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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJNIUIA

Product: / lNpoaykr

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

NASIVIN® SENSITIVE

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

HA3WBUH® CEHCUTMUB,

cnpewn HasanbHbIM A03UPOBaHHbIN, 22,5 MKr/no3a

05503227
352000A

Manufacturing date (mm.yyvy): /

Oata npousBoacTBa (MM.ITIT):

06.2025

Expiry date (mm. 2
Cpok rogHocTu (MM.IIrr):

05.2028

Manufacturer according to the

registration in Russia: /

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

Mpowussoguten b B COOTBETCTBUU

C perucTpauuein B Poccuu:

«®Pamap Xanc Kea CepBuces Magpua, C.A.Y.»

Parameter / MapameTp

Specifications / Cneundukauum

Results / Pe3ynbTaTthbl

Identification
Oxymetazoline
hydrochloride /
MoanuHHOCTL
OkcumeTtasonuHa
rmapoxsiopug

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
yAEepXUBaHWA OCHOBHOMO NUKa Ha
XpomaTorpaMmmMe UCnbITyeMoro pactesopa
AOMKHO COOTBETCTBOBaTL BPEMEHU
YAEpPXKMBaHUSA OCHOBHOMO NUKa Ha
XpomaTorpamme CTaHgapTHOro pacteopa
OKCMMETa30MuHa rmapoxnopuaa,
NONyYEHHOW NpY KONNYECTBEHHOM
onpeaeneHuu.

conforms / cooTBeTCTBYET

Clarity / Mpo3spa4HocTb

The product should be not more opalescent
than reference suspension [. /
OnarnecueHuna npenaparta He JomKHa
fpeBbilliaTh OnanecLeHLU|io 3TanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHoCTbL pacTBopa

The product should be not more colored than
color reference solution Y7 / MNpenapat
AonxeH bbITk okpalweH He 6onee
WHTEHCWBHO, YeM 3TanoH Y.

conforms / cooTBeTCTBYET

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

H/pH From 5.6t06.1 /0T 5,6 0o 6,1 5.9
Osmolality / From 270 to 330 mOsmol/kg / 292 mOsmol/kg /
OcMonsineHOCTb Ot 270 go 330 mOcmonb/kr 292 mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

cnpen HasanbHbIA O3MPOBaHHbLIN, 22,5 MKr/Oo3a

05503227
352000A

Manufacturing date (mm.yyyy): /

Oarta npoussogcrea (MM.rrrr):

06.2025

Expiry date (mm.yyyy): /

CpoOK rogHOCTH (MM.TTTIT):

05.2028

Manufacturer according to the

registration in Russia: /

MpoussoguTens B COOTBETCTBMU

c perucrpauuen B Poccuu:

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

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

Parameter / MapameTp

Specifications / Cneundpukauum

Results / PesynbTathbl

Mean dose weight and
uniformity of dose weight /
CpepaHsia macca no3bl 1
04HOPOAHOCTb MaccChl
A03bl

Mean dose weight: 45 mg +15 %.

Uniformity of dose weight: must comply.

OZ[HOpOILHOCTb MaccChl JO3bI:

COOTBCTCTBOBATH

JOJIXKHa

46.90 mg / 46.90 mr

Number of doses per pack
/ KonuuecTtso go3 B
ynakoBKe

Not less than 143 doses per container./

He meHee 143 po3 Bo ¢pnakoHe

195 doses/ 195 nos

Related substances /
PogcteeHHbIe npumec

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

0.0 %

Impurity ZP-1 — NMT 1.5 % /
Mpumeck ZP-1 — He Gonee 1,5 %.

0.0 %

Single unidentified impurity — NMT 1.0 % /
EAvHnYHan HewgeHTUpuULUMpoBaHHasn
npumecst — He 6onee 1,0 %.

0.0%

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

0.0%

Microbial purity /
Mukpobuonornyeckas
yucToTa

TAMC — NMT 102 CFU/ml /
O6wee uncno aspobHbIx GakTepuin — He
6onee 102 KOE/mn

0 CFU/mI /
OKOE/mn




Page 3 of 5/ CtpaHuua 3 us 5

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTU3A

Product: / lMpoaykr

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

HA3WBUH® CEHCUTUB,
crnpen HasanbHbIA 4O3UPOBaHHLINA, 22,5 MKr/ao3a
SAP-Code: / Koo SAP: 05503227
Batch no.: / Ne naptuu: 352000A
Manufacturing date (mm.yyyy): /
Oara npou3BogcTBa (MM.ITIT): 06.2025
Expiry date (mm.yyyy): /
Cpok rogHOCTH (MM.ITrT): 05.2028

Manufacturer according to the

registration in Russia: /

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

MpousBoguTenb B COOTBETCTBUM

C perucrtpayuen B Poccuu:

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

TYMC — NMT 10! CFU/ml / 0 CFU/ml/
ObLuee 4ncno ApoXeKeBbIX U NIeCHEBBIX OKOE/mn
rpubos — He HGoree 10' KOE/mn

Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OtcytctBue Pseudomonas aeruginosa/mn. | Otcytereyet B 1,0 mn

rMAPOXNopua,

Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OrcyterBue Staphylococcus aureus/mn. OtcytcrByeT B 1,0 Mn
Assay 450 — 525 pg of oxymetazoline 503 pg/ml / 503 mkr/mn
Oxymetazoline hydrochloride/ml. /
hydrochloride / 450 — 525 mkr okcumeTasonuHa
KonunyectBeHHoe rmapoxnopuga/mn.
onpepeneHve
OxcumeTasonuHa




Page 4 of 5/ CtpaHnua 4 n3 5

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJTU3A

Product: / Mpooykr

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

NASIVIN® SENSITIVE

metered-dose nasal

spray 22,5 yg/dose /

HA3NBH® CEHCUTUB,
crnpen Has3anbHbIW A03UPOBaHHbLIN, 22,5 mkr/gosa

05503227
352000A

Manufacturing date (mm.yyyy): /

Oata npoussoacTea (MM.rrrr):

06.2025

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

05.2028

Manufacturer according to the

registration in Russia: /

Mpoussogurens B COOTBETCTBUMU

c peructpauuen B Poccum:

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

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

Parameter / NapameTp

Specifications / Cneundukaummn

Results / PesynbTtaTthl

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 nakoH
13 NONWaTUNEHAa BbICOKOW
NAOTHOCTMU C A03UPYIOLLIUM
YCTPOWCTBOM W C 3aLLUNTHOWN
KPbILLKOW U3 NONUITUNEHA
BbICOKOW NMOTHOCTM.

Mo 1 cnakoHy BMecTe ¢
WHCTPYKLMEN NO NPUMEHEHMIO B
NayKy KapTOHHYHO.

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 dnakoH
13 NONMU3TUIIEHA BbICOKOW
NNOTHOCTY C A03UPYIOLLNM
YCTPOWCTBOM U C 3aLUUTHOW
KPbILLKOM U3 NnonuMaTuneHa
BbICOKOMN NMOTHOCTMK.

Mo 1 conakoHy BmecTe €
WMHCTPYKUMER MO NPUMEHEHUIO B
Nayky KapTOHHYIO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBeTCTBMM C HOPMATUBHOM

OOKYMEHTaLUVEN.

Complies as prescribed /
CooTBeTCTBYET NPeannucaHHomy

Storage conditions /
Ycnosusa xpaHeHus

At the temperature not more than 25°C. /

MNpv Temnepatype He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3years/3roga
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATNU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /
HA3UBUH® CEHCUTUB,
cnpen HasanbHbLIX OO3MPOBaHHbLIN, 22,5 MKr/ao3a
SAP-Code: / Kon SAP: 05503227
Batch no.: / Ne naptuu: 352000A
Manufacturing date (mm.yyyy): /
Oata npou3soacTea (MM.ITrr): 06.2025
Expiry date (mm.yyyy): /
Cpok roaHocTU (MM.ITIT): 05.2028
Manufacturer according to the
reqgistration in Russia: / Famar Health Care Services Madrid, S.A.U./
lMpoussoauTens B COOTBETCTBUU
C peructpauuen B Poccuu: «®amap Xanc Kea Cepuces Maapua, C.A.Y.»
APl name / HaumeHoBaHune ADC: Oxymetazoline hydrochloride / OkcumeTazonuHa
rmgpoxnopug,
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepuun npousBoautena A®C: 24272100
FP Manufacturer  API Batch number / 2500671
Homep cepuu cyGcTaHumum npoussogutens MNod:
Siegfried PharmaChemikalien Minden GmbH,
API Manufactured by & country / Germany /
Mpoussoautens A®C, cTpaHa: 3urcppug PapmaXemukanveH MunaeH F'meX,
repmaHus
Assessment: / 3akntoyeHue: The batch complies with the specification according to ND J1I1-

000511-211022 amendment 1 from 03.11 .2023 // MapTtus
COOTBETCTBYET cneundrkayam HopMaTuBHOrO dokymeHTa J-
000511-211022 uameHeHne Ne1 ot 03.11 .2023

Date / Signature of Qualified Person: / 2.5 e 2a72S //
[Oarta / nognuch ynonHOMOYEHHOro nuua: —

o Z v, lamtaec
LR °

A
Avda. Leganés, 62 FArtAan. M AORD
28923 Alcorcén, Madrid, Spain







