SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A FOTOBOIO NPOAOYKTA

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

ARTICLE CODE / BHYTPEHHUW KOA NPOAYKTA: 704531 BATCH Ne / NTAPTUA Ne /: 30997
MANUFACTURE DATE: / AATA U3rOTOBNEHUA: 07/2023 C.A/ CEPTUOUKAT AHANU3A:4403/23
ANALYTICAL PROC. N°: / TIPOTOKOJT AHANN3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOAHOCTW: 07/2026

ANALYTICAL REFERENCE / PE®QEPEHTHBLIA UICTOYHUK METOOOB AHAINU3A: Normative documentation / HopmatueHasn
AokymeHTaumsa M N012964/01-221221 -

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOJ1 NPOAYKTA KNUEHTA: 81775838

API NAME / HAMUMEHOBAHUE ®APMALEBTUYECKOW CYBCTAHLUNMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOW CYBCTAHLIUU: 23010347

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPON3BOAUTENA GAPMALIEBTUYECKOU CYBCTAHLWU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ 3
CTPAHA NPOU3BOAUTENA ®APMALEBTUYECKOW CYBCTAHLIUU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuucpukaumum Pesynbrarh!

Transparent or almost transparent, from a nearly

o colorless to slightly yellow solution. / Mpospauxblii !
Description/ Onucanue ghtly yello pO3p Complies / CooTBeTcTBYET
VW NOYTU NPO3PaYHbIA PaAcTBOP OT NOYTH

BecuseTHoro o cnabo-xenToro ueeTa.

Retention time of the main peak in the
chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpema ynepxuBaHWs OCHOBHOTO nuka Ha
XpoMaTorpamme UCnbITYeMOoro pacTeopa A0MKHO
COOTBETCTBOBATH BPEMEHU yAepXUBaHUS

Identity/ MoanuHHoCTL
Oxymetazoline hydrochloride /

OKCUMeTa3onuHa ruapoOXnopua Complies / Coorsetctayer

OCHOBHOTO nvika Ha Xxpomarorpammve
CTaHaapTHoro pacTeopa OKCUMEeTa3onuHa
ruapoxnopuaa, Nony4YeHHoN npu

KONW4cCTBCHHOM onpeaeneHun.

Retention time of the main peak in the
chromatogram of the test solution should comply
with retention time of the main pesk in the
chromatogram of benzalkonium chloride standard
. . solution obtained in the Assay test. / Bpems | Complies/CooTseTcTayer
Benzalkonium chloride / Bensankonus yAEPKNBAHUA OCHOBHOrO MUKA HA XpPOMaTOrpamMme
xnopug MCNbITYEeMOro pacTeopa AOMKHO COOTBETCTBOBATh
BPEMEHU YAEpPXUBAHUSi OCHOBHOTG MUKa Ha
Xxpomarorpamme cTaHaapTHOro pacTeopa
GeHsankonus  xnopuaa,  nonydeHHoit  npw
KONUYECTBEHHOM OMpeaeneHnu.

The opalescence of the product should not exceed A
the opalescence of the reference
Clarity / Mpo3pauHocTs suspension I/purified water. / Onanecuenuus )

y Tlposp npenapaTta He [OMKHa npeebIWaTh Complies / CooteeTcteyet

onanecueHUMd 3TanoHa cpaBHeHus |/Boabl
OYULLEHHON.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWW KOZl NPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 30997

MANUFACTURE DATE: / DATA U3rOTOBJIEHWA: 07/2023

C.A/CEPTUDUKAT AHATIU3A:4403/23

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

EXP./CPOK FOOHOCTMW: 07/2026

fAokymeHTaums M1 N012954/01-221221

ANALYTICAL REFERENCE / PEQEPEHTHbIW UCTOYHUK METO/IOB AHATNMW3A: Normative documentation / HopmaTneHan

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOA NPOAYKTA KITMEHTA: 81775838

APl NAME / HAMMEHOBAHWNE ®APMALIEBTUYECKOW CYBCTAHLUN: Oxymetazoline Hydrochloride

APl BATCH NUMBER / HOMEP CEPUW ®APMALEBTUYECKOWN CYECTAHUWN: 23010347

APl MANUFACTURER NAME /

_HAWUMEHOBAHWE MPON3BOJUTENA ®APMALIEBTUYECKOW CYBCTAKLIUN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOJUTENA ®APMALEEBTUYECKOW CYECTAHLIMKU: Germany

TESTS
MokasaTtenn

SPECIFICATIONS
Cneundunkaummn

RESULTS
PesynwbTathl

Color / LiBeTHOCTL

The product should be colorless or be comparable
to reference solution Y7. / Mpenapat gonxeH 6bITh
GecuBeTHbIM N BbIAEPXKNBATL CPABHEHNE C
3TanoHom Yy,

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OTHocuTenwHas

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

nnotHocTk (d 20/20) 1800
pH From5.5t06.5/015,5106,5 5.9
From 270 to 330 mOsmol/kg / OT 270 po 330
Osmolality / OcmonsinbHOCTbL mOcmonb/kr 283
Relatlve Impurities / PogcTBeHHbIe npumecu
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT rugponusa)
Impurity ZP-1 / NMpumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / Eauiundnas Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTUMUUMPOBaHHas NpUMech
Total impurities/ Cymma npumecen Not more than 1.2 % / He 6onee 1,2 % <LD
A /K From 237.5 to 262.5 ug/mL of oxymetazoline
5 ssayt "lﬁ““ﬁche'ﬁl“?Z °'/1pe“e"e“"e hydrochloride/ OT 237,5 4o 262,5 Mkr/mMn 047 4
& = s VAP CIRRI 8 oKcuMeTasonuHa rmapoxnopuaa. )
OxkcumeTasonuHa rugpoxnopug,
From 45 to 55 ug/mL of benzalkonium chloride/ Ot
Benzalkonium chloride / BensankoHus xnopwva, 45 po 55 mxr/mn 6eH3ankoHva xnopuaa 50
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATIN3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOA NPOAYKTA: 704531 BATCH Ne / DAPTUA Ne /: 30997
MANUFACTURE DATE: / ATA U3rOTOBNEHWUA: 07/2023 C.A/ CEPTUO®UKAT AHAINN3A:4403/23
ANALYTICAL PROC. N°: / MPOTOKON AHANMU3A Ng: SRAS-9WACRV.2 EXP. !/ CPOK TOOHOCTU: 07/2026

ANALYTICAL REFERENCE / PE®EPEHTHLIA UCTOYHUK METOAOB AHANMU3A: Normative documentation / HopmartusHas
AokymeHTaumnsa N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHU KOA NPOAYKTA KITUEHTA: 81775838

API NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYBECTAHLMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW/ ®APMALIEBTUMECKOW CYECTAHLWU: 23010347

API MANUFACTURER NAME / o ]
HAUMEHOBAHWE NPOU3BOAMUTENS ®APMALIEBTUMECKOW CYECTAHLIUM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ V .
CTPAHA NPOU3BOAUTENS ®APMALIEBTUYECKOWN CYBCTAHLIMU: Germany

Microbial purity / Mukpo6uonoruyeckas

yucroTa

Total aerobic microbial count (TAMC) / Not more than 10> CFU / ml / <1CFU/ml
Obwee wncno aspobHbIx GakTepuin He Gonee 102 KOE/mn m
Total combined yeast and molds count (TYMC)/ Not more than 10' CFU / ml / <1 CFU/ml
Obuiee Yncno [POXOKEBBIX U MNECHEBLIX rPUBOB He Gonee 101 KOE/mn i
Pseudomonas aeruginosa Absence in 1 ml/ Otcytcrere 8 1 mn Absent/ OtcyTcTeyioT
Staphylococcus aureus Absence in 1 ml/ OtcyTcTBue B 1 Mn Absent / OtcyTcTayioT

10 mL in an amber glass bottle with a polypropylene

screw cap with an integrated pipette made of glass

type 3 (Eur. Ph.) and bromobuty! rubber.

1 bottle and patient information leaflet in a carton

pack. / o 10 mn npenapata BO ¢hnakoH TEMHOro

Package / Ynakogka CTekna ¢ HaBuHYMBaemol nonunponunerosoit | Complies / CooTeeTcTByeT
KPbILUKOW CO BCTPOEHHOUN NUMNETKON 13 cTekna Tuna

3 (Eep. ®.) v GpombyTUnKayyyKa.

Mo 1 dnakoHy ¢ HCTPYKUMEN NO

NPYMEHEHWNIO B NayKy KapTOHHYIO.

According to Normative documentation. / B

Labeling / MapknupoBKa COOTBETCTBUU C HOPMATUBHOV )
9 pkup AOKYMEHTaLMEH. Complies / CooTBeTCTBYET

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

Shelf life / Cpok rogrocTu: 3 years / 3 roga
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHANN3A TOTOBOIO NPOOYKTA

PRODUCT / MNPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HazuuH® kannu HazanbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHWUM KOL, MPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 30997
MANUFACTURE DATE: / ATA N3rOTOBNEHWA: 07/2023 C.A/CEPTU®UKAT AHANNU3A:4403/23
ANALYTICAL PROC. N°: / MNPOTOKOI AHAJIU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOAHOCTW: 07/2026

ANALYTICAL REFERENCE /| PEGEPEHTHBLIN MCTOYHUK METOHOB AHANWU3A: Normative documentation / HopmaTusHas
AokymeHTaumna N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KO MPOAYKTA KNWEHTA: 81775838

AP1 NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLMN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUWN ® APMALIEBTUYECKOW CYBECTAHLUWMN: 23010347

~ API MANUFACTURER NAME / .
_HAMMEHOBAHWE NPOU3BOAMUTENA ®APMALIEBTUMECKOW CYBECTAHLIMK: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAMTENA PAPMALIEBTUMECKON CYECTAHLUWMKU: Germany

REMARKS / Mpumeyvatue:
The Product conforms to ND/
MNpoaykT cooTBeTcTBYET TpeboBaHuam HI

BATCH REMARKS / MpuMeydanue 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 CBUAGTENLCTBYIO, Y4TO AaHHAR NapTWs NPoOBEpeHa B
COOTBETCTBUMA C pa3pelueHVeM Ha mapkeTuHr u Esponedckum pykosoACTBOM MO Hagnexallel MpousBoaACTBEHHOW
NnpakTuKe 4ANA NeKapCTBEHHbIX NPOAYKTOB.

A /
ANALIST / AnanuTuk: DECISION / 3aknioveHue: )0 54 ”¢
Joana Martins
DATE/ fata: % - /7d /(;«.[ 3
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCTBEHHOE NULO:
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