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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJTIU3A

Product: / MpoayKT

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

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

crpen HasanbHbIW A4O3UPOBaHHbLIN, 11,25 MKr/go3a

05503228
360470A

Manufacturing date (mm.yyyy): /

Hara npousBoacTBa (MM.rrrT):

10.2025

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

09.2028

Manufacturer according to the

registration in Russia: /

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

MNpou3soauTens B COOTBETCTBUM

Cc peructpauven B Poccuu:

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

Parameter / NapameTp

Specifications / Cneundukaumn

Results / PesynbTaTthl

Identification
Oxymetazoline
hydrochloride /
MoanvHHOCTL
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
yAep>XnBaHWs OCHOBHOMO NUKa Ha
XpoMaTorpamme KCnbITyemMoro pacteopa
AOMKHO COOTBETCTBOBATL BPEMEHMU
yAepKusaHusi OCHOBHOIO NMuKa Ha
XpoMaTorpamme CTaHAapTHOro pacTeopa
OKCUMEeTa30nuHa rmapoxnopuaa,
Nony4YeHHOWM Npyn KONYECTBEHHOM
onpegeneHuu.

conforms / cooTBeTCTBYET

Clarity / Mpo3spayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuus npenapara He 4oMmKHa
NPeBbILLAaTE ONanecUeHUVIo 3TanoHa
cpaBHeHuA |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTb pacTeopa

The product should be not more colored than
color reference solution Y7 / Npenapat
AormxkeH BbITb oKkpalueH He 6onee
WHTEHCUBHO, YeM 3TanoH Y.

conforms / cooTBeTcTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007
OTHocuTenbHana nnotHocTb | OT 1,006 oo 1,010

(d 20/20)

pH / pH From 5.6t06.1/0t1 5,6 0o 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 290 mOsmol/kg /
OcMonsAnbHOCTbL OT1 270 po 330 mOcmonb/kr 290 mOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIN3A

Product: / NMpoaykr

SAP-Code: | Kon SAP:
Batch no.: / Ne napTuu:

NASIVIN® SENSITIVE

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

HA3NBUH® CEHCUTUB,

cnpen HasanbHbIA QO3UpPOBaHHbIW, 11,25 MKr/go3a

05503228
360470A

Manufacturing date (mm.yyyy): /

Oara npou3soacTBa (MM.rrrr):

10.2025

Expiry date (mm.yyyy): /
CpOK rogHOCTU (MM.ITrT):

09.2028

Manufacturer according to the

registration in Russia: /

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

MpoussoauTenb B COOTBETCTBUM

¢ peructpauuen B Poccum:

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

Parameter / MapameTtp

Specifications / Cneuudukauuu

Results / PeaynbTtathl

Mean dose weight and
uniformity of dose weight /
CpenHasa macca gosbi n
OAHOPOAHOCTL Maccehl
[o3bl

Mean dose weight: 45 mg +15 %.

Uniformity of dose weight: must comply.

OmHOpOAHOCTH  MAacCchl  JIO3BI:

COOTBCTCTBOBATH

JOJDKHA

45.89 mg / 45.89 mr

Number of doses per pack
/ Konnyectso 0o3 B
ynakoBke

Not less than 143 doses per container/

He meHee 143 o3 Bo chnakoHe

183 doses/ 183 nos

Related substances /
PopactBeHHbIe npumecu

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

0.0 %

Impurity ZP-1 — NMT 1.5 % /
Mpumeck ZP-1 — He 6onee 1,5 %.

0.0 %

Single unidentified impurity — NMT 1.0 % /
EAvHnyHas HemaeHTudymMpoBaHHas
npumeck — He 6onee 1,0 %.

0.0%

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

0.0 %

Microbial purity /
MukpoSuonorudeckas
yuctoTa

TAMC — NMT 102 CFU/ml/
Obuee uncno aspobHbix GakTepnii — He
donee 102 KOE/mn

0 CFU/ml/
0 KOE/mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANN3A

Product: / MpoAaykT

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3SUBUH® CEHCUTUB,

crnpe# HasanbHbIA OO3MpPOBaHHbIN, 11,25 MKr/go3a
05503228

360470A

Manufacturing date (mm.yyyy): /

fdara npoussogcTea (MM.rrrr): 10.2025

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

09.2028

Manufacturer according to the

registration in Russia: /

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

lMpoussoauTenb B COOTBETCTBUU

C peructpauuen B Poccuu:

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

TYMC - NMT 10" CFU/mi / 0 CFU/ml /
Ob6Luee Yncno OpoXOKEBbLIX U NMECHeBbIX 0 KOE/mn
rpu6os — He Gonee 10' KOE/mn

Pseudomonas aeruginosa — absence/ml / Absent in 1.0 ml/
OrcytctBue Pseudomonas aeruginosa/mn. | Otcytcteyet B 1,0 mn

rmapoxnopug

Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OrtcytctBue Staphylococcus aureus/mn. OTtcyTctByeT B 1,0 Mn
Assay 225 — 262.5 ug of oxymetazoline 249.1 pg/ml /
Oxymetazoline hydrochloride/ml. / 249.1 mkr/mn
hydrochloride / 225 — 262,5 MKr okcuMeTa3onnHa
KonuuyecTtBeHHoe rugpoxnopuga/mn.
onpegeneHue
OkcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / lNpoaykr

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

NASIVIN® SENSITIVE

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

cnpei HazanbHbIN 4O3MpOBaHHbIRA, 11,25 MKr/ao3a

05503228
360470A

Manufacturing date (mm.yyyy): /

Hata npoussoacTBa (MM.Irrr):

10.2025

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

09.2028

Manufacturer according to the

registration in Russia: /

MNpoussoguTens B COOTBETCTBUU

C peructpauuen B Poccuu:

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

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

Parameter / MNapameTtp

Specifications / Cneundukauuu

Results / Pesynbrathl

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 npenapata Bo ¢nakoH
13 NONM3TUINEHA BbICOKOW
NAOTHOCTK C [O3MPYIOLLUM
YCTPOACTBOM U C 3aLLUTHON
KPbILLKOW 13 NONnaTuneHa
BbICOKOW MITOTHOCTW.

Mo 1 gpnakoHy BmecTe ¢
WHCTPYKUMEN NO NPUMEHEHWIO 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 chnakoH
13 NOMNU3TUINEHA BLICOKOW
NMOTHOCTN C [O3UPYIOLLUM
YCTPOWCTBOM U C 3aLMTHOM
KpbILLKOW U3 nonuaTuneHa
BbICOKOW MMOTHOCTW.

Mo 1 pnakoHy BMecCTe ¢
VHCTPYKLUMER NO NPUMEHEHUIO B
nayky KapTOHHY!O.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBeTCTBMM C HOPMATUBHOW

OoKyMeHTauven.

Complies as prescribed /
CooTBeTcTBYET NpeAnMcaHHoOMY

Storage conditions /
YCcnoBus XxpaHeHus

At the temperature not more than 25°C. /

Mpv TemnepaTtype He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3 roga
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CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHAJTU3A

Product: / [poaykT

SAP-Code: / Kon SAP:

Batch no.: / Ne napTtuu:
Manufacturing date (mm.yyyy): /
darta npoussogcTea (MM.rrrr):
Expiry date (mm.yyyy): /

Cpok rogHoCcTH (MM.FTTT):
Manufacturer according to the
registration in Russia: /
[pouzeoauTens B COOTBETCTBUM
C peructpauuein B Poccum:

NASIVIN® SENSITIVE

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

crpen HasanbHbIW 4O3UPOBaHHbLIN, 11,25 Mkr/ao3a

05503228
360470A

10.2025
09.2028
Famar Health Care Services Madrid, S.A.U./

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

AP| name / HaumeHoBaHue APC:

Oxymetazoline hydrochloride / OkcumeTasonuHa

rmapoxnopug
INN / MHH: Oxymetazoline / OkcumeTtasonuH
API manufacturer batch number / 24972100

Homep cepuu npoussoautens A®C:

FP Manufacturer API Batch n

Homep cepuu cyb6ecranumm npoussoaurtena MNMo:

amber 2500951

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country I Germany /

Mpouzsoautens A®C, cTpaHa: 3urcppug PapmaXemukanueH MuHgeH MbX,
FepmaHus

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

000511-211022 amendment 1 from 03.11 .2023 // MapTua
COOTBETCTBYET cneundukaumam HopmaTuBHoro gokymeHTta M-

000511-211022 uameHeHne Ne1 ot 03.11 .2023

Date / Signature of Qualified Person: / /
OaTa / nognuck ynonHOMOYeHHOro nNuua: ISDEC202S /
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Health Care Services

Avda. Leganeés, 62
28923 Alcorcon, Madrid, Spain

MSPS






