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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATTU3A

Product: / Mpoaykr

SAP-Code: / Koa SAP:
Batch no.: / Ne napTtuu:

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /

HA3WBUH® CEHCUTMUB,

crnipei HasalNbHbI JO3UpOBaHHbLIN, 11,25 MKkr/ao3a

05502960
285640A

Manufacturing date (mm.yvyy): /

Qara npoussoacrsa (Mm.rrrr):

Expiry date (mm. 2/

CpokK roaHocTyn (Mm.rrrr):

04/2023

04/2026

Manufacturer according to the

registration in Russia: /

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

ngouaa_ogurenb B COOTBETCTBUM

€ perucrpauueit B Poccum:

«®amap Xanc Kea Cepsuces Magpug, C.A.Y.»

than reference suspension |I. /
OnanecugHuus NpenapaTta He [OSMKHE
npesbillaTe ONanecUeHLMo 3TanoHa
cpaBHeHus |.

Parameter / MapameTp Specifications / Cneuundukauun Results / Pesynbrarthl
Identification The retention time of the main peak on the | conforms / cooTseTcTBYET
Oxymetazoline chromatogram of the tested solution is
hydrochloride / required to correspond to the retention time
MoanuHHOCTL of the main peak on the chromatogram of the
OxkcumeTasonuHa oxymetazoline hydrochioride standard
ruppoxriopus solution, received at assay testing. / Bpems
YAEPXMBaHWUA OCHOBHOIO NUKa Ha
Xpomarorpamme UCnbITYeMoro pactsopa
AOIMKHO COOTBETCTBOBATL BPEMEHN
yAEpXWBaHWA OCHOBHOIO NUKa Ha
XpoMaTorpaMme CTaHAapTHOrO pacTeopa
oKCUMETa30NvHa rMApoOXnopuaa,
nony“eHHOoM_Npu_KONNYeCTBEHHOM
onpeaenexHnu.
Clarity / Mpo3spayHocTb The product should be not more opalescent |conforms / cootsetcTayer

Color of the solution /
LiseTHoCTb pacTeopa

The product should be not more colored than
color reference solution Y7 / Npenapat
Bormke OblTh OKpalleH He Gonee
WHTEHCUBHO, YeM 3TanoH Y7.

conforms / cooTBeTcTayeT

Relative density (d 20/20) / { From 1.006 to 1.010/ 1.008
OTtHocuTenbHas nnotHocTb | OT 1,006 go 1,010
(d 20/20)
pH / pH From 5.6t06.1/071 5,6 5o 6,1 5.8
Osmolality / From 270 to 330 mOsmol/kg / 290 mOsmol/kg / 290
OcmonanbHOCTb Ot 270 go 330 mOcmonb/kr mOcMmonb/kr
Procter & Gamble
DZ - ALTFELD
1 2AMai 2023

WARENEINGANG
Michael Fuchs
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIU3A

Product: / [IpoAykKT

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /

cnpeit HasanbHbIN AO3UPOBaHHbIN, 11,25 MKr/aosa

HA3UBUH® CEHCUTUB,
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptuun: 285640A
Manufacturing date (mm. 2/
Dara npon3soacrsa (Mm.rrrr): 04/2023
Expiry date (mm.yyyy): /
Cpok ronHocTu (Mm.rrer): 04/2026

Manufacturer according to the

registration in Russia: /

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

MponssoauTent B COOTBETCTBUU

c perucrpaumei B Poccuu:

«®amap Xanc Kea Cepsuces Maapua, C.AY.»

Parameter / [lapameTtp

Specifications / Cneundmkaumnn

Results / PesynbraThbl

Mean dose weight and
uniformity of dose weight /
CpepHssa macca fo3bl U
0AHOPOAHOCTb Macchl
[03bl

Mean dose weight: 45 mg +15 %.

Uniformity of dose weight: mean dose weight
+ 25 %.

Max. 2 from 10 doses > + 25 % from mean
dose weight.

But always < *+ 35 % from mean dose
weight. /

CpeaHas macca [o3bl: 45 mr + 15 %.
O[AHOPOAHOCTb Macehl f03bl: CPEAHAR
macca Ao3bl + 25 %.

He 6onee 2 u3 10 o3 > * 25 % oT cpeaHen
macchl 403bl.

Ho Bcerpa < * 35 % OT cpeaHeih macchbl
A03bl.

44.54 mg / 44.54 mr

0

Related substances /
PopcTtBeHHbIe Npumecu

Impurity A (Hydrolysis product) — NMT 0.5
% / Mpumech A (NPOAYKT rmaponusa) — He
6onee 0.5 %.

0.0%

Impurity ZP-1 — NMT 0.5 % /
Mpumeck ZP-1 — He Gonee 0.5 %.

0.0%

Single unidentified impurity — NMT 0.1 % /
EavHnuHas HemaeHTuduumpoBaHHas
npumech — He Bonee 0.1 %.

0.0%

Total impurities — NMT 1.2 % /
Cymma npumecei — He Gonee 1.2 %.

0.0%
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pug/dose /
HASMBUH® CEHCUTUB,

cnpew HasanbHbIN [O3MPOBaHHLINA, 11,25 Mkr/go3a
05502960

285640A

Manufacturing date (mm.yyyy): /
Oara npousBoacrea (Mm.rrrr): 04/2023

Expiry date (mm.yyyy): /

Cpok roaHocTu (MM.rrrr):

04/2026

Manufacturer according to the

registration in Russia: /

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

ngousao,gmenb B COOTBETCTBUU

C perucrpauuen B Poccuu:

«®amap Xanc Kea Cepsuces Magpua, C.A.Y.»

Microbial purity / TAMC - NMT 102 CFU/ml / 0 CFU/ml/
Mukpo6uonoruyeckas O6wee yncno aspobHbIX GakTepuin — He 0 KOE/mn
yucroTa 6onee 102 KOE/mn
TYMC - NMT 10! CFU/ml / 0 CFU/ml/
O6Lee YuCno APOXOKEBLIX U NNECHEBBLIX 0 KOE/mn
rpu6os — He 6onee 10! KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
Orcyrcreue Pseudomonas aeruginosalmn. | Otcyrctsyet 8 1,0 Mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
Ortcyrcreue Staphylococcus aureus/mn. Orcytereyet B 1,0 Mn
Assay 225 — 262.5 ug of oxymetazoline 252.8 yg/ml/252.8
Oxymetazoline hydrochloride/ml./ MKF/MA
hydrochloride / 225 — 262,5 MKr oKcuMeTasonuHa
{ KonuvyecreseHHoe rMapoxXnopuaa/Man.
onpeaeneHue
OxcumeTaszonuHa
rmapoxnopug
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CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHANUSA

Product: / [IpoaYKT

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3UBUH® CEHCUTUB,

cnpeii HasanbHbINA [03MpoBaHHbIN, 11,25 Mkrinosa

05502960
285640A

Manufacturing date (mm.yyyy): /

gaTa npou3soacTBa ( MM.ITTT):

Expiry date (mm.yyyy): /
Cpok rogHocT! (MMm.FErT):

04/2023

04/2026

Manufacturer according to the

registration in Russia: /

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

MNpounssogurens B COOTBETCTBUM

c perucrpaumven 8 Poccum:

«®amap Xanc Kea Cepsuces Mappua, C.AY.»

Parameter / NapameTp

Specifications / Cneyndukaumm

Results / PesynbTaTbl

Packaging / Ynakoska

Per 10 ml into a bottle of high-
density polyethylene with dosage
device and protective cap of high-
density polyethylene.

1 bottle enclosed with leaflet into
carton box. /

Mo 10 mn npenapara BO (akoH
13 NONVU3TUSMEHA BbICOKON
NNOTHOCTU C AO3NPYIOLLINM
YCTPOICTBOM 1 C 3aLMUTHON
KPbILLKON 13 nonuaTtunexa
BbICOKOU NAOTHOCTW.

Mo 1 chnakoHy BmecTe C
WHCTPYKUMER NO NPUMEHEHUIO B
navky KapTOHHYIO.

Per 10 mi into a bottle of high-
density polyethylene with dosage
device and protective cap of high-
density polyethylene.

1 bottle enclosed with leaflet into
carton box. /

Mo 10 mn npenaparta Bo (hiiakoH
3 NONU3TUNEHA BbICOKOM
MIOTHOCTY C A03UPYIOLNM
YCTPOVCTBOM 1 C 3aLYUTHON
KPbILKON N3 NONUaTuneHa
BbICOKOI NIIOTHOCTU.

Mo 1 cdonakoHy BMecTe C
WHCTPYKUMEi NO NPUMEHEHWIO B
navky KapToHHYIO.

Labéling | MapkupoBka

In accordance with ND. /
B COOTBETCTBUM C HOPMATNBHON
AOKYMEHTaLMEN.

Complies as prescribed /
CooTBeTcTBYET npeanucaHHomy

Storage conditions /
Ycnosus XpaHeHus

At the temperature not more than 30°C. /

Mpwu Temneparype He Bbiwe 30 °C.

Shelf-life / Cpok XpaHeHus

3 years/ 3 roga
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 ug/dose /
HA3UBUH® CEHCUTUB,
cnpeil HasanbHbLIW 003MPOBaHHbLIN, 11,25 MKr/no3a
SAP-Code: / Kon SAP: 05502960
Batch no.: / Ne naprum: 285640A

Manufacturing date (mm.yyyy): /
DOara npoussoacrvea (MM.rrrr): 04/2023

Expiry date (mm. ): |

Cpok ronHoCTU (MM.FITT): 04/2026

Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./

MpoussoauTens B COOTBETCTBUM
¢ perucrpauwues B Poccuu: «®amap Xanc Kea Cepsuces Magpun, C.A.Y.»

Assessment: / 3aknioueHue: The batch complies with the specification according to ND M-
000511-211022 / NapTus cooTBETCTBYET creuudukausm
HopMmaTuBHoro fokymenTa Jir-000511-211022

Date / Signature of Qualified Person: / OY M AY 2072 /
dara / nognuck ynonHoMo4eHHoro nuua: -

PRV Tt

FAmanL maow, (s PATm)




