: 3 years (-1 month)/ 3 roaa (-1 mecsiy)

REMARKS / lNpumeyanme:
The Product conforms to ND/
MpoaykT cooTeeTcTBYET TpeboBaruam HJ

BATCH REMARKS / NpumevaHune 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 cBMAETENbCTBYIO, YTO AaHHasA nNapTus NpoBepeHa B
COOTBETCTBMW C pa3peleHyeM Ha MapKeTuHr u EBponeiickum pykoeSACTBOM MO Hagsiexalled Npou3BOACTBEHHOM
npakTuke AN NekapcTBEHHbIX NPOAYKTOB.

ANALIST / AHanuTuk:
DECISION / 3akmiouenme: \JQ GQ

Sonia Chainho .

M. Ines Ribeiro DATE / Rara: / .
QUALIFIED PERSON / Oree CTBeHHoe amuo: /Y0

4/4
IMP.6.12




