Page 1 of 4/ CtpaHuua 1 ns 4

PeG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / MpoaykTt

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBWH CEHCUTUB,

cnpei Ha3anbHbiI [O3MPOBaHHbIN, 22,5 MKr/go3a

81725406
241510A

Manufacturing date (mm.yyyy): /

ga'ra Npon3BoACTBa !MM.l’I’I’I’!:

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

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MNpoussoauTens B COOTBETCTBUMU

¢ perucTtpauueu B Poccum:

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

Parameter / NapameTtp

Specifications / Cneundukaumm

Results / PesaynbTarhl

Description / OnucaHve

Transparent or nearly transparent, from
almost coloriess to slightly yellow
solution. / MNpo3paytblii N NOYTU
npo3payHbIf, NoYTH BecuBeTHLIA UnK
cnerka >enTbiii pacTeop.

conforms

N3snekaembiil o00bem

He MeHee 3asBNEHHOro

Identification Oxymetazoline | The retention time of the main peak on the |conforms
hydrochlroide / chromatogram of tested solution is
NaeHTUYHOCTL required to correspond to the retention time
OKCMMETa30NuHa of the main peak on the chromatogram of
rmapoxnopuaa oxymetazoline hydrochloride standard

solution, received at assay testing. / Bpems

yAepXaHWa OCHOBHOrO NnuKa Ha

Xpomarorpamme ucnbITyemoro pactsopa

DOMKHO COOTBETCTBOBATHL BpeMeEHU

yaep)XaHua OCHOBHOrO NuKa Ha

Xpomarorpamme 3TarnioHHOro pacTeopa

OKCMMETAa30M1Ha ruapoxnopuaa,

NOMyYEeHHOro Npu TECTUPOBAHUN METOAA.
Relative density (d 20/20) / |From 1.006 to 1.010/ 1.007 /1,007
OTHocutenbHaa nnotHocTs | 1,006 - 1,010
(d 20/20)
pH/ pH From5.6t06.1/5,6 - 6,1 5.9/5,9
Osmolality / From 270 to 330 mOsmol/kg / 289 mOsmol/kg
OCcMOnANbHOCTL 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
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: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UWBUH CEHCUTUB,

cnpen HasanbHbLIN 4O3UPOBaHHbLIN, 22,5 MKr/ao3a

81725406
241510A

Manufacturing date (mm.yyyy): /

ga'ra npon3soacrsea ‘ MM. I'I'I'I'!:

Expiry date (mm. 1
Cpok rogHOCT# (MM.ITIT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MpousBoguTens B COOTBETCTBUU

C_peructpauueii B Poccum:

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

Parameter / Mapametp

Specifications / Cneundukauum

Results / PesynbTaTthbl

Average dose and
uniformity of delivered dose
/ CpegHsas nosa n
OAQHOPOAHOCTL
AOCTaBNAEeMOn 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 /

CpeaHas posa 45 mr +15%.
OnHopoaHOCTL [OCTaBNAEMON A03b:
cpeaHsa aosa +25%.

Makc. 2 u3 10 nos > £25% ot cpegHen
Macchbl f103bl, HO Bcerga < +35% ot
cpefHen maccbl 403kl

46.07 mg / 46,07 mg

Quantity of doses per pack /
KonuyecTtso 403 Ha
YNaKOBKY

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

conforms

Relative impurities /
PoacTeeHHbIE NpUMecy

Impurity A — NMT 2.0 % /
Mpumeck A — He 6ornee 2,0%

<01%/<01%

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

<01%/<01%

Single unknown impurity - NMT 1.0 % /
OpavHouHas HenaeHTUUUNPOBaHHanA
npumeck — He 6onee 1,0%

<01%/<01%

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

<01%/<0,1%

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 « 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0)4762 51 §1-0
Telefax +43 (0)4762 51 51-440
www.pg.com

Rechtsform: Offene Gesellschaft (OG)

Sitz der Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAINMU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBWUH CEHCUTUB,

cnpew HasanbHbIW AO3MPOBaHHbIN, 22,5 MKkr/ao3a

81725406
241510A

Manufacturing date (mm.yyyy): /

gaTa npousBoacTea !MM.I‘I‘I’I’!:

Expiry date (mm. 2/
Cpok rogHocTH (MM.ITTT):

Manufacturer according to the
registration in Russia: /

09.2021

09.2024

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

MNpoussoauTens B COOTBETCTBUU

€ peructpauuen B Poccum:

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

Parameter / MapameTtp

Specifications / Cneundpukauum

Results / PeaynbTarthbl

Microbial purity /
Mukpobuonorndeckas uiucrora

TAMC — NMT 102 CFU/ml / 0 CFU/10 ml
O6Lwee konM4ecTBO a3pobHbIX

MWKpOOpraHu3mos — He Gonee

10? KOE/mn

TYMC — NMT 10' CFU/ml / 0 CFU/10 ml

ObLee KoNMYeCcTBO APOIOKEBBIX U
nnecHesbIX rpubos — He 6Gonee
10" KOE/mn

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

Absent in 1.0 ml/ 1,0 mi

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

Absent in 1.0 ml/ 1,0 mi

Assay Oxymetazoline

22,5 ug / dose: 450 — 525 g of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuyecteeHHoe cogepxanue | 22,5 mkr/go3a: 450-525 mkr/mn
OKCUMETa30oNuHa OoKCMMeTas3onnHa rugpoxnopuaa
rugpoxnopuaa

504.0 pg/ml/ 504,0 ug/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®GUKAT AHAINIU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 pg/dose /
HA3MBUH CEHCUTMUB,
cnpen Ha3anbHbIA [O3UPOBaHHbLIN, 22,5 MKr/go3a

81725406
241510A

Manufacturing date (mm.yyyy): /

ga'ra npouisoacrtsa ‘MM.I'I'I'I'!:

Expiry date (mm. |
Cpok rogHocTH (MM.TTrT):

Manufacturer according to

09.2021

09.2024
the

registration in Russia: /

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

nQOM3BOEMTeﬂb B COOTBeTCTBUMN

¢ peructpauueii B Poccuu:

«®amap Xanc Kaa Cepeucus Magpua, C.AY.»

Parameter / Napamertp

Specifications / Cneundrukauuu

Results / PesynbTathbl

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 MmN B NONM3ITUNEHOBOM
dnakoHe ¢ fosupyrowmm
YCTPOUCTBOM W 3aLLMTHLIM
NONNITUNEHOBLIM KONMNAYKOM.

1 cbnakoH N NUCTOK-BKNaAbIW B
KapTOHHOW Nauke. He meHee
190 103 Ha hnakoH.

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 NONW3TUNEHOBOM
dnakoHe ¢ f4o3NpyoLWMM
YCTPONCTBOM U 3aLLUTHBLIM
NONNSTUNEHOBLIM KONNAYKOM.

1 donakoH B nadke. He meHee
190 ao3 Ha nakoH.

Labeling / Mapkuposka

In accordance with ND /
B cooTBeETCTBMMN C HOPMATUBHBLIM
OOKYMEHTOM

Complies as prescribed /
CooTtBeTcTBYET NpeanMcaHHoMy

Storage conditions /
Ycnosus xpaHeHUs

At the temperature not more than 30°C. /

Mpn Temnepatype He Boiwe 30°C.

Shelf-life / Cpok xpaHeHus

3 years / 3ropga

Assessment: / 3aknoueHu

e:

Date / Signature of Qualified Person: /

The batch complies with the specification according to ND Nf-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NMapTus cooTeeTcTBYET cheuuduKaumam

HopmaTusHoro aokymenta J1M-000511-261017 (usmeHeHue Ne 1 ot
04.02.2019, nsmeHeHue Ne 2 or 19.11.201

gaTa / noanuchb ynonHomMo4eHHoOro nuua:

P&G Health Austria GmbH & Co. OG
Hosslgasse 20 » 9800 Spittal an der Drau ¢ Austrié.

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




