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CERTIFICATE OF ANALYSIS / CEPTUDOUKAT AHAIIN3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3UBWUH CEHCUTUB,

cnpen HasanbHbIW 4O3UPOBaHHbIN, 11,25 MKr/go3a

81724614
241620A

Manufacturing date (mm.yyyy): /

gaTa npoussoacrTaea ‘MM.I'I'I'I'!:

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

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

I'Igousaogwrenb B COOTBETCTBUMN

¢ perucrpauuei 8 Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuudukauun

Results / PesynbtaTthb!

Description / Onucaxue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / MpospayHbIil nnu NoYTN
npo3payHbii, NoYTU GecuBEeTHLIN UK
cnerka XenTbii pacTseop.

conforms

M3Bnekaemblili 06bem

He meHee 3asBneHHOro

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
WaeHTUYHOCTD required to correspond to the retention
OKCUMETa30nNuHa time of the main peak on the
rmapoxnopuaa chromatogram of oxymetazoline
hydrochloride standard solution,
received at assay testing. / Bpems
yAepXaHWA OCHOBHOrO NnKa Ha
XpomMaTtorpamme ncnbiTyeMmoro pacrsopa
AOMKHO COOTBETCTBOBAaTL BPpEMEHU
yAep>aHUs OCHOBHOIO NMUKa Ha
XpomaTtorpamMme 3TanoHHOro pactsopa
okcuMeTasonuHa rugpoxnopuvaa,
NONy4YeHHOro NpU TeCTUPOBaHUU
MeToAa.
Relative density (d 20/20) / From 1.006 to 1.010/ 1.008 / 1,008
OtHocutenbHas nnotHocTe | 1,006-1,010
(d 20/20)
pH/pH From 5.6 t0 6.1/ 5,6-6,1 5.9/5,9
Osmolality / OcmonsineHocTs | From 270 to 330 mosmol/kg / 290 mosmol/kg
270-330 mocmonb/kr
Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJTIU3A

Product: / MpoaykT

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

cnpe# HasanbHbIA 403UPOBaHHbLIN, 11,25 mkr/go3a

HA3UBWUH CEHCUTMUB,
SAP-Code: /| Kog SAP: 81724614
Batch no.: / Ne napTtuu: 241620A
Manufacturing date (mm.yyyy): /
Qarta npousBogcrTaa (MM.IrIT): 09.2021
Expiry date (mm. 2/
Cpok rogHocTy (MM.ITFr): 09.2024

Manufacturer according to the

registration in Russia: /

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

NpousBoaguTenb B COOTBETCTBUM

C perucrpauueii B Poccuu:

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

Parameter / lapameTtp

Specifications / Cneundukauumn

Results / PesynbraTthl

Average dose and uniformity
of delivered dose / CpegHss
A03a N 0AHOPOAHOCTL
AocTaBnsemomn A03bl

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 /

CpeaHss nosa 45 mr +15%.
OpHOpOAHOCTL A0CTABNAEMON [03bI:
cpenHAs nosa +25%.

Makc. 2 n3 10 nos > £25% ot cpegHeit
Maccbl A03bl, HO Bceraa < +35% ot
cpeaHen macchbl 403b!

45.26 mg / 45,26 mg

Quantity of doses per pack /
KonuyecTso 403 Ha ynakoBKy

Not less than 190 doses per pack /
He meHee 190 003 Ha ynakoBKy

conforms

Relative impurities /
PoacteeHHble npumecu

Impurity A— NMT 2.0 % /
Mpumeckb A — He Gonee 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 % /
OauHouHasa HenaeHTUdULMPOBaHHAN
npumeck — He 6onee 1,0%

<01%/ <01%

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

<01%/ <01%
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATNIU3A

Product: / Mpogykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 yg/dose /

HA3WBUH CEHCUTUB,

cnpei Ha3anbHbIA [O3MPOBaHHbIN, 11,25 MKr/no3sa

81724614
241620A

Manufacturing date (mm.yyyy): /

Qa'ra npoun3soactTBa ‘MM.I‘I’I‘I‘!:

Expiry date (mm.yyyy): /
Cpok roaHoCcTH (MM.rrrr):

Manufacturer according to the

registration in Russia: /

09.2021

09.2024

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

MpoussoauTen B COOTBETCTBUU

c peructpauueii B Poccuu:

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

Parameter / lapameTtp

Specifications / Cneuudukaunu

Results / PeaynbTarthl

ObLee KonMYecTBO APOXOKEBbIX U
nnecHesbix rpubos — He Gonee
10! KOE/mn

Microbial purity / TAMC — NMT 102 CFU/mi / 0CFU/10 ml
Mukpobunonoruyeckas O6wwee konu4ecTBo a3pobHbIX
yucToTa MUKpoopraHu3moB — He Gonee

102 KOE/mn

TYMC - NMT 10" CFU/mI / O0CFU/10 mi

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

Absentin 1.0 ml/ 1,0 ml

Staphylococcus aureus — absence/ml /
Staphylococcus aureus — oTcyTcTBME B
1mMn

Absentin 1.0 ml/ 1,0 ml

Assay Oxymetazoline

11.25 ug / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / mi /
KonnuyecteeHHoe coaepxanue | 11,25 mkr/gosa: 225-262,5 mkr/mn
oKcumeTrasonuHa okcuMeTasonuHa rmgpoxnopuaa
rmapoxnopuaa

258.3 pg/ml / 258,3 pg/ml
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A

Product: / Mpoaykr NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /
HA3UBUH CEHCUTUB,
cnpeit HasanbHbIM 4O3UPOBaHHbLIN, 11,25 Mkr/go3a

81724614
241620A

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

Manufacturing date (mm.yyyy): /
Qata npou3BoacTBa (MM.ITrT):

Expiry date (mm. )

Cpok rogHocTu (MM.rrrr):
Manufacturer according to the
registration in Russia: /
MpousBoauTens B COOTBETCTBUM
C perucrpauvei B Poccuu:

09.2021

09.2024

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

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

Parameter / MapameTtp Specifications / Cneundukaumm

Results /| PeaynbTathl

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 mMn B NONW3aTUNEHOBOM
dnakoHe ¢ AO3MPYIOLLUM
YCTPOMNCTBOM U 3aLUTHBLIM
NONN3TUNEHOBBLIM KONMNAYKOM.

1 cbnakoH n NUCTOK-BKNaAbILL B
KapToHHOM nayvke. He meHee
190 003 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 NONN3TUNEHOBOM
cdnakoHe ¢ 403NPYOLLM
YCTPONCTBOM U 3aLUTHBLIM
NOSINITUNEHOBLIM KOJINAYKOM.,

1 donakoH ¥ NUCTOK-BKNAaabIW B
KapTOHHON nayke. He meHee

190 po3 Ha nakoH.

In accordance with ND /
B cooTBeTCTBUM C HOPMATUBHBLIM
DOKYMEHTOM

Labeling / Mapkuposka

Complies as prescribed /
CootBeTcTBYET NPeanucaHHoOMy

Storage conditions /

YcnoBus xpaHeHus Mpu Temnepartype He Bbilwe 30°C.

At the temperature not more than 30°C. /

Shelf-life / Cpok xpaHeHus |3 years / 3 ropa

Assessment: / 3aknioueHue

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) / MapTtua cootseTCcTBYET Cneyvdukaumsam

HopmaTtusHoro gokymenra J1M-00051 101
04.02.2019, uameHeHune Ne ﬁm’ﬁ%ﬂ Y

Date / Signature of Qualified Person: /
Qata / noagnuchb ynoNnHOMOYEeHHOro nuua:

(n3meHeH
@

12 SL O 21
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