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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAITU3A

Product: / Mpoaykr

SAP-Code: / Kog SAP:
Batch no.: / Ne naptuu:

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /

HA3WBUH® CEHCUTUB,

cnpein HasanbHbIA AO3MPOBaHHbIN, 22,5 MKr/ao3a

056502959
316750A

Manufacturing date (mm.yyyy): /

gaTa Npou3BOACTBA IMM.ITFI'):

03/2024

Expiry date (mm.yyyy): /
CpokK rogHocTu (MM.rrrr):

02/2027

Manufacturer according to the

registration in Russia: /

Famar Health Care Services Madrid, S.A.U./

MpousBoauTeNnb B COOTBETCTBUM

C perucrtpauuen B Poccuu:

«®amap Xanc Kea Cepeuces Magpua, C.A.Y.»

Parameter / lMapametp

Specifications / Cneundukauum

Results / PeaynbTathl

Identification
Oxymetazoline
hydrochloride /
[TognvHHOCTL
OkcumeTasonuHa
rmapoxnopua

The retention time of the main peak on the
chromatogram of the tested solution is
required to correspond to the retention time
of the main peak on the chromatogram of the
oxymetazoline hydrochloride standard
solution, received at assay testing. / Bpems
yAepXnBaHWsA OCHOBHOIO NUKa Ha
XpomaTorpaMmMe UCMbITyEMOro pacTeopa
[OSMKHO COOTBETCTBOBAaTL BPEMEHN
YAEPXKMBAHUA OCHOBHOrO NUKa Ha
XpomaTtorpamme CTaHAapTHOro pacTeopa
OKCMMETasonuHa rmgpoxnopuaa,
nory4YeHHOW Npy KOSIMYECTBEHHOM
onpegeneHuu.

conforms / cooTBeTCcTBYET

Clarity / MNMpospayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuma npenapaTta He [OMKHA
npesbillaTh ONanecUeHUMIo 3TanoHa
cpaBHEHMS .

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTb pacTeopa

The product should be not more colored than
color reference solution Y7 / Mpenapat
AomkeH ObITh okpalueH He Bonee
WHTEHCUBHO, YeM 3TasnoH Y7.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTtHocuTenbHas nnoTHocTb | OT 1,006 go 1,010

(d 20/20)

pH / pH From 5.6t0 6.1 /071 5,6 go 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg / 291
OcmMmonAnbHOCTL Ot 270 po 330 mOcmonb/kr mOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpoaykr

SAP-Code: / Koo SAP:
Batch no.: / Ne naptuu:

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 uyg/dose /

HA3SUBUH® CEHCUTUB,

crnpeun HasanbHbIW OO3UPOBaHHbIN, 22,5 MKr/ao3a

05502959
316750A

Manufacturing date (mm.yyyy): /

Oarta npousBoacTBa (MM.rrrr):

03/2024

Expiry date (mm. )
CpoOK rogHoCTH (MM.ITTT):

02/2027

Manufacturer according to the

reqgistration in Russia: /

Famar Health Care Services Madrid, S.A.U./

HDOM3BOQMTEJ1 b B COOTBETCTBUU

€ peructpauuen B Poccuu:

«®amap Xanc Kea CepBucesz Magpug, C.A.Y.»

Parameter / Mapametp

Specifications / Cneuundukaumm

Results / Peaynbrarbl

Mean dose weight and
uniformity of dose weight /
CpenHasa macca fo3bl 1
OOHOPOAHOCTb Macchl

Mean dose weight: 45 mg £15 %.

Uniformity of dose weight: mean dose weight
125 %.

Max. 2 from 10 doses > = 25 % from mean

44.66 mg / 44.66 mr

Cymma npumecen — He 6onee 1.2 %.

003bl dose weight. 0
But always < + 35 % from mean dose
weight. / 0
CpepHsaa macca fosbl: 45 mr + 15 %.
OpHopoAHOCTE Macchl A03bl: CpeaHsis
macca ao3bl + 25 %.
He 6onee 2 n3 10 o3 >+ 25 % ot cpegHeit | ()
macchbl 403bl.
Ho Bcerga < £ 35 % oT cpegHeit macchl 0
403bl.
Related substances / Impurity A (Hydrolysis product) — NMT 0.5 0.0%
PoacTeeHHble npumecu % / Mpumeck A (NpoAyKT rmaponusa) — He
6onee 0.5 %.
Impurity ZP-1 = NMT 0.5 % / 0.0%
MNpumecb ZP-1 — He Gonee 0.5 %.
Single unidentified impurity — NMT 0.1 % / 0.0%
EAvHWuHas HevaeHTUOUUMpPOBaHHad
npumeck — He 6onee 0.1 %.
Total impurities — NMT 1.2 % / 0.0%
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAITU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /

HA3UBUH® CEHCUTUB,
cnpen HasanbHbIA OO3MPOBaHHbINW, 22,5 MKr/no3a
SAP-Code: / Kon SAP: 05502959
Batch no.: / Ne naptum: 316750A
Manufacturing date (mm.yyyy): /
ata npoussoacTea (MM.ITTT): 03/2024
Expiry date (mm.yyyy): /
Cpok rogHocT# (MM.rrrr): 02/2027

Manufacturer according to the

registration in Russia: /

Famar Health Care Services Madrid, S.A.U./

[pousBsoauTens B COOTBETCTBUM

c peructpauuen B Poccuum:

«®amap Xanc Kea CepBuces Magpug, C.A.Y.»

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml/
Mukpobuonorudeckas O6wee uncno aapobHbix 6akTepuit — He 0 KOE/mn
yucroTa 6onee 10?2 KOE/mn
TYMC — NMT 10" CFU/ml / 0 CFU/ml/
Obuwee uMcno ApOXOKEBBIX U NITECHEBBIX 0 KOE/mn
rpubos — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absent in 1.0 ml/
OtcytctBue Pseudomonas aeruginosa/mn. | Otcytcteyet B 1,0 Mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OtcyTcTBue Staphylococcus aureus/vn. OTcyterByeT B 1,0 mn
Assay 450 — 525 ug of oxymetazoline 506 pg/ml / 506 mkr/mn
Oxymetazoline hydrochloride/ml. /
hydrochloride / 450 - 525 MKr oKCMMEeTa3onMHa
KonuuecTteeHHoe rugpoxnopuvaa/mn.
onpegerneHue
OxcumeTtasonvHa
rMAPOXIopUA,
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 pg/dose /
HA3WBUH® CEHCUTUB,
cnpen HaszanbHbIN A03UPOBaHHbIN, 22,5 MKr/ao3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptuu: 316750A
Manufacturing date (mm.yyyy): /
Oara npou3BogcTea (MM.ITrr): 03/2024
Expiry date (mm.yyyy): /
CpoOK rogHoCTU (MM.IITT): 02/2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpousBoauTensL B COOTBETCTBUMN
c perucrpauuvei B Poccuu: «®amap Xanc Kea CepBuces Magpug, C.A.Y.»
Parameter / Mapametp | Specifications / Cneuuncbukauum | Results / Pesynetartbl
Packaging / YnakoBka Per 10 ml into a bottle of high- Per 10 ml into a bottle of high-
density polyethylene with dosage |density polyethylene with dosage
device and protective cap of high- | device and protective cap of high-
density polyethylene. density polyethylene.
1 bottle enclosed with leaflet into | 1 bottle enclosed with leaflet into
carton box. / carton box. /
Mo 10 mn npenapata 8o ¢pnakoH |[Mo 10 mn npenapaTta Bo ¢pnakoH
13 NOMU3TKUNEHA BLICOKON 13 NONM3TUNEHA BLICOKON
NMOTHOCTY C A03UPYIOLLUM NMOTHOCTX C 403MPYOLLM
YCTPOWMCTBOM U1 C 3aLLUTHON YCTPOACTBOM U C 3aLLMTHOM
KPbILUKOW U3 NONUaTUNeHa KPbILLKOM U3 NonuaTuneHa
BbICOKOW NMIIOTHOCTW. BbICOKOMW MNOTHOCTW.
Mo 1 pnakoHy BMecTe ¢ Mo 1 dhnakoHy BmecTe C
WHCTPYKLUMER No NPUMEHEHWUIO B | UHCTPYKLIMEN MO NPUMEHEHNIO B
NayKy KapTOHHYIO. nayky KapTOHHY!O.
Labeling / Mapkuposka In accordance with ND. / Complies as prescribed /
B cooTtBeTCcTBUM C HOpMaTUBHOW | COOTBETCTBYET NpeAnncaHHoOMY
LOKYMEHTaLMEN.
Storage conditions / At the temperature not more than 30°C. /
Ycnosus XxpaHeHus Mpw Temnepatype He Bbiwe 30 °C.
Shelf-life / Cpok xpaHenus | 3 years / 3 roga
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAINTU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 yg/dose /
HA3UBUH® CEHCUTUB,
cripen HasanbHbIW 4O3UPOBaHHbIN, 22,5 MKr/go3a

SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptuum: 316750A
Manufacturing date (mm.yyyy): /

Oara npousBoacTea (MM.rrrr): 03/2024
Expiry date (mm.yyyy): /

CpOK rogHOCTU (MM.IrTT): 02/2027

Manufacturer according to the
registration in Russia: /

[pou3BoauTenbL B COOTBETCTBUM
¢ peructpauuein B Poccuu:

Famar Health Care Services Madrid, S.A.U./

«®amap Xanc Kea Cepsuces Magpua, C.A.Y.»

APl name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTtasonuHa

rmapoxaopua,
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepuu npousBoautensa A®C: 23202119
FP Manufacturer API Batch number / 2400215

Homep cepuu cybcTaHummu npounssogutens MNod:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
Mpoussoautens APC, cTpaHa: 3urcopug PapmaXemukanuer MuHgen MubX,
Mepmanns

Assessment: / 3akno4yeHue:

The batch complies with the specification according to ND J1I1-

000511-211022 / MNapTua cooTBeTCTBYET crneuundrkaumam
HopmaTusHoro aokymeHta JIM-000511-211022

Date / Signature of Qualified Person: /
Oarta / nognucb YyNonHOMOYEeHHOro nuua:

AL ACL 2O

S0

—

guc.éd.upe_ gcr\‘ec:LCe S G

FAMARL HANRIN




