SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A TOTOBOI'O NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUI KOf, NMPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 45252
MANUFACTURE DATE: / OATA U3rOTOBMNEHUA: 10/2024 C.A |/ CEPTUDUKAT AHRAJIUN3A: 5249/24
ANALYTICAL PROC. N°: / TPOTOKOIN AHAJIU3A Ne: SRAS-9WACRV.2 EXP./ CPOK rOAHOCTW: 09/2027

ANALYTICAL REFERENCE / PE®OEPEHTHbLIN NICTOYHUK METOQOB AHANWU3A: Normative documentation / Hopmartushas
AokymeHTauma M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUIW KOA MPOAYKTA KITMEHTA: 81775838

API NAME, INN / HAUMEHOBAHUE ®APMALIEBTUMECKOW CYECTAHLUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuna ruapoxnopua, MHH: OkcumeTasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUY NPOU3BOAUTENSA ®APMALEEBTUYECKOWU CYBCTAHLUMK:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOU CYECTAHLMU NPOVN3BOAUTENSA
MM®: 24010263

APl MANUFACTURER NAME / 3
HAMMEHOBAHWE NMPON3BOAUTENA ®PAPMALIEBTUYECKOW CYBCTAHLUMUU: Siegfried PharmaChemikalien Minden GmbH /
3urcppug PapmaXemumkanued MuHaeH MbX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOOUTENA ®PAPMALIEBTUMECKOWN CYBCTAHUUWU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
MokazaTenu Cneundonkauum Pesynbrarbl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / po3pauHblii
MM NOYTW nNpo3payHblii  pacTBOp OT MNOYTH
6ecuBeTHOro Ao cnabo-xenToro LBeTa.

Complies / CooTBeTcTBYET

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems ynepxuBaHWA OCHOBHOTO nNuka Ha

XpomMmaTtorpaMmMme UCnbITyemMoro pactesopa A0nXHO Complies / COOTBeTCTByeT
COoOTBETCTBOBATL BpemMeHun yAaepxuneaHus

OCHOBHOIO nuka Ha XpoMaTtorpaMmme
CTaHJapTHOTO pacTeopa OKCUMETa30rMHa
rMapoxsopuaa, NOMNYyYEeHHOWN npu

KONn4yeCTBEeHHOM onpeaeneHunun.

Benzalkonium chloride / BeH3ankonus Retention time of the main peak in the
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
YAEPXM1BaHNsi OCHOBHOTO Nika Ha XxpomarorpaMme | Complies / CooTeTcTBYET
UCMbITYEMOro pacTeopa AOMKHO COOTBETCTBOBATL
BPEMEHU YAEepXVBaHWS OCHOBHOTO MNUKa Ha
Xpomarorpammve CTaHpapTHOroO pacTeopa
OeH3ankoHua xnopuaa, nony4yeHHON npu
KONUYECTBEHHOM onpeaeneHuu.

Clarity / Mpo3payHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / OnanecueHuus
npenapara He DOMXKHa npesbillaTtb
onanecueHuuio aTanoHa cpasBHeHus |/Bogbl
OYULLIEHHOWN.

Complies / CooTeeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHANIU3A TOTOBOI'O NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HazueuH® kannu Ha3anbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHWUW KOl NPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 45252

MANUFACTURE DATE: / DATA U3rOTOBINEHWA: 10/2024

C.A/ CEPTUOUKAT AHAITU3A: 5249/24

ANALYTICAL PROC. N°: / TPOTOKON AHAJTU3A Ne: SRAS-9WACRV.2

EXP./ CPOK rOAHOCTMW: 09/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIX UICTOYHUK METOOOB AHAMW3A: Normative documentation / HopmatusHas

nokymeHTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KOZ MPOAYKTA KIUEHTA: 81775838

API NAME, INN / HAUMEHOBAHUWUE ®APMALIEBTUYECKOW CYBCTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumerasonuHa rugpoxnopug, MHH: OkcumeTtasonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENSA ®APMALIEBTUYECKON CYECTAHLIMMK:

23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYMECKOU CYBECTAHLUUMU MPOUIBOAUTENA

Mo: 24010263

AP! MANUFACTURER NAME /

HAUMEHOBAHMUE MPOU3BOAUTENA ®APMALIEBTUYECKOMW CYBCTAHLIMW: Siegfried PharmaChemikalien Minden GmbH /

3urcdbpua PapmaXemvikanumed MuHaeH Mm6X

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENA ®APMALEBTUYECKON CYECTAHLIUWU: Germany / Fepmanust

TESTS
Mokaszartenu

SPECIFICATIONS
Cneundmkauum

RESULTS
PesynbraTthl

Color / LiBeTHOCTbL

The product should be colorless or be comparable
to reference solution Y7. / MNpenapat gonxeH 6biTb
6ecuBeTHbIM WINW  BbiAEPXKUBATb CpaBHeHWe C
aTanoHom Y.

Complies / CooTBercTBYET

Relative density (d 20/20) / OTHocuTenbHas

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

nnotHocTb (d 20/20) 1.008
pH From5.5t06.5/075,5006,5
59
Osmolality / OcmonsinbHOCTb From 270 to 330 mOsmol/kg / Ot 270 go 330
mOcmonb/kr
272
Relative impurities / PogcTteeHHble npumecu
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(NpodyKT ruaponuaa)
Impurity ZP-1 / Mpumecb ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EanHuyHas Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTUpUUNPOBaHHAsA NPUMECH
Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonnyectBeHHOe onpefeneHue
Oxymetazoline hydrochloride / From 237.5 to 262.5 ug/mL of oxymetazoline
OkcumeTasonuHa ruapoxnopug, hydrochloride/ OT 237,5 oo 262,5 mkr/mn 248.6
OKCUMeTa3onmHa ruapoxnopuaa. )
Benzalkonium chloride / BeHzankoHus xnopuga From 45 to 55 pug/mL of benzalkonium chloride/ OT
45 po 55 mkr/mn BeHsankoHus xnopuaa 47
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNIU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaamBuH® kannu HasanbHble 0,025% Poccua /

ARTICLE CODE / BHYTPEHHUI KOf NPOQYKTA: 704531

BATCH Ne / MAPTUA Ne /: 45252

MANUFACTURE DATE: / JATA U3rOTOBINEHUA: 10/2024

C.A | CEPTUOUKAT AHAJIU3A: 5249/24

ANALYTICAL PROC. N° / MPOTOKON AHAMU3A Ne: SRAS-9WACRV.2

EXP. / CPOK TOOHOCTW: 09/2027

ANALYTICAL REFERENCE / PE®OEPEHTHbIU UICTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmaTtusHas

aokymeHTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KO MPOAYKTA KITMEHTA: 81775838

API NAME, INN / HAMMEHOBAHWE ®APMALEBTUYECKOU CYBECTAHUUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopua, MHH: Okcumetasonud

API MANUFACTURER BATCH NUMBER / HOMEP CEPU/ MPOU3BOAUTENA ®APMALIEBTUYECKOWU CYBCTAHLINM:

23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOM CYBCTAHLMX NPOU3BOOUTENA

N®: 24010263

APl MANUFACTURER NAME /

HAVMMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLIMU: Siegfried PharmaChemikalien Minden GmbH /

3urdppug PapmaXemvkanveH Mungen 'mbX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPON3BOOUTENS ®APMALEEBTUYECKON CYECTAHLIMU: Germany / TepmaHus

TESTS SPECIFICATIONS RESULTS
Mokazatenu Cneunduxauun Pe3ynbrarthl

Microbial purity / Mukpobuonornyeckas
yucToTa
Total aerobic microbial count (TAMC) / Not more than 10° CEU /ml /

6 6 7 <1CFU/ml
O6bLwee uucne aspobHbix HakTepui He Gonee 102 KOE/mn
Total combined yeast and molds count (TYMC)/ Not more than 10" CFU /m}/
O6Lee 4uncno ApoXkeBbIX U NNECHEBLIX rpubos <1 CFU/ml

Pseudomonas aeruginosa

Staphylococcus aureus

He Gonee 101 KOE/mn

Absence in 1 ml/ OtcytcTere B 1 mn

Absence in 1 ml/ OtcytcTtBre B 1 mn

Absent / OtcyTcTByloT

Absent/ OTcyTcTBylOT

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 bromobuty! rubber.

1 bottle and patient information leaflet in a carton
pack. / o 10 mn npenapata BO onakoH TEMHOro
cTekna C HaBMHYMBAEMOW MOMUMPONUNEHOBON
KPBILLKOW CO BCTPOEHHOW NMNETKOWN U3 CTekna Tuna
3 (Esp. ®.) n BpombyTunkaydyka.

Mo 1 chnakoHy € MHCTPYKLUUEN MO

NPUMEHEHWIO B NaYKy KEPTOHHY!IO.

Complies / CooTBeTcTBYET

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBMU C HOPMATUBHOWK
OOKyMEHTaumnen.

Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANTU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HazuBuH® kannu Ha3anbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUM KOA MPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 456252
MANUFACTURE DATE: /| ATA U3rOTOBNEHUA: 10/2024 C.A | CEPTU®UKAT AHATU3A: 5249/24
ANALYTICAL PROC. N°: / MIPOTOKON AHAINU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOAHOCTW: 09/2027

ANALYTICAL REFERENCE / PEOEPEHTHbIN UICTOYHUK METOOOB AHAIMU3A: Normative documentation / Hopmatusnas
aokymenTtaums [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO[] MPOOYKTA KIUEHTA: 81775838

API NAME, INN / HAMUMEHOBAHUE ®APMALEEBTUYECKOU CYECTAHLIUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline /| Okcumerazonuna ruapoxnopug, MHH: Okcumertasonuu

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW MPON3BOAWUTENSA ®APMALEEBTUYECKOWN CYBCTAHLMU:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYMECKOWN CYECTAHLIUX MPOW3BOOUTENA
[N®: 24010263

APl MANUFACTURER NAME / 3
HAMMEHOBAHWE NPOU3BOOUTENA ®PAPMALEEBTUYECKOW CYBCTAHLUU: Siegfried PharmaChemikalien Minden GmbH /
3urcppua PapmaxXemukanued MuHaeH FmoX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOONTENA ®APMALEBTUYECKOU CYBCTAHLIUMU: Germany / fepmanus

TESTS SPECIFICATIONS RESULTS
Moka3aTtenu Cneundonkaumun PesynbTaThl

Storage / XpaHeHue: At temperature below 25°C. / [pu TemnepaType He Bble 25°C.

Shelf life / Cpok rogHocTtu: 3 years (-1 month) / 3 roaa (- 1 mecsu)

REMARKS / NMpumeyaHue:
The Product conforms to ND/
MpoaykT cooteeTcTBYET TpeboBaHuam HJ,

BATCH REMARKS / NMpumeuaHue 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. / [JaHHbiM CBMAETENLCTBYIO, YTO AaHHAA NapTus MpoBepeHa B
COOTBETCTBMWA C paspelleHneM Ha MapkeTuHr v EBponeickum pykoBOACTBOM MO Hagfexallel npoun3BoAcTBeHHON
NpakTUKe AnA NeKapcTBEHHbLIX MPOAYKTOB.

ANALIST / AHanutuk: . .
Sonia Chainho DECISION / 3aknio4yeHue: : 0
DATE / flara: @C\/)O s .

M. Inés Ribeiro QUALIFIED PERSON / OtBercTBEeHHOE Nuuo:
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