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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIN3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 uyg/dose /

HA3WBWH CEHCUTUB,

cnpen Ha3anbHbIN 4O3UPOBaHHbLIN, 22,5 MKr/go3a

81725406
262930A

Manufacturing date (mm.yyyy): /

gaTa npounisoancrea ‘MM.I'I'I'I'!:

Expiry date (mm. ./
Cpok roaHocTu (MM.Irrr):

06.2022

06.2025

Manufacturer according to the

registration in Russia: /

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

MpoussoauTensL B COOTBETCTBUU

¢ perucrtpauven B Poccum:

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

Parameter / MNapameTp

Specifications / Cneuudukauum

Results / PeaynoTarhbl

Description / Onuncanve

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / MpospayHkIi UNK NoYTH
npo3payHbIA, NOYTN GecuBETHLIN UNK
cnerka XenTtbii pacTeop.

conforms

Identification Oxymetazoline | The retention time of the main peak on the |conforms
hydrochiroide / chromatogram of tested solution is
MaeHTU4HOCTL required to correspond to the retention time
OKCUMETas30sIHa of the main peak on the chromatogram of
rnapoxnopuaa oxymetazoline hydrochloride standard

solution, received at assay testing. / Bpems

yAep>KaHWA OCHOBHOrO NuKa Ha

XpomaTorpamme UcnbITyeMoro pacteopa

AOIMKHO COOTBETCTBOBAaTL BPEMEHU

yAep)aHusa OCHOBHOrO Nuka Ha

XpomaTtorpaMmme 3TanoHHOro pacresopa

oKcumeTasonuHa rugpoxnopuaa,

NONy4YeHHOro Npu TeCTUPOBaHUU METoAa.
Relative density (d 20/20) / |From 1.006 to 1.010/ 1.007 / 1,007
OtHocutenbHasa nnoTtHocTe | 1,006 - 1,010
(d 20/20)
pH/pH From5.6t06.1/56-6,1 59/5,9
Osmolality / From 270 to 330 mOsmol/kg / 293 mOsmol/kg
OcmonsnNbHOCTb 270 - 330 mocmonb/Kr

Extracted volume /
N3Bnekaembiii 06bem

Not less than declared /
He meHee 3asBneHHoOro

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 Geselischaft: Spittal an der Drau
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNIU3A

Product: / Mpoaykt

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 pg/dose /

HA3WBWH CEHCUTUB,

cnpeu Ha3anbHbIK O3MPOBaHHbLIN, 22,5 MKr/ao3a

81725406
262930A

Manufacturing date (mm.yyyy): /

Oara npou3BoacTBa (MM.ITIT):

06.2022

Expiry date (mm.yyyy): /
Cpok rogHocTu (MMm.rrrr):

06.2025

Manufacturer according to the

registration in Russia: /

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

Mpou3ssoauTenL B COOTBETCTBUM

c peructpauueii 8 Poccuu:

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

Parameter / Mapamerp

Specifications / Cneundukauun

Results / Pe3ynbTaTthl

Average dose and
uniformity of delivered dose
/ CpepHsa gosa u
OAHOPOAHOCTL
AocTaBnsemou 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 /

CpepHas ao3a 45 mr £15%.
OpHopoaHOCTL AOCTaBNAEMON A03bI:
cpeaHana aosa £25%.

Makc. 2 n3 10 gos > £25% oT cpeagHen
Macchbl 403bl, HO Bcerna s +35% ot
cpeaHeln mMacchl A03bl

49.86 mg / 49,86 mg

Quantity of doses per pack /
KonuuecTtso 403 Ha
yraKkoBKy

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

conforms

Relative impurities /
PoacTteekHble npumecu

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

<0.03%/ <0,03 %

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

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OaunHouHasn HengeHTUULMpPoBaHHas
npumeck — 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

Telefon +43 (0)4762 51 51-0
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr

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

Manufacturing date (mm.yyyy):

NASIVIN SENSITIVE

Nasal metered spray 22,5 pg/dose /

HA3UBUH CEHCUTUB,

cnpei Ha3anbHbIA A03UPOBaHHbIN, 22,5 MKr/f03a

81725406
262930A
/

gaTa npon3soacTBa ‘MM.I'ITI'!:

Expiry date (mm. 1
Cpok rogHOCTH (MM.ITIT):

Manufacturer according to the

registration in Russia: /

06.2022

06.2025

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

MNpoussoguTenL B COOTBETCTBUU

¢ perucrpauuei B Poccum:

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

Parameter / NapameTtp

Specifications /| Cneyudukaguu

Results / PesynbTtarthbi

Microbial purity /
Mukpobuonorunyeckas yucToTa

TAMC — NMT 102 CFU/mi / 0 CFU/10 mi
O6wee konuyecTBo aapobHbIX

MUKpPOOPraHM3moB — He bonee

102 KOE/mn

TYMC — NMT 10" CFU/mI / 0 CFU/10 ml

O6Lee KONNYECTBO APOXOKEBLIX U
nnecHesbIX rpubos — He 6Gonee
10" KOE/mn

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

Absentin 1.0 ml/ 1,0 ml

Staphylococcus aureus —
absence/ml| / Staphylococcus
aureus — oTcyTcTene B 1 Mn

Absentin 1.0 ml/ 1,0 ml

Assay Oxymetazoline

22,5 ug / dose: 450 — 525 ug of

hydrochloride / oxymetazoline hydrochloride / mi/
KonuuectseHHoe copepxaHue | 22,5 mkr/gosa: 450-525 mkr/mn
OKCMMETa30nuHa oKCUMETa3onNuHa rugpoxrnopuia
rnapoxnopunaa

492 pg/ml/ 492 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
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /
HA3UWBUH CEHCUTUB,
cnpei HasanbHbIA A03UPOBaAHHLIN, 22,5 MKr/ao03a

81725406
262930A

Manufacturing date (mm.yyyy): /

gaTa npoussoacrTea ‘MM.I'I'I'I'!:

Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rrrr):

06.2022

06.2025

Manufacturer according to the

registration in Russia: /

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

I'Ipousaogmenb B COOTBETCTBUN

¢ perucTpauuen B Poccum:

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

Parameter / Mapametp

Specifications / Cneuudmkaumm

Results / PeaynbtaTthl

Packaging / Ynakoeka

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 NOAN3TUNEHOBOM
cdnakoHe ¢ AO3NPYOLLMM
YCTPOUCTBOM W 3aLUUTHBIM
NONUITUNEHOBLIM KONMAYKOM.

1 bnakoH n NUCToK-BKNaaLILL B
KapTOHHOMW nayke. He meHee
190 #03 Ha bnakoH.

Package / 10 mi 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 NONN3TUNEHOBOM
cdnakoHe ¢ JO3MPYHOLLIUM
YCTPOMCTBOM W 3aLMTHBIM
NONUITUNEHOBLIM KONNAYKOM.

1 conakoH B nayke. He meHee
190 no3 Ha chnakoH.

Labeling / Mapkuposka

In accordance with ND /
B cooTBeTCTBUM C HOPMATUBHBIM
AOKYMEHTOM

Complies as prescribed /
CooTBeTcTByEeT NPeanMcaHHoOMy

Storage conditions /
YcnoBus xpaHeHus

At the temperature not more than 30°C. /

Mpu TemnepaType He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHns

3 years/ 3 roga

Assessment: / 3akniovueHue:

Date / Signature of Qualified Person: /

The batch complies with the specification according to ND NM-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NapTua cooTseTcTBYET CNeyudukaumam

HopmaTtusHoro aokymeHTa JIM-000511-261017 (uameHeHue
04.02.2019, namenerHue Ne 2 ot 19.11.2019)

11

ga'ra / noanuchb ynonHoMo4YeHHOro nuua:

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
WWW.pg.com

»}

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706




