PeG

CERTIFICATE OF ANALYSIS / CEPTUOPUKAT AHATIU3A

Page 1 of 4/ CtpaHuua 1 us 4

Product: / Mpoaykr NASIVIN SENSITIVE
Nasal metered spray 11,25 pug/dose /
HA3UBUH CEHCUTUB,
cnpeu HaszanbHbIW 4O3UPOBaHHbIN, 11,25 MKr/ao3a

SAP-Code: / Koa SAP: 81724614

Batch no.: / Ne napruu: 255630A

Manufacturing date (mm.yyyy): /

Oara npoussoacTBa (MM.rrrr): 03.2022

Expiry date (mm. |

Cpok rogHocTU (MM.FrIT): 03.2025

Manufacturer according to the

registration in Russia: / Famar Health Care Services Madrid, S.A.U./

MpousBoauTenL B COOTBETCTBUMN

¢ perucrtpauuen B Poccum: «®amap Xanc Kaa Cepeucus Maagpua, C.A.Y.»
Parameter / MapameTp Specifications / Cneuundukaumnn Results / PeaynbTarhbl
Description / OnucaHue Transparent or nearly transparent, from |conforms

almost colorless to slightly yellow
solution. / Tpo3payHbIi Ny NoYTH
npo3payHbIv, noutn 6ecupeTHbIR nn
Crerka XenTbli pacTeop.

ldentification Oxymetazoline | The retention time of the main peak on | conforms

hydrochlroide / the chromatogram of tested solution is
MaeHT4HOCTL required to correspond to the retention
OKCUMEeTa30/nMHa time of the main peak on the
rmapoxnopuaa chromatogram of oxymetazoline

hydrochloride standard solution,
received at assay testing. / Bpema
yAep)XaHust OCHOBHOrO NuKa Ha
XpomaTtorpamme UCnbITYEMOro pactsopa
AOMKHO COOTBETCTBOBATb BPEMEHU
yaep)aHus OCHOBHOrO Nuka Ha
XpomaTtorpamme 3TanoHHOro pacteopa
OKCMMETa30N1Ha rugpoxsnopuaa,
NoMy4YeHHOro Npu TeCTUPOBaHUN

MeToAaa.
Relative density (d 20/20)/ | From 1.006 to 1.010/ 1.008 /1,008
OTHocuTenbHas nnoTtHocte | 1,006—1,010
(d 20/20)
pH/ pH From 5.6t0 6.1/5,6-6,1 59/59
Osmolality / OcmonsinbHocTe | From 270 to 330 mosmol/kg / 290 mosmol/kg
270-330 mocmonb/kr
Extracted volume / Not less than declared / conforms
WNasnekaembiit 06bem He meHee 3asBNeHHOro
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Product: / Mpoaykr NASIVIN SENSITIVE
Nasal metered spray 11,25 ug/dose /
HA3UBUH CEHCUTUB,
cnpei HasanbHbIN 4O3UPOBaHHLIN, 11,25 MKr/ao3a

SAP-Code: / Kog SAP: 81724614

Batch no.: / N2 naptuu: 255630A

Manufacturing date (mm.yyyy): /

Qara npousBoacTBa (MM.rrrr): 03.2022

Expiry date (mm.yyyy): /

Cpok rogHocTu (MMm.rrrr): 03.2025

Manufacturer according to the

registration in Russia: / Famar Health Care Services Madrid, S.A.U./

MNpoussoguTens B COOTBETCTBUMN

¢ peructpauven B Poccum: «®amap Xanc Kaa CepBucus Magpup, C.A.Y.»
Parameter / MapameTtp Specifications /| Cneundoukauum Results / PesynbTarthbl
Average dose and uniformity | Average dose 45 mg £15 %. 49.4 mg /49,4 mg
of delivered dose / CpegHsia | Uniformity of delivered dose:

0033 N 0 QHOPOAHOCTb Average dose 25 %.
pocrasnAemMon no3bl Max. 2 from 10 doses > +25 % from

average dose mass

But always < £35 % from average dose
mass /

CpeaHsas gosa 45 mr £15%.
OpHopoaHOCTL 4OCTaBNsemMoi A03bi:
cpeaHNas gosa +25%.

Makc. 2 us 10 po3s > +25% oT cpegHen
Macchl 403bl, HO Bceraa < £35% ot
cpegHei Macchl 8O3bl

Quantity of doses per pack / | Not less than 190 doses per pack / conforms
KonuyecTtso o3 Ha ynakoeky | He meHee 190 103 Ha ynakoBKy
Relative impurities / Impurity A — NMT 2.0 % / <0.03%/ <0,03 %
PoacTteeHHble npumecu Mpumecb A — He Bonee 2,0%

Impurity ZP-1 = NMT 1.5 % / <0.04%/ <0,04%

Mpumecb ZP-1 — He 6onee 1,5%

Single unknown impurity - NMT 1.0%/ | <0.1%/ <0,1%
OpaviHouHan HenaeHTUMUMpoBaHHasn
npumeck — He 6onee 1,0%

Total impurities NMT 4.9 % / <01%/ <01%
Bcero npumeceit — He 6onee 4,9%

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 ¢ 9800 Spittal an der Drau * Austria Rechtsform: Offene Gesellschaft (OG)
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Telefax +43 (0)4762 51 51-440 Landesgericht Klagenfurt FN 168759a
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / MpoaykT

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

Manufacturing date (mm.yyyy)

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBUH CEHCUTUB,

cnpen HasanbHbIN A03MPOBaHHbLIN, 11,25 MKr/no3a

81724614
255630A

./

ga'ra npou3soncrtea ! MM.IIIT):

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

Manufacturer according to the
registration in Russia: /

03.2022

03.2025

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

MpoussoauTenb B COOTBETCTBUM

¢ peructpauuen B Poccuu:

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

Parameter / NapameTp

Specifications / Cneundukauumn

Results / Pesynbrartbl

Obuwee KONUYECTBO APOICKEBLIX 1
nnecHesbix rpnbos — He Honee
10! KOE/mn

Microbial purity / TAMC — NMT 102 CFU/ml / 0CFU/10 ml
Mukpobuonornyeckas O6wee konuyecTso as3pobHbIX
yucrora MUKpPOOpPraHn3mos — He Gonee

10?2 KOE/mn

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

Pseudomonas aeruginosa — absence/ml /
Pseudomonas aeruginosa — oTCyTCTBME B
1 mn

Absentin 1.0ml/ 1,0 ml

Staphylococcus aureus — absence/mi /
Staphylococcus aureus - oTcyTcTBMe B
1 mn

Absentin1.0ml/ 1,0 ml

Assay Oxymetazoline

11.25 ug / dose: 225 — 262.5 g of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuectseHHoe coaepxanue | 11,25 mkr/aosa:; 225-262,5 mkr/mn
oKCUMeTasonuHa OKCMMETa3oNnHa ruapoxnopuaa
rmgpoxnopuga

240.3 pg/mi / 240,3 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 (04762 51 51-440
WWW.pg.com

Rechtsform: Offene Geselischaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pug/dose /
HA3UBWH CEHCUTUB,
cnpewn HasanbHbIN [O3UPOBaHHbLIN, 11,25 MKr/ao3a

81724614
255630A

Manufacturing date (mm.yyyy): /

gaTa npou3ssoncrtea ! MM.ITIT):

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

03.2022

03.2025

Manufacturer according to the

registration in Russia: /

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

ngouaaogwrenb B COOTBETCTBUMN

c peructpauuei B Poccuu:

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

Parameter / NapameTp

Specifications / Cneuncukaumu

Results / PesynbTrathi

Packaging / YnakoBka

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 NOANSTUNEHOBOM
dnakoHe ¢ gosunpyowum
YCTPOWCTBOM W 3aLUNTHBIM
NONU3TUNEHOBLIM KONMAYKOM.

1 nakoH 1 NMNCTOK-BKNAAbILL B
KapTOHHOW nayke. He meHee
190 103 Ha cbnakoH.

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 Mn1 B NONUSTUINEHOBOM
dnakoHe ¢ [o3uNpyOLLMM
YCTPORCTBOM W 3aLUNTHbLIM
NOFINATUNEHOBLIM KONNAYKOM.

1 donakoH ¥ NUCTOK-BKNaAbILL B
KapTOHHOM nayke. He meHee

190 no3 Ha dnakoH.

Labeling / Mapkuposka

In accordance with ND /
B cooTBeTCTBUM C HOPpMATUBHBIM
OOKYMEHTOM

Complies as prescribed /
CooTBeTcTBYET NpeanucaHHoMy

Storage conditions /
Ycnosus xpaHeHus

At the temperature not more than 30°C. /

Mpwn Temnepatype He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHus

3 years/ 3 roga

Assessment: / 3aknioueHue

Date / Signature of Qualified Person: /
Qara / nognucb YNONHOMOYEHHOro nuua:

P&G Health Austria GmbH & Co. OG

The batch complies with the specification according to ND Ni-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from

19.11.2019) / NMapTna cooTBeTCTBY

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

cneundukaumnam

Rechtsform: Offene Gesellschaft (OG)
Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706




