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CERTIFICATE OF ANALYSIS / CEPTUDOUKAT AHATTU3A

Product: / [poaykT

SAP-Code: / Kog SAP:

Batch no.:/ Ne naptin:

NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pg/dose /

LIADIARDIALIAN MAIZLINIATIAMD
HASNBWH® CEHCUTIB,

cnpeun HasarnbHbIA 4O3MPOBaHHbLIN, 11,25 MKr/oo3a

05502960
284440A

Manufacturing date (mm.yyvy): /

dara npoussoacrtsa (MM.rrrr):

06/2023

Expiry date (mm.yyvv):/
Cpok rogHocT# (MM.ITTIT):

06/2026

Manufacturer according to the

reqistration in Russia: /

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

MpouzBoguTenb B COOTBETCTBUM

¢ perucrpaiivei B Poccrin:

«®anmap Xaric Kea Cepsuces Nagpua, C.AY.»

Parameter / NapameTtp

Specifications / Cneundmkauum

Identification
Oxymetazoline
hydrochloride /
MognNMHHOCTL
OxcumeTtazonuHa
rmapoxsmopua

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
YAEPXMBaHNA OCHOBHOIO MKa Ha
XpomaTorpamMmme UcnblTyemMoro pacteopa
[OMKHO COOTBETCTBOBATL BPEMEHMN
yOepXusaHna OCHOBHOIO Nnuka Ha
XpomaTorpamme CTaHLapTHOro pacrsopa
OKCMMETasonuHa ruapoxnopuaa,
MOMy4YEHHOW Mpu KONMYECTBEHHOM
onpegeneHuu.

Clarity / NMpospadHocTb

The product should be not more opalescent
than reference suspension 1. /
OnanecueHums npenaparta He 4ofKHa
MPEBbIlLiaTh ofanecueHLVio 3TainoHa
cpaBHeHus |.

Color of the solution /
LiseTHOCTb pacTeopa

The product should be not more colored than
color reference solution Y7 / MNpenapat
AormkeH 6biTh okpalleH He bonee
VHTEHCKBHO, YeM 3TanoH Y.

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

(d 20/20)

pH/ pH From561t06.1/01 56 p006,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 295 mOsmol/kg / 295
OcmonanbHOCTh Ot 270 go 330 mOcwmonb/Kr MOCcMOonb/Kr

Results / Peaynbrathl
conforms / cooTBeTcTBYET

conforms / cooTBeTCTBYET

conforms / cooTBeTCTBYET
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CERTIFICATE OF ANALYSIS /| CEPTUOUKAT AHANTU3A

Product: / MpoaykT

NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pg/dose /

HA3VBUH® CEHCUTUB,
cnpen HazanbHbI go3upoBaHHbId, 11,25 mkr/nosa
SAP-Code: / Kog SAP: 05502960
Batch no.:/ Ne napTuu: 294440A
Manufacturing date (mm.yyyy): /
Nata npoussoacTBa (MM.IITT): 06/2023
Expiry date (mm.yyyy): /
CpoK rogHoCTH (MM.TTTE): 06/2026

Manufacturer according to the

reqgistration in Russia: /

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

[MponssoauTesrnb B COOTBETCTBUY

c perucTpatimet B Poccuu:

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

Parameter / lNapameTp Specifications / Cneuundukaumnmn Resuits / PeaynksTarh!
Mean dose weight and Mean dose weight: 45 mg £15 %. 4526 mg/ 45.26 mr
uniformity of dose weight/ | Uniformity of dose weight: mean dose weight
CpegHss macca L03bl 1 + 25 %.
O[JHOPOLHOCTb MacChl Max. 2 from 10 doses > £ 25 % from mean
003bl dose weight. 0

But always < + 35 % from mean dose

weight. / 0

CpepnHsist macca fosbl: 45 Mr £ 15 %.
OpHOPOAHOCTE MacChl JO3bl: CPeHAA
mMacca gosbi + 25 %.

He Bonee 2 n3 10 go3 > £ 25 % ot cpeaHen |(
Macchl 4O3bl.
Ho Bcerpa < *+ 35 % oT1 cpegHen macchl 0
[03bl.

Related substances /
PopncTeeHHble Npumec

Impurity A (Hydrolysis product) — NMT 0.5 0.0 %
% / Mpumechb A (NPOAYKT ruaponnsa) — He
oonee 0.5 %.

Impurity ZP-1 — NMT 0.5 % / 0.0%
Mpumecb ZP-1 — He Bonee 0.5 %.

Single unidentified impurity — NMT 0.1 % / 0.0%
EgvHudHan HemgeHTnduumpoBaHHas
npumeck — He 6onee 0.1 %.

Total impurities = NMT 1.2 % / 0.0%
Cymma npumecei — He Gornee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIN3A

Product: / [Ipoaykr

SAP-Code: / Kon SAP:
Batch no.: / Ne naptin:

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /

iR A A

HA3WBIH® CEHCIATIB,

crnpen HasankHbIA OO3MpPOBaHHLIN, 11,25 Mkr/gosa

05502960
294440A

Manufaciuring date {mm.yyyy): /

DaTta npovizsoacrtea (MM.rrrr):

06/2023

Expiry date (mm.vyvyv): /

Cpok rogHocT# (MM.rrrr):

06/2026

Manufacturer according to the

registration in Russia: /

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

MpousBoauTeslb B COOTBETCTBUM

€ perncrpativieli B8 Poccuu:

«®amap Xanc Kea CepBucez Magpup, C.A.Y.»

rmgpoxnopug

Microbial purity / TAMC — NMT 10% CFU/mI / 0 CFU/mi/
Mukpobronorviyeckas ObLuee uncno aspobHbix GakTepuii — He 0 KOE/mn
yucToTa Gonee 10?2 KOE/mn
TYMC — NMT 10" CFU/ml / 0 CFU/ml/
ObLLee YMcno OPoXOKeBbIX U NIECHEBbIX 0 KOE/mn
rpubos — He 6onee 10! KOE/mn
Pseudomonas aeruginosa — absence/m!/ Absentin 1.0mi/
OtcyrcTBue Pseudomonas aeruginosalw. OtcytcTByeT B 1,0 M
Staphylococcus aureus — absence/ml. / Absentin 1.0 mi/
OtcytctBue Staphylococcus aureus/vn. OTcytctByeT B 1,0 MA
Assay 225 — 262.5 ug of oxymetazoline 252.7 pg/ml /
Oxymetazoline hydrochloride/ml. / 252 . 7mkr/Mn
hydrochioride / 225 — 262,5 MKr okCcuMeTasonuHa
KonuuecTtBeHHoe ruapoxnopuga/vis.
onpegenexHne
OkcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTUGUKAT AHATTU3A

Product: [ TpoayKT

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3MBWUH® CEHCUTUB,

cripei HasanbHbIN no3vpoBaHHbIf, 11,25 mkrinosa

05502960
294440A

Manufacturing date {(mm.yyyy): /

[aTta npou3soAcTBa (MM.ITIT):

06/2023

Expiry date (mm.yyyy): /
CpoK rogHoOCTH (MM.ITTT):

06/2026

Manufacturer according to the

registration in Russia: /

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

MpoussognTelb B COOTEETCTBUN

¢ peructpauueit B Poccuu:

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

Parameter / NapameTp

Specifications / Cneundukaummn

Results / Peaynbrarhbl

Packaging / Ynakoeka

Per 10 ml into a bottle of high-
density polyethylene with dosage
device and protective cap of high-
density polyethylene.

1 bottle enclosed with leaflet into
carton box. /

Mo 10 mn npenapata Bo hNakoH
3 NOMNUITUNEHA BbICOKOW
ASIOTHOCTY C AO3UPYIOLLIUM
YCTPOWNCTBOM U C 3alUTHON
KPbILLKOW U3 ronuaTuneHa
BbICOKOW MIIOTHOCTM.

Mo 1 chnakoHy BMecTe C
WHCTPYKLMEN N0 NPUMEHEHNIO B
nayvky KapTOHHYIO.

Per 10 ml into a bottle of high-
density polyethylene with dosage
device and protective cap of high-
density polyethylene.

1 bottle enclosed with leaflet into
carton box. /

Mo 10 mn npenapara Bo dnakoH
13 NOrIMATUIIEHA BbLICOKON
MNOTHOCTW C J,03UPYIOLLIAM
YCTPOWCTBOM 1 C 3aLLUTHON
KpbILLKOW U3 NonuaTuneHa
BbICOKOW MMOTHOCTY.

Mo 1 chrakoHy BmecTe C
WHCTPYKLUMEN NO NPUMEHEHNIO B
nayky KapTOHHVYIO.

Labeling / Mapxuposka

In accordance with ND. /
B cOOTBRETCTBUW C HOPMATUBHOMN
[lOKyMEHTaLNEN.

Complies as prescribed /
CooTBeTCTBYeT NpeanucaHHomy

Storage conditions /
YcnoBua XxpaHeHus

At the temperature not more than 30°C. /

Mpv Temnepatype He Bbiwe 30 °C.

Shelf-life / CpoK xpaHeHus

3years/3roga
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAIU3A

Product: / Mpoaykr

SAP-Code: /| Kon SAP:

Batch no.: / Ne nantuu:
Manufacturing date (mm.yyvv): /
HOara npouzBoacTsa (MM.IFT):
Expiry date (mm.yyyy): /

Cpok rogHocTh (MM.TTIT):

Manufacturer according to the
redistration in Russia: /

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /

1AM
HASUBUH® CEHCUTUB,

CNpen HasanbHbI 4O3UPOBaHHBIIA, 11,25 MKr/goaa
05502960
294440A

06/2023
06/2026

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

FAponzsoanTens B COOTBETCTEUN

C heructhauues 8 Pocoun:

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

API name / HaumeHorauue ADC:

Oxymetazoline hydrochloride / OkcumeTasonuua

rngpoxnopug
INN / MHH: Oxymetazoiine / OkcumeTtazonuu
API manufacturer batch number !
Homen cenuu npousnonutens A®C: 21392088
FP Manufacturer API Batch number / 2300648

Homep cepuu cy6eranuyun npoussoaurens IMo:

Siegfried PharmaChemikalien Minden GmbH,

AP} Manufactured by & Country i Germany /
MNpoussoaurens A®C, ctpaHa: 3urdppug GapmaXemukanver MungeH MMBX,
"epmaHus

Assessment: / 3akntoueHue:

The batch complies with the specification according to ND J111-

000511-211022 / MapTusa cooteetcTByeT cneuudukaumam

Date / Signature of Qualified Person: /

HopMaTuBHOro gokymexTa NM-000511-211022 .
A3 Iuly 2072z / /<
fdara / noannck yNnonHOMoYeHHOro nuua: -

Lty Ramcacs / ae







