Page 1 of 4/ Ctpanuua 1 n3 4

PeG

CERTIFICATE OF ANALYSIS / CEPTUGUKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3UWBWUH CEHCUTUB,

cnpen HasanbHbIN AO03UPOBaHHbINA, 11,25 Mmkr/ao3a

81724614
257470A

Manufacturing date (mm.yyvy): /

gaTa npon3BoacTBa ‘MM.rI'I'I'!:

Expiry date (mm. il |
CpoK rogHoCTH (MM.ITIT):

04.2022

04.2025

Manufacturer according to the

registration in Russia: /

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

MpoussoauTenL B COOTBETCTBUMN

c perucTpauueii B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundpukauuun

Results / PeaynbTaTthl

Description / OnucaHue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / MNpo3pauHbii unn NoYTH
Npo3payHbIi, NoYTK HecLBETHbLIR NNK
CIerka »enTbI pacTeop.

conforms

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
NpeHTUYHOCTB required to correspond to the retention
OoKCUMEeTa3osIMHa time of the main peak on the
rmapoxnopuaa chromatogram of oxymetazoline

hydrochloride standard solution,

received at assay testing. / Bpems

yAepXaHusa OCHOBHOro fANKa Ha

XpomaTorpamme UcnbITyemoro pacresopa

AOIMKHO COOTBETCTBOBATb BPEMEHHU

yAepXaHnsi OCHOBHOIo NUKa Ha

XpomaTtorpamme 3TanoHHOro pacTeopa

OKCMMETAa30Mn1Ha rmapoOXNopuaa,

Nony4eHHOro Npu TecTUpoBaHum

Meroaa.
Relative density (d 20/20) / From 1.006 to 1.010/ 1.008 / 1,008
OTHocuTenbHasa nnotHoctb | 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

289 mosmol/kg

Extracted volume /
N3snekaembii 06bem

Not less than declared /
He meHee 3aaBneHHoOro

conforms

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
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PeG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINTU3A

Product: / Mpoaykr

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

cnpei Ha3anbHbIA AO3MPOBaHHbIN, 11,25 mkr/aosa

HA3UBWUH CEHCUTUB,
SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne napTtuu: 257470A
Manufacturing date (mm.yyyy): /
Oara npousBoacTea (MM.rrrr): 04.2022
Expiry date (mm. 2/
Cpok rogHocTH (MM.rrrT): 04.2025

Manufacturer according to the

registration in Russia: /

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

ngousaogmenb B COOTBeTCTBUU

c peructpaumeii B Poccuu:

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

Parameter / NapameTp

Specifications /| Cneundukauuu

Results / Pesynbrarthl

Average dose and uniformity
of delivered dose / CpegHss
Ao3a ¥ 0AHOPOAHOCTb
aocraBsnsemou 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 /

CpeaHsia nosa 45 mr £15%.
OpHopoaHOCTb AOCTABNAEMON A03bl:
cpepHas nosa £25%.

Makc. 2 u3 10 po3 > +25% ot cpeaHei
Macchbl A03bl, HO Bceraa < £35% ot
cpefHen macch! A03bl

48.51 mg /48,51 mg

Quantity of doses per pack /
KonuyecTso f,03 Ha ynakoBKy

Not less than 190 doses per pack /
He meHee 190 003 Ha ynakoBky

conforms

Relative impurities /
PoacTeeHHble Nnpyumecn

Impurity A — NMT 2.0 % /
Mpumeckb A — He 6onee 2,0%

<0.03%/ <0,03%

Impurity ZP-1 — NMT 1.5 % /
Mpumeck ZP-1 — He Gonee 1,5%

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OanHouHasa HemaeHTUMLUMpOBaHHaSN
npumeck — He 6onee 1,0%

<01%/ <0,1%

Total impurities NMT 4.9 % /
Bcero npumecewn — He 6bonee 4,9%

<01%/ <01%

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 / CEPTUOUKAT AHANTU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pug/dose /

HA3UBWUH CEHCUTUB,

cnpen Ha3anbHbIW [O03UPOBaHHbIN, 11,25 Mkr/ao3a

81724614
257470A

Manufacturing date (mm.yyyy): /

gaTa npou3isoancrtea ! MM. I'I'I'I'I:

Expiry date (mm. il |
Cpok rogHocTu (Mm.rrrr):

Manufacturer according to the

registration in Russia: /

04.2022

04.2025

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

MpoussoauTenb B COOTBETCTBUMN

c peructpaumeit B Poccuu:

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

Parameter / Napametp

Specifications / Cneuudukaummn

Results /| PesynbraTtbl

O6bLuee KONMYECTBO APOAOKEBLIX U
nnecHesbIx rpubos — He Bonee
10' KOE/mn

Microbial purity / TAMC — NMT 10?2 CFU/ml / 0CFU/10 ml
Mukpobuonoruyeckas O6uwee konu4yecTBo aapobHbIX
yucroTa MUKpoopraHu3moB — He 6onee

102 KOE/mn

TYMC — NMT 10" CFU/ml / 0CFU/10 ml

Pseudomonas aeruginosa — absence/ml /
Pseudomonas aeruginosa — oTcyTcTB/E B
1 mn

Absentin 1.0 mi/ 1,0 ml

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

Absentin 1.0ml/ 1,0 ml

Assay Oxymetazoline

11.25 pg / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuecrseHHoe copgepxanue | 11,25 mkr/aosa: 225-262,5 Mkr/mn
OKCUMEeTa30nnHa oKCUMEeTa3onuHa rmapoxnopuaa
rmgpoxnopuaa

252.9 ug/mi/ 252,9 pg/mi

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 / CEPTU®UKAT AHAJINU3A
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Product: / Mpoaykr NASIVIN SENSITIVE
Nasal metered spray 11,25 ug/dose /
HA3UBUH CEHCUTUB,
crnpen HasanbHbIW 4O3UPOBaHHbLIN, 11,25 Mkr/ao3a

SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne napTtuu: 257470A
Manufacturing date (mm.yyyy): /
Qarva npoussoacTea (MM.Irrr): 04.2022
Expiry date (mm. :
Cpok roaHocTu (MM.rrrr): 04.2025
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpousBoauTenb B COOTBETCTBUMN
¢ perucTpauven B Poccuu: «®amap Xanc Kaa Cepsucusz Magpua, C.A.Y.»
Parameter / Mapametp Specifications / Cneundmkauuu | Results / Peaynbrathbi
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 NONW3TUNEHOBOM 10 mn B NONN3TUNEHOBOM
dnakoHe ¢ AO3UPYIOLWLUM cdnakoHe ¢ Ao3npyowmnm
YCTPOACTBOM W 3aLUUTHbLIM YyCTPOWCTBOM ¥ 3aLUTHBLIM
NoNUaTUNEHOBbLIM KONNAYKoM. NoNU3TUNEHOBBLIM KONMAYKOM.
1 donakoH n NUCTOK-BKNAAbILW B 1 cbnakoH ¥ NUCTOK-BKNAAbILL B
KapTOHHOM nayke. He meHee KapToHHOI nauke. He meHee
190 no3 Ha bnakoH. 190 003 Ha nakoH.
Labeling / Mapkuposka In accordance with ND / Complies as prescribed /
B cooTeBeTcTBUM C HOpMaTMBHBIM | COOTBETCTBYET NPeANUcaHHOMY
DOKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
Ycnosus xpaHeHus Mpu Temnepatype He sbiwe 30°C.
Shelf-life / Cpok xpaHeHuss |3 years / 3 rona

Assessment: / 3aknioueHue The batch complies with the specification according to ND JIN-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NapTua cooTseTcTBYET Cneundukaunsam
HopmaTuBHoro aokymeHTa JIM-000511-261047 (u3smeHeHve Ne 1 ot

04.02.2019, wameHeHmem‘FEog 8 §1h9 -

Date / Signature of Qualified Person: / 8
Qata / noaonucb YNonHOMOYeHHOro nuua: 10\M 2

A T
P&G Health Austria GmbH & Co. OG
Hésslgasse 20 « 9800 Spittal an der Drau * Austria Rechtsform: Offene Gesellsch 3
Telefon +43 (0)4762 51 51-0 Sitz der Gesellschaft: Spittal an der
Telefax +43 (0)4762 51 51-440 Landesgericht Klagenfurt FN 168759a
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