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CERTIFICATE OF ANALYSIS / CEPTUODUKAT AHANTU3A

Product: / MpoAaykT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBWUH CEHCUTUB,

cnpeil Ha3anbHbIW AO3UPOBaHHbIN, 11,25 MKr/ao3a

81724614
245280A

Manufacturing date (mm.yyyy): /

gaTa npou3igoancrtaa ‘MM.I‘I‘I’I‘I:

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

10.2021

10.2024

Manufacturer according to the

registration in Russia: /

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

ngouaaogwrenb B COOTBETCTBUMU

¢ perucTpaumei B Poccuu:

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

Parameter / MapameTp

Specifications / Cneuuduxaum

Results / Pe3ynbTaTbl

Description / OnucaHue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3pauHbIA UNK noYTH
npo3payHbli, oyt 6ecuseTHbIn nnn
cnerka Xentbii pacTsop.

conforms

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
NpeHTnuroCcTb required to correspond to the retention
OKCUMETa30MNunHa time of the main peak on the
rugpoxnopuaa chromatogram of oxymetazoline

hydrochloride standard solution,

received at assay testing. / Bpems

yAepXXaHUsi OCHOBHOrO NvKa Ha

XpoMaTorpamme UCnbITYeMOoro pactasopa

AOMKHO COOTBETCTBOBATL BPEMEHU

yAepXaHusi OCHOBHOIO NUKa Ha

XpomMaTorpamme 3TanoHHOro pactsopa

OoKCUMeTasonuHa ruapoxnopuaa,

MONy4E€HHOro NpY TECTUPOBAHUM

MeToAa.
Relative density (d 20/20)/ |From 1.006 to 1.010/ 1.008 / 1,008
OTHocuTenbHas nnoTHocTe | 1,006-1,010
(d 20/20)
pH/pH From 5.6 t0 6.1/ 5,6-6,1 5.9/5,9

Osmolality / OcmonsanbHOCTb

From 270 to 330 mosmol/kg /
270-330 mocmonb/Kr

291 mosmol/kg

Extracted volume /
N3snekaembii 06bem

Not less than declared /
He meHee 3aaBneHHoro

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

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr

NASIVIN SENSITIVE

Nasal metered spray 11,25 pug/dose /

cnpeit HazanbHbIA 0O3UPOBaHHbIN, 11,25 Mkr/gosa

HA3NBUH CEHCUTUB,
SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne naptuu: 245280A
Manufacturing date (mm.yyyy): /
Qara npousBoacTea (MM.rrrr): 10.2021
Expiry date (mm.yyyy): /
CpoK rogHoCcTH (MM.ITrr): 10.2024

Manufacturer according to the

registration in Russia: /

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

Hgomaogwrenb B COOTBEeTCTBUMU

c perucrpauueii B Poccuu:

«®Pamap Xanc Kaa Cepsucus Maapua, C.A.Y.»

Parameter / MapameTtp

Specifications / Cneundunkauumn

Results / PesynbTrarhl

Average dose and uniformity
of delivered dose / CpegHas
A03a 1 0AHOPOAHOCTb
AOCTaBnaemMon 4o3bl

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 /

CpepHns nosa 45 mr £15%.
OaHopoAHOCTL fAoCTaBNAEMON A03bl:
cpepHnas no3a +25%.

Maxc. 2 3 10 no3 > £25% ot cpegHei
mMaccbl 403bl, HO Beeraa < +35% or
cpefHen macchl 403b!

4713 mg/ 47,13 mg

Quantity of doses per pack /
KonuyecTBo 403 Ha ynakoBKy

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

conforms

Relative impurities /
PoacteeHHble npumecu

Impurity A — NMT 2.0 % /
Mpumeckb A — He Bonee 2,0%

<0.03%/ <0,03 %

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

<0.04 %/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OanHouHasa HenaeHTUMUMpOBaHHas
npumechb — He 6onee 1,0%

<01%/ <01%

Total impurities NMT 4.9 % /
Bcero npumecei — 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
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpoaykt

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3WBWH CEHCUTUB,

crnpei HazanbHbIR [O3MPOBaHHbIN, 11,25 MKr/ao3a

81724614
245280A

Manufacturing date (mm.yyyy): /

QaTa npouisoacrea ‘MM.ITIT!:

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

Manufacturer according to the

registration in Russia: /

10.2021

10.2024

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

n pousBoauTenb B COOTBETCTBUU

¢ peructpaumeit B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundukauum

Results /| PeaynbTtarthbl

Obwee KoNM4YECTBO APONOKEBLIX U
nnecHesbIx rpubos — He Gonee
10" KOE/mn

Microbial purity / TAMC — NMT 102 CFU/ml / 0CFU/10 ml
Mukpo6uonoruyeckas O6bwee konuyecTBo a3pobHbix
yucToTa MUKpPOOpPraHusmMoB — He Gonee

102 KOE/mn

TYMC — NMT 10! CFU/mI / 0CFU/10ml

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

Absentin 1.0 ml/ 1,0 ml

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

Absentin 1.0 mi/ 1,0 ml

Assay Oxymetazoline

11.25 pg / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / mi /
KonuyecTtBeHHoe coaepxanue | 11,25 mkr/aosa: 225-262,5 mkr/mn
OKCUMETAa30/NHA oKcumeTasonvHa ruapoxnopuaa
rmagpoxnopuaa

245.6 pg/ml / 245,6 pg/ml

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

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 AHANN3A
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Product: / MpoaykT NASIVIN SENSITIVE
Nasal metered spray 11,25 pyg/dose /
HA3UBWH CEHCUTUB,
cnpei HasanbHbIA [Oo3UpoBaHHbLIN, 11,25 MKr/ao3a

SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne naptuu: 245280A
Manufacturing date (mm.yyyy): /
Qarva npoussoacTBa (MM.IITT): 10.2021
Expiry date (mm. )
Cpok rogHocTH (MM.ITrT): 10.2024
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpoussoauTenb B COOTBETCTBUM
€ perucrpauuen B Poccuu: «®amap Xanc Kaa CepBucus Magpua, C.A.Y.»
Parameter / MapameTp Specifications / Cneuncdumkauum | Results / Pesynbrathl
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 mMn B NONUATUNEHOBOM 10 Mn B NONN3TUNEHOBOM
dnakoHe ¢ Ao3MpyOWUM conakoHe ¢ f03NpyOWNM
YCTPONCTBOM U 3aLUTHBIM YCTPOWCTBOM U 3aLUTHLIM
NONU3TUNEHOBBLIM KOMMNAYKOM. NONU3TUNEHOBBLIM KONMAYKOM.
1 donakoH v NUCTOK-BKNaabIL B 1 cbnakoH n NUCTok-BKNaabILL B
KapToHHOW nayke. He meHee KapToHHOW nauke. He meHee
190 0o3 Ha chnakoH. 190 403 Ha dnakoH.
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. /
Ycnosusa xpaHeHus Mpu Temnepartype He Bbiwe 30°C.
Shelf-life / Cpok xpaHeHnus |3 years /3 roga

Assessment: / 3akniouyeHune The batch complies with the specification according to ND J1M1-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NapTuna cooTBeTCTBYET CNELUdmUKaumam
HopmaTusHoro aokymeHTa JIM-000511-261017 (uameHeHue Ne 1 ot
04.02.2019, nameHenune Ne 2 0719.11.2019)

Date / Signature of Qualified Person: /
Qara / nognucb ynonHoMoveHHOro nuua:

P&G Health Austria GmbH & Co. OG 2}/@%
Hésslgasse 20 » 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene GesellschaftNQ&x)
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



