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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpoaykr

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBWUH CEHCUTUB,

crnpei Ha3anbHbIN [O3UPOBaHHbIN, 11,25 MKkr/gosa

SAP-Code: / Kog SAP: 81724614
Batch no.: / N2 naptuu: 243560A
Manufacturing date (mm.yyyy): /

Oata npousBoacTBa (MM.IIrT): 10.2021
Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rrrr): 10.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoauTensL B COOTBETCTBUMU

¢ perucrpauuei B Poccuu:

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

Parameter / MapameTp Specifications / Cneundpukauunn Results / PesynbTathbl
Description / Onucanue Transparent or nearly transparent, from | conforms
almost colorless to slightly yellow
solution. / Mpo3payHbIin UNn NoYTU
npospayHbIn, NouTn 6ecuseTHbIA Nnn
cnerka XenTbi pacTeop.
Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
NOeHTNYHOCTL required to correspond to the retention
oKCUMeTasonuHa time of the main peak on the
rwapoxnopuaa chromatogram of oxymetazoline
hydrochloride standard solution,
received at assay testing. / Bpems
yAEpPXaHNUA OCHOBHOMO NUKa Ha
XpomaTtorpaMmme UcnbiTyemMoro pacreopa
AOMKHO COOTBETCTBOBATL BPEMEHN
yAep)aHus OCHOBHOIO NuKa Ha
Xpomartorpamme 3TanoHHOro pacTsopa
oKCMMETa30NuHa rnapoxnopuaa,
Nony4YeHHOro NPU TECTUPOBaAHUU
MeToaa.
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 From 5.6 to 6.1/5,6-6,1 5.9/5,9
Osmolality / OcmonsneHocTb | From 270 to 330 mosmol/kg / 291 mosmol/kg
270-330 mocmonb/kr
Extracted volume / Not less than declared / conforms
sBnekaembii 06bem He meHee 3aaBneHHOro
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Product: / Mpoaykr NASIVIN SENSITIVE
Nasal metered spray 11,25 ug/dose /
HA3UBWUH CEHCUTUB,
cripei Ha3anbHbIA AO3MPOBaHHbIN, 11,25 MKr/no3a

SAP-Code: / Kog SAP: 81724614

Batch no.: / Ne napTuu: 243560A

Manufacturing date (mm.yyyy): /

Qata npousBogcrea (MM.rrrr): 10.2021

Expiry date (mm.yyyy): /

Cpok rogHocTy (MM.rrrT): 10.2024

Manufacturer according to the

registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpoussoauTens B COOTBETCTBUMN

¢ peructpauuei 8 Poccuu: «®amap Xanc Kaa Cepsucus Magpup, C.A.Y.»
Parameter / MapameTtp Specifications / Cneyudpunkayun Results / PesynbTtath!
Average dose and uniformity | Average dose 45 mg 115 %. 51.18 mg /51,18 mg
of delivered dose / Cpegrss | Uniformity of delivered dose:
[033a 1 OQHOPOAHOCTL Average dose +25 %.
[OCTaBNAEMON [03bl Max. 2 from 10 doses > +25 % from

average dose mass

But always < £35 % from average dose
mass /

CpeaHss nosa 45 mr £15%.
OaHOpPOAHOCTL 4OCTaBNAEMON A03bl:
cpeaHsa aosa +25%.

Makc. 2 n3 10 go3 > +25% ot cpegHen
Macchl Ao3bl, HO Bceraa < +35% ot
cpeaHen macchl 403bl

Quantity of doses per pack / |Not less than 190 doses per pack / conforms
KonuuyecTtso go3 Ha ynakosky | He meHee 190 403 Ha ynakoBky
Relative impurities / Impurity A — NMT 2.0 % / <0.03%/ <0,03%
PoacteeHHble npumecu Mpumeck A — He 6onee 2,0%

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

Mpumech ZP-1 — He 6Gonee 1,5%

Single unknown impurity - NMT 1.0%/ [ <0.1%/ <0,1%
OaunHouHan HenaeHTUdULMpoBaHHanN
npumeck — He 6onee 1,0%

Total impurities NMT 4.9 % / <01%/ <0,1%
Bcero npumecein — He 6onee 4,9%

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau » Austria Rechtsform: Offene Gesellschaft (OG)
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PG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3WBWUH CEHCUTUB,

cnpen HasanbHbIN AO03UPOBaHHbIN, 11,25 MKr/go3a

81724614
243560A

Manufacturing date (mm.yyvy): /

gara npousBoacTBa ‘MM.I'I'IT!:

Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.TTrT):

Manufacturer according to the
registration in Russia: /

10.2021

10.2024

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

MNpousBoauTens B COOTBETCTBUU

c perucrpaumeii B Poccuu:

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

Parameter / Napamertp

Specifications / Cneundukaummu

Results / Pe3ynbTarthbl

Obuwee KONUYECTBO APOXOKEBLIX Y
nnecHesblx rpubos — He 6onee
10! KOE/mn

Microbial purity / TAMC — NMT 10? CFU/ml / O0CFU/10ml
Mukpobuosnoruyeckas O6Lwee konuyecTeo aapobHbIX
yucroTa MUKpoopraHuamos — He 6onee

10? KOE/mn

TYMC — NMT 10" CFU/ml / 0CFU/10ml

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

Absent in 1.0 ml/ 1,0 ml

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

Absent in 1.0 mi/ 1,0 ml

Assay Oxymetazoline

11.25 g / dose: 225 — 262.5 pg of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuyectseHHoe copaepxxanue | 11,25 mkr/posa: 225-262,5 mkr/mn
okcMmeTasonuHa OKCMMETAa30NnHa rugpoxnopuaa
rugpoxnopvaa

244.2 pg/ml/ 244,2 pg/ml

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 « 9800 Spittal an der Drau * Austria

Telefon +43 (0)4762 51 51-0
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Product: / Mpoaykr NASIVIN SENSITIVE
Nasal metered spray 11,25 pg/dose /
HA3UBUH CEHCUTUB,
cnpeu Ha3anbHbIW A03UpOBaHHbIW, 11,25 MKr/no3a
SAP-Code: / Kog SAP: 81724614
Batch no.: / N2 napTum: 243560A
Manufacturing date (mm.yyyy): /
Qarva npon3soacTBa (MM.rrrr): 10.2021
Expiry date (mm.yyyy): /
Cpok roaHocTu (MM.ITrT): 10.2024
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpousBoguTenL B COOTBETCTBUMU
¢ peructpauuei B Poccuu: «®amap Xanc Kaa CepBucus Magpug, C.A.Y.»
Parameter / MapameTp Specifications / Cneundukauumn | Results / Pesynbrartbl
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 MmN B NOAN3ITUNEHOBOM 10 Mn B NONU3TUNEHOBOM
dnakoHe ¢ A03MPYIOLWNM dnakoHe ¢ AO3UPYIOLWLUM
YCTPOMCTBOM U 3aLLUTHBIM YCTPOWCTBOM W 3aLUTHBIM
NONUATUNEHOBBIM KONNAYKOM. NOMMITUNEHOBBIM KONMNAYKOM.
1 dbnakoH ¥ NUCTOK-BKNAAbILL B 1 hnakoH v NUCTOK-BKNaAbILL B
KapTOHHO navke. He meHee KapTOHHOM naudke. He meree
190 no3 Ha cnakoH. 190 003 Ha hbnakoH.
Labeling / MapkupoBka In accordance with ND / Complies as prescribed /
B cooTtBeTCTBUM C HOpMaTUBHBIM [ CooTBETCTBYET NpeanucaHHOMY
ROKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
Ycnosus xpaHeHus Mpu Temnepatype He Bbiwe 30°C.
Shelf-life / Cpok xpaHeHus |3 years /3 roga

Assessment: / 3aknio4yeHue The batch complies with the specification according to ND J1I1-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MapTna cooTseTcTBYET CneundukaLmam
HopmaTusHoro gokymenta J1M-000511-261017 (uameHeHune

Date / Signature of Qualified Person: /
Qara / nognucb YNonHOMo4eHHOro nuua:

P&G Health Austria GmbH & Co. OG

Hoésslgasse 20 » 9800 Spittal an der Drau * Austria Rechtsform: Offene Gesellschaft (OG)
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
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