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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / [poAaykT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3UBWUH CEHCUTUB,

cnpen HasanbHbIA 4O3UPOBaHHbIN, 11,25 mkr/ao3a

81724614
273210A

Manufacturing date (mm.yyyy): /

gara npouvu3soacTBa ! MM. I'I'I'I'!:

Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.ITrT):

10.2022

10.2025

Manufacturer according to the

registration in Russia: /

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

"EOM3BOEMTeﬂb B COOTBETCTBUM

c peructpauuen B Poccuu:

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

Parameter / NapameTp

Specifications / Cneuudukauum

Results / PesynbTaTbl

Description / Onucatue

Transparent or nearly transparent, from
almost colorless to slightly yeliow
solution. / MpospayHbIi Unu no4Tn
npo3payHbIi, NouTH GecLBeTHbIN UNn
cnerka XXenTbl pacTeop.

conforms

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochliroide / the chromatogram of tested solution is
NaeHTU4HOCTb required to correspond to the retention
OKCUMETa30mnu1Ha time of the main peak on the
rmapoxnopuaa chromatogram of oxymetazoline

hydrochloride standard solution,

received at assay testing. / Bpemsa

yAEepXXaHWA OCHOBHOrO Nuka Ha

Xpomarorpamme UcnbITyeMoro pactsopa

AOMKHO COOTBETCTBOBaTL BPEMEHU

yAep>XaHWa OCHOBHOrO Nuka Ha

XpomaTorpaMmme 3TanoHHOro pactesopa

OKCUMETa30NNHa ruapoxsiopuaa,

NONYYEHHOro NpN TECTUPOBAHUN

MeToaa.
Relative density (d 20/20)/ |From 1.006 to 1.010/ 1.007 / 1,007
OTHocuTenbHas nnotHoctb | 1,006-1,010
(d 20/20)
pH/pH From 5.6 t0 6.1/ 5,6-6,1 59/59

Osmolality / OcmonsanbHoCcTb

From 270 to 330 mosmol/kg /
270-330 mocmonb/Kr

289 mosmol/kg

Extracted volume /
W3Bnekaembiih 06bem

Not less than declared /
He meHee 3asBneHHoro

conforms

P&G Health Austria GmbH & Co. OG
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJTTU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBWH CEHCUTUB,

cnpeu HasanbHbIW 4O3UpPOBaHHbIN, 11,25 MmKkr/no3a

81724614
273210A

Manufacturing date (mm.yyyy): /
Oarta npou3BoacTBa (MM.ITIT): 10.2022

Expiry date (mm. )

CEOK rogHocTu !MM.ITIT!:

10.2025

Manufacturer according to the

registration in Russia: /

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

MpoussoauTenbL B COOTBETCTBUU

¢ peructpaumeir B Poccum:

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

Parameter / NapameTp

Specifications / Cneundukauuvmn

Results / PesynbTaThl

Average dose and uniformity
of delivered dose / CpeaHas
A03a 1 0f4HOPOAHOCTb
0OCTaBNAEMON A03bl

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

Average dose 25 %.

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

But always < £35 % from average dose
mass /

CpepaHsasn gosa 45 mr +15%.
OAaHOpPOZHOCTL AOCTaBNAEMON A03bI:
cpeaHnna posa +25%.

Makc. 2 n3 10 pos > +25% ot cpegHedn
Macchbl 403bl, HO Bceraa < £35% ot
cpegHel maccbl f03bl

47.42 mg/ 47,42 mg

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

Not less than 190 doses per pack /
He meHee 190 o3 Ha ynakoBky

conforms

Relative impurities /
PopacTBeHHble npumecu

Impurity A — NMT 2.0 % /
Mpumeck A — He Gonee 2,0%

<0.03%/ <0,03%

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

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OpuHouHasa HengeHTUUUMpoBaHHasa
npumeck — He 6onee 1,0%

<01%/ <01%

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

<01%/ <0,1%

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 / CEPTUDUKAT AHANU3A

Product: / [IpoaykKT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3WBUH CEHCUTUB,

cnpei HasanbHbIM 4O3UPOBaHHbLINA, 11,25 MKr/ao3a

81724614
273210A

Manufacturing date (mm.yyyy): /

Odarta npousBogcrea ! MM.[TTT):

Expiry date (mm.yyyy): /
Cpok rogHOCTH (MM.[TTT):

Manufacturer according to the
registration in Russia: /

10.2022

10.2025

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

Mpou3soauTens B COOTBETCTBUMN

¢ peructpaumeir B Poccuu:

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

Parameter / MapameTp

Specifications / Cneuudukauum

Results / PeaynbTaTbl

Obuiee KONUYECTBO APONOKEBLIX W
nnecHesbix rpubos — He 6onee
10" KOE/mn

Microbial purity / TAMC — NMT 102 CFU/ml / 0CFU/10 ml
Mukpobuonoruyeckas O6wee konnyecTso asapobHbIX
yucToTa MUKpoopraHuamoe — He 6onee

102 KOE/mn

TYMC — NMT 10! CFU/mI / 0CFU/10 ml

Pseudomonas aeruginosa — absence/ml /
Pseudomonas aeruginosa — OTCyTCTBUE B
1m0

Absentin 1.0 mi/ 1,0 ml

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

Absentin 1.0 ml/ 1,0 m|

Assay Oxymetazoline

11.25 ug / dose: 225 — 262.5 pg of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuecTteeHHoe copepxaHue | 11,25 mkr/gosa: 225-262,5 mkr/mn
oKCcMMeTasonuHa OKCUMEeTasonuHa rugapoxnopvaa
rmgpoxnopvaa

239.6 ug/ml/ 239,6 pg/mi

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 AHATIU3A
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Product: / MpoAaykr NASIVIN SENSITIVE
Nasal metered spray 11,25 ug/dose /
HA3UBWUH CEHCUTUB,
cnpewn HasanbHbIN 403UPOBaHHbLIN, 11,25 MKr/ao3a

SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne naprtuu: 273210A
Manufacturing date (mm.yyyy): /
Oata npon3BoacTBa (MM.ITIT): 10.2022
Expiry date (mm.yyyy): /
CpoK rogHoCTH (MM.rrrr): 10.2025
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
Mpou3soauTens B COOTBETCTBUMN
C perucrpauunen B Poccum: «®amap Xanc Kaa Cepsucus Magpun, C.A.Y.»
Parameter / MapameTtp Specifications /| Cneundukauun | Results / PeaynbraTthbl
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 nOAN3TUNEHOBOM 10 MmN B NOANATUNEHOBOM
cdnakoHe ¢ 403NPYOLLUM cnakoHe ¢ Ao3MpyOLLIUM
YCTPONCTBOM U 3aLUTHBLIM YCTPOWCTBOM W 3aLYNTHBIM
NONUITUNEHOBBLIM KONMAYKOM. NONW3TUNEHOBbLIM KONNAYKOM.
1 conakoH u NMCTOK-BKNaabILW B 1 cbnakoH 1 NUCTOK-BKNaAbILW B
KapTOHHOMN nadvke. He meHee KapTOHHOWN nauke. He meHee
190 o3 Ha nakoH. 190 no3 Ha thnakoH.
Labeling / MapkupoBka In accordance with ND / Complies as prescribed /
B cooTtBeTcTBUM ¢ HOpMmaTUBHEIM | CooTBETCTBYET NpeanucaHHoOMy
DOKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
Ycnosus xpaHeHus Mpu Temneparype He Bbiwe 30°C.
Shelf-life / Cpok xpaHeHusa |3 years / 3 roga

Assessment: / 3aknioueHue The batch complies with the specification according to ND J1IM-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NapTua cooTBeTCTBYET Cneundukaumam
HopmaTtuBHOro gokymenta JIM-000511-261017 (n3ameHeHu
04.02.2019, nameHeHue Ne 2 ot 19.11.2019)

Date / Signature of Qualified Person: /
Oarta / nognucb ynonHoMo4eHHOro nuua: ler

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 Landesgericht Klagenfurt FN 168759a
www.pg.com UID-Nr. ATU43740706



