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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANIU3A

Product: / ipoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBWUH CEHCUTUB,

cnpen HasanbHbIW [O3MPOBaHHbLIN, 11,25 MKr/go3a

81724614
245310A

Manufacturing date (mm.yyyy): /

Qara npoussoacrtea (MM.rrrr):

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./

I'Igousaogwrenb B COOTBETCTBUU

¢ perucTtpauvei B Poccum:

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

Parameter / lMapameTp

Specifications / Cneuudukauumn

Results / PesynbTtaTthbl

Description / Onucanue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHblii UNK NoYTH
Npo3payHbIi, NouTh 6ecuBeTHbLIN Unn
cnerka XenTblvi pacTeop.

conforms

N3snekaemsbitt 06beM

He meHee 3asaBneHHoro

Identification Oxymetazoline | The retention time of the main peak on |conforms
hydrochlroide / the chromatogram of tested solution is
WaenTnyHoCTD required to correspond to the retention
OKCMMeTa30onnHa time of the main peak on the
rmapoxsiopuaa chromatogram of oxymetazoline
hydrochloride standard solution,
received at assay testing. / Bpems
yAepXaHUsi OCHOBHOIO NUKa Ha
XpomaTtorpamme UcCnbITYyeMoro pactsopa
AOMKHO COOTBETCTBOBAaTbL BpeMeHU
yAEepXaHUA OCHOBHOrO NuKa Ha
XpoMaTorpamme 3TanoHHOro pactsopa
OKCMMETa3oNMHa ruapoxnopuaa,
NOMy4YeHHOro NpU TeCTUPOBaHUN
MeToAa.
Relative density (d 20/20)/ | From 1.006 to 1.010/ 1.008/ 1,008
OTtHocutenbHas nnotHocte | 1,006-1,010
(d 20/20)
pH/pH From 5.6 t06.1/5,6-6,1 5.9/5,9
Osmolality / OcmonsaneHocTs | From 270 to 330 mosmol/kg / 289 mosmol/kg
270-330 mocmonb/Kr
Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJNIU3A

Product: / Mpoaykr

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

cnpen HasarfbHbIW 4O3UPOBaHHbIW, 11,25 Mkr/gosa

HA3UBUH CEHCUTUB,
SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne naptuu: 245310A
Manufacturing date (mm.yyyy): /
Oata npouseoacTea (MM.rrir): 10.2021
Expiry date (mm. 2/
Cpok rogHocTu (MM.IrTT): 10.2024

Manufacturer according to the

registration in Russia: /

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

NpousBoguTenL B COOTBETCTBUM

C perucrpauueit B Poccum:

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

Parameter / MapameTtp

Specifications / Cneuucdukaumm

Results / PesynbTartbl

Average dose and uniformity
of delivered dose / CpeaHss
Bo3a U OQHOPOAHOCTb
OocTaBnsemoin o3kl

Average dose 45 mg 115 %.
Uniformity of delivered dose:

Average dose 125 %.

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

But always < £35 % from average dose
mass /

CpeaHas nosa 45 mr £15%.
OpHopoAHOCTL AOCTaBNAEMON A03bI:
cpeaHas nosa +25%.

Makc. 2 n3 10 go3s > +25% ot cpegHe
Maccbl 403bl, HO Beeraa < +£35% ot
cpeaHen Macchbl A03bl

49.63 mg/ 49,63 mg

Quantity of doses per pack /
Konu4ecTBo [03 Ha ynakoBKy

Not less than 190 doses per pack /
He meHee 190 403 Ha ynakoBKy

conforms

Relative impurities /
PoacrteeHHble npumecu

Impurity A — NMT 2.0 % /
Mpumeck A — He 6onee 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 % /
OpavHouHan HemaeHTudUUMpoBaHHas
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 AHAIIU3A

Product: / Mpoaykr

SAP-Code: / Koa SAP:
Batch no.: / N2 naptum:

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3UWBUH CEHCUTUB,

cnpewn Ha3anbHbIN [O3MPOBaHHbLIN, 11,25 mkr/go3a

81724614
245310A

Manufacturing date (mm.yyyy): /

gaTa npoun3soacTsa ‘MM.ITIT!:

Expiry date (mm. 2
Cpok rogHocTH (MM.ITTT):

Manufacturer according to the
registration in Russia: /

10.2021

10.2024

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

MNpousBoanTens B COOTBETCTBUM

c perucrpauueit B Poccuu:

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

Parameter / lMapameTp

Specifications / Cneundukauuu

Results /| Peaynbrartbl

O6bLwee KONMYECTBO APONOKEBbIX 1
nnecHesbiX rpnbos — He Gonee
10! KOE/mn

Microbial purity / TAMC — NMT 10?2 CFU/ml / O0CFU/10 ml
Mukpo6uonorudeckas O6uwee konuuecTso a3pobHbIX
yucToTa MWUKPOOPraHM3MoB — He 6onee

102 KOE/mn

TYMC — NMT 10" CFU/ml/ O0CFU/10ml

Pseudomonas aeruginosa — absence/ml /
Pseudomonas aeruginosa — oTcyTcTB/e B
1mn

Absentin 1.0ml/ 1,0 ml

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

Absentin 1.0 ml/ 1,0 ml

Assay Oxymetazoline

11.25 pg / dose: 225 — 262.5 g of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuecteeHHoe coaepxanue | 11,25 mkr/gosa: 225-262,5 mkr/mn
OKCUMEeTa3onuHa OKCUMETa30nuHa ruapoxnopuaa
rmapoxnopuaa

250.1 pg/ml / 250,1 pg/mi
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Product: / Mpoaykr NASIVIN SENSITIVE
Nasal metered spray 11,25 pg/dose /
HA3UBUH CEHCUTUB,
cnpen HasanbHbiK 4O3UPOBaHHbIN, 11,25 Mkr/gosa
SAP-Code: / Kog SAP: 81724614
Batch no.: / N2 naptum: 245310A
Manufacturing date (mm.yyyy): /
Oara npousBoacTBa (MM.Irrr): 10.2021
Expiry date (mm.yyyy): /
Cpok roaHocTH (MM.ITIT): 10.2024
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpousBoauTens B COOTBETCTBUU
¢ perncrpauunen B Poccum: «®amap Xanc Kaa Cepsucus Maapua, C.A.Y.»
Parameter / MapameTtp Specifications / Cneuucdukaummu | Results / PesynbTtaTthl
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 NONNM3TUNEHOBOM 10 Mn B NONAN3TUNEHOBOM
cdnakoHe ¢ Ao3npyLWUM dnakoHe ¢ A03npyoWUM
YCTPOWCTBOM W 3aLUUTHBLIM YCTPOWACTBOM U 3aWUTHBIM
NONUITUIIEHOBLIM KOSMNAaYKOM. NONN3TUNEHOBBLIM KONNAYKOM.
1 conakoH 1 NUCTOK-BKNAAbILL B 1 conakoH 1 NUCTOK-BKNAAbILW B
KapToHHON nayke. He meHee KapTOHHON nauke. He meHee
190 no3 Ha nakoH. 190 no3 Ha dnakoH.
Labeling / Mapkuposka In accordance with ND / Complies as prescribed /
B cooTeeTcTBUM C HOpMaTMBHbIM | COOTBETCTBYET NpeanUcaHHOMY
AOKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
Yecnosua xpaHeHus Mpw Temnepartype He Bbiwe 30°C.
Shelf-life / Cpok xpaHeHus |3 years / 3 ropa

Assessment: /| 3aknioyeHue The batch complies with the specification according to ND JIM-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MapTua cooTBeTCTBYET CNeymdUKaumam
HopMaTueHoro aokymerTa JIM-000541-261017 (u3ameHeHune Ne 1 oT

Date / Signature of Qualified Person: /
Oara / nognucb yNoNnHOMOYEHHOro nuua: 23!
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