SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3auBnH® kannu Ha3anbHble 0,05% Poccusn /

ARTICLE CODE / BHYTPEHHWI KOJ MPOOYKTA: 704532 BATCH Ne / TTAPTUA Ne /: 45121
MANUFACTURE DATE: / JATA U3TOTOBJIEHUA: 09/2024 C.A/ CEPTUDOUKAT AHATIN3A: 4856/24
ANALYTICAL PROC. N°: / MTPOTOKOJT AHATTU3A Ne: SRAS-9WACU6.4 EXP./ CPOK rOOHOCTMW: 08/2027

ANALYTICAL REFERENCE / PE®EPEHTHbLIM MCTOYHUK METOAOB AHANU3A: Normative documentation / Hopmartusnas
AokymeHTaumsa N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ NPOQYKTA KITMEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLUWWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopua, MHH: OkcnMerasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUWN NPON3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLUUMU:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUY ®APMALEEBTUYMECKOW CYBECTAHLIUMK NPOU3BOAUTENA
Nd: 24010263

APl MANUFACTURER NAME / }
HAUMEHOBAHUE NPON3BOOUTENA ®APMALEBTUYECKON CYBCTAHLUMWM: Siegfried PharmaChemikalien Minden GmbH /
3urchpug Gapmaxemukanued Musgern TmoX

COUNTRY OF MANUFACTURE OF THE API/ 5
CTPAHA NPOU3BOAUNTENA ®PAPMALIEBTUMECKOU CYBCTAHUWUU: Germany / Tepmanns

TESTS SPECIFICATIONS RESULTS
Moka3aTenu Cneundukaumm Pezynbrarhl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MNpo3payHbiit Complies / CooTseTcTBYeET
WNW  MOYTW MPO3PayHbIA  pacTBOpP OT  MONTH
BecupeTHoro 4o cnabo-XenToro usera.

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTBeTCTBYET
BpemMa yaepxuBaHMA  OCHOBHOFO MUKa  Ha
XpomartorpamMme WCMbITYeMOro pacTBopa OMKHO
COOTBETCTBOBATL BPEMEHN yaepxvwBaHus
OCHOBHOTO NMUKa Ha XpomMaTorpamMme CTaHAapTHOro
pacTteopa oKcMMeTasonvHa rnapoxnopuaa,
NOMYyYEHHOW NPU KONMMYECTBEHHOM OrpeaeneHunn.

Benzalkonium chloride / BeH3ankoHus Retention time of the main peak in the
xnopwg, chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard | Complies / CooTBeTcTByeT
solution obtained in the Assay test. / Bpems
yAepXKWBaHWS OCHOBHOTO NUKA Ha XpoMaTorpamme
WCMbITYEMOro pacTBopa AOMKXHO COOTBETCTBOBATL
BPEMEHN YAEPXMBaHWA OCHOBHOIO nWKa Ha
Xpomartorpammve CTaHAapTHOFO pactsopa
6GeH3ankoHus  xnopwuga,  NOMyYyeHHOM  npw
KONMYECTBEHHOM onpeaeneHuu.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAIIM3A TOTOBOIO NPOOYKTA

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

ARTICLE CODE / BHYTPEHHUI KOf, NPOAYKTA: 704532

BATCH Ne / MAPTUA Ne /: 45121

MANUFACTURE DATE: / ATA U3rOTOBINEHWUA: 09/2024

C.A | CEPTUDUKAT AHAIN3A: 4856/24

ANALYTICAL PROC. N°: / NTPOTOKOJ1 AHAJTU3A Ne: SRAS-9WACUG.4

EXP./ CPOK TrOAHOCTHW: 08/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOOOB AHANU3A: Normative documentation / HopmatueHas

aokymeHTaums M NQ12964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ NMPOAYKTA KITMEHTA: 81775839

API NAME, INN / HAUMEHOBAHUWE ®APMALIEBTUYECKOW CYBECTAHLIUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuna rugpoxnopup, MHH: OkcumeTasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPWI NPOU3BOAMTENA ®APMALIEBTUYECKOW CYBCTAHLUM:

23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUM ®APMALIEBTUYECKOW CYECTAHLIMWM NPOU3BOAUTENA

rMo: 24010263

APl MANUFACTURER NAME /

HAUMEHOBAHUWE NPOU3BOAUTENSA ®APMALEEBTUYECKOW CYBECTAHUWM: Siegfried PharmaChemikalien Minden GmbH /

3urdbpug PapmaxXemvkanmed MuHaeH MibXxX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NMPOU3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLIMKU: Germany / Fepmanus

TESTS
Moka3zaTenu

SPECIFICATIONS
Cneuudonkaummn

RESULTS
PesynbTarhl

Clarity / Mpo3payHocTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus
npenapaTta He AomxHa npeeBbIWaTh
onanecueHUMio 3TanoHa cpaBHeHws |/Boabl
OUYNLLIEHHON.

Complies / CooTBeTcTBYET

Color/ LiBeTHOCTb

The product should be colorless or be comparable
to reference solution Yz. / Mpenapat gonxeH ObITb
OecuBeTHbIM UMW BbIAEPXKMBATL CpaBHEHWE C
aTanoHom Y.

Complies / CooTBeTcTBYET

Relative density (d 20/20) / OTHOcuTenbHas

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

nnotHocTb (d 20/20) 1.006

pH From5.5t06.5/0755806,5 59

Osmolality / OcmonsnbHoOCTE From 270 to 330 mOsmol/kg / OT 270 po 330 283
mOcmonb/kr

Related substances / PoacTBeHHble npumecu

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

(npoaykT ruaponusa) <LD

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

<

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

HenaeHTUULMpOBaHHas NpUMecs <LD

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

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINMU3A TOTOBOIO NMPOOYKTA

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

ARTICLE CODE / BHYTPEHHUI KO NMPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 45121
MANUFACTURE DATE: / DATA U3rOTOBJIERUA: 09/2024 C.A | CEPTU®UKAT AHANU3A: 4856/24
ANALYTICAL PROC. N°: / MPOTOKOII AHAIN3A Ne: SRAS-9WACU6.4 EXP./ CPOK rOAHOCTW: 08/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM MICTOYHUK METOAOB AHANU3A: Normative documentation / HopmaTtusHas
aokymerTaumsa N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NMPOAYKTA KIUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLUMKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopua, MHH: OkcuMeTasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENS ®APMALIEBTUMECKOM CYBCTAHLUMN:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUY ®APMALIEBTUMECKOW CYECTAHLMN NPOU3BOAUTENA
rMad: 24010263

API MANUFACTURER NAME / 5
HAUMEHOBAHWE NPOU3BOJUTENSA ®APMALIEBTUYECKOUN CYBCTAHLMMU: Siegfried PharmaChemikalien Minden GmbH /
Surcopug PapmaXemukanued Munaged Tm6X

COUNTRY OF MANUFACTURE OF THE API / 5
CTPAHA NPON3BOAUTENA PAPMALIEBTUYECKOWN CYECTAHUWUN: Germany / lepmanus

TESTS SPECIFICATIONS RESULTS
MokazaTenu Cneuudomkaumm Pesynbrathi

Assay / KonuyecTBeHHOe onpegeneHue

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

rmapoxnopuva hydrochloride/ OT 475 go 525 mxr/mMn 20
oKCMMeTa3onuHa ruapoxnopuaa.

Benzalkonium chloride / BeHsankoHus xnopwa, From 45 to 55 pg/mL of benzalkonium chloride/ Ot 53
45 po 55 mkr/mn BeH3ankoHWA xnopuaa

Microbial purity / Mukpo6uonorudeckas

yncroTa

L . 2

Lo ent b ount TANO)(O6use | Notmore iy 10° GFU i “tcruIm
He 6onee 10" KOE/mn

Total combined yeast and molds count (TYMC)/ Not more than 10" CFU /ml / <1 CFU/ ml

ObLuee YMCNO APOXCKEBBIX U MNECHEBLIX rpnboB He Gonee 10" KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OTcyTcTBrne B 1 mn

Absent/ OtcyTcTBylOT
Staphylococcus aureus Absence in 1 ml/ OtcyTctBre B 1 MN

Absent / OtcyTcTeytoT
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 npenapaTta Bo hNakoH TeMHOro

CTekna ¢ HaBUHYMBAEMOW NONMNPONUNEHOBON

KPbILLKOW CO BCTPOEHHOW NWUNETKOWN U3 CTekna Tuna

3 (EBp. @.) n 6pombyTunkaydyka.

Mo 1 dnakoHy C MHCTPYKUMEN NO NPUMEHEHNIO B
NayKy KapTOHHYIO.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAITU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAOYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® kannu Ha3zanbHbie 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHUY KOl NPOQYKTA: 704532 BATCH Ne / MAPTUA Ne /: 45121
MANUFACTURE DATE: / JATA U3rOTOBINEHWA: 09/2024 C.A /| CEPTUOUKAT AHAIIN3A: 4856/24
ANALYTICAL PROC. N°: / IPOTOKOJT AHAJIU3A Ne: SRAS-9WACUG.4 EXP./ CPOK FOOHOCTM: 08/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN ICTOYHUK METOOOB AHAMU3A: Normative documentation / HopmaTusHas
AokymeHTauma N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOf MPOAYKTA KITMEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOU CYECTAHUWWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopug, MHH: OkcumeTtasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPWUW NPOU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLUMN:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOU CYBCTAHLUMUK NPOU3BOOUTENA
ro: 24010263

API MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOOUTENA ®APMALIEEBTUMECKOU CYBCTAHUMUMW: Siegfried PharmaChemikalien Minden GmbH /
3urdopug PapmaXemukanved Munaes TM6X

COUNTRY OF MANUFACTURE OF THE API/ 5
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOU CYECTAHLIUNU: Germany / Tepmanus

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneuundumkaumn Pesynbrarth!
Labeling / MapkupoBka According to Normative documentation. / B Complies / Cootsetctayer
COOTBETCTBUW C HOPMATUBHOW AOKYMeHTaumnen.

Storage / Xpanenue: At temperature below 25°C. / MNpu TemnepaTtype He Bbilue 25°C.

Shelf life / Cpok rogHocTu: 3 years (-1 month) / 3 roga (-1 mecsau)

REMARKS / NpumeyaHue:
The Product conforms to ND/
MpoayxT cooTBeTcTBYET TpeboBaHusm HI

BATCH REMARKS / lpumedaHue 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 cBUAETENnbLCTBYIO, YTO AaHHAs NapTusl NpoBepeHa B
COOTBETCTBUM C paspelleHneM Ha MapKeTWHr M EBponernckMmM pykoBOACTBOM MO Haanexallen nNpou3BOACTBEHHON
npakTuKe Anst NekapCTBEHHbIX NPOAYKTOB.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWI KOJ NMPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 45121
MANUFACTURE DATE: / AATA W3rOTOBINEHUA: 09/2024 C.A/ CEPTUDUKAT AHANU3A: 4856/24
ANALYTICAL PROC. N°: / TPOTOKOI AHATIU3A Ne: SRAS-9WACU6.4 EXP./ CPOK FrOOQHOCTW: 08/2027

ANALYTICAL REFERENCE / PEOEPEHTHbIM UCTOYHUK METOAOB AHAINWU3A: Normative documentation / HopmaTveHas
aokymenTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOL, NPORYKTA KNUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALEEBTUYECKOW CYECTAHUWW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopug, MHH: OkcumertaszonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW MPOU3BOOUTENA ®APMALEBTUYECKOW CYECTAHLMM:
23202119

FP MANUFACTURER AP| BATCH NUMBER / HOMEP CEPUW ®APMALEBTUYECKOW CYBCTAHLUN MPOU3BOAUTENA
N®: 24010263

APl MANUFACTURER NAME / 3
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUYECKOWN CYBCTAHLMUMU: Siegfried PharmaChemikalien Minden GmbH /
3urppug PapmaXemukanveH MunaeH MmbX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NMPOU3BOANTENA ®APMALIEEBTUYECKOWU CYECTAHUWW: Germany / Fepmanus

ANALIST / AHanuTuk:
Débora Almeida DECISION / 3akntoueHue: A@W—L OU
20]04

N DATE / flata: 1[04
res Tbelro QUALIFIED PERSON / OTBeTCcTBEHHO®E NULIO: “
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