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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Npoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /

HA3SNBUH® CEHCUTUB,

cnpeun Ha3anbHbIA 4O3UPOBAHHbIN, 22,5 MKr/go3a

05503227
323830A

Manufacturing date (mm.yyyy): /

Oara npousBoacTsBa (MM.ITTT):

06.2024

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

05.2027

Manufacturer according to the

reqgistration in Russia: /

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

MpouasoauTens B COOTBETCTBUMU

C perucrpauuen B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuudukaumm

Results / PeaynbTtaTthl

Identification
Oxymetazoline
hydrochloride /
MopnuHHOCTL
OkcumeTasonuHa
rmgpoxnopug

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
yOepXnBaHWA OCHOBHOTO NMKa Ha
XpomarorpaMmme UcnbITYemoro pactsopa
AOMMKHO COOTBETCTBOBaTL BPEMEHU
yAepXuBaHWs OCHOBHOrO NuKa Ha
XpomaTorpaMmme CTaHgapTHOro pactsopa
OKCUMETa30nnHa ruapoxnopunaa,
nony4YeHHoW Npu KONMYECTBEHHOM
onpeaeneHun.

conforms / cooTBETCTBYET

Clarity / lNpospayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuus npenaparta He A0IPKHA
npeBbIWaTh onanecueHuMo 3TasioHa
cpaBHeHwus |.

conforms / cooTBETCTBYET

Color of the solution /
LieeTHOCTb pacTBopa

The product should be not more colored than
color reference solution Y7 / MNpenapat
OomkeH BbiTb OKpaweH He Bonee
WHTEHCWBHO, YeM 3TanoH Y.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTHocutensHas nnotHocTb | OT 1,006 fo 1,010

(d 20/20)

pH / pH From56to6.1/0T1 5,6 806,1 59

Osmolality / From 270 to 330 mOsmol/kg / 292 mOsmol/kg /
OcmonanbHOCTb OT1 270 po 330 mOcmonb/Kr 292mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTUSA

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pg/dose /

HA3SUBUH® CEHCUTUB,

crnipeil HazanbHbIA 4O3UPOBaHHbLIN, 22,5 MKr/A03a

05503227
323830A

Manufacturing date (mm.yyyy): /

Oarta npouasoacTea (MM.rrrr):

06.2024

Expiry date (mm.yyyy): /
CpoOK rogHOCTU (MM.FTTT):

05.2027

Manufacturer according to the

registration in Russia: /

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

MpouzBoauTenbL B COOTRBETCTBUU

Cc perucrpauuven B Poccuu:

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

Parameter / [NapameTtp

Specifications / Cneundmkaumnm

Results / Pe3ynbrtathl

Mean dose weight and
uniformity of dose weight /
CpegHnas macca o3bl 1
OAHOPOOHOCTb Macchl
003bl

Mean dose weight: 45 mg +15 %.
Uniformity of dose weight: must

comply.CpegHas macca gosbl: 45 mr £ 15 %.

OpHopoaHOCTb Macchl A03bl: AOMMKHA
COOTBETCTBOBATH.

44.94 mg | 44.94 mr

conforms / cooTBeTCTBYET

rpubos — He 6onee 10! KOE/mMn

Related substances / Impurity A (Hydrolysis product) — NMT 2.0 0.0%
PogcTteeHHble npumecu % / Ipumeck A (NpoayKT rugponusa) — He
tonee 2,0 %.
Impurity ZP-1 —NMT 1.5 % / 0.0%
Mpumecb ZP-1 — He Gonee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EovHu4Has HemaeHTudbLmpoBaHHas
npumeck — He 6onee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%
Cymma npumecei — He 6onee 4,9 %.
Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml/
Mukpobuonornyeckas O6uee uucno aspobHbix bakTepuit — He OKOE/mn
yucroTa 6onee 102 KOE/mn
TYMC — NMT 10" CFU/ml / 0 CFU/mi/
Obuee 4Mcno OpoXoKEBbLIX U NIECHEBBLIX OKOE/mn

Pseudomonas aeruginosa — absence/ml /

OtcytcTBUe Pseudomonas aeruginosa/mn.

Absent in 1.0 ml/
OtcyTctByeT B 1,0 Mn

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

Absentin 1.0 ml/
OtcyTcteyeT B 1,0 Mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /

HA3UBUH® CEHCUTUB,
cnpei HasaribHbIW O4O3UPOBaHHbIN, 22,5 MKr/ao3a
SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne naptuu: 323830A
Manufacturing date (mm.yyyy): /
Qarta npousBogcTea (MM.ITIT): 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./

MpousBoauTens B COOTBETCTBMMU

c peructpauven B Poccuu:

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

Assay
Oxymetazoline
hydrochloride /
KonuuectseHHoe
onpegeneHue
OkcumeTasonuHa
rmapoxnopua,

450 - 525 ug of oxymetazoline 497 pg/ml / 497 mkr/mn
hydrochloride/ml. /
450 - 525 MKr oKCUMeTa30mMmnHa
rugpoxsiopuga/mn.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /
HA3UBUH® CEHCUTUB,
cnpen HasanbHbIW 4O3MPOBaHHbINA, 22,5 MKr/ao3a
SAP-Code: / Koo SAP: 05503227
Batch no.: / Ne naptuu: 323830A
Manufacturing date (mm.yyyy): /
[ara npoussogcTBa (MM.ITIT): 06.2024
Expiry date (mm.yyyy): /
CpoK rogHocTu (MM.TTIT): 05.2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MNpou3BoguTens B COOTBETCTBMU
¢ peructpauuen B Poccuu: «®amap Xanc Kea Cepsuces Magpun, C.A.Y.»
Parameter / Mapametp | Specifications / Cneuncukaumuu | Results / PesynbtaTthbl
Packaging / YnakoBka Per 10 ml into a bottle of high- Per 10 ml into a bottle of high-
density polyethylene with dosage | density polyethylene with dosage
device and protective cap of high- | device and protective cap of high-
density polyethylene. density polyethylene.
1 bottle enclosed with leaflet into | 1 bottle enclosed with leaflet into
carton box. / carton box. /
Mo 10 mn npenaparta Bo ¢nakoH | Mo 10 mMn npenapaTa BO ¢pnakoH
13 NonMaTUNeHa BbICOKOW N3 NONM3TUNEHA BLICOKON
MIOTHOCTM C A03MPYIOLLUM NAOTHOCTM C A03UPYIOLLIMM
YCTPOWCTBOM U1 C 3aLLUTHOW YCTPOWCTBOM U C 3aLLMTHOW
KPbILIKOW U3 NONW3TUNEHa KPbILLKOW 13 NonnaTuneHa
BbICOKOW NNOTHOCTM. BbICOKOW MITOTHOCTM.
Mo 1 dnakoHy BMecTe ¢ Mo 1 cnakoHy BMecTe €
WHCTPYKLIMEN NO NPUMEHEHNIO B | MHCTPYKLMEN MO NMPUMEHEHNIO B
nayky KapTOHHYIO. nayky KapTOHHY!O.
Labeling / Mapkuposka In accordance with ND. / Complies as prescribed /
B cooTtBeTcTBUM C HOpMmaTuBHOW | CooTBETCTBYET NpeanncaHHoMy
OOKYMEeHTaumen.
Storage conditions / At the temperature not more than 25°C. /
YcnoBus xpaHeHus Mpu TemnepaType He Bbiwe 25 °C.
Shelf-life / Cpok xpaHeHus | 3 years / 3 roaa




CERTIFICATE

Product: / Mpoaykr

SAP-Code: /| Kog SAP:

Batch no.: / Ne naptuu:
Manufacturing date (mm.yyyy): /
fara npou3BoacTBa (MM.Irrr):
Expiry date (mm.yyvyy): /

Cpok rogHocTu (MM.rrrr):

Manufacturer according to the
registration in Russia: /
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OF ANALYSIS / CEPTUPUKAT AHAJIU3A

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 uyg/dose /
HA3SUBUH® CEHCUTUB,

cnpeun HasanbHbIA O3UPOBaHHbIN, 22,5 MKr/go3a

056503227
323830A

06.2024
05.2027

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

[pou3BoauTens B COOTBETCTBUM

¢ peructpauven B Poccum:

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

APl name / HanmeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTasonuHa

rugpoxnopua
INN / MHH: Oxymetazoline / OkcMMeTa3onuH
API manufacturer batch number /
Homep cepuu npoussogutens A®C: 25200
FP Manufacturer API Batch number / 2400608

Homep cepumn cybctanummn npoussogutens MNo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
Mpounasogutens APC, cTpaHa: 3urcppug PapmaXemukanueH MunaeH MméX,
'epmaHus

Assessment: / 3aknioyeHue:

The batch complies with the specification according to ND JII1-
000511-211022 amendement Ne1 from 03.11.2023 / MNMapTua
COOTBETCTBYET crieumcpurkaumsam HopMaTUBHOro AokymeHTa JIM-
000511-211022 nam. Ne1 ot 03.11.2023

Date / Signature of Qualified Person: / / =
[ata / nognyuck ynosiHOMOYEHHOro Nuua: ASL AU L 2ODM ﬁ

SUQCS QL\)P e gof\ EQLCG.

FAMAR MADAD







