SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KO MPOAYKTA: 704532 BATCH Ne / MTAPTUA Ne /: 45392
MANUFACTURE DATE: / ATA U3rOTOBNEHUA: 11/2024 C.A /| CEPTUD®UKAT AHANU3A: 5791/24
ANALYTICAL PROC. N°: / NPOTOKOJT AHATTU3A Ne: SRAS-9WACU6.4 EXP./ CPOK rOOQHOCTW: 10/2027

ANALYTICAL REFERENCE / PE®@EPEHTHbIN UCTOYHUK METOOOB AHANU3A: Normative documentation / Hopmatuehas
AokymeHTaumst [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NMPOOYKTA KIUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOW CYECTAHLIMKN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopug, MHH: OkcumeTtasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOANTENA ®APMALIEBTUMECKOU CYBCTAHLIUN:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTMYECKOWU CYECTAHLIMM NPOM3BOAUTENA
CNo: 24080086

API MANUFACTURER NAME / )
HAMMEHOBAHME NPOU3BOOUTENA ®APMALIEBTUYECKOW CYBCTAHLUWN: Siegfried PharmaChemikalien Minden GmbH /
3urdpng PapmaXemukanmeH MuHageH MioX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOANTENA ®APMALIEEBTUYECKOUN CYBCTAHUWWN: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
MokazaTenu Cneuundukaumm Pe3ynbrarthbl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpospaqteil | Complies / CooTeeTcTBYET
AU MOYTU MPO3payHbii  pacTBOp OT TOMTH
BbecuseTHoro go cnabo-xenTtoro LUpeTa.

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTBeTcTBYET
Bpema  yoepxuBaHusi OCHOBHOrO NUKa  Ha
XpomartorpaMmMe UCMbLITYEMOro pacTBopa AOIMKXHO
COOTBETCTBOBATH BpeMeHn yaepxuBaHus
OCHOBHOIO MUKa Ha Xpomarorpamme CTaHgapTHOro
pacTtsopa OKCUMETa30MWHa ruapoxnopuaa,
NONYYEHHOW NpU KONMYECTBEHHOM OnpeaeneHwu.

Benzalkonium chloride / BeH3ankoHus Retention time of the main peak in the
xnopwa chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard | Complies / CooTBeTtcTtBYET
solution obtained in the Assay test. / Bpems
yAepXvMBaHWA OCHOBHOFO NUKa Ha xpomMaTtorpamve
MCMbITYEMOTO pacTBopa JOJPKHO COOTBETCTBOBATL
BPEMEHN YREPXKMBaAHNWA OCHOBHOIO MWKa Ha
XxpomaTorpamme CTaHAapTHOro pactsopa
OeH3ankoHuss  xnopwaa,  NOMyYeHHOW  npwut
KONMWYECTBEHHOM ONpeAeneHnu.

1/5
IMP.6.11




SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJTIU3A TOTOBOIO NMPOAOYKTA

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

ARTICLE CODE / BHYTPEHHUM KOR, MPOAYKTA: 704532

BATCH Ne / MTAPTUA Ne /: 45392

MANUFACTURE DATE: / JATA U3rOTOBNEHUA: 11/2024

C.A/ CEPTUDUKAT AHAIIN3A: 5791/24

ANALYTICAL PROC. N°: / MPOTOKON AHANUU3A Ne: SRAS-9WACUG.4

EXP./ CPOK rOOHOCTWU: 10/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN ICTOYHUK METOOOB AHAJIM3A: Normative documentation / HopmartueHas

aokymeHtauma N1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KO NPOAYKTA KNUEHTA: 81775839

API NAME, INN / HAUMEHOBAHUWE ®APMALIEBTUMECKOW CYBCTAHLIMWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtaszonuHa rugpoxnopua, MHH: OkcumeTtasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAWNTENA ®APMALIEBTUYECKOWU CYECTAHLIUN:

24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALEEBTUYECKOU CYBCTAHLWUU NMPOU3BOONTENA

[1®: 24080086

APl MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLMM: Siegfried PharmaChemikalien Minden GmbH /

3urdppug PapmaXemukanmed MuigeH M'moX

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAUTENA ®APMALEBTUYECKOW CYECTAHUMUU: Germany / Fepmanus

TESTS
Mokaszarenu

SPECIFICATIONS
Cneundukauum

RESULTS
PesynbTtatbl

Clarity / Npo3payHocTb

The opalescence of the product should not exceed

the opalescence of the reference
suspension l/purified water. / OnanecueHuus
npenapata He [OMKHa npesblwaTh
onanecueHuMio aTanoHa CpaBHeHWst |/Bopkl
OYULLIEHHON.

Complies / CooTBeTCcTBYET

Color / LiBeTHOCTL

The product should be colorless or be comparable
to reference solution Yz. / MNpenapat aomnxeH G6biTb
GecuUBETHbIM UNU  BbIAEPXKWBATL CpaBHeEHWE C
3TanoHom Y7.

Complies / CooTBeTcTBRYET

Relative density (d 20/20) / OTHOCUTenbHan

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

nnoTHocTs (d 20/20) P00

pH From55t06.5/0715,5006,5 59

Osmolality / OcmonsinbHOCTb From 270 to 330 mOsmol/kg / Ot 270 po 330 284
mOcMmonb/Kr

Related substances / PoacTBeHHble npumecu

Impurity A (hydrolysis product) / Npumecs A Not more than 0.5 % / He 6onee 0,5 %

(NpoAyKT ruaponusa) <iD

Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % i

<

Individual unidentified impurity / EgnHnynas Not more than 0.1 % / He 6onee 0,1 %

HenaeHTUUMPOBAHHAA NPUMECH <LD

Total impurities/ Cymma npumecen Not more than 1.2 % / He 6onee 1,2 % <LD
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A FOTOBOIO NMNPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOA, MPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 45392
MANUFACTURE DATE: / ATA W3IFOTOBINEHWUA: 11/2024 C.A /| CEPTUOUKAT AHAIU3A: 5791/24
ANALYTICAL PROC. N°: / MTPOTOKOI AHAJIU3A Ne: SRAS-9WACUG.4 EXP./ CPOK TrOAHOCTW: 10/2027

ANALYTICAL REFERENCE / PE®QEPEHTHBIN NCTOYHUK METOOOB AHANW3A: Normative documentation / HopmaTusHas
aokymeHTauusa N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOA NMPOAYKTA KNUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOU CYBCTAHLUUWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopug, MHH: OkcumeTaszonuH:

AP MANUFACTURER BATCH NUMBER / HOMEP CEPUW MPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLWUU:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKON CYBCTAHLUX NPON3BOOUTENA
Nad: 24080086

API MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBECTAHLUMWMW: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanueH MungeH M'moX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA PAPMALEBTUYECKOWU CYEBCTAHLIMN: Germany / lepmanvs

TESTS SPECIFICATIONS RESULTS
Mokasartenu Cneuuncumkauum Pe3synbTaTthbl

Assay / KonnyectBeHHOe onpeaeneHue

Oxymetazoline hydrochloride / OkcumeTasonuna From 475 to 525 pg/mL of oxymetazoline 504
rmapoxnopug hydrochloride/ Ot 475 pgo 525 mkr/mn
OKCUMMeTa3onuHa ruapoxnopuaa.

Benzalkonium chloride / BendankoHus xnopua, From 45 to 55 pg/mL of benzalkonium chloride/ Ot 47
45 po 55 mkr/mn 6eH3ankoHus xnopuaa
Microbial purity / Mukpo6uonoruyeckasn
yucroTa
Total aerobic microbial count (TAMC)/ O6Lee Not more than 10° CFU /mi/ <1 CFU / ml

yuncrno aspobHbix HakTepui He Gonee 102 KOE/mn

Total combined yeast and molds count (TYMC) / Not more than 10" CEU /ml/ <1 CFU/mi
O6LLiee 4MCNO OPOXKEBLIX U NIIECHEBLIX rPUGOB 1 m
He 6onee 10 KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ Otcytcteue B 1 mi

Absent / OtcyTcTByIOT
Staphylococcus aureus Absence in 1 ml/ Otcytcteue B 1 mn

Absent / OtcyTcTBYIOT
Package / YnakoBka 10 mL in an amber glass bottle with a Complies / Cootserctayer

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 (bnakoH TEMHOro

CTEeKNna ¢ HaBMH4YMBAEMOW NONNMPONUITEHOBOW

KPbILLKOW CO BCTPOEHHOW NUMETKOW 13 CTekna Tuna

3 (EBp. ®.) 1 GpombyTunkayuyka.

Mo 1 cdhrakoHy C MHCTPYKLMEN NO MPUMEHEHNIO B
Na4Ky KapTOHHYIO.

3/5
IMP.6.11




SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A FOTOBOIO NMPOAOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaanBuH® kannu Ha3anbHble 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHUM KOl NPOAYKTA: 704532 BATCH Ne / NAPTUA Ne /: 45392
MANUFACTURE DATE: / DATA U3rOTOBNEHWUA: 11/2024 C.A/ CEPTU®UKAT AHAJIN3A: 5791/24
ANALYTICAL PROC. N° / MPOTOKOJT AHAITU3A Ne: SRAS-OWACU6.4 EXP./ CPOK rOOHOCTMW: 10/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM NICTOYHUK METOOOB AHAMNU3A: Normative documentation / HopmatusHas
AokymeHTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NPOQYKTA KITMEHTA: 81775839

API NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUMECKOW CYBCTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopug, MHH: OkcumeTtaszonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPON3BOAWUTENA ®APMALIEBTUYECKOW CYBCTAHUUU:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUMECKOW CYECTAHLIUA NPOU3BOAUTENSA
FN®: 24080086

API MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /

3urcbpug PapmaXemukanveH MuHgen MeXxX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA PAPMALIEBTUMECKON CYECTAHUWUU: Germany / [epmarus

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudnkauum PezynbTathl
Labeling / Mapkuposka According to Normative documentation. / B Complies / Cootsercrayer
COOTBETCTBUN C HOPMATUBHOW JOKYMEHTaLMen.

Storage / XpaHeHue: At temperature below 25°C. / Mpn Temnepatype He Boiwe 25°C,

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

REMARKS / NpumeyaHue:
The Product conforms to ND/
MpopykT cootBeTcTBYET TpeboBaHuam HJ

BATCH REMARKS / MpumeyaHue ans cepuu:

Hereby | certify that this lot has been tested it accordance with the marketing authorisation and the European guide to
good manufacturing practice for medicinal products. / [aHHbiM CBMAETENLCTBYIO, YTO AaHHas NapTus NpoBepeHa B
COOTBETCTBUMN C paspelleHueM Ha MapKeTUHr 1 Esponeiickum pykoBOACTBOM MO Hagnexallei Npovu3BOACTBEHHOMN
npakTuke ANs NekapCTBEHHbIX NPOAYKTOR.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAIIM3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAOYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® kannu Ha3zanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUI KOl NPOAYKTA: 704532 BATCH Ne / MTAPTUA Ne /: 45392
MANUFACTURE DATE: / OATA N3rOTOBNEHWNA: 11/2024 C.A /| CEPTUOUKAT AHANU3A: 5791/24
ANALYTICAL PROC. N°: / MPOTOKOJT AHATTU3A Ne: SRAS-9WACU6.4 EXP./ CPOK TOOHOCTHW: 10/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN NICTOYHUK METOAOB AHAJIU3A: Normative documentation / HopmaTtusHas
AokymeHTaumsi [1NQ12964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWI KO NPOAYKTA KNUEHTA: 81775839

API NAME, INN / HAUMEHOBAHWE ®APMALIEBTUYECKOMW CYBCTAHLIMK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuHa rugpoxnopug, MHH: OkcumeTazonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUM NMPOU3BOAUTENA ®APMALEEBTUYECKOU CYBCTAHLIUN:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOU CYBCTAHUMUW NPOU3BOOUTENA
N®: 24080086

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEEBTUYECKOWU CYBCTAHLIUU: Siegfried PharmaChemikalien Minden GmbH /
3urcppung Papmaxemukanued MunageH TmoX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOANTENA ®PAPMALIEBTUYECKOWN CYBCTAHLUWUWU: Germany / FepmaHus

ANALIST / AHanuTuk: J

Sénia Chainho DECISION / 3aknioueHue: fa Ley/ s
DATE / flaTa: : /l//

M.Inés Ribeiro 28 (1 2079
QUALIFIED PERSON / OTBeTCcTBEeHHOe NULo:
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