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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNN3A

Product: / Mpoaykr

SAP-Code: / Koa SAP:
Batch no.: / N2 naptuu:

NASIVIN SENSITIVE

Nasal metered spray 11,25 pug/dose /

HA3UBUH CEHCUTUB,

Cnpen HasanbHbIN 4O03UPOBaHHbLIN, 11,25 Mkr/oo3a

81724614
255050A

Manufacturing date (mm.yyyy): /

Qara npousBoacTBa (MM.rrrr):

03.2022

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

03.2025

Manufacturer according to the

registration in Russia: /

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

HQOM3BOQMTeﬂb B COOTBETCTBUMU

c peructpauuei B Poccuu:

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

Parameter / [lapameTtp

Specifications / Cneunduxkaumm

Results / PesynbraTthl

Description / Onucanne

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHbIin unn NoYTU
npo3pavHbIi, NouTH 6ecuBeTHbLIN NNK
cnerka >XenTbli pacTeop.

conforms

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
UaeHTnyHoCcTb required to correspond to the retention
OKCMMEeTas30fMHa time of the main peak on the
rugpoxnopuaa chromatogram of oxymetazoline

hydrochloride standard solution,

received at assay testing. / Bpems

yAEepP>XKaHUsi OCHOBHOrO NUKa Ha

XpomaTorpamme UCrbITyeMoro pacteopa

AOIMKHO COOTBETCTBOBaTL BPEMEHU

yAep>XXaHusi OCHOBHOrO NKa Ha

XpomaTtorpamme 3TanoHHOro pacTsopa

oKCUMeTa3onuHa rnapoxnopuaa,

nony4YeHHoro Npu TeCTMpoBaHUN

MeToaa.
Relative density (d 20/20)/ |From 1.006 to 1.010/ 1.008 /1,008
OTHocuTenbHaa nnoTHocTy | 1,006—-1,010
(d 20/20)
pH / pH From 5.6 to 6.1/ 5,6—6,1 59/5,9

Osmolality / OcmonsanbHocTb

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

291 mosmol/kg

Extracted volume /
N3Bnekaembiih 06vem

Not less than declared /
He meHee 3assneHHoro

conforms
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Sitz der Gesellschaft: Spittal an der Drau
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CERTIFICATE OF ANALYSIS / CEPTUOGUKAT AHAINTU3A

Product: / lIpoaykr

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

cnpeil Ha3anbHbIN AO3MPOBaHHbIN, 11,25 Mkr/po3a

HA3UBUH CEHCUTUB,
SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne naprtuu: 255050A
Manufacturing date (mm.yyyy): /
dara npoussoactBa (MM.ITrr): 03.2022
Expiry date (mm. :
Cpok rogHocTu (MM.ITIT): 03.2025

Manufacturer according to the

registration in Russia: /

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

ﬂpousaogwrenb B COOTBETCTBUU

c peructpaumeit 8 Poccuu:

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

Parameter / Mapametp

Specifications / Cneuncdukauun

Results / PeaynbTarthl

Average dose and uniformity
of delivered dose / CpegHsas
[o3a 1 0QHOPOAHOCTD
AOCTaBnNAeMou A03bl

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

Average dose 25 %.

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

But always < £35 % from average dose
mass /

CpepHas posa 45 mr £15%.
OaHOpoAHOCTb KOCTaBNAEMON [O3bI:
cpenHsna ao3sa +25%.

Makc. 2 us 10 gos > +25% ot cpegHeit
Macchl 03bl, HO Beeraa < +35% ot
cpegHeln Macchl A03bl

50.2 mg /50,2 mg

Quantity of doses per pack /
KonuyecTtso 03 Ha ynakoBky

Not less than 190 doses per pack /
He meHee 190 403 Ha ynakoBkKy

conforms

Relative impurities /
PoacteeHHble npumecu

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

<0.03%/ <0,03%

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

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OavHouHas HenaeHTUULMPOBaHHas
npumeck — He 6onee 1,0%

<01%/ <01%

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

<01%/ <0,1%

P&G Health Austria GmbH & Co. OG
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CERTIFICATE OF ANALYSIS / CEPTUDOUKAT AHAINTU3A

Product: / [Ipoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 yg/dose /

HA3UBUH CEHCUTUB,

cnpen Ha3anbHbIN A03UPOBaHHbLIN, 11,25 MKr/go3a

81724614
255050A

Manufacturing date (mm.yyvyy): /

Data npousBonctTea !MM.l’l'I'l'!:

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

Manufacturer according to the

registration in Russia: /

03.2022

03.2025

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

nQOM3BOEMTeI1b B COOTBETCTBUMU

¢ perucrtpauuen B Poccum:

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

Parameter / NapameTrp

Specifications / Cneundukauumn

Results / PeaynbTaTth!

O6bLwee KONNYECTBO APONOKEBLIX U
nnecHesbIx rpubos — He Gonee
10' KOE/mn

Microbial purity / TAMC - NMT 102 CFU/ml / 0CFU/10ml
MukpoGuonoruyeckas O6uee konuyecTso a3pobHbIX
yucToTa MUKpOOpraHu3moB — He 6onee

102 KOE/mn

TYMC — NMT 10" CFU/ml / O0CFU/10ml

Pseudomonas aeruginosa - absence/ml /
Pseudomonas aeruginosa — oTcyTcTBUE B
1mn

Absentin 1.0 ml/ 1,0 mi

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

Absentin 1.0 ml/ 1,0 mi

Assay Oxymetazoline

11.25 ug / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuyecteeHHoe cogepxaHue | 11,25 mkr/no3a: 225-262,5 mxr/mn
oKCMMeTasonuHa OKCUMETa3onuHa rugpoxnopuaa
rmapoxnopvaa

257.3 pg/ml/ 257,3 pg/mi

P&G Health Austria GmbH & Co. OG
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Telefon +43 (0)4762 51 51-0
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A

Product: / Mpoaykt

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /
HA3UBWUH CEHCUTUB,
cnpei HasanbHbIW 4O3UPOBaHHbLINA, 11,25 mkr/no3a

SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne naptuu: 255050A
Manufacturing date (mm.yyyy): /

Qara npousBoacTBa (MM.rrrr): 03.2022
Expiry date (mm.yyyy): /

Cpok rogHoCcTH (MM.rrrr): 03.2025

Manufacturer according to the

registration in Russia: /

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

NpoussoauTens B COOTBETCTBUU

c peructpauuen B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukaumm

Results / PeaynbraThl

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 NONN3ITUNEHOBOM
dnakoHe ¢ [03MpyHLUM
YCTPOWCTBOM W 3aLUTHBIM
NONWU3TUNEHOBbLIM KONMNAYKOM.

1 bnakoH n NUCTOK-BKNaAbIW B
KapTOHHOW nadvke. He meHee
190 A03 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 NONNITUNEHOBOM
cdnakoHe ¢ fo3npyoLWUM
YCTPOWCTBOM U 3aLUUTHBLIM
NONNATUNEHOBLIM KONMNAYKOM.

1 conakoH n NUCTOK-BKNAAbILW B
KapTOHHOI nayke. He meHee

190 no3 Ha bnakoH.

Labeling / Mapkuposka

In accordance with ND /
B cooTBETCTBUN C HOPMATUBHBLIM
[OKYMEHTOM

Complies as prescribed /
CooTBeTcTBYyET NpeanucaHHOMY

Storage conditions /
Ycnosus xpaHeHus

At the temperature not more than 30°C. /

Mpu Temnepatype He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHus

3years/ 3 roga

Assessment: / 3aknioueHue

Date / Signature of Qualified Person: /

The batch complies with the specification according to ND JIM-

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

19.11.2019) / MapTua cooTseTciByeT cheundukaumam
HopMaTusHoro aokymenTa Jill
04.02.2019, nameHeHuve Ne 2

UNTE

OaTa/ nognucb YNONHOMOYEHHOro nuua: i

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 * 9800 Spittal an der Drau ¢ Austria
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