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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJTU3A

Product: / Mpogykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3UBWUH CEHCUTUB,

cnpei HasanbHbI 4O3UPOBaHHbLIN, 11,25 MKkr/go3a

81724614
273270A

Manufacturing date (mm.yyvy): /

gaTa npoussogcrsea ‘MM.ITI'I'!:

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

10.2022

10.2025

Manufacturer according to the

registration in Russia: /

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

MpoussoanTenb B COOTBETCTBUM

¢ perucrpauuei B Poccum:

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

Parameter / NapameTp

Specifications / Cneundukaumm

Results /| PesynbTtathl

Description / OnucaHue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHbii N no4Tn
Npo3payHbI, NOYTU 6eCLUBETHLIA UMK
Cnerka XenTbi pacTBop.

conforms

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
NaeHTUUHOCTL required to correspond to the retention
OKCMMETa3oNnHa time of the main peak on the
rmapoxnopuaa chromatogram of oxymetazoline

hydrochloride standard solution,

received at assay testing. / Bpems

yAep>kaHus OCHOBHOTO nuka Ha

XpomaTtorpaMmme ncnbiTyemoro pactsopa

OOMKHO COOTBETCTBOBATL BpeMEHH

yAepKaHWA OCHOBHOTO rNuka Ha

Xpomartorpamme 3TanoHHOro pacrsopa

oKcuMeTasonuHa ruapoxnopuaa,

NONYYEHHOro NpU TECTUPOBaHUN

MeToaa.
Relative density (d 20/20) / From 1.006 to 1.010/ 1.006 / 1,006
OtHocutenbHas nnoTHocTe | 1,006—1,010
(d 20/20)
pH/pH From 5.6 t0 6.1/ 5,6-6,1 59/5,9

Osmolality / OcmonsanbHoOCTb

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

288 mosmol/kg

Extracted volume /
N3snekaemblin 06em

Not less than declared /
He meHee 3asnBneHHoro

conforms

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®PUKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3NBUH CEHCUTUB,

cnpen HasanbHbLIA 4O3UPOBaHHbINA, 11,25 mkr/ao3a

81724614
273270A

Manufacturing date (mm.yyyy): /
Oata nponsBoacrea (MM.IIrr): 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./

Mpoun3soauTens B COOTBETCTBUMN

C perucrpauuven B Poccum:

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

Parameter / NapameTtp

Specifications / Cneuundukaumnm

Results / Pe3ynbTarthbl

Average dose and uniformity
of delivered dose / CpeaHsia
A03a U 0AHOPOAHOCTL
AOCTaBnAeMon Ao3bl

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

Average dose 25 %.

Max. 2 from 10 doses > 125 % from
average dose mass

But always < +35 % from average dose
mass /

CpeaHas agosa 45 mr £15%.
OpHopoaHoCcTb AocTaBNAEMON [03bI:
cpeaHssa posa +25%.

Makc. 2 u3 10 o3 > +25% ot cpeaHen
Macchb! 4o3bl, HO Bceraa < +35% ot
cpegHei macch! 403bl

46.64 mg/ 46,64 mg

Quantity of doses per pack /
Konu4ecTBo 403 Ha ynakoBKy

Not less than 190 doses per pack /
He meHee 190 no3 Ha ynakoBky

conforms

Relative impurities /
PoacrseHHble npyumecu

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

<0.03%/ <0,03%

Impurity ZP-1 — NMT 1.5 % /
Mpumecb ZP-1 — He Bonee 1,5%

<0.04%/ <0,04%

Single unknown impurity — NMT 1.0 % /
OauHoYHasa HenaeHTUUUNPOBaHHARA
npumech — He Gonee 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

Ho6sslgasse 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 (0G)

Sitz der Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATTU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 yg/dose /

HA3UBUH CEHCUTUB,

cnpeit HazanbHbIA [O3UPOBaHHbIN, 11,25 mkr/go3a

81724614
273270A

Manufacturing date (mm.yyyy): /

Oara npoussoacrBa ‘MM.I'I'I'I'):

Expiry date (mm.yyvyy): /
Cpok roaHocTH (MM.ITrr):

Manufacturer according to the

registration in Russia: /

10.2022

10.2025

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

ngousaogwrenb B COOTBEeTCTBUN

C peructpauuveu 8 Poccuu:

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

Parameter / MapameTp

Specifications / Cneuudukaumnu

Results / PesynbTaThl

ObLwee KONUYECTBO APOAOKEBLIX U
rnecHesbix rpuboe — He Gonee
10' KOE/mn

Microbial purity / TAMC — NMT 102 CFU/ml / O0CFU/10 ml
Mukpobuonorudeckas O6wee konuyecTso asapobHbIX
yucToTa MUWKpPOOpPraHu3moB — He 6onee

102 KOE/mn

TYMC — NMT 10" CFU/mI/ 0CFU/10 mi

Pseudomonas aeruginosa — absence/ml /
Pseudomonas aeruginosa — oTCyTCTBUE B
1 mMn

Absentin 1.0 mi/ 1,0 ml

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

Absentin 1.0 mi/ 1,0 mi

Assay Oxymetazoline

11.25 pg / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / mi /
KonuyecteeHHoe copgepxaHue | 11,25 mkr/gosa: 225-262,5 mkr/mn
oKkcumeTasonuHa okcuMeTasonuHa rugpoxnopuaa
ruapoxnopuaa

247.7 pyg/mi/ 247,7 pug/ml

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 AHAJTTU3A
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Product: / Mpoaykr NASIVIN SENSITIVE
Nasal metered spray 11,25 pug/dose /
HA3UBWUH CEHCUTUB,
cnpewn HasanbHbIW [O3upoBaHHbIN, 11,25 mkr/ao3a

SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne naptuu: 273270A
Manufacturing date (mm.yyyy): /
Oata npoussoacrea (MM.Frr): 10.2022
Expiry date (mm.yyyy): /
CpoK rogHOCTU (MM.TTrT): 10.2025
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MNpoussoauTensL B COOTBETCTBUMN
C perucrpauuvein B Poccuu: «®Pamap Xanc Kaa Cepsucus Magpua, C.A.Y.»
Parameter / MapameTtp Specifications / Cneundukaumn | Results / PesynbTtaTthl
Packaging / YnakoBka 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 M B NONU3TUNEHOBOM 10 MmN B NONNITUNEHOBOM
cdnakoHe ¢ AO3UPYHOLLIUM cdnakoHe ¢ A03NPYIOLLUM
YCTPOWCTBOM 1 3aLNTHBLIM YCTPOWCTBOM U 3alUTHBIM
NONW3TUNEHOBLIM KONMNA4YKOM. NONU3TUNEHOBbLIM KONMNAYKoM.
1 ¢hbnakoH N NUCTOK-BKNaAbILL B 1 chnakoH n NUCTOK-BKNaabILL B
KapToHHON nNauke. He meHee KapToHHOM nadke. He meHee
190 po3 Ha thnakoH. 190 no3 Ha cbnakoH.
Labeling / MapkupoBka In accordance with ND / Complies as prescribed /
B cooTtBeTcTBMM C HOpMaTUBHBLIM | CooTBETCTBYET NPeanMcaHHOMY
[OKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
Ycnoeua xpaHeHus Mpu remnepaTtype He Bbiwe 30°C.
Shelf-life / Cpok xpaHeHusa |3 years/ 3 roga

Assessment: / 3aknioyeHue 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) / NapTua cooTeeTCcTBYET Cneuudukaunsam
HopMaTuBHOro AokyMeHTa J1M-000511-261017 (u3ameHeHu
04.02.2019, nsmeHeHve Ne 2 ot 19.11.2019)

Date / Signature of Qualified Person: /
Qara / noagn1cb ynosntHOMOYEHHOro nuua:

P&G Health Austria GmbH & Co. OG
Hésslgasse 20 » 9800 Spittal an der Drau » Austria t
Telefon +43 (0)4762 51 51-0 Sitz der Gesellschaft: Spittal an der Drau
Telefax +43 (0)4762 51 51-440 Landesgericht Klagenfurt FN 168759a
www.pg.com UID-Nr. ATU43740706



