SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUM KOQ NPOOYKTA: 704531 BATCH Ne / MAPTUA Ne /: 45253
MANUFACTURE DATE: / OATA U3IrOTOBNEHUA: 10/2024 C.A/ CEPTUOUKAT AHANU3A: 5250/24
ANALYTICAL PROC. N°: / IPOTOKOJT AHANU3A Ne: SRAS-9WACRV.2 EXP./ CPOK FrOAHOCTHU: 09/2027

ANALYTICAL REFERENCE / PE®EPEHTHbBIM UICTOYHUK METOROB AHAJTU3A: Normative documentation / HopmaTtusHas
AokymeHTaumna N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOZl NPOAYKTA KNUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOU CYBCTAHLMN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtaszonuHa ruapoxnopua, MHH: OkcumeTtasonux

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLINM:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUUN ®APMALIEBTUYECKOW CYBCTAHLUWW NPOU3BOAUTENA
Mo: 24010263

APl MANUFACTURER NAME / .
HAUMEHOBAHUWE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLIUWN: Siegfried PharmaChemikalien Minden GmbH /
3urdpug PapmaXemukanmeH MuHgeH MMeX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOW CYBCTAHUWW: Germany / FepManus

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneuundumkauum PesynbTaThl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MNpoapayHbin
WMAW  MOMTM MNPO3padHbli  pacTBOp OT NOYTU
BecuseTHOro no cnabo-xenToro LgeTa.

Complies / CooTBeTCcTBYET

Identity/ MognuHHOCTL 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. /
Bpemsa yAepXwWBaHWsi OCHOBHOFO MWKa Ha
XpomaTorpamme UCTILITYeMOro pacTeopa AOMKHO | Complies / CooTeeTCTBYET
COOTBETCTBOBATL BpeMeHN yAaepkmBaHus

OCHOBHOTO nvka Ha XpomaTtorpamme
CTaHAapTHOro  pacTBopa  OKCUMMEeTasonuHa
rmapoxnopuaa, nonyJeHHoi npu

KonndeCTBEeHHOM onpeaeneHnin.

Benzalkonium chloride / BeHsankoHus Retention time of the main peak in the
xnopupg 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
yaepXnsaHuA OCHOBHOMO NMka Ha XxpomaTtorpamme Complies Tl COOTBeTCTByeT
UCMbITYyEMOro pacTeopa AOMKHO COOTBETCTBOBAaTL
BPEMEHN YAEPXKMBAHUS OCHOBHOMO MNWKa Ha
XpomaTorpamMme CTaHaapTHOro pacTeopa
OeH3ankoHuss  xnopuaa,  MONyYEeHHOW  npw
KONU4YECTBEHHOM OnpeaeneHum.

Clarity / Mpospay4HocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuuws Complies / CooTBeTcTBYET
npenaparta He AomxkHa npeebIWaTh
onarnecueHuMio 3TanoHa cpaBHeHus |/Boabl
OUULLIEHHON.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A FTOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3nBuH® kannu HasanbHblie 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHMI KOJ NPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 45253

MANUFACTURE DATE: / QATA U3rOTOBNEHWA: 10/2024

C.A | CEPTUOUKAT AHANN3A: 5250/24

ANALYTICAL PROC. N°: / TPOTOKON AHANN3A Ne: SRAS-9WACRV.2

EXP. / CPOK FOQHOCTMU: 09/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIW UCTOYHUK METOZIOB AHAMU3A: Normative documentation / HopmatusHas

pokymeHTaumsa M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KoL NPOAYKTA KINUEHTA: 81775838

APl NAME, INN / HAMUMEHOBAHUE GDAPMAHEBTW-IECI(OI?I CYBECTAHLWM, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTa3onuHa ruapoxnopua, MHH: OkcumMmeTasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOAUTENA ®APMALIEBTUHECKOU CYBCTAHLIMU:

23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALEEBTUYECKON CYBCTAHLAWN NPOU3BOAUTENA

rNe: 24010263

APl MANUFACTURER NAME /

HAMMEHOBAHWE NPOU3BOAUTENA ®APMALIEB

3urcopua Papmaxemukanmen MuHaed TM6X

TUUYECKOMW CYBCTAHUMUMU: Siegfried PharmaChemikalien Minden GmbH /

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOONTENA ®APMALIEBTUYECKOW CYBCTAHLMW: Germany / FepmaHus

TESTS
Mokazarenn

SPECIFICATIONS
Cneundonkaumv

RESULTS
Pesynbrathb!

Color / LiBeTHOCTb

The product should be colorless or be comparable
to reference solution Yz. / MpenapaT ponxeH &biTb
BecLBETHbIM UNW  BbiAEpXuBaTb CpasHeHue C
aTanoHom Y7z.

Complies / CooTBETCTBYET

Relative density (d 20/20) / OTHocuTenbHas

From 1.006 to 1.010 / OT 1,006 ao 1,010

nnotHocTh (d 20/20) 1.008
pH From5.5t06.5/0T155806,5
5.9
Osmolality / OcmonsanbHOCTL From 270 to 330 mOsmolkg / OT 270 po 330
MOcMonb/Kr
278
Relative impurities / PogcTBeHHble NpUMecH
Impurity A (hydrolysis product) / Mpumeck A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT rmaponuaa)
Impurity ZP-1 / Mpumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EauHnuHas Not more than 0.1 % / He 6onee 0,1 % <0.1%
HengeHTUdULMpoBaHHas npumecs
Total impurities/ Cymma npumecen Not more than 1.2 % / He 6onee 1,2 % <0.1%
Assay / KonuyectBeHHoe onpepeneHne
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OKkCcUMeTa3onuHa rmapoxnopna, hydrochloride/ Ot 237,5 fo 262,5 MKr/mn 2485
OKCUMETa30nNnHa ruapoxnopuaa. )
Benzalkonium chloride / BeHsankoHusi xnopua, From 45 to 55 pg/mL of benzalkonium chloride/ OT
45 no 55 mxr/mn 6eH3ankoHus xnopuaa 48
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJTIU3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOA MPOOYKTA: 704531

BATCH Ne / MAPTUR Ne /: 45253

MANUFACTURE DATE: / DATA U3rOTOBMEHWNSA: 10/2024

C.A/ CEPTU®UKAT AHANWU3A: 5250/24

ANALYTICAL PROC. N°: / MIPOTOKOJ1 AHAITU3A Ne: SRAS-9WACRV.2

EXP./ CPOK rOOQHOCTHW: 09/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOYHWUK METOAOB AHAMNU3A: Normative documentation / HopmaTusHas

AokymeHTaums [ N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUM KOf] NPOAYKTA KNUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcuMeTazonuHa rugpoxnopua, MHH: Okcumetazonux

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPON3BOOUTENA ®APMALIEBTUMECKOU CYECTAHLIUMN:

23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOW CYECTAHLUUU NPOU3BOAUTENA

Mo: 24010263

APl MANUFACTURER NAME /

HAUMEHOBAHME NMPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHLIUMU: Siegfried PharmaChemikalien Minden GmbH /

3urdppug GapmaXemukanueH MuHaeH Mu6X

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOWU3BOAUTENA ®APMALIEBTUYECKON CYBCTAHLUMM: Germany / [epmaHus

TESTS SPECIFICATIONS RESULTS

MokasaTenu Cneuuncukaumm PesynbTarbl
Microbial purity / Mukpo6uonoruieckas
yuctoTa
Total aerobic microbial count (TAMC) / Not more than 10> CFU /ml / ;

Y <1 CFU/ml

Obuwee yncno aapobHeix HGakTepuin He Gonee 102 KOE/Mn
Total combined yeast and molds count (TYMC)/ Not more than 10" CFU /ml /
O6Luee 41CNO APONOKEBBIX 1 NIECHEBLIX rPUGOB <1 CFU/ml

Pseudomonas aeruginosa

Staphylococcus aureus

He Gonee 101 KOE/Mn

Absence in 1 ml/ OtcytctBue B 1 Mmn

Absence in 1 ml/ OtcyTtcteue B 1 Mn

Absent / OTcyTcTByIOT

Absent / OtcyTcTeytoT

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 bromobutyl rubber.

1 bottle and patient information leaflet in a carton
pack. / Mo 10 mn npenapata Bo NakoH TEMHOro
cTeknia C HaBMHYMBAEMONW NONUMPONUIEHOBON
KPbILLKOW CO BCTPOEHHOW NUNETKOW W3 CTekna Tuna
3 (EBp. @.) u 6pombyTUnKayuyka.

Mo 1 donakoHy ¢ MHCTpyKUMeln no

NPVYMEHEHMIO B NaYKy KapTOHHYIO.

Complies / CooTBeTCTBYET

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBUM C HOPMATUBHOM
OOKyMeHTauuen.

Complies / CooTtBeTCTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARIACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIU3A rOTOBOIO NPOAYKTA

PRODUCT / MTPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® xannu Ha3anbHble 0,025% Poccua /

ARTICLE CODE / BHYTPEHHUW KOA, MPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 45253
MANUFACTURE DATE: / OATA U3rOTOBNEHUA: 10/2024 C.A /| CEPTU®UKAT AHAJTU3A: 5250/24
ANALYTICAL PROC. N°: / MPOTOKON AHANMU3A Ne: SRAS-9WACRV.2 EXP. / CPOK TOOHOCTMW: 09/2027

ANALYTICAL REFERENCE / PE®EPEHTHbLIN UICTOYHUK METOOQOB AHAJIIU3A: Normative documentation / HopmaTneHas
nokymenTaumsa 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOO NMPOAYKTA KIUEHTA: 81775838

AP! NAME, INN / HAUMEHOBAHWUE ®APMALEEBTUYECKOU CYBECTAHLUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumetasonuHa ruapoxnopua, MHH: OkcumerazonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENA ®APMALEBTUYECKON CYBCTAHLIUU:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOWU CYBCTAHLIUN NPOU3BOANTENA
ro: 24010263

APl MANUFACTURER NAME / )
HAUMEHOBAHWE NPOU3BOJUTENA ®APMALIEBTUYECKOWN CYBCTAHLUMUU: Siegfried PharmaChemikalien Minden GmbH /
3urcbpua PapmaXemukanmed MuHgeH TmeX

COUNTRY OF MANUFACTURE OF THE APl / .
CTPAHA NPOU3BOAUTENA ®APMALEBTUYMECKOU CYBCTAHLIMWU: Germany / Tepmanus

TESTS SPECIFICATIONS RESULTS
MNokasatenu Cnevuundukauumn PesynbTaTthbl

Storage / XpaHeHue: At temperature below 25°C. / Npu Temnepatype He Bbilue 25°C.

Shelf life / Cpok rogHocTu: 3 years (-1 month) / 3 roaa (- 1 mecsiL)

REMARKS / lNpumMeyaHue:
The Product conforms to ND/
MpoaykT cooTeeTcTBYeT TpebosaHuam HO

BATCH REMARKS / NpumeyvaHue ans cepun:

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 AaHHasA NapTusi NpoBepeHa B
COOTBETCTBMU C paspelleHWEM Ha MapKeTUHr U EBponevickMM PyKOBOACTBOM MO Hajnexallel npousBOACTBEHHOW
npakTuke ANs NekapCTBEHHbIX NPOAYKTOB.

ANALIST / AHanuTuk: .
Sonia Chainho DECISION / 3aknioueHme: { /L/&)_Q

DATE / flaTa: 020\ é( O/ L, \
M. Inés Ribeiro QUALIFIED PERSON / OTBeTcTEBEHHOE NULIO: J
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