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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Ipogykt

SAP-Code: / Koa SAP:
Batch no.: / N2 napTtuu:

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3WBUH CEHCUTUB,

cnpen HasanbHbIX [O3UPOBaHHbIN, 11,25 mkr/go3a

81724614
241660A

Manufacturing date (mm.yyyy): /

gara npounssoacTsea ‘MM.I'I'I'I'!:

Expiry date (mm. 1|
Cpok rogHOCTH (MM.rrrT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

NpousBoguTens B COOTBETCTBUM

c peructpauueit B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneundukaumm

Results / Pe3ynbTath!

Description / Onucanve

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHbii unNn nouTn
npo3payHblin, NoYTY GecuBeTHbIA nnu
crerka XXenTbli pacTBop.

conforms

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
MaeHTUYHOCTL required to correspond to the retention
oKkcumeTasonuHa time of the main peak on the
rvapoxnopuaa chromatogram of oxymetazoline

hydrochloride standard solution,

received at assay testing. / Bpems

yAep>XaHua OCHOBHOrO nuka Ha

XpomaTtorpaMmme UCnbITYeMOro pactsopa

AOSMKHO COOTBETCTBOBATL BPEMEHN

yAepXXaHua OCHOBHOrO Nuka Ha

XxpomaTtorpamme 3TanoHHOro pacTeopa

okcumeTasonuHa rugpoxnopuaa,

NOSy4EHHOro NpU TECTUPOBaHWN

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 to 6.1/5,6-6,1 59/5,9

Osmolality / OcMonanbHOCTb

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

291 mosmol/kg

Extracted volume /
N3snekaembliih o6bem

Not less than declared /
He meHee 3asBneHHoro

conforms

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 Geselischaft: Spittal an der Drau
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINIU3A

Product: / Mpoaykr

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

cnpei Ha3anbHbIW AO03MPOBaHHLIN, 11,25 mkr/go3a

HA3UBUH CEHCUTUB,
SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne napruu: 241660A
Manufacturing date (mm.yyyy): /
Qara npousBoacTBa (MM.IriT): 09.2021
Expiry date (mm. :
Cpok roaHocTH (MM.ErrT): 09.2024

Manufacturer according to the

registration in Russia: /

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

Mpoussogutenb B COOTBETCTBUMN

¢ peructpaumeit B Poccuu:

«®amap Xanc Kaa CepBucus Maapua, C.A.Y.»

Parameter / MNapametp

Specifications / Cneuudukauun

Results / Peaynubtathl

Average dose and uniformity
of delivered dose / CpegHas
[03a U 0AHOPOAHOCTD
AoCTaBNseMoii 403bl

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 /

CpeaHsas posa 45 mr £15%.
OpHOpPOAHOCTbL A0CTaBNAEMON A03bI:
cpepHsa aosa +25%.

Makc. 2 u3 10 o3 > +25% ot cpegHen
macchbl A03bl, HO Bceraa < +35% oT
cpegHen Mmaccbl 403bl

45.38 mg / 45,38 mg

Quantity of doses per pack /
KonuyecTtBo 403 HA ynakoBKy

Not less than 190 doses per pack /
He meHee 190 fo3 Ha ynakosky

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 % /
Mpumeck ZP-1 — He 6onee 1,5%

<0.04 %/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OauHoyHas HenaeHTUuUUMPOBaHHAS
npumecs — He Gonee 1,0%

<01%/<01%

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

<01%/<01%

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
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Rechtsform: Offene Gesellschaft (OG)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3UWBWH CEHCUTMUB,

cnpeu HasanbHbIK AO03UPOBaHHbIN, 11,25 MKr/po3a

81724614
241660A

Manufacturing date (mm.yyyy): /

gaTa npoun3soacrTea ‘MM.I'I'IT!:

Expiry date (mm. il
Cpok roaHocTu (MM.ITIT):

Manufacturer according to the
registration in Russia: /

09.2021

09.2024

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

ﬂgoussogwrenb B COOTBETCTBUU

C perunctpauven B Poccum:

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

Parameter / MapameTtp

Specifications / Cneundukauumn

Results / PeaynbTathl

Obwee KoNN4YeCcTBO APOXCKEBLIX U
nnecHesbiX rpnbos — He 6onee
10" KOE/Mn

Microbial purity / TAMC — NMT 102 CFU/ml / 0CFU/10 ml
MukpoBuonornyeckasn O6wee konnyecTBo a3pobHbIX
yucToTa MUKPOOpPraHu3MoB — He 6onee

102 KOE/mn

TYMC — NMT 10" CFU/ml / 0CFU/10 ml

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

Absentin 1.0 ml/ 1,0 ml

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

Absentin 1.0 ml/ 1,0 ml

Assay Oxymetazoline

11.25 pg / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuyecTtBeHHoe cogepanue | 11,25 mkr/gosa: 225-262,5 mkr/mn
oKcMMeTasonuHa OKCcMMeTasonuHa rugpoxnopuvaa
rmapoxnopvaa

248.7 pg/mi/ 248,7 pug/mi

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
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A
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Product: / Mpoaykr NASIVIN SENSITIVE
Nasal metered spray 11,25 pg/dose /
HA3UBUWUH CEHCUTUB,
cnpemn Ha3anbHbIA QO3MPOBaHHbIN, 11,25 Mkr/go3a
SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne naptuu: 241660A
Manufacturing date (mm.yyyy): /
Qara npoussoacrTea (MM.rrrr): 09.2021
Expiry date (mm.yyyy): /
Cpok roaHocTy (Mm.IrrT): 09.2024
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
[poussoauTens B COOTBETCTBUM
¢ perucTpauven B Poccum: «®amap Xanc Kaa Cepsucus Magpua, C.AY.»
Parameter / MapameTp Specifications / Cneundmkaumu | Results / PeaynbTaTthbl
Packaging / YnakoBka 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 mn B NONNITUNEHOBOM 10 Mn B NONNATUNEHOBOM
dnakoHe ¢ A03MpYOLLNM dnakoHe ¢ A03UPYIOLLIUM
YCTPONCTBOM U 3aLUUTHBIM YCTPONCTBOM U 3aWUTHBLIM
NoNUaTUNEHOBbLIM KONMAaYKoM. NONU3TUNEHOBbLIM KONNAYKOM.
1 bnakoH 1 NUCTOK-BKNAAbILL B 1 ¢pbnakoH u NUCTOK-BKNAagbILW B
KapTOHHOW nauke. He meHee KapTOHHOM nauke. He meHee
190 n03 Ha dhnakoH. 190 403 Ha chnakoH.
Labeling / MapkupoBka In accordance with ND / Complies as prescribed /
B cooTBeTcTBUU C HOpMaTuBHLIM | CoOTBETCTBYET NpeanMcaHHoOMy
AOKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
YcnoBsus xpaHeHust Mpu TemnepaType He Bbiwe 30°C.
Shelf-life / Cpok xpaHenus |3 years / 3 roga

Assessment: / 3aknioueHue The batch complies with the specification according to ND NN-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MapTua cootBeTcTBYET Cneuvdukaumam
HopmaTusHoro gokymenta JIMNM-000511-261017 (n3meHeHne Ne 1 ot
04.02.2019, usmeHenue Ne 2 ot 19.11,2019)

Gruber Katri
Date / Signature of Qualified Person: / Y2
Qara / noagnnc, yNnoNnHOMOYEHHOro nuua: 2 8 0':

P&G Health Austria GmbH & Co. OG
Hésslgasse 20 « 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene Gesellschaft {Q%&
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




