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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / MMpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 uyg/dose /

HA3UBWUH CEHCUTUB,

cnpeu HasanbHbIN A03UPOBaHHbIA, 22,5 MKr/ao3a

81725406
274370A

Manufacturing date (mm.yyyy): /

gaTa npou3BoacrTea ! MM. l'l'l'l'!:

Expiry date (mm. i)
CpoK rogHoCcT (MM.IrfT):

11.2022

11.2025

Manufacturer according to the

registration in Russia: /

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

HQOM3BOQ_MTGJ1I: B COOTBETCTBUU

c gemcrgagueﬁ B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukaumm

Results / PeaynbTtaTthl

Description / Onucanue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Npo3payxbii N NoYTYU
Npo3payHbIi, No4YTU 6ecuBeTHbIR UK
crerka XenTtbli pacTeop.

conforms

Identification Oxymetazoline
hydrochiroide /
MNaeHTUYHOCTL
OKCUMETA30/MHA
rmgpoxnopuaa

The retention time of the main peak on the
chromatogram of tested solution is
required to correspond to the retention time
of the main peak on the chromatogram of
oxymetazoline hydrochloride standard
solution, received at assay testing. / Bpems
yAepXaHUA OCHOBHOro NUKa Ha
XpOMaTorpaMmme UcnbITyemMoro pacrsopa
AOMKHO COOTBETCTBOBATL BPEMEHU
yAep)aHUa OCHOBHOIO NUKa Ha
XpomaTorpamme 3TasrioHHOro pacrsopa
oKCMMEeTa3onNuHa rmgpoxsiopuaa,
Nony4eHHOro Npy TeCTMpoOBaHUN MeToAa.

conforms

Relative density (d 20/20) / |From 1.006 to 1.010/ 1.007 /1,007
OTtHocutenbHas nnotHoctb | 1,006 - 1,010

(d 20/20)

pH / pH From5.6t06.1/5,6 - 6,1 59/5,9
Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg
OcmonanbHOCTbL 270 - 330 mocmonb/Kr

Extracted volume /
N3snekaembiii o6bem

Not less than declared /
He meHee 3asBneHHOro

conforms

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 AHANU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBWUH CEHCUTUB,

cnpei HasanbHbIN 4O3UPOBaHHbIN, 22,5 MKr/ao3a

81725406
274370A

Manufacturing date (mm.yyyy): /

gaTa npoun3soacrTsBa ‘MM.I'I'I'I'!Z

Expiry date (mm. 1
Cpok rogHocTH (MM.FrrT):

11.2022

11.2025

Manufacturer according to the

registration in Russia: /

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

Mpou3soauTens B COOTBETCTBUM

¢ peructpauueii B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukauum

Results / PeaynbTarthl

Average dose and
uniformity of delivered dose
| CpepHsia fo3a un
OBHOPOAHOCTb
JocTasnaemon 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 /

CpepHsas nosa 45 mr +15%.
OpHopoaHOCTL AOCTaBNAEMON A03bI:
cpeaHsa pnosa +25%.

Makc. 2 ns 10 pos > +25% ot cpeaHen
Macchl Ao3bl, HO Beeraa < +35% ot
cpeaHen Macchl 403bi

49.97 mg/ 49,97 mg

Quantity of doses per pack /
KonuuecTtso 403 Ha
ynakoBKy

Not less than 190 doses per pack /
He meHee 190 103 Ha ynakoBKy

conforms

Relative impurities /
PoacTeeHHbIE Npyumecn

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

<0.03%/ <0,03 %

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

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OanHoYHan HenaeHTUUUMpoBaHHanA
npumeck — He 6onee 1,0%

<01%/ <01%

Total impurities NMT 4.9 % /
Bcero npumecei — 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®UKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBUH CEHCUTUB,

cnpen HasanbHbIW 4O3UPOBaHHbLIN, 22,5 MKr/ao3a

81725406
274370A

Manufacturing date (mm.yyyy): /

Qarta npousBoacTBa (MM.ITrT):
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.rrrT):
Manufacturer according to the

registration in Russia: /

11.2022

11.2025

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

MNpoussoaurtesns B COOTBETCTBUM

¢ peructpauuen B Poccum:

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

Parameter / NapameTp

Specifications / Cneuundukaumnu

Results / PeaynbTtarbl

Microbial purity /
Mukpo6uonoruyeckas YncTota

TAMC - NMT 102 CFU/ml / 0 CFU/10 ml
Obwee konu4yecTso a3pobHbIX

MWUKPOOPraHnu3MoB — He Gonee

102 KOE/mn

TYMC — NMT 10" CFU/ml / 0 CFU/10 ml

Obuwee KONUYECTBO APOXOKEBBLIX U
nnecHesb!x rpubos - He Gonee
10" KOE/mn

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

Absentin 1.0 ml/ 1,0 ml

Staphylococcus aureus —
absence/ml / Staphylococcus
aureus — oTcyTCcTBUE B 1 M~

Absentin 1.0 ml/ 1,0 ml

Assay Oxymetazoline

22,5 ug / dose: 450 — 525 pg of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuyectseHHoe cogepxaHue | 22,5 mkr/posa: 450-525 mkr/mn
oKCcMMeTa3onuHa OKCUMETA30NnHa Fuapoxnopuaa
rmagpoxnopvaa

476 pug/ml/ 476 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 Geselischaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Kiagenfurt FN 168759a
UID-Nr. ATU43740706
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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 22,5 ug/dose /
HA3UBWH CEHCUTUB,
cnpeil HasanbHbIN A03UPOBaHHbLIN, 22,5 MKr/ao3a

81725406
274370A

Manufacturing date (mm.yyyy): /

ga'ra npou3soacrtea ‘MM.I'I'I'I'!!

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

Manufacturer according to

11.2022

11.2025
the

registration in Russia: /

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

MpounsBoguTens B COOTBETCTBUU

¢ peructpauueii B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundukaumm

Results / PesynbTatbl

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 NONUITUNEHOBOM
cnakoHe ¢ 4o3npyoLLUM
YCTPOICTBOM 1 3aLUTHBIM
NnonnUaTUNEHOBbLIM KONNAYKOM.

1 dhnakoH 1 NUCTOK-BKNAAbILL B
KapTOHHOM nadke. 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 NONN3TUNEHOBOM
cdnakoHe ¢ AO3VPYOWUM
YCTPONCTBOM U 3aLLUTHBIM
NONNITUNEHOBBIM KONMAYKOM.

1 cbnakoH B nayke. He meHee
190 A03 Ha nakoH.

Labeling / Mapkuposka

In accordance with ND /
B cooTBeTCTBUM C HOPMATHBHbLIM
DOKYMEHTOM

Complies as prescribed /
CooTBeTtcTByeT NpesnucaHHoMy

Storage conditions /
Ycnosusa xpaHeHust

At the temperature not more than 30°C. /

Mpv Temnepatype He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHus

3years/ 3 roga

Assessment: / 3akniouyeHue:

Date / Signature of Qualified Person: /

The batch complies with the specification according to ND ff1-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MapTua cooTseTCcTBYRT cneuudnkaumam

ga'ra / noannuchb ynonniHOMoO4YeHHOro nuua.

P&G Health Austria GmbH &

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

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



SPITTALPLANT-P&GHEALTH
AUSTRIA

HOESSLGASSE 20
SPITTAL A.D. DRAU AUSTRIA &

Certificate of Compliance

Brand Name:

NASIVIN

Product Description: Batch Number: Package Size:

NASIVIN SENSITIVE 0,05% 274370A 10 ML

Importing Country: Dosage Form: Package Type:

RU Nasal spray metered PE bottle +
dropper bump

Strength/Potency:

22.5 mcg/dose

Brand Code: Contractor Item No:

81725406 81725406

Date of Manufacturing: Expiration Date:

18.11.2022 11.2025

Lot Quantity: Unit of Measure:

38.960 IT

Marketing Authorization No: Inspection Lot No:

JilI-000511 N/A

Manufacturing Site:

Famar, Alcorcon, Spain
Manufacturing License 6481E
GMP certificate number ES/083HVI/21

Quality Control Site:
P&G Health Austria GmbH & Co. OG

Hésslgasse 20-22, 9800 Spittal an der Drau, Austria
Manufacturing authorization number: 480021
GMP certificate number: INS-480021-0045-009

Packaging Site:
Famar, Alcorcon, Spain

Manufacturing License 6481E
GMP certificate number ES/083HVI/21

Certification Statement:

| hereby certify that the above information is authentic and accurate. This batch of product has been manufacturered, including
packaging and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorisation. The batch processing, packaging and analyses records were
reviewed and found to be in compliance with GMP.

Comments:
N/A
Usage Decision Code:

Inspection Lot is released: yes [ no

Signed by- Thomas Unteregger
Reason: gepruclt & genchmigt / reviewed & approved Docu'Sn:
Date & Time: 22 Dec 2022 17:13 03 +01 .00 s

Signature / Name of Qualified Person: Date

(O Dr. Barbara Unterlerchner  [X] Mag. DI Thomas Unteregger



