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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANTU3A

Product: / [Ipoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 pg/dose /

HA3UBWUH CEHCUTUB,

cnpei HasanbHbIA [O3UPOBaHHbIN, 22,5 MKr/ao3a

81725406
243080A

Manufacturing date (mm.yyyy): /

Oara npousBoacTBa ‘MM.I'ITI'!Z

Expiry date (mm. i)
Cpok roaHocTH (MM.rrrr):

10.2021

10.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoauTenb B COOTBETCTBUU

c peructpauueii B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundukauum

Results / PesynbTatbl

Description / Onucanue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / MNpo3payHbiil KU NOYTK
Npo3payHbiil, NoYTH 6ecuBETHLIN UK
Cnerka »XenTbii pacTeop.

conforms

M3Bnekaembii o6bem

He meHee 3asBneHHoOro

Identification Oxymetazoline | The retention time of the main peak on the |conforms
hydrochlroide / chromatogram of tested solution is
MpeHTU4HOCTL required to correspond to the retention time
OKCUMETa30nuHa of the main peak on the chromatogram of
ruapoxnopuaa oxymetazoline hydrochloride standard

solution, received at assay testing. / Bpems

yAepXXaHnsi OCHOBHOrO nnka Ha

Xpomarorpamme UCNbITYeMOro pacTsopa

AOMKHO COOTBETCTBOBATL BPEMEHN

YAEpXXaHUsi OCHOBHOro Nuka Ha

Xpomartorpamme aTafloHHOro pactsopa

OoKCUMETa3onNuHa rnapoxnopuaa,

Nony4YeHHOro Npu TeCTUpOBaHUN METOoAA.
Relative density (d 20/20) / |From 1.006 to 1.010/ 1.008 / 1,008
OtHocuTenbHas 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 / 293 mOsmol/kg
OcmMonanbHOCTL 270 - 330 mocMonb/Kr
Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATTU3A

Product: / Npoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBWUH CEHCUTUB,

cnpen Ha3anbHbIA [O3UPOBaHHbIN, 22,5 MKr/ao3a

81725406
243080A

Manufacturing date (mm.yyyy): /

ga'ra nponisoactea !MM.I’I’I’I’!:

Expiry date (mm. i)
Cpok roagHoCcTU (MM.Irrr):

10.2021

10.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoauTensL B COOTBETCTBUM

¢ perucrpauuen B Poccuu:

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

Parameter / NapameTp

Specifications / Cneundukauum

Results / PeaynbTaTthl

Average dose and
uniformity of delivered dose
/ CpepHsia nosa n
0QHOPOAHOCTb
0OCTaBnNAeMon 0o3bl

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

Average dose 125 %.

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

But always < £35 % from average dose
mass /

CpepHss posa 45 mr £15%.
OaHopoaHOCTL AoCTaBNSE@MON A03bL:
cpeaHsana aosa +25%.

Makc. 2 u3 10 po3 > £25% ot cpeaHen
macchl 4o3bl, Ho Bcerga < +35% ot
cpeHen Macchbl J03b!

48.76 mg/ 48,76 mg

Mpumeck ZP-1 — He 6onee 1,5%

Quantity of doses per pack / | Not less than 190 doses per pack / conforms
KonuuecTBo 103 Ha He meHee 190 A03 Ha ynakoBKy
yNakoBKy
Relative impurities / Impurity A — NMT 2.0 % / <0.03%/<0,03%
PoacteeHHbIe npumecu Mpumech A — He 6onee 2,0%

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

Single unknown impurity — NMT 1.0 % /
OanHouvHasa HenaeHTUUUMpPOBaHHas
npumech — He 6onee 1,0%

<01%/<01%

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

<01%/<01%
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / MIpogykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBWUH CEHCUTUB,

cnpen HasanbHbIN [O3UPOBaHHLIN, 22,5 MKr/ao3a

81725406
243080A

Manufacturing date (mm.yyyy): /

ga*ra npon3soncrTea !MM.I’I’I’I’!:

Expiry date (mm. i |
Cpok rogHocTH (MM.rrrT):

Manufacturer according to the

registration in Russia: /

10.2021

10.2024

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

lMpoussoauTens B COOTBETCTBUU

¢ perucrpauueii B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneuudukaunn

Results /| PesynbTtaTthl

Microbial purity /
Mukpobuonoruyeckas uactora

TAMC — NMT 102 CFU/mI / 0 CFU/10 ml
O6uwee konuuecTBo asapobHbIX

MUWKpPOOpPraHuamoB — He bonee

102 KOE/mn

TYMC — NMT 10" CFU/ml / 0 CFU/10 ml

Obwee KoNU4YECTBO APONOKEBLIX U
nnecHesbIX rpnbos — He Gonee
10" KOE/mn

Pseudomonas aeruginosa —
absence/m| / Pseudomonas
aeruginosa — otcytcteune B 1 mn

Absentin 1.0ml/ 1,0 ml

Staphylococcus aureus —
absence/m| / Staphylococcus
aureus — otcytcreve B 1 mn

Absentin 1.0 mi/ 1,0 ml

Assay Oxymetazoline

22,5 ug / dose: 450 —- 525 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuecteeHHoe coaepxanHune (22,5 mkr/po3a: 450-525 mkr/mn
oKCMMEeTa3onuHa oKCMMeTasonuHa rugpoxnopuaa
ruapoxnopuaa

493.0 ug/mi / 493,0 pg/ml

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 « 9800 Spittal an der Drau ¢ Austria
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIN3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /
HA3VWBWUH CEHCUTUB,
cnpen Ha3anbHbIA [O3UPOBaHHbIN, 22,5 MKkr/ao3a

81725406
243080A

Manufacturing date (mm.yyyy): /

gaTa nponssoacTtea !MM.I‘I‘I’I"[:

Expiry date (mm. 4|
Cpok rogHocTu (MM.rrIT):

10.2021

10.2024

Manufacturer according to the

registration in Russia: /

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

lNpoussoauTenb B COOTBETCTBUM

¢ peructpauueii B Poccuu:

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

Parameter / lMapameTtp

Specifications / Cneuudukaumnu

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 NONN3TUNEHOBOM
cnakoHe ¢ f[O3NPYIOLLUM
YCTPOWCTBOM W 3aLLMTHBLIM
NONU3TUNEHOBLIM KONNAYKoM.

1 ¢onakoH n NUCTOK-BKNaabILL B
KapTOHHOR nNayke. He meHee
190 003 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 mMn B NONN3TUNEHOBOM
cdnakoHe ¢ A03NpPYOLUM
YCTPONCTBOM 1 3aLMTHbLIM
NONU3TUNEHOBBLIM KONNAYKOM.

1 conakoH B nauyke. He meHee
190 aos Ha pnakoH.

Labeling / MapkupoBka

In accordance with ND /
B cooTBeTCTBUM C HOPMATUBHBIM
AOKYMEHTOM

Complies as prescribed /
CooTBeTCcTBYET NPeanMcaHHOMY

Storage conditions /
Ycnoeus xpaHeHust

At the temperature not more than 30°C. /

Mpu TemnepaTtype He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHus

3 years/ 3 rona

Assessment: / 3aknioueHue:

HopMaTueHoro gokymenTa JIMNM-000511-261

Date / Signature of Qualified Person: /

ga'ra / noanuUchb ynonHoOMo4eHHoOro nuua:

The batch complies with the specification according to ND I1-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NapTna cooTBeTCTBYET cCneunduKauuam
017 (n3meHeHue Ne 1 ot
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