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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNIU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 yg/dose /

HA3WBUH CEHCUTUB,

cnpewn HasanbHbIA 4O3MPOBaHHbIN, 11,25 MKr/go3sa

81724614
242280A

Manufacturing date (mm.yyyy): /

ga'ra npouv3soancrsa ! MM.I'I'I'I'!:

Expiry date (mm.yyyy): /
CpoK rogHoOCTH (MM.rrrT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoaguTens B COOTBETCTBUMU

c peructpaumen B Poccum:

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

Parameter / MapameTp

Specifications / Cneundukauum

Results / PeaynbTaTthl

Description / OnucaHue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / [po3payHbin unn nouTu
Npo3payHbIv, nouty 6ecuBeTHLIR nNu
cnerka XenTbi pacTeop.

conforms

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
NpeHTn4HOCTL required to correspond to the retention
OKCMMETas3onunHa time of the main peak on the
rmapoxnopuaa chromatogram of oxymetazoline

hydrochloride standard solution,

received at assay testing. / Bpems

yAep>KaHusi OCHOBHOrO Nuka Ha

XpomaTrorpaMmme UCnbITYEMOro pacTeopa

AOSMKHO COOTBETCTBOBATL BPEMEHMU

yAepXaHua OCHOBHOro Nuka Ha

XpomaTorpamme aTanoHHoro pacrsopa

OKCUMETAa30/IMHa rMApOXNoprAa,

NonNy4YeHHOro Npu TECTUPOBAHWK

MeToga.
Relative density (d 20/20)/ | From 1.006 to 1.010/ 1.008 /1,008
OTHocuTenbHas nnotHocTb | 1,006—1,010
(d 20/20)
pH/pH From 5.6t0 6.1/5,6-6,1 5.9/5,9

Osmolality / OcmonsnsHocTb

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

287 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
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UWBWUH CEHCUTUB,

cnpei Ha3anbHbIW A03UpOBaHHbIN, 11,25 MKr/ao3a

81724614
242280A

Manufacturing date (mm.yyyy): /
Oata npousBoacTBa (MM.rrrr): 09.2021

Expiry date (mm.yyyy): /

CEOK rogHocTH !MM.I’I’I’I’!:

09.2024

Manufacturer according to the

registration in Russia: /

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

I'lgoussogwrenb B COOTBETCTBUN

¢ perucrpauuvei 8 Poccuu:

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

Parameter / MapameTp

Specifications / Cneuucdukauuu

Results / PeaynbTrarhbl

Average dose and uniformity
of delivered dose / CpegHss
Ao3a U 0AHOPOAHOCTb
Aocrasnsemoit 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 /

CpeaHsas posa 45 mr £15%.
OpaHopoAHOCTL fOCTaBNSEMON A03bl:
cpegHnna gosa +25%.

Makc. 2 n3 10 no3 > £25% oT cpegHen
Macchl f03bl, HO Bceraa < £35% ot
cpefHein macchbl A03bl

49.33 mg/ 49,33 mg

Quantity of doses per pack /
KonuyecTso 03 Ha ynakoBKy

Not less than 190 doses per pack /
He meHee 190 003 HA ynakoBKy

conforms

Relative impurities /
PoacTeeHHbie npumecu

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

<0.03%/ <0,03 %

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

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OavHouHas HenaeHTUULMPOBaHHaNA
npumeck — He 6onee 1,0%

<01%/ <01%

Total impurities NMT 4.9 % /
Bcero npumecen — He Gonee 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
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Geselischaft: Spittal an der Drau
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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 11,25 pug/dose /

HA3WBUH CEHCUTUB,

crhpei HasanbHbIN A03UPOBaHHbLIN, 11,25 MKr/go3a

81724614
242280A

Manufacturing date (mm.yyyy): /

Qata npoussoacTBa (MM.rrrr):
Expiry date (mm. il |
Cpok rogHocTu (MMm.rrrr):

Manufacturer according to the

registration in Russia: /

09.2021

09.2024

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

Mpou3soauTentb B COOTBETCTBUM

c peructpauueit B Poccuu:

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

Parameter / Mapamerp

Specifications / Cneundukaunm

Results / PeaynbTaTthl

O6Lyee KONNYECTBO APOXCKEBLIX W
nnecHesbIX rpubos — He 6onee
10" KOE/mn

Microbial purity / TAMC - NMT 102 CFU/ml / O0CFU/10ml
Mukpobuonoruyeckas Obwee konuyecTao asapobHbIX
yucToTa MUKpoopraHusmoB — He 6onee

102 KOE/mn

TYMC - NMT 10" CFU/ml/ 0CFU/10ml

Pseudomonas aeruginosa — absence/ml| /
Pseudomonas aeruginosa — oTcyTCTBUE B
1 mn

Absentin 1.0 ml/ 1,0 mi

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

Absentin 1.0 ml/ 1,0 ml

Assay Oxymetazoline

11.25 pg / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuyecreseHHoe copgepxaHue | 11,25 mkr/aosa: 225-262,5 mkr/mn
OKcuMmeTasonuHa OKCUMETAa30NWHa ruapoxnopuaa
rmgpoxnopvaa

249.2 pg/mi/ 249,2 pg/mi

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 AHAJIU3A
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Product: / Mpoaykr NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3UBUH CEHCUTUB,

cnpei HasanbHbI [03UPOBaHHbLIN, 11,25 Mkr/no3a
SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne napTuu: 242280A

Manufacturing date (mm.yyyy): /
Oata npoussoacrTea (MM.Irrr): 09.2021

Expiry date (mm. 1/
Cpok rogHocTu (MM.rrrT): 09.2024
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpoussoguTenb B COOTBETCTBUM
C perucrpauueii B Poccuu: «®amap Xanc Kaa Cepsucus Magpug, C.A.Y.»
Parameter / Mapametp Specifications / Cneundmkauum | Results / PesynbTarhl
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 NONUSTUNEHOBOM 10 MN B NONWUITUNEHOBOM
cdnakoHe ¢ Ao3upyrownm ¢dnakoHe ¢ Ao3upyloWwmUM
YCTPOWCTBOM U 3aWNTHBLIM YCTPOWCTBOM W 3aLUTHbIM
NoNUaTUNEHOBbIM KONMAaYKOM. NONMM3TUNEHOBBLIM KONNAYKOM.
1 pbnakoH 1 NUCTOK-BKNAAbIL B 1 cpnakoH 1 NUCToK-BKNaabi B
KapToHHOM nauke. He meHee KapTOHHOI nauke. He meHee
190 003 Ha dhnakoH. 190 003 Ha hNaKoH.
Labeling / MapkupoBka In accordance with ND / Complies as prescribed /
B cootBeTCTBUM C HOpMaTUBHBIM | CoOTBETCTBYET NpeanMcaHHOMY
AOKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
Ycnosusl xpaHeHus Mpu TemnepaType He Bbilwe 30°C.
Shelf-life / Cpok xpaHeHus |3 years / 3 roaa

Assessment: / 3aknioyeHue The batch complies with the specification according to ND JIN-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MapTusa cooTBeTCTBYET Cneumdukaumam
HopmaTusHoro aokymeHTa JM-000511-261017 (usmerHeHune Ne 1 @
04.02.2019, nsmeHeHue Ne 2 ot 19.11

UNTEREGG

Date / Signature of Qualified Person: /
Qara / nognuch ynonHOMOYEHHOro nuua:

Q
P&G Health Austria GmbH & Co. 0G o

Hésslgasse 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



