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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHATU3A

Product: / [poaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pug/dose /

HA3UBWH CEHCUTUB,

cnpei Ha3anbHbIW [O3UPOBaHHbLIN, 11,25 Mkr/ao3a

81724614
243020A

Manufacturing date (mm.yyyy): /

gaTa npou3ssoacrtea !MM.I'ITI'):

10.2021

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

10.2024

Manufacturer according to the

registration in Russia: /

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

ngouseogm’enb B COOTBETCTBUUN

¢ perucrpauuen 8 Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundukauum

Results /| PeaynbTathl

Description / Onucanve

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / MNpo3payHbBI UNK NoYTH
npo3padHbiin, nouTn 6ecuBeTHLIN Unn
cnerka XenTblit pacTeop.

conforms

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
NpeHTuJHOCTL required to correspond to the retention
OKCMMETas3onuHa time of the main peak on the
rmapoxnopuaa chromatogram of oxymetazoline

hydrochloride standard solution,

received at assay testing. / Bpems

yAep>XaHUa OCHOBHOrO Nuka Ha

Xpomartorpamme UCnbITYeMOoro pacTsopa

AOIMKHO COOTBETCTBOBATL BPEMEHHU

YAEpXaHUA OCHOBHOrO NKa Ha

Xpomartorpamme 3TariloHHOro pacreopa

okcumeTasonuHa ruapoxnopuaa,

Nony4YeHHOro Npu TECTUPOBAHUN

MeToAaa.
Relative density (d 20/20)/ |From 1.006 to 1.010/ 1.008/ 1,008
OTHocuTenbHas nnotHocte | 1,006-1,010
(d 20/20)
pH/pH From 5.6t06.1/5,6-6,1 59/59

Osmolality / OcmonsanbHocTb

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

291 mosmol/kg

Extracted volume /
NaBnekaemblih 06bem

Not less than declared /
He meHee 3aaBneHHOro

conforms

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 / CEPTU®UKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBWUH CEHCUTUB,

cnpen HazanbHbIW AO3UPOBaHHbINA, 11,25 MKr/ao3a

81724614
243020A

Manufacturing date (mm.yyvyy): /
Qara npousBoacTBa (MM.ITIT): 10.2021

Expiry date (mm.yyyy): /

CQOK rooHocTn ‘MM.I'I'I'I'!:

10.2024

Manufacturer according to the

registration in Russia: /

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

I'lpousaogm'enb B COOTBETCTBUU

€ perucrpaumeir B Poccum:

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

Parameter / MapameTp

Specifications /| Cneuucdukaumnm

Results / PeaynbTatbl

Average dose and uniformity
of delivered dose / CpegHss
Ao3a n 0agHOPOAHOCTL
HOCTaBNAEMOI 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 /

CpepHnas gosa 45 mr £15%.
OaHopoaHOCTL AoCTaBnsemMoil Ao3bl:
cpeaHsas aosa +25%.

Makc. 2 13 10 o3 > +25% oT cpeaHe
Macchl 4o3bl, HO Bceraa < +35% ot
cpepHeln maccbl 4,03bl

50.74 mg / 50,74 mg

Quantity of doses per pack /
Konu4yecTBo 103 Ha ynakosKy

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

conforms

Relative impurities /
PoacTteeHHble Npumecn

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

<0.03%/ <0,03%

Impurity ZP-1 — NMT 1.5 % /
Mpumecs ZP-1 — He Gonee 1,5%

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OauHouHas HenaeHTUULMpoBaHHaNA
npumecst — He 6onee 1,0%

<01%/ <01%

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

<01%/ <0,1%

P&G Heaith 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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PeG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3WBWH CEHCUTUB,

cnpen HasanbHbIW [O3MPOBaHHbINA, 11,25 Mkr/ao3a

81724614
243020A

Manufacturing date (mm.yyyy): /

ga'ra npoussoactTea ‘MM.ITITI:

Expiry date (mm. i)
Cpok rogHocTH (MM.TTIT):

Manufacturer according to the
registration in Russia: /

10.2021

10.2024

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

nQOM3BOBMTeﬂb B COOTBETCTBUU

¢ perucrtpauveu B Poccum:

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

Parameter / MapameTtp

Specifications / Cneuudunkaumm

Results / PeaynbTaTtbi

ObLiee KONUYECTBO APONOKEBLIX W
nnecHesbIx rpubos — He Gonee
10' KOE/mn

Microbial purity / TAMC — NMT 102 CFU/ml / 0CFU/10ml
Mukpo6uonorudeckas O6Lwee konnyecTeo aapobHbIX
yucToTa MUKpoopraHu3moB — He bonee

102 KOE/mn

TYMC — NMT 10" CFU/ml / 0CFU/10ml

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

Absent in 1.0ml/ 1,0 mi

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

Absentin 1.0 ml/ 1,0 m|

Assay Oxymetazoline

11.25 ug / dose: 225 — 262.5 g of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuyectseHHoe cogepxxaHue | 11,25 mkr/nosa: 225-262,5 mkr/mn
OKCMMEeTa3onuHa oKkcumeTasonuHa ruapoxnopvaa
rmnapoxnopuaa

250.3 pg/ml / 250,3 pg/mi

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®UKAT AHATIU3A
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Product: / Mpoaykr NASIVIN SENSITIVE
Nasal metered spray 11,25 ug/dose /
HA3WBUH CEHCUTUB,
cnpen Ha3anbHbIA [O3UPOBaHHbLIN, 11,25 Mkr/aosa
SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne napTtuu: 243020A
Manufacturing date (mm.yyyy): /
Oarta npousBoacTBa (MM.rrrr): 10.2021
Expiry date (mm.yyyy): /
CpoK rogqHoCcT! (MM.ITIT): 10.2024
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
[IpoussoguTenb B COOTBETCTBUU
€ perucrpauuen B Poccuu: «®amap Xanc Kaa Cepsucus Magpug, C.A.Y.»
Parameter / MapameTp Specifications / Cneundgukauun | Results / Peaynbrathl
Packaging / Ynakoeka Package / 10 ml in polyethylene Package / 10 ml in polyethylene
vial with a metering device and vial with a metering device and with
with a protective polyethylene cap. | a protective polyethylene cap. 1
1 vial and a patient information vial and a patient information leaflet
leaflet in a carton. At least 190 in a carton. At least 190 doses per
doses per vial. / vial. /
10 mn B NONU3TUNEHOBOM 10 mn B nonuaTtuneHosom
dnakoHe ¢ fo3MpyloLLUM cdnakoHe ¢ A03MpPYOLLM
YCTPOWMCTBOM U 3aLLUTHBIM YCTPOMCTBOM U 3aLLMTHbIM
NOMU3TUNEHOBbIM KONMAaYKOM. NONNITUMNEHOBLIM KONMNAYKOM.
1 donakoH 1 NUCTOK-BKNaAbILL B 1 donakoH 1 NUCTOK-BKNaAbILW B
KapTOHHOM nadke. He meHee KapToHHOW nayke. He meHee
190 803 Ha bnakoH. 190 003 Ha ¢hnaKoH.
Labeling / MapkupoBka In accordance with ND / Complies as prescribed /
B cooTBeTcTBUM C HOpMmaTuBHbIM | COOTBETCTBYET NPeanUcCaHHOMY
[OKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
Ycnosus xpaHeHusi Mpu Temnepartype He Bbiwe 30°C.
Shelf-life / Cpok xpaHeHnus |3 years / 3 roga

Assessment: / 3aknioyeHue 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) / MapTtus cooTseTcTBYET Cneuvudukauuam
HopmaTusHoro aokymenTa JIMNM-000511-261017 (u3meHeHue
04.02.2019, nameHeHue Ne 2 ot 19.11.3

UNTERE
Date / Signature of Qualified Person: /
Oara / noanuchb ynoniHOMOYeHHOro nuua:

Ao

P&G Health Austria GmbH & Co. OG
Hésslgasse 20 » 9800 Spittal an der Drau * Austria Rechtsform: Offene Gesellschaft (OG
Telefon +43 (0)4762 51 61-0 Sitz der Gesellschaft: Spittal an der Drau
Telefax +43 (0)4762 51 51-440 Landesgericht Klagenfurt FN 168759a
www.pg.com UID-Nr. ATU43740706




