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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHATTU3A

Product: / Npoayxr

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

crnpey HaszanbHbIA AO3UPOBaHHbLINW, 11,25 Mkrigo3a

SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne napTuu: 325590A
Manufacturing date (mm.yyyy): /

Data npouzsogcTea (MM.ITIT): 30.06.2024
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.IrIrr): 05.2027

Manufacturer according to the

registration in Russia: /

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

MpouzsoauTens B COOTBETCTBUM

C perucTtpauuvein 8 Poccum:

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

Parameter / NapameTtp

Specifications / Cneundrukaumm

Results / PeaynbTaThbl

Identification

Oxymetazoline
hydrochloride /
MNMoanvHHoCTL

OxcunmeTasonuHa
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
YAEPXKUBAHUSA OCHOBHOTO NWKa Ha
XpomMaTorpamme UCNbITYeMOoro pactsopa
AOMKHO COOTBETCTBOBaTEL BpEMEHU
yAEpKnBaHWA OCHOBHOIMO NUKa Ha
XpomaTtorpamme CTaH4apTHOro pacteopa
OKCMMETAa30MMHa ruapoxnopuaa,
Nony4YeHHOW Npu KonM4ecTBEHHOM
onpeaeneHuu.

Conforms /
CcoOTBEeTCTBYET

Clarity / Npospa4HoCcTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuns npenapaTta He 4oMKHa
npeBbIWaTh onanecueHUMIo STanoHa
cpaBHeHus I.

Conforms /
COOTBETCTBYET
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJNTU3A

Product: / Mpoaykr

SAP-Code: /| Kog SAP:
Batch no.: / Ne naptuu:

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCHUTUB,

cnpew HazanbHbI# OO3UPOBaHHbINA, 11,25 MKr/go3a

05503228
325590A

Manufacturing date (mm.yyyy): /

gaTa npou3BoaAcTBa (MM. rrrr):

30.06.2024

Expiry date (mm. )
Cpok roaHocTH (MM.Irrr):

05.2027

Manufacturer according to the

registration in Russia: /

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

[MpoussoauTenbL B COOTBETCTBUM

c perucTpauuein B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneundukaumun

Results / PesynbTathl

COOTBETCTBOBATDb.

Color of the solution / The product should be not more colored than | Conforms /
LiBeTHOCTb pacTBopa color reference solution Y7 / MNpenapat COOTBETCTBYET
OomKkeH ObITb OKpalleH He bonee
WHTEHCKBHO, YeM 3TanoH Y-.
Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007
OTtHocuTensHas nnotHoctb | OT 1,006 oo 1,010
(d 20/20)
pH / pH From56to6.1/0T 5,6 006,1 59
Osmolality / From 270 to 330 mOsmol/kg / 294 mOsmol/kg / 294
OcmonsanbHOCTL Ot 270 po 330 mOcmonb/kr MOcmonb/Kr
Mean dose weight and Mean dose weight: 45 mg £15 %. 45.89 mg / 45.89 mr
uniformity of dose weight / Uniformity of d - ./
CpeaHsis Macca A03bl 1 Cnl ormity of dose wen_g4;. must1c50(r;p y.
0[IHOPOAHOCTE MACChl peAHAa macca gosbl: 45 Mr 0. Conforms /
A03bl ORQHOPOAHOCTL Macchl A03bl: AOMKHA COOTBETCTBYET
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Npoaykr

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,
cnpeu HasanbHbIW [O3UPOBaHHLIN, 11,25 mkrigo3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 325590A
Manufacturing date (mm.yyyy): /
Hara npoussogcTBa (MM.ITIT): 30.06.2024
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./

MNpoussoauTens B COOTBETCTBUN

c perucrTpauuen B Poccuu:

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

Parameter / Napametp

Specifications / Cneuudukaumm

Results / PeaynbTtathl

Related substances /
PopcteeHHbIe npumecy

Impurity A (Hydrolysis product) — NMT 2.0
% / MNMpumeck A (NpoayKT ruaponusa) — He
6onee 2,0 %.

0.0 %

Cymma npumecen — He bonee 4,9 %.

Related substances / Impurity ZP-1 — NMT 1.5 % / 0.0%
PogcTteeHHble npuMech Mpumeck ZP-1 — He Gonee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EAnHWYHas HemBeHTUUUMpPOBaHHAS
npumeck — He Gonee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%

Microbial purity /
Mukpobuonoruyeckas
yucToTa

TAMC — NMT 10? CFU/ml /
O6wee uncno aspobHbix GakTepuii — He
6onee 102 KOE/mn

0 CFU/ml / 0 KOE/mn

TYMC — NMT 10" CFU/ml /
ObLee Ymcno OpoXCoKEBbLIX ¥ NNECHEeBbIX
rpuboe — He Gonee 10" KOE/mn

0 CFU/ml / 0 KOE/mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

HA3WBWH® CEHCUTUB,
cnpe# HazanbHbIA AO3UPOBaHHLIW, 11,25 MKr/no3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 325590A
Manufacturing date (mm.yyyy): /
Oara npousBogcTea (MM.FrrT): 30.06.2024
Expiry date (mm. A 4
Cpok rogHocTH (MMm.rrrr): 05.2027

Manufacturer according to the

reqgistration in Russia: /

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

MpousBoauTens B COOTBETCTBUM

C perucrpaumein B Poccuu:

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

Pseudomonas aeruginosa — absence/ml /
OTcyTcTBre Pseudomonas aeruginosal/mn.

Absentin 1.0 ml/

OtcyteteyeT B 1,0 Mn

Staphylococcus aureus — absence/ml. /
OTcytereue Staphylococcus aureus/imn.

Absentin 1.0 m!/

OtcytereyeTt B 1,0 M

Assay
Oxymetazoline

hydrochloride /
KonuuecTBeHHoe
oripegeneHme

OkcumeTtasonuHa
ruapoxnopua

225 - 262.5 ug of oxymetazoline
hydrochloride/ml. /

225 — 262,5 MKr okcumeTasonuHa
rmapoxnopuga/mn.

253.8 yg/ml / 253.8
MKr/Mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 yg/dose /
HA3WBUH® CEHCUTUB,
cnpen HazanbHbIW A03UMPOBaHHbIW, 11,25 Mkr/ao3a

05503228
325590A

Manufacturing date (mm.yyyy): /

Oata npousBoacTea (MM.ITrT):

30.06.2024

Expiry date (mm.yyyy): /
Cpok rogHocTu (Mm.rrrr):

05.2027

Manufacturer according to the

registration in Russia: /

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

I'lpouzao.nmeng B COOTBETCTBUU

C perncrpauuvei B Poccuu:

«®amap Xanc Kea Cepeuces Maapup, C.A.Y.»

Parameter / MapameTtp

Specifications / Cneuudunkauumn

Results / PesynbTtathl

Packaging / Ynakoska

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 npenapaTta Bo ¢hnakoH
13 NonuaTUneHa BbICOKOM
MSAOTHOCTW C AO3UPYHOLLMM
YCTPONCTBOM U C 3aLUNTHOMN
KPbILLKOW 13 NONMaTUNEHa
BbICOKOW MNOTHOCTW.

Mo 1 conakoHy BMecTe ¢
WHCTPYKLMEN NO NPUMEHEHMIO B
Nayvky 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 npenapaTta BO (riakoH
W3 MONNaTUNEHa BbICOKOM
MNOTHOCTN € 4O3UPYIOLLUM
YCTPOWCTBOM 1 C 3aLLMTHON
KPbILUKOW U3 NonuaTuneHa
BBICOKOW NNOTHOCTN.

Mo 1 dnakoHy BMecTe ¢
WHCTPYKLUNEN MO NPUMEHEHNIO B
rfayky KapTOHHY!IO.

Labeling / MapkupoBka

In accordance with ND. /
B COOTBETCTBMM C HOPMATUBHOWN
OOKYMeHTaumnen.

Complies as prescribed /
CooTBeTcTBYeT NpeanvcaHHomy

Storage conditions /
Ycnosusa xpaHeHus

At the temperature not more than 25°C. /

Mpu TemnepaType He Bbilwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years /3 rona
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpoaykr

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

Manufacturing date (mm.yyyy): /
Hara npoussoacTtea (MM.rIrrr):

Expiry date (mm.yyyy): /

CpoK rogHOCTU (MM.ITrT):
Manufacturer according to the
registration in Russia: /

MpouseoauTens B COOTBETCTBUMN
€ peructpauuen B Poccuu:

NASIVIN® SENSITIVE

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

cnpen HasafbHbIA [O3UMPOBaHHbIN, 11,25 MKr/go3a

05503228
325590A

30.06.2024
05.2027
Famar Health Care Services Madrid, S.A.U./

«®amap Xanc Kea CepBuces Mappua, C.A.Y.»

APl name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTazonunna
rmgpoxnopug

INN / MHH:

Oxymetazoline / OkcumeTasonuH

APl manufacturer batch number /
Homep cepumu npouzsogutena ADC:

23202119

FP Manufacturer APl Batch number /

Homep cepuu cy6cTanuumn nponasoautens MNMo:

2400608

Siegfried PharmaChemikalien Minden GmbH,

APIl Manufactured by & country / Germany /

MpoussoauTens APC, cTpaHa: 3urdpug PapmaXemukanueH MungeH M'vwoX,
repmaHus

Assessment: / 3aknioyeHue: The batch complies with the specification according to ND JI1-

000511-211022 amendement Ne1 from 03.11.2023 / MapTua
COOTBETCTBYET cneundukaunam HopmaTuBHoro gokymenta Jil-

000511-211022 usmeHeHue Nel ot 03.11.2023
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpogayxkr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pyg/dose /
HA3WBUH® CEHCUTUB,
crnpey HaszanbHbIW AO3UPOBaHHbINW, 11,25 MKr/gosa
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 325590A
Manufacturing date (mm.yyyy): /
Qarta npou3BoacTBa (MM.ITrr): 30.06.2024
Expiry date (mm.yyyy): /
Cpok rogHoCcTH (MM.FTTT): 05.2027
Manufacturer according to the
reqistration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpoussoauTesnib B COOTBETCTBUM
c perucrtpaumei B Poccuum: «®amap Xanc Kea Cepeuces Magpua, C.A.Y.»

o0¥ALE 2o [/

Date / Signature of Qualified Person: /
farta / noanuck ynonHoOMOYEeHHOro nuua:

L owis RArLer /oe

FAriAR aoclio

FAMAR

Health Care Services

Avda. Leganés, 62
28923 Alcorcén, Madrid, Spain







