SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A FOTOBOIO NPOAOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3anBuH® kannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUW KOl NPOOYKTA: 704532 BATCH Ne / MAPTUA Ne /: 55144
MANUFACTURE DATE: / JATA N3rOTOBJIEHUSA: 02/2025 C.A /| CEPTU®UKAT AHATIU3A: 853/25
ANALYTICAL PROC. N°: / MPOTOKOJ1 AHAJTU3A Ne: SRAS-9WACU6.5 EXP./CPOK FOAHOCTW: 01/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIN NICTOYHUK METOOOB AHAMU3A: Normative documentation / HopmaTusHas
gokymeHTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NMPOOYKTA KINUEHTA: 81775839

API NAME, INN / HAUMEHOBAHWE ®APMALIEBTUYECKOU CYECTAHLIUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcuMeTazonuHa rugpoxnopua, MHH: OkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUWU NPOU3BOAUTENA ®APMALEEBTUMECKOW CYBCTAHLUMK:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUMECKOW CYECTAHLIMM MPOU3BOAUTENA
rTio: 24090271

APl MANUFACTURER NAME / 5
HAMMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHUWUMN: Siegfried PharmaChemikalien Minden GmbH /
Surdpug PapmaXemukanuen MuHaen M6X

COUNTRY OF MANUFACTURE OF THE API / )
CTPAHA NPOU3BOOUTENA ®APMALIEBTUYECKOWN CYBCTAHUWWU: Germany / Mlepmanmns

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneuundmkauum PesynbTathl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3padHblii | Complies / CooTeTcTBYET
MU MOYTU TMPO3payHbli  PacTBOp OT MNOYTH
6ecupeTHOro Ao cnabo-xenToro UBeTa.

Identity/ MoanuHHoCTL Retention time of the main peak in the | Complies/ CooTBetcTeyeT
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuHa rugpoxnopun with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems  yaepXuBaHWs  OCHOBHOFO MWKa Ha
XpomMaTorpamme WCMbITYEMOro pacTBopa AOMKHO
COOTBETCTBOBATL BPEMEHU yOepXKUBaHUA
OCHOBHOIO NUKa Ha XpomartorpamMmme CTaHAapTHOro
pacteopa OKCMMETa3onuHa ruapoxnopunaa,
Nony4eHHOW NpU KONUYECTBEHHOM OMNpeaeneHuu.

Benzalkonium chloride / BeHzankoHus Retention time of the main peak in the | Complies/ CooTeetcrByer
xnopug 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
yAEPXMBaHUS OCHOBHOTO NUKa Ha XpoMaTorpammMme
UCNLITYEMOrO pacTsopa AOIMKHO COOTBETCTBOBATb
BPEMEHU YAEPXKMBAHUS OCHOBHOTO nNWKa Ha
Xpomartorpamme CcTaHZapTHOro pacTBopa
OeH3ankoHMs  xnopuaa,  NOMyYeHHOW  npwu
KONUYECTBEHHOM ONpeaeneHun.
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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 / Ha3uBuH® xannu HasanbHbie 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHWUI KOA NPOAYKTA: 704532

BATCH Ne / MAPTUA Ne /: 55144

MANUFACTURE DATE: /| AATA U3rOTOBNEHUA: 02/2025

C.A | CEPTU®WUKAT AHAJTU3A: 853/25

ANALYTICAL PROC. N°: / MPOTOKOM AHATNU3A Ne: SRAS-9WACU6.5

EXP. / CPOK FrOQHOCTHW: 01/2028

ANALYTICAL REFERENCE / PEGEPEHTHbIW UCTOYHUK METOAOB AHAMU3A: Normative documentation / HopmatusHas

pokymeHTauus 11 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ NMPOAYKTA KIMEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOW CYECTAHLIUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumetasonuHa rugpoxnopua, MHH: OkcumeTasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPU/ NPOU3BOOUTENS ®APMALIEBTUMECKOU CYBCTAHLIUN:

24252103

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYECTAHLIUX NPOU3BOAUTENA

rMo: 24090271

API MANUFACTURER NAME /

HAMMEHOBAHME NPOU3BOAUTENS ®APMALIEBTUYMECKOW CYBCTAHLINM: Siegfried PharmaChemikalien Minden GmbH /

3urchpug GapmaXemukanved MuHaeH Mm6X

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOVU3BOAUTENSA ®APMALIEBTUMECKOW CYECTAHLIMU: Germany / Fepmakus

TESTS
Moka3zaTtenu

SPECIFICATIONS
Cneundunkaumm

RESULTS
Pe3ynbTaTtbl

Clarity / po3payHocTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / OnanecueHumns
npenapaTta He AOMKHA npeebiWaTh
onanecUueHUMI0 3TanoHa cpaBHeHnus |/Bogpl
OYULLEHHON.

Complies / CooTBeTCTBYET

Color / UBeTHOCTL

The product should be colorless or be comparable
to reference solution Y7. / MpenapaT AonxeH 6biTb
GecuBeTHLIM WNK BbIOEPXUBATL CpaBHeHWe C
aTanoHoM Yz.

Complies / CooTBETCTBYET

Relative density (d 20/20) / OTHocuTenbHan
nnoTHocTb (d 20/20)

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

1.008

pH

From 5.5t06.5/0155806,5

5.9

Osmolality / OcmMonsNbHOCTb

From 270 to 330 mOsmolkg / Ot 270 pgo 330
mOcmone/Kr

283 mOsmol/kg

Related substances / PoactBeHHbIe npumMmecy

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

Individual unidentified impurity / EguHnuHas
HengeHTUULUMPOBaHHas 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

<LD

<LD

<LD
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATIU3A TOTOBOIO NPOAOYKTA

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

ARTICLE CODE / BHYTPEHHMI KOJ NPOOYKTA: 704532 BATCH Ne / NAPTUA Ne /: 55144
MANUFACTURE DATE: / DATA U3rOTOBJTIEHUA: 02/2025 C.A/ CEPTU®UKAT AHAJTU3A: 853/25
ANALYTICAL PROC. N°: / IPOTOKON AHAJIU3A Ne: SRAS-Q9WACU6.5 EXP./ CPOK FrOOHOCTHU: 01/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOOOB AHAINKM3A: Normative documentation / Hopmarnsras
AokymeHTaumsa I N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUU KOf NPOAYKTA KNUEHTA: 81775839

API NAME, INN / HAMUMEHOBAHWE ®APMALIEBTUMECKOW CYBCTAHLIMIW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopua, MHH: OkcumeTasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUWN NPOU3BOAUTENSA ®APMALIEBTUYECKOU CYECTAHLIUMK:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOU CYECTAHLWM NPOU3BOAUTENSA
Mo: 24090271

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHUMWM: Siegfried PharmaChemikalien Minden GmbH /

3urcppua PapmaXemukanmeH MungeH MbX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOW CYECTAHLUMW: Germany / FepmaHus

TESTS SPECIFICATIONS RESULTS
MNoka3arenu Cneundukauum PesynbTrartbl

Assay / KonuyectBeHHOe onpegenexHue

Oxymetazoline hydrochloride / OxcumeTasonuHa From 475 to 525 pug/mL of oxymetazoline 501
rmapoxnopug hydrochloride/ Ot 475 po 525 mxr/mn
OKCHMMETAa30MNMNHa r’mapoxnopuga.

Benzalkonium chloride / BeHsankoHuss xnopug, From 45 to 55 ug/mL of benzalkonium chloride/ OT 48
45 po 55 mkr/mn 6eH3ankoHua xnopuaa

Microbial purity / Mukpo6uonoruyeckas

yncrora
Total aerobic microbial count (TAMC) / O6wee Not more than 10> CFU / ml /
4Yncno aspobHbix GakTepuin He Gonee 102 KOE/mn <1 UFC/ml

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

O6wee yncno ApoXOKEBLIX U NIIECHEBLIX rPUB0oB He Gonee 101 KOE/Mn <1 UFC/ml
Pseudomonas aeruginosa Absence in 1 ml/ Otcytctemne B 1 Mn Absent/ml
Staphylococcus aureus Absence in 1 ml/ Otcytctere B 1 Mn

Absent/ml
Package / YnakoBka 10 mL in an amber glass bottle with a Complies / CooteeTcTeyeT

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. / o 10 mn npenapaTta Bo ¢hnakoH TEMHOroO

CcTekna ¢ HaBUHYMBaEMOW MONMMNPONUNEHOBON

KPbILLKOW CO BCTPOEHHOW NUNETKON U3 CTekna Tuna

3 (EBp. @.) n GpombyTUNKayUyKa.

Mo 1 chnakoHy € MHCTPYKUUEN NO NPUMEHEHUIO B
Nayky KapTOHHYIO.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIU3A FOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3nBuH® kannu HazanbHble 0,05% Poccus /

~
ARTICLE CODE / BHYTPEHHWM KOA NPOAYKTA: 704532 BATCH Ne / NAPTUA Ne /: 55144
MANUFACTURE DATE: / DATA U3TOTOBNEHUA: 02/2025 C.A/ CEPTU®UKAT AHANWN3A: 853/25
ANALYTICAL PROC. N°: / MPOTOKON AHATUN3A Ne: SRAS-9WACU6.5 EXP. / CPOK FOOHOCTH: 01/2028

ANALYTICAL REFERENCE / PEOEPEHTHbLIA UCTOYHUK METOOOB AHAINWU3A: Normative documentation /' HopmatueHas
nokymenTauma N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOf NMPOAYKTA KNMEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLUWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcuMeTazonuHa ruapoxnopua, MHH: OkcumeTasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW MPOU3BOOUTENSA ®APMALEBTUYECKON CYECTAHLIUK:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOU CYBCTAHLUUU NPOU3BOAUTENA
rNo: 24090271

APl MANUFACTURER NAME /

HAUMEHOBAHMWE NPOU3BOOMTENS ®APMALIEBTUYECKOW CYBCTAHUMM: Siegfried PharmaChemikalien Minden GmbH /
3urchpug dapmaXemukanveH MungeH MwbX

COUNTRY OF MANUFACTURE OF THE APt/

CTPAHA NMPOU3BOAUTENS ®APMALIEBTUYECKOW CYECTAHLIMKN: Germany / Fepmanua

TESTS SPECIFICATIONS RESULTS
MNokasarenu Cneundukaumm PesynbtaTbl
Labeling / MapkupoBka According to Normative documentation. / B Complies / CooTtBeTcTByET
COOTBETCTBAN C HOPMATUBHOMN AOKYMEHTaLVEN.

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

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

REMARKS / Npumeyvanwve:
The Product conforms to ND/
MpoaykT cooTeeTcTBYET TpeboBaHuam HJ

BATCH REMARKS / lNpumevaHue ansi 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. / [laHHbIM CBUAETENLCTBYIO, YTO AaHHAA NapTus npoeepeHa B
COOTBETCTBMM C Pa3pelleHVeM Ha MapKkeTUHr u EBpPONeiickuM pPyKOBOACTBOM MO Haanexawen npoussoACTBEHHOM
npakTuke Ana NekapcTBeHHbIX NPOAYKTOB.

M. Inés Ribeiro
QUALIFIED PERSON / OtBeTcTBeHHOEe NUUO:

ANALIST / AHanutuk:
DECISION / 3aknioueHne: 6}\,{3 AR 0(
Sénia Chainho DATE / laTa: 2 \ [ oy < %
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