Page 1 of 4/ Ctpanuua 1 u3 4

PeG

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBWH CEHCUTUB,

cnpen HasanbHbLIW 403UPOBaHHbIN, 22,5 MKr/ao3a

81725406
255020A

Manufacturing date (mm.yyyy): /

ga'ra npoussoacTea ‘MM.rI’I’I’!Z

Expiry date (mm. 2
Cpok rogHocTu (MM.IrrT):

03.2022

03.2025

Manufacturer according to the

registration in Russia: /

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

MNpouasoauTens B COOTBETCTBUMN

c peructpauyuven B Poccum:

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

Parameter / NapameTp

Specifications / Cneundukaumm

Results / PesynbTaTth!

Description / Onucanue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / MNpo3payHbIA Unm NouTy
Npo3payHblii, NoYTU GecuBeTHbLIN nu
CNerka >enTblil pacTeop.

conforms

WN3snekaemblih o6bem

He meHee 3asBneHHoOro

Identification Oxymetazoline | The retention time of the main peak on the |conforms
hydrochlroide / chromatogram of tested solution is
NaeHTuuHOCTL required to correspond to the retention time
OKCUMETa30NnHa of the main peak on the chromatogram of
ruppoxnopuaa oxymetazoline hydrochloride standard

solution, received at assay testing. / Bpems

yAep)XaHua OCHOBHOIO nyka Ha

XpomaTtorpamme UCNbITyeMoro pacresopa

OOMMKHO COOTBETCTBOBATL BPEeMEHHU

yAEepKaHWA OCHOBHOrO Nuka Ha

Xpomarorpamme 3TanioHHOro pacreopa

okCUMeTas3onuHa ruapoxnopuaa,

NoMy4YeHHOro Npu TeCTUpPoBaHWU MeToaa.
Relative density (d 20/20) / |From 1.006 to 1.010/ 1.008 /1,008
OTtHocuTenbHas nnotHocTs | 1,006 - 1,010
(d 20/20)
pH/pH From 5.6 t06.1/5,6 - 6,1 5.9/5,9
Osmolality / From 270 to 330 mOsmol/kg / 293 mOsmol/kg
OcMonanNbHOCTb 270 - 330 mocmonb/kr
Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / [Ipoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBUH CEHCUTUB,

cnpei HasanbHbIN AO03NPOBaHHbLIN, 22,5 MKkr/go3a

81725406
255020A

Manufacturing date (mm.yyyy): /

Oara npousBoacTBa (MM.rrrT):

03.2022

Expiry date (mm. 2l
Cpok rogHOCTH (MM.rrrr):

03.2025

Manufacturer according to the

registration in Russia: /

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

MNpoussoauTenL B COOTBETCTBUM

¢ perucrpauuein B Poccum:

«®Pamap Xanc Kaa Cepsucus Magpug, C.A.Y.»

Parameter / NapameTtp

Specifications /| Cneuudukauumn

Results / PeaynbTraTthbl

Average dose and
uniformity of delivered dose
/ CpeaHssa nosa v
OAHOPOAHOCTb
DOCTaBnNAEMomn 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 /

CpeaHssa fosa 45 mr £15%.
OAHOPOAHOCTb AOCTABNAEMOW A03bY:
cpeaHsn nosa £25%.

Makc. 2 u3 10 gos > +25% oT cpeaHei
Macch! 8o3bl, HO Beerga < £35% ot
cpeaHen maccbl 403bl

49.51 mg/ 49,51 mg

Mpumecb ZP-1 — He 6onee 1,5%

Quantity of doses per pack / | Not less than 190 doses per pack / conforms
Konuuectso go3 Ha He meHee 190 f03 Ha ynakosky
yraKkoBKy
Relative impurities / Impurity A — NMT 2.0 % / <0.03%/<0,03%
PoacTteeHHbIE npumecn Mpumeck A — He Bonee 2,0%

Impurity ZP-1 = NMT 1.5 % / <0.04%/<0,04 %

Single unknown impurity — NMT 1.0 % /
OauHouHas HenaeHTUUUMpoBaHHan
npumecs — He 6onee 1,0%

<01%/<01%

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

<01%/<0,1%
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / MIpoaykr

SAP-Code: / Kog SAP:

Batch no.: / Ne napTum:

Manufacturing date (mm.yyyy): /
Qarta npoussoacrea (MM.rrrr):
Expiry date (mm. 2/

CpoK rogHOCT# (MM.rrrT):
Manufacturer according to the
registration in Russia: /
MpounssoauTtens B COOTBETCTBUMN

c perucrpauueii B Poccuu:

NASIVIN SENSITIVE

Nasal metered spray 22,5 uyg/dose /

HA3UBUH CEHCUTUB,

cnpen HasanbHbIN 403UPOBaAHHbLIN, 22,5 MKr/ao3a

81725406
255020A

03.2022
03.2025
Famar Health Care Services Madrid, S.A.U./

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

Parameter / Napametp Specifications / Cneunduxkayumn Results / PesynbTaTthl

Microbial purity / TAMC — NMT 102 CFU/mI / 0 CFU/M10 ml
Mukpobunonoruyeckasn yactota | Obuwee konuuecTso aapobHbIX
MUKpoopraHu3mos — He 6onee
10? KOE/mn

TYMC — NMT 10' CFU/ml / 0 CFU/10 m!
ObLyee KONMYECTBO APOICKEBLIX U
nnecHesbIX rpynbos — He Bonee
10! KOE/mn

Pseudomonas aeruginosa — Absent in 1.0 ml/ 1,0 ml
absence/ml / Pseudomonas
aeruginosa — otcytcTene B 1 Mn

Staphylococcus aureus — Absentin 1.0ml!/ 1,0 ml
absence/ml / Staphylococcus
aureus — otcytcreue B 1 mn

Assay Oxymetazoline 22,5 ug / dose: 450 — 525 ug of 523 pg/ml / 523 pg/ml
hydrochloride / oxymetazoline hydrochloride / ml /

KonuuectseHHoe cogepxxaHune | 22,5 mkr/ao3a: 450-525 mkr/mn

oKCcUMeTasonuHa OKCUMETA30MMnHa rngpoxnopuaa

rngpoxnopvaa

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
Telefax +43 (0)4762 51 51-440
www.pg.com

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAITU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /
HA3UBWUH CEHCUTUB,
crpen Ha3asfibHbi [O3MPOBaHHbIN, 22,5 MKr/ao3a

81725406
255020A

Manufacturing date (mm.yyyy): /

gaTa npoussoacTea ! MM. l'I'I'I'!:

Expiry date (mm. i)
Cpok rogHocTu (MM.ITIT):

Manufacturer according to

03.2022

03.2025
the

registration in Russia: /

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

MpouzsoauTensL B COOTBETCTBUM

c perucrpaumeii B Poccuu:

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

Parameter / MNapameTp

Specifications / Cneuudukauum

Results / PeaynbTathbl

Packaging / Ynakoska

Package / 10 ml in polyethylene
vial with a metering device and
with a protective polyethylene
cap. 1 vial and a patient
information leaflet in a carton. At
least 190 doses per vial. /

10 mn B NONNITUNEHOBOM
chnakoHe ¢ fO3UpPYyOLLNM
YCTPONCTBOM W 3aLMTHBLIM
NOMU3TUNEHOBbLIM KONMNAYKOM.

1 cbnakoH 1 NNCTOK-BKNAaAbILL B
KapTOHHOW nayke. He meHee
190 fo3 Ha hbnakoH.

Package / 10 ml in polyethylene
vial with a metering device and
with a protective polyethylene cap.
1 vial and a patient information
leaflet in a carton. At least 190
doses per vial. /

10 Mn B NONNSTUNEHOBOM
cdnakoHe ¢ fo3npyoLLUM
YCTPOWCTBOM W 3aLNTHbLIM
NOSIM3TUNEHOBbLIM KONNAYKOM.

1 conakoH B nauke. He meHee
190 po3 Ha donakoH.

Labeling / MapkupoBka

In accordance with ND /
B cooTtBeTCTBUM C HOPMATUBHLIM
OOKYMEHTOM

Complies as prescribed /
CooTtBeTcTBYET NpeanucaHHOMY

Storage conditions /
Ycnosusa xpaHeHus

At the temperature not more than 30°C. /

Mpu Temnepartype He sbie 30°C.

Shelf-life / Cpok xpaHeHus

3 years/ 3 roga

Assessment: / 3akntoueHu

Date / Signature of Qualified Person: /

e.

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) / NapTna cooTBETCTBYET CNEeLupmrKaunsam

gaTa / noaonuchb ynonHoMoveHHoOro nuua:

P&G Health Austria GmbH &

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

Co. OG

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706




