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CERTIFICATE OF ANALYSIS / CEPTUDGUKAT AHAITU3A

Product: / MpoaykTt

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3UWBWUH CEHCUTUB,

cnpemn HasanbHbIN A03UPOBaHHbIN, 11,25 mKkr/ao3a

81724614
273200A

Manufacturing date (mm.yyyy): /

darta nponsBoacTBa ‘MM.I'I'I'I'!Z

Expiry date (mm. 2/

CpoK rogHOCTU (MM.ITrT):

10.2022

10.2025

Manufacturer according to the

registration in Russia: /

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

Mpou3soauTesib B COOTBETCTBUU

¢ peructpaumeit B Poccum:

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

Parameter / MapameTp

Specifications / Cneundukauum

Results / PeaynbTaTthl

Description / Onucanue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHbin unu no4uTn
npospayHbii, NOYTV 6ECLBETHLIN UK
Cnerka XenTbl pacTeop.

conforms

MN3snekaembii 0O0bem

He meHee 3aaBneHHoro

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
NaeHTUYHOCTL required to correspond to the retention
oKCUMeTa3onuHa time of the main peak on the
rnapoxnopuaa chromatogram of oxymetazoline
hydrochloride standard solution,
received at assay testing. / Bpems
yAep)XXaHWA OCHOBHOIO NMWKa Ha
XpoOMaTorpaMmme UCNbITYeMOoro pacrsopa
OOMKHO COOTBETCTBOBAaTb BPEMEHU
yAepXaHUs OCHOBHOrO NUKa Ha
XpomMaTorpamme 3TanoHHOro pacTeopa
OKCUMETa3oNnuHa ruapoxnopuaa,
noNy4YeHHOro Npu TECTUPOBaHUK
meroaa.
Relative density (d 20/20) / From 1.006 to 1.010/ 1.007 /1,007
OTtHocuTentbHasa nnoTHocTh | 1,006—1,010
(d 20/20)
pH/pH From 5.6 t0 6.1/ 5,6-6,1 59/5,9
Osmolality / OcmonanbHocTb | From 270 to 330 mosmol/kg / 289 mosmol/kg
270-330 mocmonb/kr
Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAININ3A

Product: / [poaykr

NASIVIN SENSITIVE

Nasal metered spray 11,25 yg/dose /

HA3UBUH CEHCUTUB,

crnpei Ha3anbHbIA [O3UPOBaHHbIN, 11,25 Mkr/go3a

SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne naptuu: 273200A
Manufacturing date (mm.yyyy): /

Qara npousBoactBa (MM.Irir): 10.2022
Expiry date (mm. ./

Cpok rogHocTH (MM.rrrT): 10.2025

Manufacturer according to the

registration in Russia: /

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

MpoussoauTenb B COOTBETCTBUM

¢ peructpauueir B Poccum:

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

Parameter / MapameTtp

Specifications / Cneundukauuu

Results / PesynbTaThl

Average dose and uniformity
of delivered dose / CpepgHsis
Ao3a ¥ 0AHOPOAHOCTL
AocTaBnsemoun 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 /

CpenHsas posa 45 mr £15%.
OaHOPOAHOCTL JOCTaBNAEMON A03bI:
cpenHnana nosa +25%.

Makc. 2 13 10 pos > £25% oT cpepHen
macchbl 403bl, HO Bceraa < +35% ot
cpeaHen maccbl f03bl

48.64 mg/ 48,64 mg

Quantity of doses per pack /
Konu4ecTso 403 Ha yNakoBKy

Not less than 190 doses per pack /
He meHee 190 03 Ha ynakoBKy

conforms

Relative impurities /
PoacTteeHHble npuMecu

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

<0.03%/ <0,03%

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

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OpaunHouHasa HengeHTuUuMpoBaHHas
npumech — He 6onee 1,0%

<01%/ <01%

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

<01%/ <01%
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Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
wWWW.pg.com

Rechtsform: Offene Gesellschaft (OG)

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




Page 3 of 4/ Ctpanuua 3 us 4

PeG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / MpoAaykT

SAP-Code: / Kog SAP:
Batch no.: / N2 naptumu:

NASIVIN SENSITIVE

Nasal metered spray 11,25 pug/dose /

HA3UBUH CEHCUTUB,

Cnpen Ha3anbHbi 403MPOBaHHbIW, 11,25 MKr/go3a

81724614
273200A

Manufacturing date (mm.yyyy): /

Oata npoussoacTtsa (MM.rrrr):
Expiry date (mm.yyyy): /
Cpok rogHoCTH (MM.rrrT):

Manufacturer according to the

registration in Russia: /

10.2022

10.2025

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

MpousBoguTens B COOTBETCTBUU

¢ peructpauuen B Poccuu:

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

Parameter / MapameTp

Specifications / Cneuudukaumu

Results / PesynbTatbl

Obuwee KONUYECTBO APOXOKEBLIX U
nnecHesblx rpubos — He Gonee
10' KOE/mn

Microbial purity / TAMC — NMT 102 CFU/ml / O0CFU/10 ml
Mukpobuonoruyeckas Obwee konuyecTBo a3pobHbIX
JucToTa MUKpOOpraHM3moB — He Gonee

10?2 KOE/mn

TYMC — NMT 10" CFU/ml / 0CFU/10 ml

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

Absentin 1.0 ml/ 1,0 ml

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

Absentin 1.0 mi/ 1,0 ml

Assay Oxymetazoline

11.25 ug / dose: 225 — 262.5 pg of

hydrochloride / oxymetazoline hydrochloride / mt /
KonuuecteeHHoe coaepxaHue | 11,25 mkr/gosa: 225-262,5 mkr/mn
OKCUMETa30NuHa OKCUMETa30NuHa ruapoxnopuaa
rmapoxnopuga

241.0 ug/ml/ 241,0 pg/ml
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Rechtsform: Offene Gesellschaft (OG)

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




PeG

Page 4 of 4/ CtpaHuua 4 us 4

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

Product: / MMpoaykT

NASIVIN SENSITIVE

Nasal metered spray 11,25 pug/dose /
HA3UBUH CEHCUTUB,
cnpen HazanbHbIW AO3UpPoBaHHbIN, 11,25 Mkr/go3a

SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne naptuu: 273200A
Manufacturing date (mm.yyyy): /

Qarta npousBoacTBa (MM.rrrr): 10.2022
Expiry date (mm.yyyy): /

CpoK rogHoCcTU (MM.ITrT): 10.2025

Manufacturer according to the
registration in Russia: /

pou3sBoauTens B COOTBETCTBUMN
C peructpaumein B Poccuu:

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

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

Parameter / MapameTp Specifications / Cneundukaumm

Results / PeaynbtaTthbl

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 mAn B NONN3ITUNEHOBOM
chnakoHe ¢ A03UPYIOLLIM
YCTPOWUCTBOM U 3aLLUTHBLIM
NONU3TUNEHOBLIM KOMNMAaYKOM.

1 hnakoH ¥ NNCTOK-BKNAAbILL B
KapTOHHOWK nadvke. He meHee
190 o3 Ha hnakoH.

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 MNn B NONNITUNEHOBOM
cnakoHe ¢ gosnpylowum
YyCTPOWCTBOM U 3aLUTHBIM
NONUITUNEHOBLIM KOMNAYKOM.

1 cbnakoH 1 NUCTOK-BKNaAbILL B
KapTOHHOMW nauke. He meHee

190 A03 Ha NaKoH.

In accordance with ND /
B cooTBeTCcTBUMM C HOPMATUBHBIM
BOKYMEHTOM

Labeling / MapkupoBka

Complies as prescribed /
CooTeeTcTByeT npesnucaHHoMy

Storage conditions /

Ycnosusa xpaHeHus Mpu Temneparype He Bbiwe 30°C.

At the temperature not more than 30°C. /

Shelf-life / Cpok xpaHeHusa |3 years /3 roga

Assessment: / 3aknioyeHue

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) / MapTua cooTeeTCTBYET Cneuudukaumuam

04.02.2019, nsmeHeHune Ne 2 ot 19.11.2019)

Date / Signature of Qualified Person: /
Oara / noanucb YNONHOMOYEHHOro nuua:

P&G Health Austria GmbH & Co. OG
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Telefon +43 (0)4762 51 51-0

Telefax +43 (0)4762 51 51-440
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