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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 yug/dose /

HA3UBWUH CEHCUTUB,

cnpen HasanbHbIA A03UpoBaHHbINA, 11,25 Mkr/go3a

81724614
255040A

Manufacturing date (mm.yyyy): /

Oarta npoussoacTBa (MM.ITIT):

03.2022

Expiry date (mm.yyyy): /
Cpok rogHoOCTH (MM.FrIT):

03.2025

Manufacturer according to the

registration in Russia: /

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

MNpousBoauTenb B COOTBETCTBUU

c peructpauueit B Poccum:

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

Parameter / MapameTp

Specifications / Cneundukaunu

Results / PeaynbTarbl

Description / Onuncanue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHbii unu NoYTU
Npo3payHblit, NOYTH GecuBeTHbIN NN
crnerka Xenrbiil pacTsop.

conforms

N3snekaembii 06bem

He meHee 3asBneHHoro

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
NpeHTUJYHOCTL required to correspond to the retention
oKcuMeTasonuHa time of the main peak on the
ruapoxnopuaa chromatogram of oxymetazoline
hydrochloride standard solution,
received at assay testing. / Bpemsa
yAep>XaHNUs OCHOBHOro Nuka Ha
XpomMaTorpaMmme UCnbITYeMOro pacrsopa
AOJDKHO COOTBETCTBOBATL BPEMEHMU
YAEpXaHUa OCHOBHOIC NuUka Ha
XpoMaTorpamme 3TanoHHOro pactsopa
oKcumeTtasornnHa rugpoxnopuaa,
NOSNIYYEHHOro NPY TECTUPOBaHUN
Meroaa.
Relative density (d 20/20) / From 1.006 to 1.010/ 1.008 /1,008
OTHocuTenbHada nnotHocTe | 1,006-1,010
(d 20/20)
pH/pH From 5.6 t0 6.1/5,6-6,1 59/59
Osmolality / OcmonsinbHocTb | From 270 to 330 mosmol/kg / 294 mosmol/kg
270-330 mocmonb/Kr
Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpoaykr

NASIVIN SENSITIVE

Nasal metered spray 11,25 yg/dose /

HA3UBUH CEHCUTUB,

cnpeun HasanbHbIA A03UpPOBaHHbLINA, 11,25 Mkr/go3a

SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne napTtuu: 255040A
Manufacturing date (mm.yyyy): /

Oara npousBoacTBa (MM.IrrT): 03.2022
Expiry date (mm.yyyy): /

Cpok rogHoCcTy (MM.ITTT): 03.2025

Manufacturer according to the

registration in Russia: /

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

HQOM3BOEMTeﬂb B COOTBETCTBUU

c peructpauumeit B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuncdukaummn

Results / PesynbraTthbi

Average dose and uniformity
of delivered dose / CpeaHss
A03a N OQHOPORHOCTD
AocTaensemoi 4o3bl

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 /

CpeaHasa gosa 45 mr £15%.
OaHOpPOAHOCTL AOCTABNAEMON AO3bI:
cpeaHsn nosa +25%.

Makc. 2 n3 10 nos > £25% ot cpegHen
Maccbl fo3bl, HO Bceraa < £35% ot
cpefiHei Mmacchi A03b!

49.69 mg / 49,69 mg

Quantity of doses per pack /
KonuyecTso A03 Ha ynakoBKy

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

conforms

Relative impurities /
PoacTteeHHbie npumecu

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

<0.03%/ <0,03%

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

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OaunHo4Has HemaeHTUdNLMPOBAHHASA
npumech — He 6onee 1,0%

<01%/ <01%

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

<01%/ <01%

P&G Health Austria GmbH & Co. OG
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / Mpoaykr

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

Manufacturing date (mm.yyyy)

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBUH CEHCUTUB,

cnpeil HazanbHbIW 4O3UPOBaHHbLIN, 11,25 mxr/go3a

81724614
255040A

i/

ga'ra npovu3BoAcCTBa ‘MM.ITIT!:

Expiry date (mm.yyyy): /
CpPOK rogHOCTU (MM.rrrr):

Manufacturer according to the
registration in Russia: /

03.2022

03.2025

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

ngouaaogmenb B COOTBETCTBUU

¢ peructpauyumen B Poccum:

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

Parameter / NapameTp

Specifications / Cneuudukauumn

Results / PeaynbTatbl

Obuwee KONM4ECTBO APOXOKEBBIX U
nnecHesbix rpmbos — He Gonee
10" KOE/mn

Microbial purity / TAMC — NMT 10% CFU/ml / 0CFU/10 mi
Mukpobuonorudyeckas Obuwee konu4ecTso adpOBHbIX
yucroTa MUKPOOPraHu3moB — He 6onee

102 KOE/mMn

TYMC — NMT 10" CFU/mi / 0CFU/10 ml

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

Absentin 1.0 ml/ 1,0 ml

Staphylococcus aureus — absence/mi /
Staphylococcus aureus — oTCyTCTBUE B
1mn

Absentin 1.0 ml/ 1,0 ml

Assay Oxymetazoline

11.25 ug / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuvecteeHHoe cogepxxanue | 11,25 mkr/go3a: 225-262,5 mkr/mn
oKcMMeTa3onuHa oKcumeTasonuHa ruapoxnopuaa
rmgpoxnopuaa

262.3 pg/ml / 262,3 pg/mi
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Product: / MpoaykT NASIVIN SENSITIVE
Nasal metered spray 11,25 ug/dose /
HA3UBWUH CEHCUTUB,
cnpei HasanbHbIA [O3MPOBaHHbIN, 11,25 Mkr/gosa
SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne naptuu: 255040A
Manufacturing date (mm. 1
Oara nponsBoacTea (MM.ITTT): 03.2022
Expiry date (mm.yyyy): /
Cpok rogHocTU (MM.ITIT): 03.2025
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MNpoussoauTensL B COOTBETCTBUM
c peructpauuen B Poccuu: «®amap Xanc Kaa CepBucus Magpug, C.A.Y.»
Parameter / NapameTtp Specifications / Cneundukaumm | Results / PesynbTathbl
Packaging / Ynakoska 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 Mn B NONW3TUNEHOBOM 10 mn B NONN3TUNEHOBOM
chnakoHe ¢ AO3NPYIOLLMM dnakoHe ¢ AO3VPYOLIUM
YCTPONCTBOM U 3aLLUTHBIM YCTPONCTBOM U 3aUTHbIM
MONU3ITUNEHOBBIM KONMMAYKoM. NOMMATUNEHOBLIM KONNAYKOM.
1 cbnakoH n NUCTOK-BKNaAbILL B 1 donakoH 1 NUCTOK-BKNaAbiLL B
KapTOHHOW nauke. He meHee KapTOHHOW nauke. He meHee
190 A03 Ha dhnakoH. 190 403 Ha thnakoH.
Labeling / Mapkuposka In accordance with ND / Complies as prescribed /
B cootseTcTBUM C HOpMmaTuBHBIM | COOTBETCTBYET NpeanMcaHHoOMy
DOKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
Ycnosusi xpaHeHus Mpu Temnepartype He Bbiwe 30°C.
Shelf-life / Cpok xpaHeHus |3 years /3 roga

Assessment: / 3aknoueHue The batch complies with the specification according to ND NI-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NapTusa cooTBeTCTBYET Aneuundurkaumam
HopmaTtusHoro gokymenta JIM-0005%11261017 {usmeHeHue Ne 1 ot

Date / Signature of Qualified Person: /
Qata / noanucb YNONHOMOMEHHOro nuua:

P&G Health Austria GmbH & Co. OG
Hoésslgasse 20 « 9800 Spittal an der Drau ¢ Austria
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



