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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAINTU3A

Product: / Mpogykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3WBWUH CEHCUTUB,

cnpen HasanbHbIA [O3UPOBaHHbLIN, 11,25 MKr/no3a

81724614
245130A

Manufacturing date (mm.yyyy): /

ga'ra npou3soacrea ‘MM.I'I'I'I'!:

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

10.2021

10.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoauTenL B COOTBETCTBUM

¢ perucrpauuven B Poccum:

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

Parameter / Mapametp

Specifications / Cneuudukauumn

Results / PesynbTartb!

Description / OnucaHue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHbivi nnu NoYTn
npo3payHbli, NouTH 6ecuBeTHbIN UNu
cnerka XenTbii pacTeop.

conforms

N3snekaembii 06bem

He meHee 3aaBneHHoro

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
NaoeHTuYHOCTL required to correspond to the retention
OKCMMEeTas30/uHa time of the main peak on the
rwapoxnopuga chromatogram of oxymetazoline
hydrochloride standard solution,
received at assay testing. / Bpems
yAEepXXaHUSA OCHOBHOIO NUKa Ha
XxpomartorpaMmme UCnbLITYEMOro pacTsopa
AOMKHO COOTBETCTBOBaTbL BPEMEHU
yAepXXaHUA OCHOBHOrO NuKa Ha
XpomaTtorpaMmme 3TanoHHOro pactsopa
oKCUMeTa3oNnHa ruapoxsiopuaa,
nony4YeHHOro Npu TeCTUpoBaHUN
MeToga.
Relative density (d 20/20)/ | From 1.006 to 1.010/ 1.008 /1,008
OTtHocutenbHast nnotHocTe | 1,006-1,010
(d 20/20)
pH/ pH From 5.6 t0 6.1 /5,6-6,1 5.8/5,8
Osmolality / OcmonsinbHocTb | From 270 to 330 mosmol/kg / 290 mosmol/kg
270-330 mocmonb/kr
Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpogykr

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

cnpeu HasanbHbIW [O3MPOBaHHbLIN, 11,25 Mkr/gosa

HA3UBUH CEHCUTUB,
SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne napTuu: 245130A
Manufacturing date (mm.yyyy): /
Oata npousBoacTBa (MM.IIrT): 10.2021
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.Irer): 10.2024

Manufacturer according to the

registration in Russia: /

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

"QOM3BOEMTeﬂb B COOTBETCTBUN

¢ peructpauunei B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundukauun

Results / Pesynbrartbl

Average dose and uniformity
of delivered dose / CpegHsas
A[03a U 0AHOPOAHOCTb
AocTaBnsAemMoii 403bl

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 /

CpepaHsa posa 45 mr £15%.
OpHopogHOCTb AOCTaBNAEMON A03bl:
cpepHsasa ao3sa +25%.

Makc. 2 n3 10 no3 > +25% ot cpeagHen
mMacchl A03bl, Ho Bceraa < £35% ot
cpeaHen macchbt A03b!

49.94 mg/ 49,94 mg

Quantity of doses per pack /
Konu4yecTBo 403 Ha ynakoBky

Not less than 190 doses per pack /
He meHee 190 n03 Ha yNnaKoBKy

conforms

Relative impurities /
PoacTteeHHble npumech

Impurity A — NMT 2.0 % /
Mpumechb 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 % /
OanHoyHas HemaeHTUMUMpOBaHHaSRA
npumech — He 6onee 1,0%

<01%/ <01%

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

<01%/ <01%
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykt

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pug/dose /

HA3UBUH CEHCUTUB,

cnpe Ha3anbHbIW AO3UPOBaHHLIN, 11,25 MKr/ao3a

81724614
245130A

Manufacturing date (mm.yyyy): /

ga'ra nponsBoacTea ‘MM.I'ITI'[:

Expiry date (mm. i)
Cpok rogHocTH (MM.ITrT):

Manufacturer according to the
registration in Russia: /

10.2021

10.2024

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

nQOM3BOEVIT3ﬂb B COOTBETCTBUU

¢ perucrpauuei B Poccum:

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

Parameter / NapameTp

Specifications / Cneundpukauum

Results / PesynbTaTthl

ObLuee KONMYECTBO APOXOKEBBIX U
nnecHesbix rpubos — He Gonee
10" KOE/mn

Microbial purity / TAMC — NMT 102 CFU/ml / 0CFU/10 ml
Mukpo6uonoruueckas O6uwee konu4yecTBo aapobHbIX
uncroTa MUWKPOOpraHn3moB — He 6onee

102 KOE/mn

TYMC — NMT 10" CFU/ml / 0CFU/10 mi

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

Absentin 1.0ml/ 1,0 m|

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

Absentin 1.0 mil/ 1,0 ml

Assay Oxymetazoline

11.25 pg / dose: 225 — 262.5 ug of

hydrochioride / oxymetazoline hydrochloride / mi /
KonuyecrseHHoe copgepxanue | 11,25 mkr/aosa: 225-262,5 mkr/mn
OKCMMETa30MuHa OoKCUMeTasonuHa rmagpoxnopunaa
rmapoxnopuaa

244.2 ug/ml/ 244,2 pug/mi
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Product: / Mpoaykr NASIVIN SENSITIVE
Nasal metered spray 11,25 pg/dose /
HA3UBUH CEHCUTUB,
crnpei HasanbHbIN 4O3UPOBaHHbIN, 11,25 Mkr/no3a
SAP-Code: / Kog SAP: 81724614
Batch no.: / N2 napTuu: 245130A
Manufacturing date (mm.yyyy): /
dara npoussoacrTea (Mm.rrrr): 10.2021
Expiry date (mm.yyyy): /
Cpok roaHocTu (MM.rrTT): 10.2024
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpoussoauTens B COOTBETCTBUU
€ perucrpauuven 8 Poccuu: «®amap Xanc Kaa CepBucus Magpupg, C.A.Y.»
Parameter / NapameTp Specifications / Cneundukaumm | Results / Pesynurathl
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 NONNASTUNIEHOBOM 10 Mn B NOANSTUNEHOBOM
dnakoHe ¢ fO3UpPYyLOWMM cdnakoHe ¢ fo3upyowum
YCTPONCTBOM U 3aLUTHLIM YCTPONCTBOM W 3aLUMTHbLIM
NMoNU3TUNEHOBLIM KONMNAYKOM. NONWU3TUIIEHOBbLIM KONMNAYKOM.
1 dnakoH 1 NUCTOK-BKNagbIL B 1 cbnakoH n ncTok-BKkNaabil B
KapToHHOW nayke. He meHee KapToHHOW nayke. He meHee
190 003 Ha thnakoH. 190 no3 Ha chnakoH.
Labeling / MapkupoBska In accordance with ND / Complies as prescribed /
B cooTeeTcTBUM C HOpMaTMBHBIM | COOTBETCTBYET NpeanucaHHoMy
AOKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
Ycnosus xpaHeHus Mpu Temnepartype He Bbiwe 30°C.
Shelf-life / Cpok xpaHeHus |3 years / 3 roaa

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) / NapTus cooTBeTCTBYET CneunduKaumam
HopmaTusHoro aokymexTa JIM-000511-261017 (u3ameHeHu

04.02.2019, nsmeHeHne Ne 2 ot 19.11 OFQ)

UNTEREGGER THomas
Date / Signature of Qualified Person: /

gara / noanuchb ynonHoOMoYyeHHoro nuua: 2 3 OZF /
\ YR
P&G Health Austria GmbH & Co. OG
Hésslgasse 20 » 9800 Spittal an der Drau * Austria Rechtsform: Offene Gesellschaft (OG)
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



