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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 yg/dose /

HA3UBWUH CEHCUTUB,

cnpew HasanbHbIW A03UPOBaHHbLIN, 22,5 mKkr/po3a

81725406
270910A

Manufacturing date (mm.yyyy): /

gaTa npoussoncrtsea ‘MM.I'I'I'I'!:

Expiry date (mm. i)
CpoK rogHocTH (MM.ITrT):

11.2022

11.2025

Manufacturer according to the

registration in Russia: /

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

lMpousgoauTens B COOTBETCTBUU

c peructpauyueii B Poccuum:

«®amap Xanc Kaa Cepsucus Magpua, C.AY.»

Parameter / Mapametp

Specifications / Cneundukaumn

Results / PesynbTaThl

Description / Onucanue

Transparent or nearly transparent, from
almost coloriess to slightly yellow
solution. / Mpo3payHbIn nAKM NoYTK
npo3paudHbIi, Moyt 6ecuseTHbIA unu
cnerka XenTtblil pacTeop.

conforms

Identification Oxymetazoline
hydrochlroide /
NpeHTnYHOCTD
okcumeTasonuHa
rmapoxnopuaa

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
YAEpXaHWA OCHOBHOFO MNWKa Ha
XpomaTtorpamme ucrbiTyemoro pactsopa
OOMKHO COOTBETCTBOBaTL BpeMEHU
yAep>KaHWA OCHOBHOrO fnuka Ha
XpomaTorpaMmme 3TanioHHOro pacteopa
oKkcumeTasonuHa ruapoxnopuaa,
NONy4YeHHOro Npu TECTUPOBAHUN MeToAa.

conforms

MNaBnekaembiin 06bem

He meHee 3aaBneHHoOro

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 5.6t06.1/5,6 - 6,1 5.9/5,9
Osmolality / From 270 to 330 mOsmol/kg / 285 mOsmol/kg
OcmMonsanbHOCTL 270 - 330 mocmonb/Kr

Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / Mpogykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBUH CEHCUTUB,

cnpei Has3anbHbIA AO3UPOBaHHbIN, 22,5 MKr/ao3a

81725406
270910A

Manufacturing date (mm.yyyy): /

Oara npou3BoAcTBa (MM.ITIT):

11.2022

Expiry date (mm. |
Cpok rogHoCTy (MM.IrTrT):

11.2025

Manufacturer according to the

registration in Russia: /

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

MNpou3soauTensL B COOTBETCTBUM

c peructpauuen B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukauum

Results / PesynbTaTbl

Average dose and
uniformity of delivered dose
/ CpeaHsas no3a u
0AHOPOAHOCTb
AOCTaBNAEMOW 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 /

CpepHsia posa 45 mr £15%.
OaHopoAHOCTL AOCTaBNSEMON A03bI:
cpeaHana nosa £25%.

Makc. 2 u3 10 gos > +25% oT cpeaHein
mMacchl A03bl, Ho Bcerga < £35% ot
cpeaHein maccol A03bl

48.21 mg/ 48,21 mg

Quantity of doses per pack /
Konunuectso 003 Ha
ynaKoBKy

Not less than 190 doses per pack /
He meHee 190 A03 Ha ynakoBky

conforms

Relative impurities /
PoacTteeHHbIe npumecu

Impurity A — NMT 2.0 % /
Mpumeckt A — He Bonee 2,0%

<0.03%/ <0,03%

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

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OanHouHas HenaeHTUbNUMpoBaHHas
npumecst — He 6onee 1,0%

<01%/ <0,1%

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

<01%/ <01%
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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 pg/dose /

HA3WBUH CEHCUTUB,

cnpen HazanbHbIA [O3UPOBaHHLIN, 22,5 MKr/ao3a

81725406
270910A

Manufacturing date (mm.yyvy): /

Oarta npoussoacTBa (MM.Irrr):
Expiry date (mm.yyyy): /
CpoK rogHoOCTH (MM.ITTT):

Manufacturer according to the
registration in Russia: /

11.2022

11.2025

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

MpoussoguTenb B COOTBETCTBUU

¢ perucrpauven B Poccuu:

«®amap Xanc Kaa Cepeucus Maapua, C.A.Y.»

Parameter / MapameTp

Specifications / Cneuudukaumnu

Results / Peaynbtarthbl

Microbial purity /
Mukpobuonornyeckas yncToTa

TAMC — NMT 102 CFU/ml/ 0 CFU/10 ml
O6Lwee konM4ecTBo aspobHbIX

MUKpOOpraHn3moB — He Gonee

102 KOE/mn

TYMC — NMT 10" CFU/ml / 0 CFU/10 ml

ObLwee KONNYECTBO APOHOKEBbLIX U
nnecHesbIX rpubos — He Gonee
10! KOE/mn

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

Absentin 1.0 ml/ 1,0 ml

Staphylococcus aureus —
absence/ml / Staphylococcus
aureus — oTcyTcTBue 8 1 mn

Absentin 1.0 ml/ 1,0 ml

Assay Oxymetazoline

22,5 ug / dose: 450 — 525 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuyecteBeHHoe copgepxanue | 22,5 mkr/gosa: 450-525 mkr/mn
OKCUMETa30NIMHa oKcUMEeTa3onvHa ruapoxnopuaa
rmgpoxnopuaa

485 pg/ml / 485 pg/ml

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
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATTU3A

Product: / [Ipoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /
HA3UBUH CEHCUTUB,
cnpen HasanbHbIN [O3UPOBaHHLIN, 22,5 MKr/Qo3a

81725406
270910A

Manufacturing date (mm.yyyy): /

Qara nponssoactea (MM.ITIT):

11.2022

Expiry date (mm.yyyy): /

Cpok rogHoCTH (MM.ITrT):

11.2025

Manufacturer according to the

registration in Russia: /

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

Mpou3soauTensL B COOTBETCTBUU

¢ perucTtpauueit B Poccuu:

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

Parameter / MNapameTtp

Specifications / Cneundukauum

Results / PesaynbtaTthbl

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 NONU3TUNEHOBOM
chnakoHe ¢ A031PYIOLLUM
YCTPONCTBOM W 3aLMTHBIM
NONW3TUNEHOBBLIM KONMAYKOM.

1 ¢hnakoH u NNCTOK-BKIAAbIL B
KapTOHHOW navke. He meHee
190 103 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 NONMITUNEHOBOM
cdnakoHe ¢ 03UpyoWmUM
YCTPONCTBOM U 3aLLUUTHBIM
NOMU3TUNEHOBbLIM KOSINAYKOM.

1 ¢obnakoH B nauke. He meHee
190 A03 Ha ¢hnakoH.

Labeling / Mapkuposka

In accordance with ND /
B cooTBeTCTBUN C HOPMATUBHBLIM
OOKYMEHTOM

Complies as prescribed /
CooTBeTCTBYET NPEeANUCaHHOMY

Storage conditions /
Ycnosusi xpaHeHus

At the temperature not more than 30°C. /

Mpu Temnepatype He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHus

3years /3 roga

Assessment: / 3aknioyeHue:

The batch complies with the specification according to ND JII1-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MapTua cooTseTCTBYET cneundukaunsam

HopmarueHoro aokymeHTa JIM-000511-261017 (n3smeHeH
04.02.2019, nsmexenune Ne 2 ot 19.11.2019)

Date / Signature of Qualified Person: /

ga'ra / noaAnucCchb ynonHoMo4eHHoOro nuua:

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
wWww.pg.com

(s AL

sform: Offene Gesellschaft (OG
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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% 270910A 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:

15.11.2022 11.2025

Lot Quantity: Unit of Measure:

38.950 IT

Marketing Authorization No: Inspection Lot No:

JI-000511 N/A

Manufacturing Site:

Famar, Alcorcon, Spain
Manufacturing License 6481E

GMP certificate number ES/083HVI1/21

Quality Control Site:

P&G Health Austria GmbH & Co. OG

Hosslgasse 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:

I 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: X yes O no (et
Signed by Barbara Untesterchner ..
Do P 15 D 12030 sor T ! DoeuSige
Signature / Name of Qualified Person: Date

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



