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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAINTU3A

Product: / Mpoaykr

SAP-Code: / Koy SAP:
Batch no.: / N2 naptum:

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3UBWUH CEHCUTUB,

cnpen HasanbHbIA 4O3MPOBaHHbLIN, 11,25 MKr/go3a

81724614
245120A

Manufacturing date (mm.yyyy): /

gaTa npon3soncytea !MM.I'I'IT!:

Expiry date (mm.yyyy): /
Cpok rogHocT! (MM.rrrr):

10.2021

10.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUMU

¢ peructpauuei B Poccum:

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

Parameter / Mapametp Specifications / Cneundukaumun Results / PesynbTtaTthb!
Description / Onucaxue Transparent or nearly transparent, from | conforms
almost colorless to slightly yellow
solution. / Mpo3payHbin N NoYTH
Npo3payHbii, NOUTN BecuBeTHbLIN MNK
cnerka xenTbii pacTsop.
Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
NpeHTrnyHoCTb required to correspond to the retention
oKCcUMeTasonuHa time of the main peak on the
rmapoxnopuaa chromatogram of oxymetazoline
hydrochloride standard solution,
received at assay testing. / Bpems
yAep>XaHUsi OCHOBHOTIO N1Ka Ha
XpomaTorpamme UCNbLITYEMOro pacTeopa
AOMKHO COOTBETCTBOBATL BPEMEHU
yAEepXXaHUsi OCHOBHOIO NUKa Ha
XpomaTorpaMme 3TaNoHHOro pacresopa
OKCUMETa30NnHa rnapoxnopuaa,
NOAYYEeHHOro Npu TecTuposaHuu
MeToAa.
Relative density (d 20/20)/ [From 1.006 to 1.010/ 1.008 / 1,008
OTHocuTenbHas nnotHocT | 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 / 291 mosmol/kg
270-330 mocmMonb/Kr
Extracted volume / Not less than declared / conforms
U3BnekaeMbii 06bem He MeHee 3asBneHHoro

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
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / [IpoaykT

NASIVIN SENSITIVE

Nasal metered spray 11,25 yg/dose /

cnpew HasanbHbIN [O3UPOBaHHbIN, 11,25 Mkr/ao3a

HA3UBUWUH CEHCUTUB,
SAP-Code: /| Koa SAP: 81724614
Batch no.: / Ne napruu: 245120A
Manufacturing date (mm.yyyy): /
QdaTta npoussofacTea (MM.IIrr): 10.2021
Expiry date (mm. 2/
Cpok rogHoCTH (MM.ITrT): 10.2024

Manufacturer according to the

registration in Russia: /

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

Mpoun3eoauTens B COOTBETCTBUM

c peructpauueii B Poccum:

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

Parameter / MapameTp

Specifications / Cneuucdukauum

Results / Peaynbrathl

Average dose and uniformity
of delivered dose / CpeaHsas
Ao3a 1 0AHOPOAHOCTL
DoCTaBNAemMon [03b!

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

Average dose £25 %.

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

But always < 135 % from average dose
mass /

CpeaHsas nosa 45 mr £15%.
OaHOpOAHOCTL AOCTaBNAEMOWN A03bl:
cpenHna aosa +25%.

Makc. 2 us 10 gos > +25% ot cpeaHei
Macchbl 403bl, HO Bceraa < +35% or
cpeHen Macchl 403bl

47.15mg/ 47,15 mg

Quantity of doses per pack /
Konuuectso 403 HA ynakoBKy

Not less than 190 doses per pack /
He meHee 190 Ao3 Ha ynakoBKy

conforms

Relative impurities /
PopacTteeHHble npumecnh

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

<0.03%/ <0,03%

Impurity ZP-1 - NMT 1.5 % /
Mpumecs ZP-1 — He 6onee 1,5%

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OavHouHasa HenaeHTUdUUMpoBaHHas
npumeck — He bonee 1,0%

<01%/ <01 %

Total impurities NMT 4.9 % /
Bcero npumecein — He 6onee 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 / CEPTUODUKAT AHANTU3A

Product: / Mpogykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pug/dose /

HA3UBUH CEHCUTMUB,

cnpeu HasanbHbIA [O03UPOBaHHbIN, 11,25 Mkr/po3a

81724614
245120A

Manufacturing date (mm.yyyy): /

gaTa npou3soancTsea ‘MM.I'ITI'!:

Expiry date (mm.yyyy): /
Cpok roaHocT (MM.ITIT):

Manufacturer according to the
registration in Russia: /

10.2021

10.2024

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

ngousaogwrenb_a COOTBETCTBUU

¢ perucrpauueii B Poccuu:

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

Parameter / NMapameTtp

Specifications / Cneundukaumn

Results / PesynbTathl

OO6Lwee KONMYECTBO APONOKEBLIX U
nnecHesbIX rpubos — He Gonee
10! KOE/mn

Microbial purity / TAMC - NMT 102 CFU/ml / 0CFU/10 ml
Mukpobuonoruyeckas O6uwee konu4yecTso asapobHbIX
yucToTa MUWKpoOopraHu3MoB — He 6onee

102 KOE/mn

TYMC — NMT 10' CFU/ml / 0CFU/10ml

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

Absentin 1.0 ml/ 1,0 ml

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

Absent in 1.0 ml/ 1,0 ml

Assay Oxymetazoline

11.25 ug / dose: 225 — 262.5 g of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuecteseHHoe copepxaHue | 11,25 mkr/pos3a: 225—-262,5 mkr/mn
oKCUMeTasonuHa OKCUMEeTas3onunHa rugpoxnopuaa
rmapoxnopuaa

244.8 pg/ml / 244,8 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®PUKAT AHATIU3A
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Product: / Mpoaykr NASIVIN SENSITIVE
Nasal metered spray 11,25 pg/dose /
HA3UBUH CEHCUTUB,
cnpen HasanbHbIN A03UPOBaHHLIN, 11,25 mkr/no3a
SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne naprum: 245120A
Manufacturing date (mm.yyyy): /
Qarva npou3soncTea (MM.ITIT): 10.2021
Expiry date (mm. il
Cpok rogHocTu (MM.rrrT): 10.2024
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MNpoussoauTenL B COOTBETCTBUMU
¢ perucrpauueir B Poccuu: «®amap Xanc Kaa Cepsucus Magpua, C.A.Y.»
Parameter / MapameTp Specifications / Cneundmkauum | Results / PesynbTtathl
Packaging / Ynakoska Package / 10 ml in polyethylene Package / 10 mi 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 NONM3TUNEHOBOM
cnakoHe ¢ A03VPYOLWLNM cdnakoHe ¢ A03npYIOLWLUM
YCTPOACTBOM U1 3aLUTHBIM YCTPOWCTBOM W 3aUTHBLIM
NONU3ITUNEHOBLIM KOSNMNaYKOM. NONVU3TUNEHOBLIM KONNAaYyKoM.
1 cbnakoH u NMCTOK-BKNAaAbILW B 1 dnakoH u NUCTOK-BKNaabILW B
KapTOHHOI naJvke. He meHee KapTOHHOW nadke. He meHee
190 no3 Ha nakoH. 190 po3 Ha chnakoH.
Labeling / MapkupoBka In accordance with ND / Complies as prescribed /
B cootBeTcTBMU C HOpMaTUBHBIM | COOTBETCTBYET NPEANMCAHHOMY
AOKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
Ycnosvs xpaHeHus Mpu Temnepartype He Bbiwe 30°C.
Shelf-life / Cpok xpaHenusa |3 years/ 3 roaa

Assessment: / 3akniouyeHue 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) / MapTusa cooTseTcTBYET CneunduKaumsam
HopmaTtusHoro agokymenTa J1M-000531-261017 (MameHeH
04.02.2019, nameHeHve lej 2 oT 1911

1
NTERj.( qJER '?womas

Date / Signature of Qualified Person: /

gaTa { noaAnuchb YNONHOMOYEHHOro nuua: 2 V' ?\21
|\ .
P&G Health Austria GmbH & Co. OG
Hosslgasse 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



