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CERTIFICATE OF ANALYSIS / CEPTUOGUKAT AHANU3A

Product: / Mpoavkr

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

NASIVIN® SENSITIVE

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

HASUBUH® CEHCUTMUB,

crnpen HasanbHbIX AO3upoBaHHbIN, 11,25 MKr/go3a

05503228
358460A

Manufacturing date (mm.yyyy): /

Hara npousBogcTBa (MM.rrrr):

10.2025

Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.ITTT):

09.2028

Manufacturer according to the

registration in Russia: /

MpousBoAuTens B COOTBETCTBUU

c perucrtpauuei B Poccuu:

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

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

Parameter / NapameTp

Specifications / Cneundukayum

Results / PesynbTaThbl

Identification
Oxymetazoline
hydrochloride /
MopgnuHHoCTL
OkcumeTasonuHa
ruapoxnopug

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>KnuBaHWsi OCHOBHOTO NMuKa Ha
XpomMaTorpamme UCnbITyeMoro pacTsopa
OOMKHO COOTBETCTBOBATL BPEMEHMN
YAEPXXNBAHWUS OCHOBHOrO Nka Ha
XpomaTorpamme CTaHAapTHOro pacTeopa
OKCMMETa30MnHa rmapoxropuaa,
nory4YeHHoOW npy KONUYECTBEHHOM
onpeaeneHun.

conforms / cooTBeTCcTBYET

Clarity / MpospayHocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHuus npenapara He JoIkHa
npesbILLaTs onanecueHUuio aTanoHa
cpasHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTb pacTBOpa

The product should be not more colored than
color reference solution Y7 / Mpenapar
AomkeH 6bITb okpalweH He Bonee
WHTEHCUBHO, YeM 3TanoH Y7.

conforms / cooTBeTCTBYET

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

(d 20/20)

pH / pH From56t06.1/0T 5,6 0o 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 288 mOsmol/kg /
OcmMonanbHOCTL Ot 270 po 330 mOcmonb/kr 288 mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3WBUH® CEHCUTUB,

cnpew HasanbHbIA JO3MPOBaHHbIA, 11,25 MKr/ao3a

05503228
358460A

Manufacturing date (mm.yyyy): /

data npoussoacTsa (MM.IIIT):

10.2025

Expiry date (mm.yyyy): /
CpoK roagHoCTU (MM.TTIT):

09.2028

Manufacturer according to the

registration in Russia: /

[Mpou3soauTernib B COOTBETCTBUM

¢ peructpauuen B Poccuu:

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

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

Parameter / MNapameTtp

Specifications / Cneuudukanum

Results / PesynbTtaTthl

Mean dose weight and
uniformity of dose weight /
CpenHss macca 403bl U
OAHOPOAHOCTb Macchl
B03bl

Mean dose weight: 45 mg £15 %.

Uniformity of dose weight: must comply.

OZ[HOpOJlHOCTB MacCcChI JO3BI:

COOTBECTCTBOBATH

JIOTKHA

45.03 mg / 45.03 mr

Number of doses per pack
/ Konuyectso 003 B
yrnakoBke

Not less than 143 doses per container/

He meHee 143 o3 Bo dhnakoHe

174doses/ 174 po3

MukpoBuonoruyeckas
yucToTa

©onee 102 KOE/mn

Related substances / Impurity A (Hydrolysis product) — NMT 2.0 0.0%
PogacTteeHHble npumecu % / MNpumeck A (NpodyKT ruaponusa) — He
Gonee 2,0 %.
Impurity ZP-1 = NMT 1.5 % / 0.0%
Mpumecs ZP-1 — He Gonee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EovHnyHas HemaeHTUdUUMpoOBaHHas
npumecs — He 6onee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%
Cymma npumecei — He 6onee 4,9 %.
Microbial purity / TAMC — NMT 10?2 CFU/ml / 0 CFU/ml/
O6wee uncno aspobHbix BakTepuii — He 0 KOE/mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 ug/dose /

HA3WBUH® CEHCUTUB,
cnpen HasanbHbI 0O3MpPOBaHHbIN, 11,25 Mkr/no3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptum: 358460A
Manufacturing date (mm.yyyy): /
Qata npoussoacTea (MM.rrrr): 10.2025
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.ITrr): 09.2028

Manufacturer according to the

registration in Russia: /

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

[poussoauTensL B COOTBETCTBUM

€ perucrpauuvei B Poccuu:

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

TYMC — NMT 10! CFU/ml / 0 CFU/mI/
ObLLee uncno ApoXOKEBbIX U NNECHEBBIX 0 KOE/mn
rpubos — He Gonee 10" KOE/mn

Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OrcytcTBue Pseudomonas aeruginosa/mn. | OteyterayeT B 1,0 Mn

rnapoxnopua

Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OtcytcrBue Staphylococcus aureus/mn. Otcytereyet B 1,0 Mn
Assay 225 - 262.5 ug of oxymetazoline 249.2 ug/mi /
Oxymetazoline hydrochloride/ml. / 249.2 MKr/mn
hydrochloride / 225 - 262,5 MKr oKcMeTasonuHa
KonuyectseHHoe rmgpoxnopuaa/mn.
onpepeneHve
OkcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A

Product: / MpogykT

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

NASIVIN® SENSITIVE

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

crpen HasanbHbIA JO3upoBaHHbIN, 11,25 Mkr/gosa

05503228
358460A

Manufacturing date (mm.yyyy): /

Oarta npouzsoactTea (MM.rrrr):

10.2025

Expiry date (mm. 2
Cpok rogHOCTM (MM.ITIT):

09.2028

Manufacturer according to the

registration in Russia: /

MpoussoaunTenb B COOTBETCTBUM

C peructpauuei B Poccuu:

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

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

Parameter / NapameTp

Specifications / Cneuundukaumnu

Results / PesynbTathl

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 ¢hnakoH
U3 NONUaTKIIEHa BbICOKOM
NAOTHOCTK C [O3MPYIOLLUM
YCTPOWACTBOM W C 3aLLUTHOMN
KPbILLKOWA U3 NONUaTUIEHA
BbICOKOW NMOTHOCTU.

Mo 1 pnakoHy BmecTe ¢
VHCTPYKLMER NO NPUMEHEHUIO 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 ¢nakoH
13 NONMaTUMEHa BbICOKOW
NNOTHOCTY C A03VPYOLLMM
YCTPOWCTBOM U C 3aLLUTHON
KPbILLKON U3 NonunaTtuneHa
BbICOKOW MMAOTHOCTHN.

Mo 1 dpnakoHy BmecTe ¢
WHCTPYKUMEN No NPUMEHEHMIO B
Nadky KapTOHHYIO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBETCTBUM C HOPMATVUBHOWM
OOKYMEHTauunen.

Complies as prescribed /
CooTBeTCcTBYET NpeanMcaHHoOMy

Storage conditions /
Ycnosua xpaHeHus

At the temperature not more than 25°C. /

Mpu Temnepatype He Bolwe 25 °C.

Shelf-life / Cpok xpaHeHus

3years /3 roga




CERTIFICATE

Product: / lpoaykTt

SAP-Code: / Kog SAP:

Batch no.: / Ne naptuu:
Manufacturing date (mm.yyyy): /
fdarta npoussozacTBa (MM.rrrr):

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

Manufacturer according to the
registration in Russia: /
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OF ANALYSIS / CEPTUGUKAT AHAITU3A

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3SUBWH® CEHCUTUB,

cnpei HasanbHbIM AO3MPOBaHHbLIU, 11,25 Mkr/nosa

05503228
358460A

10.2025
09.2028

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

npousaogurenb B COOTBETCTBUMU

¢ perucTpauuven B Poccuu:

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

API name / HaumeHoBaHue APC:

Oxymetazoline hydrochloride / OkcumeTtasonuHa

rmapoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonuH
AP] manufacturer batch number /
Homep cepumn npoussogutensa ADC: 24272100
FP Manufacturer APl . Batch number / 2500951

Homep cepuu cy6cTaHuumu npoussogurtens MNMo:

API Manufactured by & country / Germany /
MNpoussoautens A®C, cTpaHa: 3urcppna PapmaXemukanueH MuHgen MubX,
"'epmaHus

Siegfried PharmaChemikalien Minden GmbH,

Assessment: / 3akntoyeHue:

The batch complies with the specification according to ND JI1-
000511-211022 amendment 1 from 03.11 .2023 // NapTus
COOTBETCTBYET CneLmpuKkaLmMsm HopMaTUBHOro fokymeHTa JiM-
000511-211022 usmeHeHue Ne1 ot 03.11 .2023

Qata / noAnUCL YNONHOMOYEHHOTO nuua:

Date / Signature of Qualified Person: / m : s pe
04DEC ZoZS//,/ﬂ e

Mc{U\ LCO gla':l/\.o\/\,e =

FAMAR

Health Care Services

Avda. Leganeés, 62
28923 Alcorcon, Madrid, Spain






