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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

Product: / [Ipoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBUH CEHCUTUB,

cnpen HasanbHbIN 4O3UPOBaHHbLIN, 22,5 MKr/ao3a

300028332
236130A

Manufacturing date (mm.yyyy): /

ga'ra npou3soacrtea !MM.I’I‘I’I’.Z

Expiry date (mm.
Cpok ronHocTH (MM.rrrr):

06.2021

06.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUM

€ perucrpauuei B Poccuu:

«®amap Xanc Kaa Cepaucus Magpun, C.A.Y.»

Parameter / Mapametp Specifications / Cneundukauyuu Results / PeaynbTaTbl
Description / Onucaxue Transparent or nearly transparent, from conforms

almost colorless to slightly yellow

solution. / Mpo3pauHbii unu nouTy

Npo3payHbiii, nouT GecuyBeTHLIN UNK

crierka Xenrbii pacTeop.
Identification Oxymetazoline | The retention time of the main peak on the |conforms
hydrochiroide / chromatogram of tested solution is
MaeHTUYHOCTL required to correspond to the retention time
OKCUMETA30NuHa of the main peak on the chromatogram of
rmapoxnopuaa oxymetazoline hydrochloride standard

solution, received at assay testing. / Bpems

YAEepXaHWUA OCHOBHOro NUKa Ha

Xpomarorpamme UCNbITYEMOro pacTesopa

AOMKHO COOTBETCTBOBATL BPeMeH!

yAepxXaHus OCHOBHOro Nuka Ha

Xpomatorpamme 3TanoHHOro pacTsopa

OKCUMETa30NNHa rmapoxXnNopuaa,

NONy4eHHOro Npy TECTUPOBAHUW METOAA.
Relative density (d 20/20)/ |From 1,006 to 1,010/ 1.008/ 1,008
OTtHocuTenbHas nnotHocTb | 1,006-1,010
(d 20/20)
pH/pH From 5,6 t0 6,1/5,6-6,1 5.9/59
Osmolality / From 270 to 330 mOsmol/kg / 290 mosmol/kg
OcMONANbHOCTL 270-330 mocmonb/kr
Extracted volume / Not less than declared / conforms
N3Bnekaembiit 06bem He MeHee 3asBneHHoOro

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 9800 Spittal an der Drau * Austria

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
wwWWw.pg.com

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

Product: / Mpoaykt

SAP-Code: / Kog SAP:
Batch no.: / N2 naptum:

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBWH CEHCUTUB,

cnpen Ha3anbHbIN AO3MPOBaHHbLIN, 22,5 MKr/go3a

300028332
236130A

Manufacturing date (mm.yyyy): /

Qara npouisoncrsea !MM.I‘I’I’I’!:

Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.rrrT):

06.2021

06.2024

Manufacturer according to the

registration in Russia: /

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

NpoussoauTens B COOTBETCTBUYN

€ perucrpauuen 8 Poccuum:

«®amap Xanc Kaa Cepsucus Magpua, C.A.Y.»

Parameter / Mapamerp

Specifications / Cneuudukayun

Results / Peaynbtartil

Average dose and
uniformity of delivered dose
| CpepHas nosa u
OAHOPOAHOCTb
AocTaensemoi A03bl

Average dose 45 mg +15 %.
Uniformity of delivered dose:

Average dose 125 %.

Max. 2 from 10 doses > 25 % from
average dose mass

But always < +35 % from average dose
mass /

CpepnHss nosa 45 mr £15%.
OaHopoAHOCTL AOCTaBNAEMON A03b:
cpeaHsna foaa +25%.

Makce. 2 u3 10 o3 > +25% ot cpeaHein
Maccbl 403bl, HO Bceraa S +35% ot
cpefHe Macchl A03bI

50.72 mg/ 50,72 mg

Quantity of doses per pack /
KonuyecTso 103 Ha
YNaKoBKY

Not less than 190 doses per pack /
He meree 190 fo3 Ha ynakosky

conforms

Relative impurities /
PoacrteeHHble npumeck

Impurity A = NMT 2,0 % /
Mpumeck A — He Gonee 2,0%

00%/ 00%

Impurity ZP-1 - NMT 1,5 % /
MNpumecs ZP-1 — He 6onee 1,5%

0.0%/ 0,0%

Single unknown impurity — NMT 1,0 % /
OavHouHas HeuaeHTUUUMPOBaHHAA
npumech — He 6onee 1,0%

0.1%/01%

Total impurities NMT4,9 % /
Bcero npumeceit — He 6onee 4,9%

01%/01%

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 ¢ 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
www.pg.com

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANIU3A

Product: / [Ipoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 pg/dose /

HA3UBUH CEHCUTUB,

cnpew Ha3anbHbLIN QO3UPOBaHHbLINA, 22,5 MKr/A03a

300028332
236130A

Manufacturing date (mm.yyyy): /

Qara npoussoacrsea !MM.I'IT l'):

Expiry date (mm. :/
Cpoxk roaHocTu (MM.rrrr):

Manufacturer according to the
registration in Russia; /

06.2021

06.2024

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

l'lpouaaogmenb B COOTBETCTBUU

¢ peructpauueii B Poccuu:

«®amap Xanc Kaa Cepsucus Magpua, C.A.Y.»

Parameter / MapameTtp

Specifications / Cneunudukaruu

Results / Peaynbrarthb!

Microbial purity /
Mukpobronoruyeckas uuctorta

TAMC - NMT 102 CFU/mi / 0 CFU/10 mi
O6Lee konuyecTBo a3pobHbLIX

MUKpoopraHusmos — He 6onee

10% KOE/mn

TYMC - NMT 10! CFU/ml/ 0 CFU/10 ml

Obujee KonNU4ECTBO APONOKEBBIX U
nnecHesbix rpubos — He Gonee
10' KOE/mn

Pseudomonas aeruginosa —
absence/ml / Pseudomonas
aeruginosa — oTcyTcTaue 6 1 mn

Absentin 1.0ml/ 1,0 ml

Staphylococcus aureus —
absence/ml / Staphylococcus
aureus — oTcyTcTBue 8 1 Mn

Absentin 1.0 ml/ 1,0 mi

Assay Oxymetazoline

22,5 pg / dose: 450 - 525 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuectseHHoe cogepxanue | 22,5 mkr/ao3a: 450-525 Mkr/mn
OKCUMeTa3onmHa oKkcumeTasonuHa runapoxnopuaa
ruapoxnopuga

485.0 pyg/ml / 485,0 pg/ml

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 » 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
www.pg.com

Rechtsform: Offene Gesellschaft (OG)

Sitz der Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706




PeG

Page 4 of 4/ Ctpanuua 4 us 4

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpogykr

SAP-Code: / Koa SAP:
Batch no.: / Ne naprtuu:

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBUH CEHCUTUB,

cnpen Ha3anbHbIW [O3UPOBaHHLIN, 22,5 MKr/ao3a
300028332

236130A

Manufacturing date (mm.yyyy): /
Qara npoussogcrea (MM.rrrr): 06.2021

Expiry date {(mm. 2 /

Cpok rogHocTu (MM.rrrT):

06.2024

Manufacturer according to the

registration in Russia: /

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

nEO"3BOMT6ﬂb B COOTBETCTBUMN

€ perucrtpauuen 8 Poccuu: «®amap Xanc Kaa Cepsucus Magpua, C.A.Y.»
Parameter / Mapametp | Specifications / Cneyudukauuu [ Results / Peaynbrarhi
Packaging / Ynakoska Package / 10 ml in polyethylene [Package / 10 ml in polyethylene
vial with a metering device and vial with a metering device and
with a protective polyethylene with a protective polyethylene cap.
cap. 1 vial and a patient 1 vial and a patient information
information leaflet in a carton. At |leaflet in a carton. At least 190
least 190 doses per vial. / doses per vial. /
10 mn B NoNU3TUNEHOBOM 10 Mn B NoNU3TUNEHOBOM
cdnakoHe ¢ 4o3vpyoWUM chnakoHe ¢ 4o3upyioWUM
YCTPOACTBOM W 3aLUNTHBIM YCTPOACTBOM W 3aLLUTHBIM
NONUITUNEHOBbLIM KONNaJKOM. NONU3ITUNEHOBLIM KONNAYKOM.
1 cbnakoH un nNucTok-BkNaabIW B 1 ¢hnakoH B nauke. He meHee
KapToHHOW nadyke. He meHee 190 803 Ha nakoH.
190 no3 Ha dnakoH.

Labeling / Mapkuposka In accordance with ND / Complies as prescribed /
B cootsetcTBum C HopmaTuBHbIM | COOTBETCTBYET NPeANUCaHHOMY
AOKYMEHTOM

Storage conditions /
Ycnosus xpaHeHus

At the temperature not more than 30°C./
Mpn Temnepartype He Bbilwe 30°C.

Shelf-life / Cpok xpaHeHus

3 years / 3 ropa

Assessment: / 3aknioueHue: The batch complies with the specification according to ND NIM-

Date / Signature of Qualified Person: / .
Hara / noanucs, ynonHoMoueHHOro nuua: 27 JUL A

P&G Health Austria GmbH & Co. OG

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NapTus coorseTcTByeT Cne nKaumam
HopmaTtusHoro AokymenTa JIMN-000511-26101/7 (MafreHepq
04.02.2019, nameHeHune Ne 2 ot 19.11.2
UNTEREGGE oma

Hésslgasse 20 » 9800 Spittal an der Drau * Austria Rechtsform: Offene Gesellschaft (OG)

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
www.pg.com

Sitz der Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706




