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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAITU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 yg/dose /

HA3MBUH CEHCUTUB,

cnpen HasanbHbLIX QO3UPOBaHHLIN, 22,5 MKr/go3a

81725406
262970A

Manufacturing date (mm.yyyy): /

ga'ra npoussoancrea ‘MM.I'I'I'I'I:

Expiry date (mm. |
Cpok rogHoCcTU (MM.FrIT):

06.2022

06.2025

Manufacturer according to the

registration in Russia: /

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

Mpou3soguTenb B COOTBETCTBUMN

c perucrtpauueii 8 Poccuu:

«®Pamap Xanc Kaa Cepeucus Magpua, C.A.Y.»

Parameter / MapameTtp

Specifications / Cneuucukauum

Results / PeaynbTtaTthb!

Description / Onucanune

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / MNpo3pa4HbI UM NOYTK
nNpo3padHbIi, nouty GecuseTHLIN nNK
cnerka »XenTbi pacTeop.

conforms

N3snekaemblii 06beM

He meHee 3aaBNEHHOro

Identification Oxymetazoline | The retention time of the main peak on the |conforms
hydrochliroide / chromatogram of tested solution is
WpaeHTU4HOCTD required to correspond to the retention time
oKkcumeTasonuHa of the main peak on the chromatogram of
rmgpoxnopuaa oxymetazoline hydrochloride standard

solution, received at assay testing. / Bpems

yAep)XXaHus OCHOBHOrO Nuka Ha

XpomaTtorpamme UCnbiTyemoro pacreopa

AOMXXHO COOTBETCTBOBaThL BpeMeHU

yAep)KaHUa OCHOBHOTO Nuka Ha

XpomaTtorpamme 3aTanoHHOro pacrsopa

OKCUMEeTa3onNuHa rugpoxnopuaa,

Nony4eHHOro Npn TECTUPOBaHUN MeToAa.
Relative density (d 20/20)/ |From 1.006 to 1.010/ 1.007 /1,007
OTHocuTenbHasa nnoTHocTh | 1,006 - 1,010
(d 20/20)
pH/pH From 5.61t06.1/5,6 - 6,1 5.9/5,9
Osmolality / From 270 to 330 mOsmol/kg / 293 mOsmol/kg
OcmonanbHOCTb 270 - 330 mocmonb/Kr
Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHATIU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBUH CEHCUTUB,

cnpew HasanbHbIA A03UPOBaHHbIN, 22,5 MKr/no03a

81725406
262970A

Manufacturing date (mm.yyyy): /

ga'ra npou3BoacTBa ‘MM.ITI'I'!:

Expiry date (mm. )
Cpok rogHoCcTH (MM.rrer):

06.2022

06.2025

Manufacturer according to the

registration in Russia: /

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

MpousBoguTens B COOTBETCTBUU

¢ peructpauuven B Poccuu:

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

Parameter / MapameTp

Specifications / Cneuudukauum

Results / PeaynbTaTthi

Average dose and
uniformity of delivered dose
/ CpepHsia nosa n
OAHOPOJHOCTL
nocrasnsemMon osbl

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 /

CpeaHsa gosa 45 mr £15%.
OpaHopoaHOCTL AOCTaBNAEMON A03bI:
cpeaHana aosa +25%.

Makc. 2 u3 10 gos > +25% ot cpepHen
macchl 4o3bl, Ho Beerpa < +35% ot
cpefHen Macchl A03bl

49.74 mg/ 49,74 mg

Quantity of doses per pack /
KonnyecTtso 0o3 Ha
yNaKoBKy

Not less than 190 doses per pack /
He meHee 190 n03 Ha ynakoBky

conforms

Relative impurities /
PoacreeHHble npumecu

Impurity A — NMT 2.0 % /
Mpumech A — He Gonee 2,0%

<0.03%/ <0,03 %

Impurity ZP-1 —= NMT 1.5 % /
Mpumecb ZP-1 — He Gonee 1,5%

<0.04 %/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OavHouHas HeuaeHTUUUMpoBaHHan
npumech — He 6onee 1,0%

<01%/ <01%

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

<01%/ <01%

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau ¢ Austria
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

Product: / Mpoaykr

SAP-Code: / Koa SAP:
Batch no.: / Ne napTuu:

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBUH CEHCUTUB,

cnpen Ha3anbHbIW 4O3UPOBaHHbIN, 22,5 MKr/ao3a

81725406
262970A

Manufacturing date (mm.yyyy): /

ga'ra npouissofcrTsea ! MM. l'l'l'l"!:

Expiry date (mm. i)
CpokK rogHocTU (MM.ITIT):

Manufacturer according to the

registration in Russia: /

06.2022

06.2025

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

(lpoussoauTensL B COOTBETCTBUU

¢ peructpauuen B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneundmkauum

Results / PesynbTathbl

Microbial purity /
Mukpobuonoruyeckas yucrora

TAMC — NMT 10? CFU/ml / 0 CFU/M10 ml
Obuwee kKonMuecTso a3pobHbIX

MUKpOOpraHuamoB — He Gonee

102 KOE/mn

TYMC — NMT 10' CFU/ml / 0 CFU/10 ml

O6Lee KONUUECTBO APOIOKEBLIX W
nnecHesbix rpuboe — He Bonee
10" KOE/mn

Pseudomonas aeruginosa —
absence/ml / Pseudomonas
aeruginosa — otcytcteue B 1 Mn

Absentin 1.0 mi/ 1,0 ml

Staphylococcus aureus —
absence/mi / Staphylococcus
aureus — otcytcreue 8 1 mn

Absentin 1.0 ml/ 1,0 ml

Assay Oxymetazoline

22,5 ug / dose: 450 — 525 ug of

hydrochloride / oxymetazoline hydrochloride / ml/
KonuuyecteeHHoe coaepxaHue | 22,5 mkr/nosa; 450-525 mkr/mn
OKCMMETa3onuHa OKCMMETA30MnHa rmapoxnopvaa
rvgpoxnopvaa

502 pg/ml / 502 pg/ml

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
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIN3A

Product: / MpogykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /
HA3UBUH CEHCUTUB,
cripen Ha3anbHbIA 4O3UPOBaHHbLINW, 22,5 MKr/ao3a

81725406
262970A

Manufacturing date (mm.yyyy): /

gaTa npounssoacrTea !MM.I‘I"I’I‘!:

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

06.2022

06.2025

Manufacturer according to the

registration in Russia: /

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

ﬂgousaogmenb B COOTBETCTBUU

C peructpauueii B Poccuu:

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

Parameter / MapameTp

Specifications / Cneuudukaumu

Results / PeaynbTaTthbl

Packaging / YnakoBka

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 MmN B NONN3TUNEHOBOM
thnakoHe ¢ A03NPYIOLWLUM
YCTPOUCTBOM W 3aLUNTHLIM
NONUITUNEHOBLIM KOSMNAYKOM.

1 cbnakoH 1 NUCTOK-BKNAaAbILL B
KapTOHHOW nadke. He meHee
190 803 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 NONNITUNEHOBOM
dnakoHe ¢ fo3MpyoLLUM
YCTPOWCTBOM 1 3aLUTHBIM
NONU3ITUNEHOBbLIM KONMNaYKoM.

1 donakoH B nauke. He meHee
190 o3 Ha cnakoH.

Labeling / Mapkuposka

In accordance with ND /
B cooTBeTCTBUM C HOPMATUBHBLIM
DOKYMEHTOM

Complies as prescribed /
CooTBeTcTBYET NpeanMcaHHoMy

Storage conditions /
Ycnosus xpaHeHus

At the temperature not more than 30°C. /

MNpwn Temnepatype He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHus

3years/3roga

Assessment: / 3aknioyeHue:

Date / Signature of Qualified Person: /

The batch complies with the specification according to ND J1I1-

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

19.11.2019) / MapTtua cooTBeTCTBYET Cneuudukaunsam
HopMaTueHoro gokymeHta JIM-000541-261017 (nameH

ga'ra / noaonuchb ynonHomMoYyeHHOro nuua:

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
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