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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATTU3A

Product: / NMpogykr

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /

HA3UBWH® CEHCUTUB,
cnpen HazanbHbIA 4O3UPOBaHHbINA, 11,25 MKr/go3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 325580A
Manufacturing date (mm.yyyy): /
dara npoussogcTea (MM.IIrr): 28.06.2024
Expiry date (mm.yyyy): /
CpoK rogHoCTH (MM.ITTT): 05.2027

Manufacturer according to the

registration in Russia: /

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

lMpouzBoguTens B COOTBETCTEBUU

C perncTtpauuein B Poccum:

«®amap Xanc Kea Cepsuces Maapug, C.A.Y.»

Parameter / Mapametp

Specifications / Cneuudukauum

Results / Pe3ynbTaThbl

Identification

Oxymetazoline
hydrochloride /
[MognnHHOCTL

OkcumeTasonuHa
rmapoxnopug

The retention time of the main peak on the
chromatogram of the tested solution is
required to correspond to the retention time
of the main peak on the chromatogram of the
oxymetazoline hydrochloride standard
solution, received at assay testing. / Bpems
yAEPXUBAHUA OCHOBHOIO Nika Ha
XpomMaTorpamme MCrbiTyemoro pacteopa
AOMKHO COOTBETCTBOBATL BPEMEHM
YAEPXKMBaAHWA OCHOBHOIO NWKa Ha
XpomaTorpamme CTan4apTHOro pacTteopa
OKCMMETas30nnHa rmapoxnopuaa,
NONY4EHHOW NPU KONMMYECTBEHHOM
onpegeneHun.

Conforms /
COOTBETCTBYET

Clarity / MNpo3payHoCcTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuns npenapara He 40JPKHA
npeBbIlaTh onanecUeHUno 3TanoHa
cpaBHeHus |.

Conforms /
COOTBETCTBYET
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /

HA3WBUH® CEHCUTUB,

cnpei Ha3arnbHbIA [O3UPOBaHHbLINA, 11,25 MKkr/po3a

05503228
325580A

Manufacturing date (mm.yyyy): /

gaTa npousBoacTea !MM.I’ rrr):

28.06.2024

Expiry date (mm.yyyy): /
Cpok rogHoCTH (MM.ITrT):

05.2027

Manufacturer according to the

registration in Russia: /

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

MNpouzsoauTens B COOTBETCTBUM

C peructpauuen B Poccum:

«®amap Xanc Kea Cepsuces Maapua, C.A.Y.»

Parameter / MapameTp

Specifications / Cneuudomnkaumm

Results / PeaynbTathl

Color of the solution / The product should be not more colored than | Conforms /
LiseTHOCTb pacTeopa color reference solution Y7 / MNpenapat cooTBETCTBYET
LOmKeH BbiTh okpalleH He Gonee
WHTEHCUBHO, YeM 3TanoH Y7.
Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007
OTtHocuTenbHas nnotHocTs | OT 1,006 go 1,010
(d 20/20)
pH / pH From56to6.1/0T1 5,6 g0 6,1 59
Osmolality / From 270 to 330 mOsmol/kg / 295 mOsmol/kg / 295
OcmonsinbHocTb Ot 270 po 330 mOcmone/kr mOcmonb/kr

Mean dose weight and
uniformity of dose weight /
CpeaHasa macca fo3bl 1
0OHOPOAHOCTb Macchl
A03bl

Mean dose weight: 45 mg +15 %.

Uniformity of dose weight: must comply./
CpeaHsist macca fo3bl: 45 mr £ 15 %.

O,D,HOpO,D,HOCTb MacCCbl 403bl: A0J1>KHA
COOTBETCTBOBATDL.

46.04 mg / 46.04 mr

Conforms /
COOTBETCTBYET
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CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHAINU3A

Product: / Npoaykr

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 uyg/dose /

HA3UWBUH® CEHCUTUB,
cnpew Has3anbHbLIA O3UMPOBaAHHLIN, 11,25 mkr/igo3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 325580A
Manufacturing date (mm.yyyy): /
Oata npoussoacTea (MM.IIIT): 28.06.2024
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.Frrr): 05.2027

Manufacturer according to the

registration in Russia: /

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

I'Igomaaogmenb B COOTEBETCTEUM

c perucrpauven B Poccum:

«®amap Xanc Kea Cepsuces Magpua, C.A.Y.»

Parameter / MapameTtp

Specifications / Cneuuncdukaumnm

Results / PesynbTathl

Related substances /
PoactBeHHbIe npumMec

Impurity A (Hydrolysis product) — NMT 2.0
% I Mpumeck A (NpoaykT rmaponusa) — He
6onee 2,0 %.

0.0 %

Cymma npumecei — He 6onee 4,9 %.

Related substances / Impurity ZP-1 = NMT 1.5 % / 0.0%
PoacTeeHHbIe npumecn Mpumecb ZP-1 — He Bonee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EOVHNYHas HenaeHTMPUUMPOBaHHaA
npumech — He 6onee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%

Microbial purity /
Mukpobuonoruuyeckas
yucToTa

TAMC — NMT 102 CFU/ml /
O6uwee yncno aspobHbix bakTepuin — He
tonee 102 KOE/mn

0 CFU/ml / 0 KOE/mn

TYMC — NMT 10" CFU/ml /
ObLwee yncno ApoxoKeBbIX U MIECHEBLIX
rpn6os — He 6onee 10" KOE/mMn

0 CFU/mI /0 KOE/mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /

HA3UBUH® CEHCUTUB,
crnpew HazanbHbIW AO03UPOBaHHbINR, 11,25 MKr/go3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 325580A
Manufacturing date (mm.yyyy): /
Data npouzsogcTBa (MM.ITIT): 28.06.2024
Expiry date (mm.yyyy): /
Cpok rogHocT (MM.ITrT): 05.2027

Manufacturer according to the

reqgistration in Russia: /

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

Mpou3BoauTenb B COOTBETCTBUM

Cc peructpauuven B Poccuu:

«®amap Xanc Kea Cepsuces Magpun, C.A.Y.»

Pseudomonas aeruginosa — absence/ml| /
OtcyTcTBMe Pseudomonas aeruginosalmn.

Absentin 1.0 ml/

OtcytctByeT B 1,0 MN

Staphylococcus aureus — absence/mi. /
OrTcyTtcreue Staphylococcus aureusimn.

Absentin 1.0 ml/

OTcytcreyeT B 1,0 MN

Assay
Oxymetazoline

hydrochloride /
KonwnyecteeHHoOe
onpeaeneHne

OkcumeTtasonuHa
rmapoxsropug

225 — 262.5 ug of oxymetazoline
hydrochloride/mi. /

225 — 262,5 MKr okcumeTasonuHa
rugpoxropuga/mn.

253.4 ug/ml / 253 .4
MKr/MnN
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Npoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3WBUH® CEHCUTUB,
cnpew Ha3anbHbIA 4O3UPOBaHHbLIN, 11,25 MKr/go3a

05503228
325580A

Manufacturing date (mm.yyyy): /

Qata npousBoacTBa (MM.ITIT):

28.06.2024

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

05.2027

Manufacturer according to the

registration in Russia: /

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

lMpousBoauTens B COOTBETCTBUM

c perucrpauuei B Poccuum:

«®amap Xanc Kea Cepsuces Maagpua, C.A.Y.»

Parameter / Mapametp

Specifications / Cneundukauum

Results / Pesynbrathl

Packaging / YnakoBka

Per 10 ml into a bottle of high-
density polyethylene with dosage
device and protective cap of high-
density polyethylene.

1 bottle enclosed with leaflet into
carton box. /

Mo 10 mn npenapata Bo ¢hrakoH
13 NONUaTUNEHa BbIiCOKOW
NNOTHOCTU C A03MPYOLLUM
YCTPOWCTBOM U C 3aLUTHOW
KPbILLKOA U3 NONUITUNEHA
BbICOKOW MSIOTHOCTW.

Mo 1 chnakoHy BmecTe ¢
VHCTPYKUMENR MO NPUMEHEHNIO B
nayky KapTOHHYIO.

Per 10 ml into a bottle of high-
density polyethylene with dosage
device and protective cap of high-
density polyethylene.

1 bottle enclosed with leaflet into
carton box. /

Mo 10 mn npenapata Bo ¢hnakoH
13 NONUAITUNEHA BbICOKOW
MNOTHOCTU C 4O3UPYIOLLMM
YCTPOWACTBOM U C 3aLMTHOM
KPbILLKOW U3 NONnaTuneHa
BbICOKOW MAOTHOCTWN.

Mo 1 ¢pnakoHy BmecTe C
WHCTPYKUMEN NO NPUMEHEHMIO B
nadKy KapTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBETCTBUM C HOPMATUBHOWM
OOKYMeHTaumen.

Complies as prescribed /
CooTBeTCcTBYET NpeanucaHHoOMy

Storage conditions /
Ycnosua xpaHeHus

At the temperature not more than 25°C. /

Mpy Temnepatype He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3years /3 roga
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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHANU3A

Product: / Mpogaykr

SAP-Code: / Kog SAP:

Batch no.: / Ne naptuu:
Manufacturing date (mm.yyyy): /
dara npoussoacTsa (MM.rrrr):
Expiry date (mm.yyyy): /

Cpok roaHocTu (MM.rrrr):
Manufacturer according to the
registration in Russia: /

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3VWBWH® CEHCUTUB,

cnpewn Ha3anbHbIW 0O3UWPOBaHHbIN, 11,25 MKr/go3a

05503228
325580A

28.06.2024
05.2027

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

lMpoussoaguTens B COOTBETCTBUMU

C peructpauuven B Poccuu:

«®amap Xanc Kea Cepsucesz Maapun, C.A.Y.»

API name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTtazonuHa

ryuapoxnopug
INN / MHH: Oxymetazoline / OkcumeTtazonuH
APl manufacturer batch number /
Homep cepun npomnzBogutensa A®C: ea0ails
FP Manufacturer APl Batch number / 2400608

Homep cepuu cy6ctaHumm nponasogurtens MNMo:

Siegfried PharmaChemikalien Minden GmbH,

APl Manufactured by & country / Germany /

Mpoussoantens APC, cTpaHa: 3urdpug PapmaXemumkanueH MuHaeH M'voX,
epmaHus

Assessment: / 3aknioyeHue: The batch complies with the specification according to ND -

000511-211022 amendement Ne1 from 03.11.2023 / MapTtus
COOTBETCTBYET cneundukaunsm HopmaTusHoro gokymenta JM-
000511-211022 nsmeHeHue Net ot 03.11.2023
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / NMpoaykr

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

Manufacturing date (mm.yyyy): /
Oara npousBoacTBa (MM.IIrr):

Expiry date (mm.yyyy): /
Cpok rogHOCTH (MM.TFTTT):

Manufacturer according to the
registration in Russia: /

I'lnousaog,menb_g COOTBETCTEUMU

¢ peructpauuen B Poccum:

Date / Signature of Qualified Person: /

ga'ra / noanuchb yNnoJHOMO4YeHHOro nuua.

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3UBUH® CEHCUTUB,

cnpeu HazanbHbIW 4O3MPOBaHHbLIN, 11,25 mkr/go3a

05503228
325580A

28.06.2024
05.2027
Famar Health Care Services Madrid, S.A.U./

«®amap Xanc Kea Cepruces Magpug, C.A.Y.»

O AUV G 2 //

Luzy Tamiace /ap

Farm anc A A S

FAMAR

Health Care Services

Avda. Leganés, 62
28923 Alcorcon, Madrid, Spain







