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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAINIU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 yg/dose /

HA3WBWUH CEHCUTUB,

cnpei HasanbHbIA [O3UPOBaHHbLIN, 11,25 Mxr/no3a

81724614
242300A

Manufacturing date (mm.yyyy): /

gaTa npon3soAcrTBa !MM.I‘ITI'!:

Expiry date (mm.yyyy): /
Cpok rogHoCTU (MM.rrrr):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MpousBoguTens B COOTBETCTBUM

c perucrpauueit B Poccuu:

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

Parameter / MNapameTp Specifications / Cneuncbukaumu Results / PeaynbTtatbl
Description / Onucanue Transparent or nearly transparent, from | conforms
almost colorless to slightly yellow
solution. / Mpo3spauHbiii unNu nouTn
Npo3payHbiv, NOYTU GecuBeTHbIM Unn
Cnerka XenTbii pacTeop.
Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochliroide / the chromatogram of tested solution is
MaeHTYHOCTL required to correspond to the retention
oKCMMeTa3onuHa time of the main peak on the
rmapoxnopuaa chromatogram of oxymetazoline
hydrochloride standard solution,
received at assay testing. / Bpemsa
yAepXXaHUa OCHOBHOrO NvKa Ha
XpomaTtorpaMme UCnbITYyeMoro pactsopa
ROIMKHO COOTBETCTBOBATL BPEMEHW
yAepXaHUs OCHOBHOrO MnKa Ha
XpomaTtorpaMmme 3TafioHHOro pacTsopa
OKCUMETAa30MNHa rmapoxnopuaa,
Mosly4eHHOro Npy TeCTUpoBaHUN
mMeToaa.
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 5.6 to 6.1/5,6-6,1 59/5,9
Osmolality / OcmonsnbHocTb | From 270 to 330 mosmol/kg / 293 mosmol/kg
270-330 mocmonsb/kr
Extracted volume / Not less than declared / conforms
N3snekaeMbin 06bem He meHee 3assneHHoro

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 Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJIU3A

Product: / Mpogykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pug/dose /

HA3UBUH CEHCUTUB,

cnpei HasanbHbLIN 4O3UPOBaHHbIN, 11,25 Mkr/aosa

81724614
242300A

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

Expiry date (mm.yyyy): /
CpokK roaHocTu (MM.rrrr):

09.2024

Manufacturer according to the

registration in Russia: /

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

I'Igousaogmenb_a COOTBeTCTBUN

C perucrpauuven B Poccuu:

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

Parameter / MNapametp

Specifications / Cneundukauyum

Results / PeaynbTtathl

Average dose and uniformity
of delivered dose / CpegHss
A03a U 0OQHOPOAHOCTL
aocrasnseMomn 403bl

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%.
OpaHopoAHOCTbL AOCTaBNAEMO 403bl:
cpeaHsa Aos3a +25%.

Makc. 2 3 10 o3 > £25% ot cpeaHelt
Macchbl 403bl, HO Beerga < £35% ot
cpegHein Mmacchbl f03bI

46.9 mg/ 46,9 mg

Quantity of doses per pack /
KonuyecTso f03 Ha ynakoBky

Not less than 190 doses per pack /
He meHee 190 03 Ha ynakoBKy

conforms

Relative impurities /
PoacTteeHHbIe npumeck

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 % /
OanHoyHas HenAEHTUULMPOBaHHAs
npumechb — He bonee 1,0%

<01%/ <01%

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

<01%/ <01%

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®UKAT AHANU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3UBUH CEHCUTUB,

cnpe# HasanbHbIW AO3UPOBaHHbIN, 11,25 Mkr/gosa

81724614
242300A

Manufacturing date (mm.yyyy): /

Qa'ra npoussoncTea ‘MM.ITIT.:

Expiry date (mm. i)
Cpok roaHocTH (MM.rrrr):

Manufacturer according to the

registration in Russia: /

09.2021

09.2024

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

Hgoussogurenb B COOTBETCTBUU

¢ peructpauuei B Poccuu:

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

Parameter / Mapametp

Specifications / Cneuudukauum

Results / PeaynbTathl

ObLee KONMYECTBO APOXOKEBLIX U
nnecHesbIx rpubos — He Gonee
10! KOE/mn

Microbial purity / TAMC — NMT 102 CFU/ml / OCFU/10ml
Mukpobuonornyeckas Obuwee konu4yecTeo adpobHbIX
yucToTa MUWKPOOpraHu3mos — He 6onee

102 KOE/mn

TYMC — NMT 10" CFU/ml / 0CFU/10ml

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

Absentin 1.0ml/ 1,0 ml

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

Absentin 1.0 ml/ 1,0 ml

Assay Oxymetazoline

11.25 ug / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuyecteeHHoe copgepxaHue | 11,25 mkr/gosa: 225-262,5 mkr/mn
OKCMMeTa3onunHa oKcUMeTasonuHa rugpoxiopuaa
ruapoxnopuaa

248.6 pg/ml / 248,6 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 Geselischaft (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: / [Ipoaykr NASIVIN SENSITIVE
Nasal metered spray 11,25 pg/dose /
HA3UWBUH CEHCUTUB,
crnpei HazanbHbIW 4O3UPOBaHHbIN, 11,25 mkr/aosa
SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne naprtuu: 242300A
Manufacturing date (mm.yyyy): /
Qarta npoussoacTBa (MM.rrrr): 09.2021
Expiry date (mm.yyyy): /
Cpok rogHocTy (MM.TTIT): 09.2024
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
lNMpoussoauTens B COOTBETCTBUM
¢ perucrpauuven B Poccuum: «®amap Xanc Kaa Cepsucus Magpua, C.A.Y.»
Parameter / Mapametp Specifications / Cneuudukauum | Results / PeaynbtaThbl
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 NONKMaTUNEHOBOM 10 mn B NONNSTUNEHOBOM
cnakoHe ¢ JO3UPYOLWUM dnakoHe ¢ AO3VPYOLLUM
YCTPOWCTBOM U 3aLLNTHBLIM YCTPOWCTBOM U 3aLLUTHBLIM
NONNITUIIEHOBLIM KOSNAYKoM. NoONNITUNEHOBLIM KONMNAYKoM.
1 dnakoH 1 NUCTOK-BKNAAbIL B 1 pbnakoH n NUCTOK-BKNAAbIL B
KapToHHOW nadke. He meHee KapToHHOW nauke. He meHee
190 no3 Ha chnakoH. 190 no3 Ha ¢hnakoH.
Labeling / Mapkuposka In accordance with ND / Complies as prescribed /
B cooTBeTcTBUM C HOpMaTMBHBIM | COOTBETCTBYET NPEANUCAHHOMY
AOKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
Ycnoeua xpaHeHus Mpu TemnepaTtype He Bbiwe 30°C.
Shelf-life / Cpok xpaHeHus |3 years / 3 rona

Assessment: / 3aknioueHue The batch complies with the specification according to ND JIM-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NMapTus cooTBeTCTBYET cneuucbwkauwﬂm
HopmaTtusHoro gokymenta JIMN-0005 (n3meHeHne Ne
04.02.2019, uamerienve Ne 2 or 19/ .0G - 9605 3

Date / Signature of Qualified Person: /
darta / nognuch ynonHoMo4eHHOro nuua:

P&G Health Austria GmbH & Co. OG K S%g L2
Hésslgasse 20 + 9800 Spittal an der Drau  Austria Rechtsform: Offene Gesellschaft (O

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



