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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3UBUH CEHCUTUB,

cnpen HasanbHbIN [O03UPOBaHHbIN, 11,25 Mkr/go3a

81724614
262620A

Manufacturing date (mm.yyyy): /

ga‘ra npoussogcrBa ‘MM.ITIT!!

Expiry date (mm. i)
Cpok roaHocTH (MM.rrrr):

06.2022

06.2025

Manufacturer according to the

registration in Russia: /

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

MNpousBoauTens B COOTBETCTBUMN

C perucrpauuen B Poccum:

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

Parameter / MapameTp

Specifications / Cneundukaumm

Results / PeaynbTtaTtbl

Description / Onucanwue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHbIA unu NouTH
npo3payHbit, NoYTH 6ecuBETHbIN UNK
cnerka XenTbi pacTeop.

conforms

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
MAaeHTUYHOCTL required to correspond to the retention
oKcUMeTas3onuHa time of the main peak on the
rmapoxnopuaa chromatogram of oxymetazoline

hydrochloride standard solution,

received at assay testing. / Bpems

YAEPXaHUs OCHOBHOMO NUKa Ha

XpomarorpaMmme UCnbITyeMoro pacresopa

AOMKHO COOTBETCTBOBATb BPEMEHN

yAepXaHns OCHOBHOrMO Nuka Ha

XpomaTtorpamme 3TanoHHOro pactsopa

OKCMMETa3onnHa rnapoxnopuaa,

nony4YeHHOro Npu TecTupoBaHun

MeToga.
Relative density (d 20/20)/ |From 1.006 to 1.010/ 1.007 /1,007
OTHocuTeneHas nnotHocte | 1,006-1,010
(d 20/20)
pH/pH From 5.6 to 6.1/ 5,6-6,1 5.9/59

Osmolality / OcmonanbHOCTb

From 270 to 330 mosmol/kg /
270-330 mocmonb/kr

291 mosmol/kg

Extracted volume /
MN3snekaembii oObem

Not less than declared /
He meHee 3asBneHHOro

conforms

P&G Health Austria GmbH & Co. OG

Hoésslgasse 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 / CEPTU®UKAT AHAIIU3A

Product: / Mpogykr

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBUH CEHCUTUB,

cnpew Ha3anbHbIA [O3MPOBaHHbIN, 11,25 Mkr/gosa

SAP-Code: / Kon SAP: 81724614
Batch no.: / Ne naptuu: 262620A
Manufacturing date (mm.yyyy): /

Oata npousBoacTBa (MM.ITIT): 06.2022
Expiry date (mm.yyyy): /

Cpok rogHoCcTH (MM.ITIT): 06.2025

Manufacturer according to the

registration in Russia: /

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

MpoussoauTenb B COOTBETCTBUMU

¢ perucrpaumeit B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukauumn

Results / PesynbTtarhl

Average dose and uniformity
of delivered dose / CpegHas
0033 1 0AHOPOAHOCTL
4ocTaBNsAeMon 403bt

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 /

CpeaHsia posa 45 mr £15%.
OpaHOopoaHOCTL 4OCTaBNAEMOlN 403k
cpenHnas nosa +25%.

Makc. 2 us 10 nos > £25% oT cpeaHen
Macchbl 4o3b!, HO Bceraa < +35% ot
cpegHel macchl A03bl

48.04 mg / 48,04 mg

Quantity of doses per pack /
KonuyecTBo £,03 Ha ynakoBky

Not less than 190 doses per pack /
He meHee 190 f03 Ha ynakoBKy

conforms

Relative impurities /
PoacteeHHble npumecu

Impurity A — NMT 2.0 % /
Mpumeck A — He 6Gonee 2,0%

<0.03%/ <0,03 %

Impurity ZP-1 — NMT 1.5 % /
Mpumect ZP-1 — He 6onee 1,5%

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OavHouHasa HenageHTudUUMpoBaHHas
npumecsh — He 6onee 1,0%

<01%/ <0,1%

Total impurities NMT 4.9 % /
Bcero npumecen — He 6onee 4,9%

<01%/ <01%

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 Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAINTU3A

Product: / MIpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3WBUH CEHCUTUB,

cnpen HasanbHbIN A03UpPOBaHHbLINA, 11,25 MKr/no3sa

81724614
262620A

Manufacturing date (mm.yyyy): /

Qara npousBozcTBa (MM.ITIT):

Expiry date (mm.yyyy): /
Cpok rogHocTn (MM.rrrr):

Manufacturer according to the
registration in Russia: /

06.2022

06.2025

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

NpoussoauTens B COOTBETCTBUU

C peructpaumeit 8 Poccuu:

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

Parameter / NapameTp

Specifications / Cneuucdukauumn

Results / PesynbTtartsl

ObLee KONNYECTBO APONOKEBbLIX U
nnecHesbIx rpubos — He 6Gonee
10" KOE/mn

Microbial purity / TAMC — NMT 102 CFU/mi / 0CFU/10 ml
Mukpobuonoruueckas ObLwee konu4ecTso aapobHbIX
yucroTa MUKPOOpraHuamos — He Gonee

102 KOE/mn

TYMC — NMT 10" CFU/mI / 0CFU/10 ml

Pseudomonas aeruginosa — absence/mi /
Pseudomonas aeruginosa — oTCyTCTBUE B
1 Mn

Absentin 1.0 ml/ 1,0 ml

Staphylococcus aureus — absence/ml /
Staphylococcus aureus — oTcyTCTBUE B
1mn

Absentin 1.0 ml/ 1,0 ml

Assay Oxymetazoline

11.25 pg / dose: 225 — 262.5 pg of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuecteeHHoe coaepxaHue | 11,25 mkr/gosa: 225-262,5 mkr/mn
OKCUMEeTAa30/MuHa OKCUMETa3onuHa ruapoxnopuaa
rmgpoxnopuaa

251.4 pg/ml/ 251,4 pg/ml

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
WWWw.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 / CEPTUDGUKAT AHAITU3A

Product: / MMpoaykTt

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /
HA3UBWH CEHCUTUB,
cnpen HasanbHLIW 4O03UPOBaHHLINA, 11,25 Mkr/aosa

81724614
262620A

Manufacturing date (mm.yyyy): /

Qata npousBoacrea (MM.rrrr):

06.2022

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

06.2025

Manufacturer according to the

registration in Russia: /

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

NpoussoautensL B COOTBETCTBUM

c peructpaumeit B Poccuum:

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

Parameter / lNapameTtp

Specifications / Cneundukauum

Results / Peaynbtathl

Packaging / Ynakoska

Package / 10 ml in polyethylene
vial with a metering device and
with a protective polyethylene cap.
1 vial and a patient information
leaflet in a carton. At least 190
doses per vial. /

10 Mn B NONNITUNEHOBOM
dnakoHe ¢ Ao3MpyoWnM
YCTPOWNCTBOM U 3aWUTHLIM
NONUITUNEHOBBLIM KONNAa4YKOM.

1 bnakoH 1 NUCToK-BKNAAbILL B
KapToHHOMN nauke. He meHee
190 003 Ha hnakoH.

Package / 10 ml in polyethylene
vial with a metering device and with
a protective polyethylene cap. 1
vial and a patient information leaflet
in a carton. At least 190 doses per
vial. /

10 mn B NONUITUNEHOBOM
cdnakoHe ¢ AO3MPYOLLUM
YyCTPOWCTBOM U 3aWUTHLIM
NONU3TUNEHOBBLIM KONNaYKOM.

1 cbnakoH M NUCTOK-BKNAaAbILW B
KapTOHHOM nayke. He meHee

190 Ao3 Ha hNakoH.

Labeling / MapkupoBka

In accordance with ND /
B cooTBeTCTBUM C HOPMATUBHBLIM
OOKYMEHTOM

Complies as prescribed /
CooTBeTcTBYeT NpeanucaHHomy

Storage conditions /
Ycnosus xpaHeHus

At the temperature not more than 30°C. /

Mpu Temnepartype He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHus

3 years / 3 roga

Assessment: / 3akntoueHue

Date / Signature of Qualified Person: /
Qara / noagnucb yNoNnHOMOYEHHOro nuua:

The batch complies with the specification according to ND J1M-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NapTua coorsBeTcTBYET Cneuudukaumam
HopmMaTusHoro aokymeHta J1MN-000511-261017 (usmeHeHune Ne 1 ot

04.02.2019, nsmeHeHune Ne 2 ot 19.11.2019)

P&G Health Austria GmbH & Co. OG

04 Aug. 2022

Hdosslgasse 20 » 9800 Spittal an der Drau * Austria

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

Unterlerchner Barbara /

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




