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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINU3A

Product: / Mpoaykt

SAP-Code: / Kon SAP:
Batch no.: / N2 naptuu:

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3WBUH CEHCUTMUB,

cnpeu HasanbHbIN 403MPOBaHHbLIW, 11,25 MKr/ao3a

81724614
242270A

Manufacturing date (mm.yyyy): /

Hdarta npousBoacrea ‘MM.I"I‘I’I‘!:

Expiry date (mm.yyyy): /
Cpok rogHocTH (Mm.rrrr):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

{IpoussoguTenb B COOTBETCTBUU

¢ peructpauuven B Poccuu:

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

Parameter / MapameTp

Specifications / Cneuncdukauum

Results / PeaynbtaTtbl

Description / Onucanue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHbI unu novTH
Npo3pavHbli, NOYTH 6ecuBeTHLIN UNK
CNnerka XenTblil pacTeop.

conforms

N3snekaembivi o6bem

He meHee 3asBneHHOro

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
NaeHTnyHoCTL required to correspond to the retention
oKcumeTasonuHa time of the main peak on the
rmapoxnopuaa chromatogram of oxymetazoline
hydrochloride standard solution,
received at assay testing. / Bpems
yAepXaHUA OCHOBHOrO NUKa Ha
XpomaTtorpaMmme UCNbITYEeMOro pactsopa
OOMMKHO COOTBETCTBOBAaTL BPEMEHM
YAEpXKaHUA OCHOBHOrO NUKa Ha
XpomaTtorpamme 3TarioHHOro pacteopa
OKCMMETa3onnHa rugpoxnopuaa,
Nofy4YEeHHOro Npu TeCTUpOBaHUU
mMeToaa.
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 59/5,9
Osmolality / OcmonsanbHocTb | From 270 to 330 mosmol/kg / 290 mosmol/kg
270—-330 mocmonb/kr
Extracted volume / Not less than declared / 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
WwWWw.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 AHANTU3A

Product: / MpoaykT

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

cnpeu HasanbHbIW AO3UPOBaHHLIA, 11,25 Mkr/ao3a

HA3UBWH CEHCUTUB,
SAP-Code: / Kog SAP: 81724614
Batch no.: / N2 napTuu: 242270A
Manufacturing date (mm.yyyy): /
QdaTta npoussoacrea (MM.ITrr): 09.2021
Expiry date (mm. 2/
Cpok rogHocTH (MM.rrrr): 09.2024

Manufacturer according to the

registration in Russia: /

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

nQOM3BOBMTeﬂb B COOTBETCTBUN

C peructpauueii B Poccum:

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

Parameter / MapameTtp

Specifications / Cneuudukaunmn

Results / PesynbTatsl

Average dose and uniformity
of delivered dose / CpegHsas
[o3a U OAHOPOAHOCTD
[OCTaBNAEMON [03bl

Average dose 45 mg 115 %.
Uniformity of delivered dose:

Average dose 125 %.

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

But always =< +35 % from average dose
mass /

CpeaHss posa 45 mr £15%.
OAHOPOAHOCTL AOCTABNAEMO A03bI:
cpepHas aosa +25%.

Makc. 2 3 10 no3 > +25% ot cpenHeit
Macchl fo3bl, HO Bceraa < +35% ot
cpeaHein macchbl A403b!

51.43 mg /51,43 mg

Quantity of doses per pack /
KonnuyecTeo 403 Ha ynakoBKy

Not less than 190 doses per pack /
He menee 190 no3 Ha ynakoBKy

conforms

Relative impurities /
PoacTteeHHbie Nnpumecn

Impurity A — NMT 2.0 % /
Mpumecb 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 % /
OauHoyHasa HenaeHTUdULMPOBaHHAS
npumecs — He 6onee 1,0%

<01%/ <01%

Total impurities NMT 4.9 % /
Bcero npumecer — He Gonee 4,9%

<01%/ <01%

P&G Health Austria GmbH & Co. OG

Hoésslgasse 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 Geselischaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBWUH CEHCUTUB,

cnpen HasanbHbIN 4O3UPOBaHHbIN, 11,25 Mkr/ao3a

81724614
242270A

Manufacturing date (mm.yyyy): /

Odata npoussogcTBa ‘MM.TITI'!:

Expiry date (mm. 2
Cpok rogHocTH (MMm.rrrT):

Manufacturer according to the

registration in Russia: /

09.2021

09.2024

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

MpoussoauTensL B COOTBETCTBUMN

¢ perucrpaumeii B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuudukaummn

Results / Peaynbrarbl

O6Lyee KONUYECTBO OPONCKEBLIX W
nnecHeBbix rpubos — He Gonee
10" KOE/mn

Microbial purity / TAMC — NMT 102 CFU/ml / 0CFU/10 mi
Mukpo6uonoruueckas O6uwee konNU4ecTBo a3pobHbIX
yucToTa MUWKpOOpraHuamoB — He 6onee

102 KOE/mn

TYMC — NMT 10! CFU/mI / 0CFU/10ml

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

Absentin 1.0 mil/ 1,0 ml

Staphylococcus aureus — absence/ml /
Staphylococcus aureus — 0TCyTCTBUE B
1mMn

Absentin 1.0 ml/ 1,0 ml

Assay Oxymetazoline

11.25 pug / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / ml/
KonuuyecteeHHoe coaepxanue | 11,25 mkr/gosa: 225-262,5 mkr/mn
oKkcuMeTasonuHa OKCUMeTa3onuHa rngpoxsiopuaa
rmgpoxnopuga

252.0 pg/ml/ 252,0ug/ml

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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CERTIFICATE OF ANALYSIS / CEPTUDGUKAT AHAINTU3A
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Product: / Mpoaykr NASIVIN SENSITIVE
Nasal metered spray 11,25 ug/dose /
HA3UBUH CEHCUTUB,
cnpei Ha3anbHbIW 4O03UPOBaHHbIN, 11,25 Mkr/ao3a
SAP-Code: / Koa SAP: 81724614
Batch no.: / Ne naptuu: 242270A
Manufacturing date (mm.yyyy): /
Qara npoussoacrBa (MM.ITIT): 09.2021
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.ITIT): 09.2024
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpoussoguTenb B COOTBETCTBUMN
¢ perucrpauuei B Poccuu: «®amap Xanc Kaa Cepsucus Mappug, C.A.Y.»
Parameter / lMapameTp Specifications /| Cneundukaummn | Results / Peaynbrathl
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 NONU3TUNEHOBOM 10 Mn B NONN3TUNEHOBOM
dnakoHe ¢ fo3npyowum cbnakoHe ¢ AO3NPYIOLLUM
YCTPOWMCTBOM U1 3aLUTHBIM YCTPONCTBOM W 3aLLUTHBLIM
NOMNATUNEHOBLIM KONMNAYKOM. NONU3TUNEHOBBLIM KONMNAYKOM.
1 donakoH 1 NNCTOK-BKNAAbILL B 1 conakoH 1 NUCTOK-BKNaAbILL B
KapToHHOM nauvke. He meHee KapTOoHHOM Nadke. He meHee
190 A03 Ha dhnakoH. 190 03 Ha bnakoH.
Labeling / Mapkuposka In accordance with ND / Complies as prescribed /
B cooTsetcTBUM C HOpMaTuBHbIM | COOTBETCTBYET NpeanucaHHoOMy
AOKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
Ycnosua xpaHeHus Mpu TemnepaTtype He Bbiwe 30°C.
Shelf-life / Cpok xpaHeHus |3 years/ 3 roga

Assessment: / 3aknioueHue The batch complies with the specification according to ND M-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MapTna cooTseTCcTBYET Cneuudukaumam
HopmaTusHoro gokymenrra JIM-000511- 17 (h3meHeHne N
04.02.2019, nameHeHue Ne 2 ot 19.11.2019)
UNTEREGGER[THoras

Date / Signature of Qualified Person: / _
Qara / nognucb ynonHoMo4eHHOro nuua: 25 0C /i i

P&G Health Austria GmbH & Co. OG
Hosslgasse 20 » 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene Gesellschaft (O
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



