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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / MpoaykT NASIVIN SENSITIVE
Nasal metered spray 11,25 pug/dose /
HA3UBUH CEHCUTUB,
cnpei Ha3anbHbIW [O3UPOBaHHbIN, 11,25 MKr/ao3a
SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne napruu: 255580A
Manufacturing date (mm.yyvyy): /
Qara npoussoacTea (MM.Frrr): 03.2022
Expiry date (mm. 2l
Cpok rogHocTy (MM.ITIT): 03.2025

Manufacturer according to the

registration in Russia: /

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

Mpou3BoauTenL B COOTBETCTBUM

¢ peructpauueii B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundukauuu Results / PesynbTaTbl

Description / OnucaHue

Transparent or nearly transparent, from | conforms
almost colorless to slightly yellow
solution. / Mpo3spauHblil unn nouTn
npo3payHbI, NouTn GecuBeTHLIR Unu
Cnerka Xentbii pacTeop.

Identification Oxymetazoline
hydrochiroide /
NpeHTUYHOCTL
oKcMMeTasonuHa
ruapoxnopuvaa

The retention time of the main peak on | conforms
the chromatogram of tested solution is
required to correspond to the retention
time of the main peak on the
chromatogram of oxymetazoline
hydrochloride standard solution,
received at assay testing. / Bpemsa
yAep)KaHWA OCHOBHOrO N1Ka Ha
XpomaTtorpamme UCnbITYeMOro pactsopa
AOMMKHO COOTBETCTBOBATL BPEMEHM
yAepXaHua OCHOBHOrO nuka Ha
XpomarorpaMmme 3TanoHHOro pacrsopa
OKCUMETa30nnHa ruapoxnopuaa,
NOSYYEHHOro NpU TeCTUPOBAHUN

N3Bnekaembii 06bem

MeToAaa.
Relative density (d 20/20) / From 1.006 to 1.010/ 1.008 /1,008
OTtHocutenbHaa nnoTtHocTe | 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 / 288 mosmol/kg
270-330 mocmonb/kr
Extracted volume / Not less than declared / conforms

He meHee 3asiBNeHHOro
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www.pg.com
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CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHANU3A

Product: / Mpoaykr

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

cnpew HaszanbHbIN AO03MPOBaHHbIN, 11,25 mKr/ao3a

HA3UBWUH CEHCUTUB,
SAP-Code: / Kon SAP: 81724614
Batch no.: / Ne naptuu: 255580A
Manufacturing date (mm.yyyy): /
Qara npoussogcTBa (MM.Irrr): 03.2022
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.FrrT): 03.2025

Manufacturer according to the

registration in Russia: /

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

I'Igousaogurenb B COOTBEeTCTBUU

¢ peructpauyueit B Poccum:

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

Parameter / [lapameTp

Specifications / Cneuncdukaunu

Results / Pesynbrarthb!

Average dose and uniformity
of delivered dose / CpeaHss
D032 U OAHOPOAHOCTL
AocraBnsemMoun 4o3bl

Average dose 45 mg £15 %.
Uniformity of delivered dose:

Average dose 125 %.

Max. 2 from 10 doses > 25 % from
average dose mass

But always < 35 % from average dose
mass /

CpepHsas posa 45 mr £15%.
OpaHOpOAHOCTL AOCTaBNAEMOIN 403bl:
cpenHns nosa £25%.

Makc. 2 ns 10 pos > +25% oT cpegHei
MaccCbl 403bl, HO Bceraa < +35% ot
cpenHein macchl 4o3bl

47.23 mg /47,23 mg

Quantity of doses per pack /
KonuyecTeo 403 Ha ynakoBKy

Not less than 190 doses per pack /
He meHee 190 103 Ha ynaKoBKy

conforms

Relative impurities /
PoacTeeHHble npuMech

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 Gonee 1,5%

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OpaunHoYHas HenaeHTubULMpoBaHHasn
npumeck — He 6onee 1,0%

<01%/ <01%

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

<01%/<01%
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJNIU3A

Product: / MpogykT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3WBWUH CEHCUTUB,

cnpen Ha3anbHbIW AO03UPOBaHHbLIN, 11,25 mkr/gosa

81724614
255580A

Manufacturing date (mm.yyyy): /

Oara npousBoacTBa (MM.ITIT):
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.ITTT):

Manufacturer according to the

registration in Russia: /

03.2022

03.2025

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

MNpousBoauTensL B COOTBETCTBUU

¢ peructpauuei B Poccuu:

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

Parameter / Mapametp

Specifications / Cneuudukauun

Results / PeaynbTtartbl

Obuyee KONUYECTBO APONCKEBLIX U
nnecHesbIx rpubos — He 6onee
10! KOE/mn

Microbial purity / TAMC — NMT 102 CFU/ml / O0CFU/10 ml
Mukpobuonoruueckas Obuwee xonuyecTBo aapobHbIX
yucroTa MUWKpOOpraHu3moB — He 6onee

102 KOE/mn

TYMC — NMT 10" CFU/ml / 0CFU/10 ml

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

Absentin 1.0 mi/ 1,0 ml

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

Absentin 1.0 ml/ 1,0 ml|

Assay Oxymetazoline

11.25 ug / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / ml/
KonuuyecteeHHoe coaepxanue | 11,25 mkr/po3a: 225-262,5 mkr/mn
oKCUMeTasonuHa OKCMMETa3oNuHa ruapoxrnopuaa
rugpoxnopuaa

240.8 pg/mi/ 240,8 ug/mi
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Product: / MpoaykT NASIVIN SENSITIVE
Nasal metered spray 11,25 ug/dose /
HA3UBUH CEHCUTUB,
cnpen HasanbHbIN 4O3UMPOBaHHbLIN, 11,25 MKkr/ao3a
SAP-Code: / Koa SAP: 81724614
Batch no.: / Ne napTum: 255580A
Manufacturing date (mm.yyyy): /
Qara npousBoacrea (MM.Irrr): 03.2022
Expiry date (mm. 1/
Cpok roaHocTH (Mm.Irrr): 03.2025
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpoussoauTenb B COOTBETCTBUU
¢ peructpauuven B Poccuu: «®amap Xanc Kaa Cepsucus Magpua, C.A.Y.»
Parameter / NapameTtp Specifications / Cneundukauuu | Results / Pesynbrath!
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 mn B NONNaTUNeHoBOM 10 Mn B NONNITUNEHOBOM
dnakoHe ¢ A03MpYOLWUM cdnakoHe ¢ [4o3npyoLwnuM
YCTPOWCTBOM U 3aLUTHBIM YCTPOWCTBOM W 3aLLUTHbLIM
NONMUATUNEHOBLIM KOMNMa4koM. NONNITUIIEHOBLIM KONNAYKOM.
1 donakoH n nucTok-BKNaabIL B 1 bnakoH 1 NMCTOK-BKNaAbILL B
KapTOHHOW nayke. He meHee KapTOHHOI nNadvke. He meHee
190 403 Ha hnakoH. 190 A03 Ha dnakoH.
Labeling / Mapkuposka In accordance with ND / Complies as prescribed /
B cooTtBeTCcTBUM C HOpMaTuBHbIM | COOTBETCTBYET NpeanucaHHoOMy
[OKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
Ycnosusa xpaHeHusi Mpu Temnepartype He Bbiwe 30°C.
Shelf-life / Cpok xpaHeHus |3 years / 3 roga

Assessment: / 3aknioyeHue The batch complies with the specification according to ND JiM-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MapTtua cootseTcTByeT CneLudukaumnam
HopmaTusHoro gokymeHTa JiN-000511-261017 (nsmeHeHune Ne 1 or
04.02.2019, nameHeHune Ne 2 g I

Date / Signature of Qualified Person: / UNTERF
Oata / nognucb yNnonHOMOYEHHOro nuua: :

P&G Health Austria GmbH & Co. OG
Hésslgasse 20 « 9800 Spittal an der Drau * Austria i
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