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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIIU3A

Product: / Mpoaykr

SAP-Code: / Kon SAP:
Batch no.: / N2 naptuu:

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3SUBUH CEHCUTUB,

cnpei HasanbHbIW AO3MPOBaHHbLINA, 22,5 MKr/go3a

300028332
236120A

Manufacturing date (mm.yyyy): /

ga'ra npovusBoacrea !MM.I’I’ I'I'IZ

Expiry date (mm. 2/

Cpok roaHocTu (Mm.rrrr):

06.2021

06.2024

Manufacturer according to the

registration in Russia: /

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

ﬂgousaogurenb B COOTBETCTBUN

¢ peructpauuei B Poccuu:

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

Parameter / lMapameTtp Specifications / Cneuudukagum Results / PesynbraTtsl
Description / Onucanue Transparent or nearly transparent, from conforms

almost colorless to slightly yellow

solution. / Mpo3paydHbIA unu nouTn

npo3spavHbiit, NovTn 6ecuseTHIN Unu

cnerka XenTtuii pacTsop.
Identification Oxymetazoline | The retention time of the main peak on the |conforms
hydrochlroide / chromatogram of tested solution is
UaeHTnyHoCcTb required to correspond to the retention time
OKCUMeTa30nnHa of the main peak on the chromatogram of
ruapoxnopuna oxymetazoline hydrochloride standard

solution, received at assay testing. / Bpems

YAEepXaHUs OCHOBHOrO NWKa Ha

Xpomartorpamme UCnbITYeMoro pacteopa

[OMKHO COOTBETCTBOBATL BPEMEHN

yAepXaHust OCHOBHOFO NMUKa Ha

XpoMaTorpaMmme 3TanoHHOro pacTeopa

oKcumeTasonuHa rmapoxnopuaa,

NONy4YeHHOro Npy TECTUPOBAHUK METOAA.
Relative density (d 20/20)/ |From 1,006 to 1,010/ 1.008/ 1,008
OrtHocuTenbHas nnotHocTb | 1,006-1,010
(d 20/20)
pH/pH From 5,6 to 6,1 / 5,6-6,1 5.9/5,9
Osmolality / From 270 to 330 mOsmol/kg / 291 mosmol/kg
OcMonsanbHOCTbL 270-330 mocmonb/kr
Extracted volume / Not less than declared / conforms
N3BnekaeMbii o6bem He meHee 3asBneHHoro

P&G Health Austria GmbH & Co. OG

Hdsslgasse 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 / CEPTUDUKAT AHANU3A

Product: / MipoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBUH CEHCUTUB,

cnpei HasanbHbIW [O3UPOBaHHbIN, 22,5 Mkr/go3a

300028332
236120A

Manufacturing date (mm.yyyy): /

Dava npous BOACTBa ‘MM.I’I’I’I‘!:

Expiry date (mm.yyyy): /
Cpok roaHoCTH (MM.rrrT):

06.2021

06.2024

Manufacturer according to the

registration in Russia: /

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

I'lgouaaogwrenb B COOTBETCTBUU

¢ peructpauuen 8 Poccuu:

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

Parameter / Mapamertp

Specifications / Cneuudukauun

Results / PesynbTathbi

Average dose and
uniformity of delivered dose
/ CpeaHss gosa u
OAHOPOAHOCTb
AocTasnaemMomn [ossl

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 /

CpeaHan nosza 45 mr £15%.
OaHopoaHOCTL AOCTaBNSEMOI BO3b!:
cpegHas fosa +25%.

Makc. 2 u3 10 ao3 > £25% oT cpeaHel
macck! f03bl, HO Bceraa < +35% ot
cpefHein macchl A03bt

50.25 mg / 50,25 mg

Quantity of doses per pack /
KonuuecTso fo3 Ha
NaKoBKy

Not less than 190 doses per pack /
He menee 190 no3 Ha ynakoBky

conforms

Relative impurities /
PoacTeeHHbIe npuMecu

Impurity A - NMT 2,0 % /
Mpumecek A — He 6onee 2,0%

0.0%/0,0%

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

0.0%/ 0,0%

Single unknown impurity - NMT 1,0 % /
OpavHouHas HenaeHTUULMpPOBaHHasRA
npumecs — He 6onee 1,0%

01%/01%

Total impurities NMT4,9 % /
Bcero npumeceiir - 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 Geselischaft (OG)

Sitz der Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / MpogykTr

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

Manufacturing date (mm.yyyy): /
Odara npoussoncvea (mm.rrrr):

Expiry date (mm. 2/

Cpok rogHocTu (MMm.rrer):
Manufacturer according to the
registration in Russia: /

Mpoussoauten B COOTBETCTBUU
¢ peruvcrpatmen B Poccum:

NASIVIN SENSITIVE

Nasal metered spray 22,5 pyg/dose /

HA3UBUH CEHCUTUB,

cnpew Ha3anbHbI AO3UPOBaHHLIN, 22,5 MKkr/ao3a

300028332
236120A

06.2021
06.2024
Famar Health Care Services Madrid, S.A.U./

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

Parameter / MapameTtp Specifications / Cneunduxkauuu Results / Peaynbrars!

Microbial purity / TAMC — NMT 10?2 CFU/ml / 0 CFU/10 ml
MukpoGuonorudeckas uuctora | ObLyee konM4ecTso a3pobHbix
MUKPOOPraHu3moB — He Gonee
102 KOE/mn

TYMC - NMT 10' CFU/ml / 0 CFU/10 ml
O6Lwee KonNU4eCTBO APOXOKEBLIX U
nnecHesbix rpubos — He Gonee
10" KOE/mn

Pseudomonas aeruginosa — Absentin 1.0 ml/ 1,0 ml
absence/ml / Pseudomonas
aeruginosa — otcyrcreve B 1 mMn

Staphylococcus aureus — Absentin 1.0ml/ 1,0 mi
absence/ml / Staphylococcus
aureus - otcyrcrene B 1 mn

Assay Oxymetazoline 22,5 pg / dose: 450 — 525 g of 490.0 pg/ml / 490,0 pug/ml
hydrochloride / oxymetazoline hydrochloride / ml /

KonuuecrseHHoe coaepxaHnue | 22,5 mkr/aosa: 450-525 mkr/mn

OKCUMETa3oNunHa OKCHMeTa3onuHa ruapoxnopuaa

rmgpoxnopuaa

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
Telefax +43 (0)4762 51 51-440
WWW.pg.com

Sitz der Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATTU3A

Product: / Mpoaykr

NASIVIN SENSITIVE

Nasal metered spray 22,5 uyg/dose /
HA3UBUH CEHCUTUB,
cnpen HasanbHbIN A03UPOBaHHLIN, 22,5 MKr/Qo3a

300028332
236120A

SAP-Code: | Kog SAP:
Batch no.: / Ne napTum:

Manufacturing date (mm.yyyy): /
flava npoussoacyBa (MM.rrrT):

Expiry date (mm. s/

Cpok roaHocTH (MM.rrrT):

Manufacturer according to the
registration in Russia: /

MpoussoauTens B COOTBETCTBUN

¢ perucrpauueit B Poccum:

06.2021

06.2024

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

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

Parameter / MapameTrp | Specifications / Cneunduxauun

Results / PeaynbTarb!

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
cdnakoHe ¢ Ao3NpyHOLLMM
YCTPOWCTBOM U 3aLUTHBIM
NONUITUNEHOBBLIM KONNAYKOM,

1 dnakoH n NUCTOK-BKNaAbIL B
KapTOHHOW nauke. He meHee
190 403 Ha PnAKoH.

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 nonuatuneHoBom
thnakoHe ¢ A03UpyOLLUM
YCTPONCTBOM ¥ 3aLUUTHBIM
NONUITUNEHOBbLIM KONMAYKOM.

1 donakoH B nauke. He menee
190 #03 Ha pbnakoH.

In accordance with ND /
B cooTeeTcTeun ¢ HOpMATUBHLIM
AOKYMEHTOM

Labeling / Mapkuposka

Complies as prescribed /
CooTseTcTeyeT npeanucalHoOMy

Storage conditions /

Ycnoeusa XxpaHeHus Mpu Temnepartype He Bbiwe 30°C.

At the temperature not more than 30°C. /

Shelf-life / Cpok xpaHeHus | 3 years / 3 rona

Assessment: / 3aknioueHue:

The batch complies with the specification according to ND Jn-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from

19.11.2019) / NapTua cooTeeTcTBYET Chewy
HopmaTueHoro gokymenra J1rn-000511-26

04.02.2019, usmererme Ng 2 61-19-11

Date / Signature of Qualified Person: /

27 JuL

ga'ra / noanNvuchL ynonHomMoueHHoro nuua.

P&G Health Austria GmbH & Co. OG
Hdsslgasse 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




