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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBWUH CEHCUTUB,

cnpein HasanbHbLIW 403UMPOBaHHbIN, 11,25 MKr/go3a

81724614
243030A

Manufacturing date (mm.yyyy): /

Oata nponseoacrea (MM.rrir):

10.2021

Expiry date (mm. i)
Cpok rogHocTu (MM.rrrT):

10.2024

Manufacturer according to the

registration in Russia: /

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

I'Ipousaogwrenb B COOTBEeTCTBUU

¢ peructpauuen B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundukaumm

Results / PesynbTtaTthl

Description / Onucanue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3paynbli unu NnoYTH
npo3payHbIv, NoYTH 6ecuBeTHbLIN Unu
crerka XenTbii pacTeop.

conforms

Identification Oxymetazoline [ The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
WaeHTnYHOCTB required to correspond to the retention
OKCUMETa30nnHa time of the main peak on the
rmapoxnopuaa chromatogram of oxymetazoline
hydrochloride standard solution,
received at assay testing. / Bpems
yAepXaHus OCHOBHOrO NUKa Ha
Xpomarorpamme UCnbITYEeMOro pacTesopa
[OMKHO COOTBETCTBOBATbL BpEMEH!
yAep)XaHUa OCHOBHOrO Nuka Ha
XpomaTtorpamme 3TanoHHOro pacteopa
OKCMMETa3onNnHa rnapoxnopuaa,
NONy4YeHHOro Npu TeCTUpoBaHUU
mMeToaa.
Relative density (d 20/20)/ |From 1.006 to 1.010/ 1.008 /1,008
OtHocuTenbHasa nnotHocTb | 1,006—1,010
d 20/20)
H/pH From 5.6 t0 6.1/ 5,6-6,1 59/59

Osmolality / OcmonsanbHOCTb

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

291 mosmol/kg

Extracted volume /
N3Bnekaemblii 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 / CEPTUOUKAT AHANU3A
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Product: / poaykr NASIVIN SENSITIVE
Nasal metered spray 11,25 pg/dose /
HA3UBWUH CEHCUTUB,
cnpei HasanbHbIA 4O3UPOBaHHbLIN, 11,25 Mkr/no3a
SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne napTuu: 243030A
Manufacturing date (mm.yyyy): /
Oarta npoussoacTea (MM.ITrT): 10.2021
Expiry date (mm.yyyy): /
Cpok roaHocTu (MMm.rrrr): 10.2024
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpouspoauTenbL B COOTBETCTBUM
c perucrpauuen B Poccuu: «®amap Xanc Kaa Cepsucus Magpua, C.A.Y.»
Parameter / MNapameTp Specifications / Cneundunkaumm Results / PeaynbTarthl
Average dose and uniformity | Average dose 45 mg 15 %. 49.1 mg /49,1 mg
of delivered dose / CpegHsasa | Uniformity of delivered dose:
[03a u 0oAHOPOAHOCTL Average dose +25 %.
aocrasnsaemomn 4o3bl Max. 2 from 10 doses > +25 % from

average dose mass

But always < +35 % from average dose
mass /

CpeaHss posa 45 mr £15%.
OaHopoAHOCTL AOCTaBNAEMON A03bl:
cpeaHsa nosa £25%.

Makc. 2 u3 10 o3 > +25% ot cpegHei
macchl A03bl, Ho Bcerga < +35% ot
cpeaHen maccbl f03bl

Quantity of doses per pack / | Not less than 190 doses per pack / conforms
KonuyecTtso Ao3 Ha ynakosky | He meHee 190 4o3 Ha ynakoBky
Relative impurities / Impurity A — NMT 2.0 % / <0.03%/ <0,03%
PoacreeHHblie npumecu Mpumeckb A — He 6onee 2,0%

Impurity ZP-1 - NMT 1.5 % / <0.04%/ <0,04 %

Mpumeck ZP-1 — He Gonee 1,5%

Single unknown impurity —-NMT 1.0%/ | <0.1%/ <0,1%
OauvHouHan HemaeHTUGUUMPOBAHHASA
npumect — He 6onee 1,0%

Total impurities NMT 4.9 % / <01%/<01%
Bcero npumecen — He 6onee 4,9%

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 « 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene Gesellschaft (OG)
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
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBWH CEHCUTUB,

cnpen Ha3anbHbin 4O3UPOBaHHbLIN, 11,25 MKr/pao3a

81724614
243030A

Manufacturing date (mm.yyyy): /

Oara npoussoacTtBa (MM.rrTT):
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.ITIT):

Manufacturer according to the

registration in Russia: /

10.2021

10.2024

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

I‘lgousaogwrenb B COOTBEeTCTBUMN

¢ peructpauueit B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuudukauumn

Results / Pesynbtathl

Obuiee KONMYECTBO APOXOKEBLIX U
nnecHesbiX rpnbos — He Gonee
10" KOE/mn

Microbial purity / TAMC — NMT 102 CFU/ml / 0CFU/10 ml
Mukpobuonoruueckas O6Lwee konu4ecTBo adpoGHbIX
yucroTa MWUKpoopraHuamoB — He Gonee

102 KOE/mn

TYMC — NMT 10" CFU/mI/ 0CFU/10ml

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

Absentin 1.0 mi/ 1,0 ml

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

Absentin 1.0mil/ 1,0 ml

Assay Oxymetazoline

11.25 pg / dose: 225 - 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuyecteeHHoe copepxanue | 11,25 mkr/aosa: 225-262,5 mkr/mn
OKCMMeTa3ofnHa OKCUMEeTasonuHa rugpoxnopuaa
rmgpoxnopuaa

251.6 pg/ml/ 251,6 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




CERTIFICATE

Product: / MpoayKT

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

Manufacturing date (mm.yyyy): /
Oata npousBogcTea (MM.rrrT):

Expiry date (mm. 2/

CQOK rogHoCcTH 1MM.I'I'I'I'!:

Manufacturer according to the
registration in Russia: /

PeG
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NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBUH CEHCUTUB,

cnpen HasanbHbIA 4O3MpOBaHHbLIN, 11,25 MKr/ao3a

81724614
243030A
10.2021
10.2024

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

ngoussogmenb B COOTBETCTBUU

C peructpauuvei B Poccum:

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

Parameter / MapameTp

Specifications / Cneundukauum

Results / PeaynbTaThl

Packaging / YnakoBska

1 vial

Package / 10 ml in polyethylene
vial with a metering device and
with a protective polyethylene cap.

leaflet in a carton. At least 190
doses per vial. /

10 mn B NONN3TUNEHOBOM
hbnakoHe ¢ Ao3NpyOLLUM
YCTPOUCTBOM W 3aLLUUTHbLIM
NONM3TUNEHOBLIM KOMMAaYKOM.
1 cbnakoH 1 NNCTOK-BKNaAbIW B
KapTOHHOW naJvke. He meHee
190 003 Ha bnakoH.

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
cnakoHe ¢ 403MpyOWUM
YCTPOWNCTBOM W 3aLUUTHLIM
NONU3TUNEHOBLIM KONMNAYKOM.

1 cnakoH u NUCTOK-BKNAAbILL B
KapTOHHOW nayke. He meHee

190 A03 Ha bnakoH.

and a patient information

Labeling / MapkupoBska

In accordance with ND /
B cooTBeTCTBMU C HOPMATUBHLIM
LOKYMEHTOM

Complies as prescribed /
CootBeTcTBYyeT NpeanucaHHoOMy

Storage conditions /
Ycnosua xpaHeHus

At the temperature not more than 30°C. /
MNpu Temnepatype He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHus

3 years/ 3 roga

Assessment: / 3aknovueHue

Date / Signature of Qualified Person: /
Qara / noanuchb ynonHoMoveHHOro nuua:

The batch complies with the specification according to ND JII-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NMapTtua cooTBeTCTBYET CneuudmuKkaumam

HopmMaTusHoro gokymeHta JIM-000511-261017 (usmeHeHune Ng
' oG - 9800

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



