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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAIIU3A

Product: / MpogykT

SAP-Code: /| Kog SAP:
Batch no.: / N2 naptuu:

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBWUH CEHCUTUB,

cnpei HasanbHbIW [O3UPOBaHHbINA, 11,25 Mkr/no3a

81724614
242290A

Manufacturing date (mm.yyvyy): /

Odara npou3soacrea !MM.I'I'I'I'!:

Expiry date (mm.yyyy): /
CpoK rogHOCTH (MM.FrrT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUMN

¢ peructpauuei B Poccum:

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

Parameter / MapameTp Specifications / Cneyudukaumn Results / PeaynbTarhl
Description / Onucanne Transparent or nearly transparent, from | conforms
almost colorless to slightly yellow
solution. / Mpo3payHbiii nnu nouTu
Npo3payHbIne, NouTy 6ecuBeTHbIN nnn
crerka XenTbii pacTeop.
Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
NaeHTuuHOCTL required to correspond to the retention
oKcumeTasonuHa time of the main peak on the
rmapoxnopuaa chromatogram of oxymetazoline
hydrochloride standard solution,
received at assay testing. / Bpems
yAepXaHUs OCHOBHOrO Nuka Ha
XpomaTorpamme UCnbITyemoro pacrsopa
AOIMKHO COOTBETCTBOBATL BPEMEHU
yAEPXaHUA OCHOBHOrO Nuka Ha
XpoMaTorpaMme 3TanoHHOro pacteopa
OKCUMETA30NUHa rMApPOXIOPUAA,
NONYYEHHOro NPU TECTUPOBAHUN
meToaa.
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 5.6t06.1/5,6-6,1 5.9/5,9
Osmolality / OcmonsanbHocTb | From 270 to 330 mosmol/kg / 291 mosmol/kg
270-330 mocmonb/Kr
Extracted volume / Not less than declared / conforms
M3snekaeMbini 06bem He meHee 3asiBNeHHOIO

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 AHAIIU3A

Product: / [lpoayxr

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

cnpen HasanbHbIW [JO3NPOBaHHbIN, 11,25 Mkr/ao3a

HA3UBWUH CEHCUTUB,
SAP-Code: / Koa SAP: 81724614
Batch no.: / Ne napruu: 242290A
Manufacturing date (mm.yyyy): /
[darta npoussoacrea (MM.rrrr): 09.2021
Expiry date (mm. 1/
CpoK rogHoCTH (MM.ITIT): 09.2024

Manufacturer according to the

registration in Russia: /

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

I'Igousaogmem: B COOTBETCTBUU

c perucrpaumei B Poccuu:

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

Parameter / Napametp

Specifications / Cneundukauumn

Results / PesynbTarbl

Average dose and uniformity
of delivered dose / CpeaHss
A03a 1 0OQHOPOAHOCTb
AocTasnsemoit Ao3bl

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 /

CpepHnas fosa 45 mr £15%.
OAHOPOAHOCTL AOCTABNAEMON 403b):
cpegHan aosa £25%.

Maxkc. 2 3 10 gos > £25% ot cpeaHen
macchl 4o3bl, HO Bceraa < +35% ot
cpefHel Macch! A03b!

44.7 mg/ 44,7 mg

Quantity of doses per pack /
KonuyecTso A03 Ha ynakoBky

Not less than 190 doses per pack /
He meHee 190 no3 Ha ynakoBKy

conforms

Relative impurities /
PopacteeHHble npumecy

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

<0.03%/ <0,03 %

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

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OanHouHas HenaeHTUdUUMPOBAHHASA
npumecs — He 6onee 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: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pug/dose /

HA3UBUH CEHCUTUB,

cnpei Ha3anbHbIA [O03MPOBaHHbIN, 11,25 MKr/ao3a

81724614
242290A

Manufacturing date (mm.yyyy): /

gaTa npouisoacrTaea ‘MM.I’I’I’I’!Z

Expiry date (mm. )

CEOK rogHocTn ! MM.I'I'I'I'!:

Manufacturer according to the

registration in Russia: /

09.2021

09.2024

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

MNpoussoauTens B COOTBETCTBUM

¢ perucTtpauuven B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneunduxauum

Results /| Pesynbrarthl

Obwee koNU4ECTBO APOXOKEBLIX U
nnecHesblx rpu6os — He Gonee
10' KOE/mn

Microbial purity / TAMC — NMT 10? CFU/ml / 0 CFU/10 ml
MukpoBuonoruyeckas Obuwee konu4ecTBo a3pobHbLIX
JyucToTa MUWKPOOpPraHu3moB — He bonee

102 KOE/mn

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

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

Absentin 1.0 mi/ 1,0 ml

Staphylococcus aureus — absence/ml /
Staphylococcus aureus — otcyTcTe/e B
1mn

Absentin 1.0 ml/ 1,0 ml

Assay Oxymetazoline

11.25 pg / dose: 225 — 262.5 g of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuyecteseHHoe copepxanue | 11,25 mkr/aosa: 225-262,5 mkr/mn
OKCUMeTa3onnHa OKCUMETAa30MMHa ruapoxnopuaa
rmgpoxnopuaa

249.2 ug/mi/ 249,2 ug/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 Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHANTU3A
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Product: / Mpoaykr NASIVIN SENSITIVE
Nasal metered spray 11,25 ug/dose /
HA3UBUH CEHCUTUB,
crnpen HasanbHbIA 4O03UPOBaHHbIN, 11,25 MKr/go3a
SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne naptuu: 242290A
Manufacturing date (mm.yyyy): /
Qara npoussoacTBa (MMm.ITrT): 09.2021
Expiry date (mm. )
Cpok rogHocTu (MM.ITrT): 09.2024
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpoussoauTenL B COOTBETCTBUU
c peructpauuen B Poccum: «®amap Xanc Kaa Cepsucus Magpupg, C.A.Y.»
Parameter /| NapameTtp Specifications / Cneundukaunm | Results / PesynbTaThl
Packaging / Ynakoska Package / 10 m! 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 NONU3TUNEHOBOM 10 Mn B NONM3TUNEHOBOM
chnakoHe ¢ AO3MPYOLLUM dnakoHe ¢ AO3MpYHOLLUM
YCTPONCTBOM W 3aLLUTHbBIM YCTPONCTBOM Y 3aLUTHbIM
NONU3ITUNEHOBBLIM KONMA4YKOM. NOMNITUREHOBLIM KOMNAYKOM.
1 donakoH 1 NUCTOK-BKNaAbIL B 1 donakoH 1 NNCTOK-BKNaAabILL B
KapTOHHOW nauke. He meHee KapTOHHOW nauke. He meHee
190 003 Ha (hrakoH. 190 003 Ha (nakoH.
Labeling / Mapkuposka In accordance with ND / Complies as prescribed /
B cootBetcTBUM C HOpMaTUBHBLIM | COOTBETCTBYET NpeAnucaHHOMY
AOKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
Ycnosust xpaHeHus Mpu TemnepaType He sbiwe 30°C.
Shelf-life / Cpok xpaHeHusa |3 years / 3 roga

Assessment: / 3aknioveHune The batch complies with the specification according to ND Nf1-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NapTua cooTBeTCTBYET Cneuudukaumam
HopmaTusHoro aokymeHTa JIM-00091,1-261017 (u3ameHeHune Ne 1 ot

Date / Signature of Qualified Person: /
Qara / noannucb yNnonHOMOYEHHOro nuua:

P&G Health Austria GmbH & Co. OG
Hosslgasse 20 ¢ 9800 Spittal an der Drau ¢ Austria
Telefon +43 (0)4762 51 51-0 Sitz der Gesellschaft: Spittal an der Dras
Telefax +43 (0)4762 51 51-440 Landesgericht Klagenfurt FN 168759a
www.pg.com UID-Nr. ATU43740706




