Page 1 of 4/ CtpaHuua 1 us 4

PeG

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANTUSA

Product: / MpoaykTt

SAP-Code: | Koa SAP:
Batch no.: / Ne naptum:

NASIVIN SENSITIVE

Nasal metered spray 22,5 yg/dose /

HA3WBUH CEHCUTUB,

cnpei Ha3anbHbLIA 4O3NPOBaHHbIN, 22,5 MKr/ao3a

81725406
270950A

Manufacturing date (mm.yyyy): /

gaTa npoun3soncraea ‘MM.I’I"I‘I‘!:

Expiry date (mm. i
CPpOK rogHoCcTu (MM.ITIT):

11.2022

11.2025

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens, B COOTBETCTBUM

c peructpauueii B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuudukaumm

Results / Peaynbrath!

Description / Onucanue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / MpospayHbIil nNn NoyTU
Npo3payHbIA, NoYTH GecuseTHbIN Unu
cnerka XenTbivi pacTeop.

conforms

Identification Oxymetazoline | The retention time of the main peak on the |conforms
hydrochlroide / chromatogram of tested solution is
UpeHTUyHOCTD required to correspond to the retention time
oKCUMeTa3onuHa of the main peak on the chromatogram of
rmapoxnopuaa oxymetazoline hydrochloride standard

solution, received at assay testing. / Bpema

yAepXXaHWs OCHOBHOrO NWKa Ha

XpomarorpaMmme UCMbITYeMOoro pactsopa

[OIMKHO COOTBETCTBOBATbL BPEMEHMU

yAep)XXaHua OCHOBHOro NUKa Ha

Xpomarorpamme 3TanoHHOro pacteopa

OKCMMETa3oNuHa rugpoxnopuvaa,

NoSy4eHHOro Npu TeCTUpOBaHUU MeToAa.
Relative density (d 20/20)/ |From 1.006 to 1.010/ 1.006 / 1,006
OTHocuTenbHas nnotHocTs (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
OcMONANbHOCTb 270 - 330 mocmonb/Kr

Extracted volume /
N3Bnekaembith 06bem

Not less than declared /
He meHee 3agBneHHoOro

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 AHATIU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 yg/dose /

HA3WBUH CEHCUTUB,

cnpen HasanbHbIN 4O3UPOBaHHbIW, 22,5 MKr/ao3a

81725406
270950A

Manufacturing date (mm.yyyy): /

ga*ra npou3soncTea ‘MM.ITIT!:

Expiry date (mm. )
Cpok rogHoCcTH (MM.ITrT):

11.2022

11.2025

Manufacturer according to the

registration in Russia: /

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

lMpousBoguTenb B COOTBETCTBUM

c gerucrgagueﬁ B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuudpukaumm

Results / PeaynbTtartsl

Average dose and
uniformity of delivered dose
| CpepHasn nosa u
OAHOPOAHOCTb
AocrasnsieMon 4o3bl

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 /

CpegnHsas gosa 45 mr £15%.
OpHopoaHOCTL AocTaBNsemMon A03bI:
cpegHsana gosa +25%.

Makc. 2 us 10 po3 > £25% or cpeaHen
mMaccel A03bl, HO Bcerpa < £35% ot
cpefiHei macch! 4O3bl

50.13 mg/ 50,13 mg

Quantity of doses per pack /
KonuuectBo 003 Ha
YNaKOBKY

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

conforms

Relative impurities /
PoacreeHHbie npumecu

Impurity A — NMT 2.0 % /
Mpumecb 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 HemaeHTUMUNMPOBaHHaNA
npumeck — He 6onee 1,0%

<01%/ <01%

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 / CEPTUDUKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBUH CEHCUTUB,

cnpen HasanbHbIW 403UPOBaHHbIN, 22,5 MKr/ao3a

81725406
270950A

Manufacturing date (mm.yyyy): /

gaTa npoussoncrsea 1MM.I'I'I'I'I:

Expiry date (mm. :/
CpOoK rogHOCTH (MM.FrrT):

Manufacturer according to the

registration in Russia: /

11.2022

11.2025

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

MpoussoauTensL B COOTBETCTBUU

c peructpaumei B Poccuu:

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

Parameter / MNapametp

Specifications / Cneuncdukauum

Results / Peaynbrarh!

Microbial purity /
Mukpobuonoruyeckasa yuctora

TAMC — NMT 102 CFU/ml / 0 CFU/10 ml
Obuwee konnyecTso aspobHbIx

MWKPOOpraHW3moB — He bonee

102 KOE/mn

TYMC —~ NMT 10! CFU/ml / 0 CFU/10 ml

Obuwee KonNMYEecTso APONOKEBLIX U
nnecHesbix rpnbos — He 6onee
10" KOE/mn

Pseudomonas aeruginosa —
absence/ml / Pseudomonas
aeruginosa — otTcytctane B 1 mMn

Absentin 1.0 ml/ 1,0 ml

Staphylococcus aureus —
absence/ml / Staphylococcus
aureus — OTCyTcTBME B 1 MN

Absentin 1.0 ml/ 1,0 ml

Assay Oxymetazoline

22,5 ug / dose: 450 — 525 ug of

hydrochioride / oxymetazoline hydrochloride / ml/
KonuuecteeHHOe coaepxkaHune | 22,5 mkr/aosa: 450-525 mkr/mn
okcMmeTasonuHa okcumeTasonuHa ruapoxnopuaa
rmapoxnopuaa

482 pg/ml/ 482 pg/mi

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 / CEPTUOUKAT AHATNTU3A

Product: / MpogykT

SAP-Code: / Koa SAP:

Batch no.: / N2 napTuu:
Manufacturing date (mm. 1
Qarta npousBoacTBa (MM.rrrr):
Expiry date (mm. il

Cpok rogHocTU (MM.rrrr):
Manufacturer according to the

registration in Russia: /
MpoussoauTens B COOTBETCTBUMN
¢ perucrpauuein B Poccuu:

NASIVIN SENSITIVE

Nasal metered spray 22,5 pg/dose /
HA3UBWH CEHCUTUB,
cnpeil Ha3anbHbIA [O3UPOBaHHbIW, 22,5 MKr/ao3a

81725406
270950A

11.2022

11.2025

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

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

Parameter / NapameTtp

Specifications / Cneumndukaumm

Results / Pe3ynbTarthbl

Packaging / YnakoBka

Package / 10 m! 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 NONWM3TUNEHOBOM
chnakoHe ¢ A03UpYIOLLIUM
YCTPOUCTBOM U 3aLLUTHLIM
NOANSTUNEHOBLIM KOMMNaYKOM.

1 chnakoH N NUCTOK-BKNaAbILL B
KapTOHHOW nayke. 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 NONW3TUNEHOBOM
cdbnakoHe ¢ AO3NPYIOLLUM
YCTPOWUCTBOM U 3aLUTHbLIM
NOMU3TUNEHOBbLIM KONMAYKOM.

1 conakoH B nauke. He meHee
190 A03 Ha chnakoH.

Labeling / Mapkuposka

In accordance with ND /
B cooTBeTcTBUMN C HOPMATUBHBIM
OOKYMEHTOM

Complies as prescribed /
CooTBeTcTBYET NpeanucaHHoOMy

Storage conditions /
YcnoBus XxpaHeHus

At the temperature not more than 30°C. /
Mpu TemnepaType He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHus | 3 years / 3 roga

Assessment: / 3aknioyeHue:

The batch complies with the specification according to ND JIl1-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MapTus cooTBETCTBYET cneuundukaLmsam

HopmaTuBHoro aokymenta J1M-000511-261017 (u3menHe
04.02.2019, nsmeHenune Ne 2 ot 19.11.2019)

Date / Signature of Qualified Person: /

ga'ra / noanUchb ynonHoMo4YeHHoOro nuua.

(5%

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 61-440
www.pg.com

chtsform: Offene Gesellschaft (O
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% 270950A 10 ML
Importing Country: Dosage Form: Package Type:
RU Nasal spray metered PE bottle +

dropper bump

Strength/Potency:
22.5 meg/dose

Brand Code: Contractor Item No:
81725406 81725406

Date of Manufacturing: Expiration Date:
17.11.2022 11.2025

Lot Quantity: Unit of Measure:
38.810 IT

Marketing Authorization No: Inspection Lot No:
JiII-000511 N/A

Manufacturing Site:

Famar, Alcorcon, Spain
Manufacturing License 6481E

GMP certificate number ES/083HVI/21

Quality Control Site:

P&G Heaith 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/083HVI1/21

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 U no AR
Signed by Barbm:Unlulchhm
Dae & e 18 Dot ugs 150308 ot g0 DewuSign
Signature / Name of Qualified Person: Date

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



