SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A rOTOBOI'O NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOA NPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 44265
MANUFACTURE DATE: / DATA U3TOTOBNEHUA: 03/2024 C.A/ CEPTU®UKAT AHANU3A: 1603/24
ANALYTICAL PROC. N°: / NIPOTOKOJ1 AHANN3A Ne: SRAS-9WACU6.4 EXP. / CPOK rOOHOCTMU: 02/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOAOB AHAINWU3A: Normative documentation / HopmaTusHas
BokymeHTaums N1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ MPOAYKTA KITUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rmgpoxnopua, MHH: Okcumera3aonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOAMTENA ®APMALIEBTUYECKOW CYBCTAHLIUN:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUMECKOWU CYBCTAHLMU NPOU3BOAUTENA
Mao: 23120291

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLIMMU: Siegfried PharmaChemikalien Minden GmbH /

3urcdpua PapmaXemukanuneH MuHgeH MmoX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENSA PAPMALIEEBTUYMECKOU CYBCTAHLIUN: Germany / lepmanust

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudukauymm PesynbTaTthbl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MNpospautbil | Complies / CootBeTcTBYET
UNKU NOYTM MPO3padHbIA  pacTBOp OT MOYTH
GecugeTHoro o cnabo-xenToro LseTa.

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTBeTcTBYET
Bpemsi yaepXuBaHMA  OCHOBHOrO MuKa Ha
XpomaTorpaMMe MUCMbITYeMOro pacreopa AOMKHO
COOTBETCTBOBATb BpeMeHU yOepXuBaHus
OCHOBHOrO MUKa Ha XpomaTorpamMmme CTaHAapTHOro
pactBopa oKCUMeTasonuHa ruapoxnopuaa,
NoNy4YeHHOW NpU KONMYECTBEHHOM ONpeaEneHnn.

Benzalkonium chloride / BeHsankoHus 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 | Complies / CooTeetcTByeT
solution obtained in the Assay test. / Bpems
yAEepK1BaHWst OCHOBHOTO NKa Ha XpoMaTorpaMme
MCNbITYEMOro pacTeopa AOMKHO COOTBETCTBOBATL
BPpEMEHU YAEPXKWBAHUSI OCHOBHOMO TWKa Ha
XpomMaTorpaMme CTaHZapTHOro pacTBopa
OeH3ankoHus  xrnopuaa,  MOMy4YeHHOW  npwn
KONUYECTBEHHOM OMPEAENEHUN.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTIU3A TOTOBOIO NPOOYKTA

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

ARTICLE CODE / BHYTPEHHUI KOL, MPOAYKTA: 704532

BATCH Ne / MAPTUA Ne /: 44265

MANUFACTURE DATE: / QATA U3rOTOBNEHUA: 03/2024

C.A /| CEPTU®UKAT AHAINUN3A: 1603/24

ANALYTICAL PROC. N°: / TPOTOKOI AHAJNIU3A Ne: SRAS-9WACU6.4

EXP. / CPOK FrOOQHOCTM: 02/2027

ANALYTICAL REFERENCE / PE®OEPEHTHbIM UICTOYHUK METOAOB AHAJIU3A: Normative documentation / HopmarusHas

AoxkymeHTaumsA N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOJ, NPOAYKTA KINUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOW CYBCTAHLIUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopua, MHH: OkcumeTtazonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPWN MPOU3BOANTENA ®APMALIEBTUYECKOW CYECTAHLIMK:

23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUYW ®APMALIEBTUYECKOW CYBCTAHLUMU NPOU3BOOUTENA

FNo: 23120291

APl MANUFACTURER NAME /

HAWMEHOBAHME NPOU3BOAUTENA ®APMALEEBTUYECKOW CYBCTAHLMMU: Siegfried PharmaChemikalien Minden GmbH /

3urcbpun PapmaXemukanver MuHaeH MTM6X

COUNTRY OF MANUFACTURE OF THE AP}/

CTPAHA NMPOVN3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLUUWU: Germany / Fepmanus

TESTS
MokasaTtenu

SPECIFICATIONS
Cneuudukaumm

RESULTS
Pe3ynbTathbl

Clarity / MpospayHocTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHumn
npenapata He [omkHa npeeblLLaTL
onanecueHUuio aTanoHa cpaeHeHus |/sogsl
OYMLLIEHHOW.

Complies / CooTBeTcTBYET

Color / LiBeTHOCTb

The product should be colorless or be comparable
to reference solution Y7. / Npenapat aonxeH 6bITb
OecuBeTHLIM WU BbIAEPXKUBATL CPaBHEHWE C
aTanoHom Yz.

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OTHocuTenbHasn

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

nnotHocTk (d 20/20) 1.008

pH From5.5t06.5/015,5806,5 59

Osmolality / OcMonsinsHOCTL From 270 to 330 mOsmol/kg / OT 270 po 330 276
mOcmonb/kr

Related substances / PoacrBeHHble npumecu

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

(NpoayKT rmaponuaa) <LD

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

<

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

HenAeHTMOULMPOBaHHAA 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, 5,A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJTIU3A TrOTOBOI'O NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3auBuH® kannu HazanbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUWA KOl MPORYKTA: 704532 BATCH Ne / NAPTUA Ne /: 44265
MANUFACTURE DATE: / ATA U3IrOTOBINEHUA: 03/2024 C.A | CEPTU®UKAT AHATIU3A: 1603/24
ANALYTICAL PROC. N° / MPOTOKOJ1 AHAITU3A Ne: SRAS-9WACU6.4 EXP./ CPOK FrOOHOCTMW: 02/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIU UCTOYHUK METOOOB AHAMU3A: Normative documentation / HopmaTueHas
aokymeHTaums [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ MPOAYKTA KITUEHTA: 81775839

API NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUYECKOU CYBCTAHLIUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuna rugpoxnopua, MHH: OkcumerasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALIEBTUMECKOWU CYBCTAHLIUM:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLIUA NPOU3BOAUTENA
MNo: 23120291

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPON3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLIUWN: Siegfried PharmaChemikalien Minden GmbH /

3urdpua PapmaXemvkanved MuHaen Mm6X

COUNTRY OF MANUFACTURE OF THE API/ . .
CTPAHA NPON3BOAUTENA ®PAPMALIEBTUYECKOU CYECTAHUUWU: Germany / CepmaHus

TESTS SPECIFICATIONS RESULTS
Mokasatenn Cneuundmxaumm PesynbTaThl

Assay / KonuiecTtBeHHOe onpegeneHue

Oxymetazoline hydrochloride / OkcumeTasonuHa From 475 to 525 pg/mL of oxymetazoline 505
rmapoxnopug, hydrochloride/ Ot 475 go 525 mkr/mn
OKCUMETAa30MMHAa ruapoxnopuaa.

Benzalkonium chloride / BeH3ankoHus xnopua From 45 to 55 pg/mL of benzalkonium chloride/ Ot 48
45 po 55 mkr/mn 6eHsankoHUs xnopuaa

Microbial purity / Mukpobuonoruyeckas
yucrorta
Total aerobic microbial count (TAMC) / Obwiee Not more than 10> CFU /ml / <1 CFU/ml
uuncno aspobHeIx bakTepui 2

He 6onee 10" KOE/mn

Total combined yeast and molds count (TYMC)/ Not more than 10" CFU /ml/ <1 CFU /mi
ObLee YUCno APONOKEBLIX U NTECHEBbIX rPUGOB He 6onee 1 01 KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ Otcytctene B 1 Mn

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

Absent / OtcyTtcTsyioT
Package / YnakoBka 10 mL in an amber glass bottle with a Complies / CooTsetcTayet

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 ¢nakoH TeMHOro

CTEeKNa C HaBUHYMBAEMON NONUMPONUIEHOBON

KPbILLKOW CO BCTPOEHHOW NUNETKON U3 CTekna tuna

3 (EBp. ®.) n 6pombyTUnKay4yka.

Mo 1 dnakoHy ¢ UHCTPYKLMEN NO NPUMEHEHWNIO B
naqky KapTOHHYIO.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANU3A FOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3ueuh® kannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUI KO NMPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 44265
MANUFACTURE DATE: / OATA U3rOTOBAEHWUA: 03/2024 C.A /| CEPTUDUKAT AHATN3A: 1603/24
ANALYTICAL PROC. N°: / NPOTOKOMN AHAJTU3A Ne: SRAS-9WACUG.4 EXP. / CPOK TOAHOCTMH: 02/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIM UCTOYHUK METOAOB AHANWU3A: Normative documentation / HopmatusHas
AokymeHTauma I N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NPOAYKTA KINUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLIUYU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuua rugpoxnopua, MHH: OkcumerasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPON3BOAWUTENA ®APMALIEBTUMECKON CYBCTAHLUN:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUM ®APMALEEBTUYECKOW CYECTAHLIUW NPOU3BOAUTENA
Mo: 23120291

APl MANUFACTURER NAME / .
HAMMEHOBAHWE NPOW3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLUMWM: Siegfried PharmaChemikalien Minden GmbH /

3urdpua PapmaXemukanued MunaeH Mm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOANTENSA ®APMALEBTUYECKOU CYECTAHLIUW: Germany / epmanms

TESTS SPECIFICATIONS RESULTS
MokazaTenu Cneuudukaumumn PesynsTathbl
Labeling / MapkupoBka According to Normative documentation. / B Complies / CootseTcTBYET
COOTBETCTBUM C HOPMAaTUBHOW AOKYMEHTaLmen.

Storage / XpaHeHnue: At temperature below 25°C. / lNpu Temnepatype He Bbiwe 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 roga

REMARKS / MpumedaHue:
The Product conforms to ND/
MpopaykT cootBeTcTBYeT TpeboBanusm HI

BATCH REMARKS / lpumevaHue ans cepum:

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. / [laHHbIM CBUAETENLCTBYIO, YTO AaHHAs NapTUs NPOBEpEHa B
COOTBETCTBUM C paspelleHueM Ha MapkeTMHr M EBponeiickum pyKOBOACTBOM NO Hapnexallei NpousBOACTBEHHOW
npakTuKe ANs fekapcTBEHHbIX MPOAYKTOB.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A TOTOBOIO NMNPOAOYKTA

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

ARTICLE CODE / BHYTPEHHWUIA KOl NPOQYKTA: 704532 BATCH Ne / MAPTUA Ne /: 44265
MANUFACTURE DATE: / AATA U3rOTOBNEHWUA: 03/2024 C.A /| CEPTU®UKAT AHAIU3A: 1603/24
ANALYTICAL PROC. N°: / TPOTOKOJT AHAJIU3A Ne: SRAS-9WACUG6.4 EXP. / CPOK TOOHOCTHW: 02/2027

ANALYTICAL REFERENCE / PEOEPEHTHBIN UCTOYHUK METOQOB AHANMU3A: Normative documentation / HopmaTtusras
nokymeHtaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOL NPOAYKTA KITMEHTA: 81775839

API NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUMECKOU CYBCTAHLUWUK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumetasonunHa rugpoxnopua, MHH: OkcumetasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPVUY NPOU3BOJUTENA ®APMALEEBTUYECKOM CYECTAHLIMMK:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUMECKOU CYBCTAHUUN NPOU3BOONTENA
rNo: 23120291

APl MANUFACTURER NAME / .
HAUMEHOBAHUWE NPOU3BOOUTENA PAPMALIEBTUYECKOU CYBCTAHLMUMU: Siegfried PharmaChemikalien Minden GmbH /
3urdpug PapmaXemukanveH MuHaeH M'mbX

COUNTRY OF MANUFACTURE OF THE API/ j
CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLIUMU: Germany / epmaHus

ANALIST / AHanntuk:

Sénia Chainho DECISION / 3akntoueHue: Mfm_)&c/(
1y
DATE / flata: Q@/og 2024
Jodo Melo ) i}
QUALIFIED PERSON / OTBeTcTBEHHOE NULIO: N
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