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Product: / MpoaykT NASIVIN SENSITIVE
Nasal metered spray 11,25 yg/dose /
HA3UBWUH CEHCUTUB,
cnpen HasanbHbIN 4O3UpPOBaHHLIA, 11,25 MKr/Qo3a
SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne napTuu: 245290A
Manufacturing date (mm.yyyy): /
Qarta npoussoacTBa (MM.Irrr): 10.2021
Expiry date (mm. :/
Cpok rogHoCcT! (MM.ITT): 10.2024
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpousBoguTens B COOTBETCTBUMN
¢ peructpauven B Poccuu: «®amap Xanc Kaa CepBucus Magpun, C.A.Y.»
Parameter / MapameTp Specifications / Cneuudukauium Results / PesynsTarbl
Description / Onucanue Transparent or nearly transparent, from | conforms

almost colorless to slightly yellow
solution. / Mpo3payHbIA N NovTn
NPO3payHbiiA, NOYTH BecuBETHLIN UNK
cnerka XenTbld pacTeop.

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
oKCUMeTasonuHa time of the main peak on the
rmgpoxrnopuaa chromatogram of oxymetazoline

hydrochloride standard solution,
received at assay testing. / Bpems
yAepXaHus OCHOBHOIO NUKa Ha
XpoMaTorpaMmme UCnbITYEMOro pacTeopa
AOMMKHO COOTBETCTBOBAaTL BpeMeHU
yaep)XaHust OCHOBHOIO NuKa Ha
XpomaTorpamme 3TanoHHOro pacrtesopa
OKCMMETa3oMnuHa rugpoxsopuaa,
Nony4YeHHoro Npu TeCTUPOBaHUK

meToaa.
Relative density (d 20/20) / From 1.006 to 1.010/ 1.008 /1,008
OTHocuTenbHaa nnotHocTb | 1,006—1,010
(d 20/20)
pH / pH From 5.6 t06.1/5,6-6,1 59/5,9
Osmolality / OcmonsinbHocTb | From 270 to 330 mosmol/kg / 290 mosmol/kg
270-330 mocmonb/kr
Extracted volume / Not less than declared / conforms
N3Bnekaembii o6bem He meHee 3asBneHHOro
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJIU3A

Product: / [poaykr

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

cnpeu HasanbHbIA 4O3UPOBaHHbIN, 11,25 MKkr/ao3a

HA3UBUH CEHCUTUB,
SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne naprtuu: 245290A
Manufacturing date (mm.yyyy): /
Dara npoussoacraa (MM.rrrr): 10.2021
Expiry date (mm.yyyy): /
CpoK rogHocTH (MM.rrrr): 10.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoauTent B COOTBETCTBUU

¢ peructpauueii B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuudukauum

Results / PeaynbTath!

Average dose and uniformity
of delivered dose / CpepHss
A03a U 0AHOPOAHOCTL
AOCTaBNSIEMON A03bi

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 /

CpeaHsas nosa 45 mr £15%.
OaHOPOAHOCTL A0CTaABNAEMON A03bI:
cpeaHss posa +25%.

Make. 2 3 10 gos > £25% oT cpegHe
Macchb! A03bl, HO Bceraa < +35% ot
cpenHen macchbl 403bl

49.46 mg / 49,46 mg

Quantity of doses per pack /
KonuuyecTso f,03 Ha ynakoBKy

Not less than 190 doses per pack /
He meHee 190 £o3 Ha ynakoBKy

conforms

Relative impurities /
PoacreeHHble npyumecn

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

<0.03%/ <0,03%

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

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OavHouHasa HenaeHTUdKLMPOBaHHASNA
npumecs — He 6onee 1,0%

<01%/ <01%

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

<01%/ <01%
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CERTIFICATE OF ANALYSIS / CEPTUODUKAT AHAINU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3WBUH CEHCUTUB,

cnpen Ha3anbHbIK 4O3UPOBaHHbIN, 11,25 Mmkr/gosa

81724614
245290A

Manufacturing date (mm.yyyy): /

gara npou3soacTsa ‘MM.I’I’I’I’!:

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

Manufacturer according to the

registration in Russia: /

10.2021

10.2024

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

MpoussoauTensL B COOTBETCTBUMN

¢ peructpauueii B Poccuum:

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

Parameter / MapameTtp

Specifications / Cneundukaumm

Results / PesynbTaThl

O6bLwwee KONMYECTBO APOICKEBBIX U
nnecHeBbIX rpubos — He Gonee
10" KOE/mn

Microbial purity / TAMC — NMT 102 CFU/mi / 0CFU/10ml
Mukpobuonoruyeckas Ob6Lwee konuyecTso asapobHbIX
Jucrota MUKpPOOpraHu3moB — He Gonee

102 KOE/mn

TYMC — NMT 10' CFU/ml / 0CFU/10 ml

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

Absentin 1.0 ml/ 1,0 ml

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

Absentin 1.0 mi/ 1,0 ml

Assay Oxymetazoline

11.25 pg / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / mil /
KonuuectseHHoe copepxxaHue | 11,25 mkr/aosa: 225-262,5 mkr/mn
OKCMMETa30nnHa oKcumeTasonuHa rmapoxnopuaa
rmgpoxnopuaa

251.5 pg/ml/ 251,5 pg/mi
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpoaykr NASIVIN SENSITIVE

Nasal metered spray 11,25 pug/dose /
HA3UBWUH CEHCUTUB,
cnpew HasanbHbIN AO3UpPOBaHHbIN, 11,25 MKr/go3a

SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne naptuu: 245290A
Manufacturing date (mm. |

Qara npoussogcrea (MM.rrrr): 10.2021
Expiry date (mm. i |

Cpok rogHocTH (MM.rrrT): 10.2024

Manufacturer according to the

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

ngousaogwrenb B COOTBETCTBUU

¢ peructpauuen B Poccum: «®amap Xanc Kaa Cepsucus Magpua, C.A.Y.»

Parameter / lNapameTp Specifications / Cneuudukauumn

Results / PesynbTtathl

Packaging / YnakoBka 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 mn B NOMW3TUNEHOBOM
dnakoHe ¢ AO3VPYIOLLIUM
YCTPOCTBOM W 3aLLUTHBIM
NOMNUITUIIEHOBBIM KOSNAYKOM.

1 cbnakoH 1 NUCTOK-BKNAaAbIW B
KapTOHHOMN Nauyke. He meHee
190 803 Ha hNakoH.

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 Mn B NONKU3TUNEHOBOM
chnakoHe ¢ Ao3npyoLLUM
YCTPOWCTBOM U 3aLLMTHBIM
NONUITUEHOBbLIM KOSMAYKOM.

1 donakoH 1 NUCTOK-BKNAaAbILL B
KapTOHHOW nauke. He mMeHee

190 no3 Ha (hrnakoH.

Labeling / MapkupoBka In accordance with ND / Complies as prescribed /
B cooTtBeTCTBUM C HOpMaTUBHBIM | COOTBETCTBYET NpeanucaHHOMY
AOKYMEHTOM

Storage conditions / At the temperature not more than 30°C. /

Ycnosus XpaHeHus Mpu TemnepaTtype He Buiwe 30°C.

Shelf-life / Cpok xpaHenus |3 years /3 roga

Assessment: /| 3aknoyeHue 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) / NapTua cooTBeTCTBYET CneundukaLmam
HopmaTusHoro aoxkymeHTa JIM-000511-261017 (vameHeHune Ne 1 ot

Date / Signature of Qualified Person: /
Qarta / noanucb ynonHOMOYEHHOro nuua:
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