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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 yg/dose /

HA3UBWH CEHCUTMUB,

cnpeu HasanbHbIN A403NMpoBaHHbINA, 11,25 mkr/nosa

81724614
241600A

Manufacturing date (mm.yyyy): /

Oara npoussoacrea (Mm.rrrr):

Expiry date (mm. 2/

Cpok rogHocTy (MM.ITIT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoanTtenb B €Oo0TBEeTCTBUN

c peructpaumeii B Poccum:

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

Parameter / Mapametp

Specifications / Cneuncdukauun

Results / PesynbTaThbl

Description / OnucaHue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHblit UNu No4TH
npo3payHblit, Noutn 6ecuseTHBIN UNU
cnerka XenTbivi pacTeop.

conforms

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochliroide / the chromatogram of tested solution is
UpeHTUUHOCTL required to correspond to the retention
oKcuMeTasonuHa time of the main peak on the
rmgpoxnopuaa chromatogram of oxymetazoline

hydrochloride standard solution,

received at assay testing. / Bpemsa

yAep>XXaHnsa OCHOBHOro Nnvka Ha

Xxpomarorpamme ucrnbITyeMoro pactsopa

AOIMKHO COOTBETCTBOBATb BPEMEHM

yAep)XaHusa OCHOBHOrO NuKa Ha

XpomaTorpaMmMe 3TanoHHOro pactsopa

OKCMMETa3onNuHa ruapoxnopuaa,

NONY4EHHOro Npu TECTUPOBAHUN

mertoAa.
Relative density (d 20/20)/ |From 1.006 to 1.010/ 1.008 / 1,008
OTHocutenbHaa nnotHocTs | 1,006-1,010
(d 20/20)
pH/ pH From 5.6 to 6.1/ 5,6—6,1 5.9/5,9

Osmolality / OcmonsanbHOCTb

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

290 mosmol/kg

Extracted volume /
N3Bnekaembiii 0Obem

Not less than declared /
He meHee 3asBneHHoro

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 / CEPTUOUKAT AHAJIU3A

Product: / Mpogykt

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3WBUH CEHCUTUB,

cnpeun HasanbHbIN KO3MPOBaHHbIN, 11,25 mKkr/gosa

SAP-Code: / Kog SAP: 81724614
Batch no.: / N2 napTuu: 241600A
Manufacturing date (mm.yyyy): /

Qara npousBogctBa (MM.rrrr): 09.2021
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.rrrT): 09.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUU

¢ peructpauuven B Poccuu:

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

Parameter / MapameTp

Specifications /| Cneundukauumn

Results /| Peaynbrarhbl

Average dose and uniformity
of delivered dose / CpegHas
[o3a n 0QHOPOAHOCTb
[ocTasnsemon Aosbl

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 /

CpepHsas gosa 45 mr £15%.
OpHOPOAHOCTL AOCTABNAEMOIA 403bl:
cpenHNasa fosa £25%.

Makc. 2 u3 10 pos > +25% ot cpeaHein
Maccbl fo3bl, Ho Bceraa s +35% ot
cpeaHe Macchl A03bi

4419 mg/ 44,19 mg

Quantity of doses per pack /
Konuyectso 03 Ha ynakosky

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

conforms

Relative impurities /
PoacTteeHHble npumecu

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

<01%/ <0,0%

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

<01%/ <01%

Single unknown impurity — NMT 1.0 % /
OauHouHas HemaeHTUULMPOBaHHasn
npumeck — He 6onee 1,0%

<01%/ <0,1%

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

<01%/ <0,1%

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®PUKAT AHANTU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3UBUH CEHCUTMUB,

cnpei HasanbHbIW 4O3MPOBaHHbIN, 11,25 Mkr/gosa

81724614
241600A

Manufacturing date (mm.yyyy): /

Data npounisoncrTea ! MM. I'I'I'l'!:

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

Manufacturer according to the

registration in Russia: /

09.2021

09.2024

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

I'Igousaogmenb B COOTBETCTBUUN

¢ peructpauvei B Poccum:

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

Parameter / MNapameTp

Specifications / Cneuudukayun

Results / PeaynbTtartbl

Obuwee KONUYECTBO APOXOKEBLIX U
nnecHesbix rpubos — He 6onee
10" KOE/mn

Microbial purity / TAMC — NMT 102 CFU/ml / 0CFU/10 ml
Mukpobuonoruyeckas O6wwee konu4yecTBO a3pOobHbLIX
yucroTa MUKpoopraHu3mos — He Bonee

102 KOE/mn

TYMC — NMT 10" CFU/ml / OCFU/10 mi

Pseudomonas aeruginosa — absence/ml /
Pseudomonas aeruginosa — oTcyTcTB/E B
1 mn

Absentin 1.0 ml/ 1,0 ml

Staphylococcus aureus — absence/ml /
Staphylococcus aureus — oTCyTCTBUE B
1wmn

Absentin 1.0 mi/ 1,0 ml

Assay Oxymetazoline

11.25 pg / dose: 225 - 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / ml/
KonuuecteerHoe coaepxanue | 11,25 mkr/gosa: 225-262,5 mxr/mn
OKCUMETa3oNuHa oKcUMeTasonuHa rugpoxnopuaa
rmapoxnopuaa

249.6 pg/ml / 249,6 ug/ml

P&G Health Austria GmbH & Co. OG

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

Rechtsform: Offene Gesellschaft (OG)

Sitz der Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINU3A
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Product: / Mpoaykr NASIVIN SENSITIVE
Nasal metered spray 11,25 pg/dose /
HA3WBUH CEHCUTUB,
cnpen HasanbHbIN QO3UPOBaHHbIN, 11,25 Mkr/go3a

SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne naprtuu: 241600A
Manufacturing date (mm.yyyy): /
Oarta npou3BoAcTBa (MM.ITTT): 09.2021
Expiry date (mm. i
CpokK roaHocTH (MM.ITrr): 09.2024
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpousBoguTenb B COOTBETCTBUM
¢ peructpauvein B Poccum: «®amap Xanc Kaa Cepsucus Magpua, C.A.Y.»
Parameter / Napametp Specifications / Cneundukauumu [ Results / PesynbTtathl
Packaging / Ynakoska 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 NONWM3ITUNEHOBOM 10 Mn B NONUATUNEHOBOM
cdnakoHe ¢ 4osunpyrowum dnakoHe ¢ posnpyowum
YCTPONCTBOM U 3aLLUTHLIM YCTPOWCTBOM U1 3aLUTHBIM
NONNITUNEHOBLIM KOSNAYKOM. NONUATUNEHOBLIM KOSINAYKOM.
1 bnakoH n NUCTOK-BKNaALILL B 1 bnakoH n NUCTOK-BKNAAwILL B
KapToHHOP nadke. He meHee KapTOHHOW nadke. He meHee
190 n03 Ha hNaKoH. 190 #03 Ha bnakoH.
Labeling / MapkupoBka In accordance with ND / Complies as prescribed /
B cooTBeTCTBUM C HOpMaTUBHBLIM | CooTBETCTBYET NPEANUCAHHOMY
AOKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
Ycnosusa xpaHeHus Mpn Temnepartype He Bbiwe 30°C.
Shelf-life / Cpok xpaHeHus |3 years / 3 roga

Assessment: / 3aknioueHue The batch complies with the specification according to ND J11-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NapTusa cooTeeTCTBYET CneyudukaLuam

HopmaTueHoro gokymenta JiM-000511-261017 (uameHeHune
4 X oG - 9800

Date / Signature of Qualified Person: /

ga'ra / noanuchb ynonitHOMo4YeHHoOro nuua:

P&G Health Austria GmbH & Co. OG B =
Hosslgasse 20 ¢ 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene Gesellschaft (OS) d 0
Telefon +43 (0)4762 51 51-0 Sitz der Gesellschaft: Spittal an der Drau

Telefax +43 (0)4762 51 51-440 Landesgericht Klagenfurt FN 168759a
www.pg.com UID-Nr. ATU43740706



