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CERTIFICATE OF ANALYSIS /| CEPTU®PUKAT AHANU3A

Product: / Mpoayxr

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

NASIVIN® SENSITIVE

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

HA3WBUH® CEHCWUTUB,

cnpey HasanbHbIA 0O3MPOBaHHLINA, 22,5 MKrigosa

05502959
302750A

Manufacturing date (mm. N

ga'ra npovasoncrea IMM.TTI'I'I:

Expiry date (mm. M
Cpok rogHocTy (Mm.rrrr):

10/2023

10/2026

Manufacturer according to the

registration in Russia: /

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

nEOHSBOgHTEI'!b B COOTBETCTBWUH

c gemgpagueﬁ B8 Poccuu:

«®amap Xanc Kea Cepeuces Magpua, CA.Y.»

Parameter / MNapametp

Specifications / Cneundukauum

Results /| Pesynsrars!

Identification
Oxymetazoline
hydrochioride /
MoannHHOCTE
OxkcumeTasonuHa
ruapoxnopug

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
YOAEPKUBAHWSA OCHOBHOTO NUKA Ha
XpoMaTtorpamme WCnbiTyemoro pactsopa
JAOMKHO CODTBETCTBOBATL BPEMEHU
yoaepXveaHWA OCHOBHOTO NUKa Ha
XpomMaTtorpamMme CTaHAapTHOro pacTeopa
OKCUMETa30MNHa ruapoxnopnuaa,
NOMYYEHHOI NPU KOMWMECTBEHHOM

onpegeneHuuy.

conforms / cooTBeTCTBYET

Clarity / Mpospa4HocTs

The product should be not more opalescent
than reference suspension ./
OnanecueHLns npenapara He J0mkHa
NpeBbiLUaTh OnNanecueHLUmMo aTanoHa
cpasHeHus |.

conforms / cooTBEeTCTBYET

Color of the solution /
LiseTHoCTE pacTeopa

The product should be not more colored than
color reference solution Y7 / MNpenapat
fomkeH BbiTb oKkpalleH He Gonee
VHTEHCUBHO, YeMm aTanoH Ys.

conforms / cooTBeTcTBYET

Relative density (d 20/20) / |From 1.006 to 1.010/ 1.007
OrtHocuTensHas nnoTHocTs | OT 1,006 go 1,010

(d 20/20)

pH / pH From 5.6t0 6.1 /071 5.6 po 6.1 5.8

Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg / 291
OcMonNAanNsHOCTL Ot 270 no 330 mOcmonb/kr mOcmonb/kr

Procter & Gam®™ 2
DZ - ALTFELD

03

Mﬂ?ﬁ
WARENEINGAN 3
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpogykr

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

HA3WBWUH® CEHCUTWUB,
crnpei HazanbHbIA QO3UPOBaHHbLIA, 22,5 MKr/go3a
SAP-Code: [ Kog SAP: 05502959
Batch no.: / Ne naptum: 302750A
Manufacturing date (mm.yyyy): /
Oarta npouseoacTsea (Mm.rrrr): 10/2023
Expiry date (mm. :
Cpok rogHocTy (MM.TTrT): 10/2026

Manufacturer according to the

registration in Russia: /

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

Mpou3BoauTeENs B COCTBETCTEWNM

C perncrpauuein B Poccum:

«®amap Xanc Kea Cepeucez Magpua, C. AY.»

Parameter / Mapamertp Specifications / Cneundukauum Results / Pesynsrartsi
Mean dose weight and Mean dose weight: 45 mg +15 %. 43.08 mg /43.08 mr
uniformity of dose weight / | Uniformity of dose weight; mean dose weight
CpeaHns macca [o3asi n +25%.
OAHOPOAHOCTE MaCChi Max. 2 from 10 doses > % 25 % from mean
003kl dose weight. 0

But always s + 35 % from mean dose

weight. / 0

CpepHas macca ao3sll 45 mr+ 15 %
OpnHOpoAHOCTE MACCH [03bl: CPEeaHNAs
mMacca fo3sl + 25 %.

He 6onee 2 u3 10 poz > + 25 % ot cpepHen |
MacChl 403bl.
Ho Bceraa < + 35 % oT cpeaHen macchl 0
003k,

Related substances /
PopacTteeHHele npumecy

Impurity A (Hydrolysis product) — NMT 0.5 0.0 %
% { Mpumeck A (NpoaykT raaponuaa) — He
Gonee 0.5 %.

Impurity ZP-1 —= NMT 0.5 % / 0.0%
Mpumecs ZP-1 — He Gonee 0.5 %.

Single unidentified impurity = NMT 0.1 %/ |0.0%
EavHuyHas HempeHtuuyuposaHHas
npumeck — He Bonee 0.1 %.

Total impurities = NMT 1.2 % / 0.0%
Cymma npumecei — He bonee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANTU3A

Product: / Mpoaykr

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

HA3SWBWH® CEHCUTUB,
Cripeil HazanbHbIN A03UpOBaHHLIX, 22,5 Mmkr/no3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne napTuu: 302750A
Manufacturing date (mm. )
Oata npou3soacTBa (MM.ITIT): 10/2023
Expiry date (mm. 4
Cpok rogHocTu (MM.rTTT): 10/2026

Manufacturer according to the

registration in Russia: /

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

nEOH:lBOﬂHTeﬂh B COOTBETCTBUU

c perucrpaymen B Poccuum:

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

Microbial purity / TAMC — NMT 10? CFU/ml / 0 CFU/ml/
MukpoBuonoruyeckas O6wee yvmcno aspobHeix GakTepuil — He 0 KOE/mn
yucroTa Gonee 102 KOE/Mn
TYMC — NMT 10" CFU/ml / 0 CFU/ml/
Obuiee YMCNO APOHCKEBLIX U NNECHEBBIX 0 KOE/mn
rpvbos — He Gonee 10' KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OTeyrcrane Pseudomonas aeruginosa/mn. | Oteytereyer 8 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
Orcytctaue Staphylococcus aureusimn. Otcytecreyet 8 1,0 mn
Assay 450 — 525 pg of oxymetazoline 508.7 pg/ml / 508.7
Oxymetazoline hydrochloride/ml. / MKr/Mn
hydrochloride / 450 - 525 mKr okcumeTasonuHa
KonuyectseHHoe | ruapoxnopuaa/mn.
onpeaenexHne
OkcumeTasonuHa
TYAPOXIOPUA
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATNTU3A

Product: / Npoaykr

NASIVIN® SENSITIVE

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

cnpei HazanbHbIA A03UWPOBaHHBLIW, 22,5 MKr/Qo3a

HASWUBWH® CEHCUTUWB,
SAP-Code: | Kog SAP: 05502959
Batch no.: / Ne napTun: 302750A
Manufacturing date (mm.yyyy): /
Oarta npousBoAcTBa (MM.IITT): 10/2023
Expiry date (mm. :
Cpok roqHocTu (MM.TTTT): 10/2026

Manufacturer according to the
registration in Russia: /

MpouzsoguTent B COOTBETCTBUM
c perucrpauunen B8 Poccuu:

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

a®amap Xanc Kea Cepeucez Manpwa, C.A.Y.»

Parameter / Mapamerp | Specifications / Cneuudhuxkauum

Results / PesynsTaTte!

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
13 NONUATUNEHE BLICOKOW
NAOTHOCTI C A03MPYIOLLAM
YCTROWCTBOM U C 3aLLWTHON
KPBILLKOR U3 NONMaTUneHa
BbICOKOW NNOTHOCTW.

Mo 1 cnakoHy BMecTe ¢
WHCTPYKUMERA MO NMPUMEHEHUIO B
Naqky KapTOHHYIO.

Packaging / Ynakoska

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 NONWaTWNEHa BbICOKON
NNOTHOCTA C A03NPYIOLLIUM
YCTPOWMCTBOM W C 33LNTHOR
KPLILLIKOW M3 NONUaTUNEeHa
BbICOKOW MMOTHOCTH.

Mo 1 conakoHy BMecTe ¢
WHCTPYKLUWEN NO NPUMEHEHNIO B
nadky KapTOHHYHO.

In accordance with ND. /
B cooTseTcTBMW C HOPMaTWUBHON
[OKYMEHTaLWen.

Labeling / Mapkupogeka

Complies as prescribed /
CooTBercTByeT npeanncasHomMy

Storage conditions /
Ycnosus xpaHeHus Mpw Temnepatype He Boiwe 30 °C.

At the temperature not more than 30°C. /

Shelf-life / Cpok xpaHeus | 3 years / 3 roaa
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CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHANN3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 yg/dose /
HA3UBWH® CEHCUTUB,
criper HazarnbHbIW QO3UpoBaHHbIN, 22,5 Mkr/gosa

05502958
302750A

SAP-Code: / Kog SAP:

Batch no.: / Ne naptum:
Manufacturing date (mm. % f

ga'ra Nnpou3soacTea !MM.I’I‘TI’I:

Expiry date (mm.yyvy): /

Cpok rogHocTH (Mm.rrrr):
Manufacturer according to the
registration in Russia: /

MpouaBoguTefis B COOTBETCTBUM
c perucTpauvien B Poccuu:

10/2023

10/2026

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

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

API name /| HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumerazonuHa

rMAPOXNopua
INN / MHH: Oxymetazoline / OkCMMETa30NUH
API manufacturer batch number
Homep cepuu nponasogurens A®C: 18032049
FP Manufacturer API Batch  number 5301091

Homep cepuu cybcraiuum npoussoaurens MMad:

___ Siegfried PharmaChemikalien Minden GmbH,

APl  Manufactured by &  country Germany /
NMpounzsogutens APC, cTpana: 3urdppua PapmaXemnkanned MuHaeH MMoX, |
e l'epmaHuns

Assessment: /| 3aknO4YeHue:

The batch complies with the specification according to ND JI1-
000511-211022 / NapTua cooTBETCTBYET cneyndukaumam

HopmaTueHoro aokymenTa J1M-000511-211022

Date / Signature of Qualified Person: /
ga'ra / noannch ynonHoMo4eHHOro nuua.

250c72523 /

Loty Atz /a8

FArAar —ADES

-



