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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAINU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

HA3MBUH® CEHCUTUB,
cnpen HazanbHbIA 4O3UPOBaHHbIN, 11,25 MKr/go3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 325470A
Manufacturing date (mm.yyyy): /
Oata npou3BoAcTBa (MM.FTTT): 27.06.2024
Expiry date (mm.yyyy): /
CpoOK rogHOCTH (MM.ITIT): 05.2027

Manufacturer according to the

registration in Russia: /

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

MpouzBsoauTens B COOTBETCTBUM

c perucrpaumein B Poccuu:

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

Parameter / Mapametp

Specifications / Cneundukaumn

Results / PeaynbTtaTthbl

Identification

Oxymetazoline
hydrochloride /
MoannHHOCTb

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
YAEPXUBaHWSA OCHOBHOrO Nnka Ha
XpomMaTorpamme UCnbITyeMoro pactesopa
AOMKHO COOTBETCTBOBATb BPEMEHU
yAEpXMBaHNA OCHOBHOIO NuKa Ha
XpomaTorpamme CTaHA4apTHOro pacTeopa
OKCUMETa3onvHa ruapoxnopuaa,
nony4YeHHOW rnpyu KONMMYECTBEHHOM
onpegeneHuu.

Conforms /
COOTBETCTBYET

Clarity / Mpo3payHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuns npenapaTta He AOMKHa
npesbILaTe onanecueHUmIo aTanoHa
cpaBHeHus |.

Conforms /
COOTBETCTBYET
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHATIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3NBUH® CEHCUTUB,

crnpeur HasanbHbIW A03UPOBaHHbIN, 11,25 MKr/no3a

05503228
325470A

Manufacturing date (mm.yyyy): /

QaTa npousBoancTBa ‘ MM.ITIT.:

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

27.06.2024

05.2027

Manufacturer according to the

registration in Russia: /

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

Mpou3BoguTens B COOTBETCTBUU

c peructpauuei B Poccuu:

«®amap Xanc Kea CepBucesz Magpug, C.AY.»

Parameter / MapameTtp

Specifications / Cneuundpukaumu

Results / PesynbTtathi

Color of the solution / The product should be not more colored than | Conforms /
LiBeTHOCTL pacTeopa color reference solution Y7 / Mpenapar COOTBETCTBYET
AomkeH BbITb oKkpaweH He Gonee
WHTEHCUBHO, YeM 3TanoH Y-.
Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007
OTHocuTensHasa nnotHocTb | OT 1,006 go 1,010
(d 20/20)
pH/ pH From56t06.1/0T1 5,6 0086,1 59
Osmolality / From 270 to 330 mOsmol/kg / 306 mOsmol/kg / 306
OcmonsanbHOCTb Ot 270 po 330 mOcmonb/Kr MOcmonb/Kr

Mean dose weight and
uniformity of dose weight /
CpeaHsia macca [03bl 1
0QHOPOAHOCTb Macchl
03kl

Mean dose weight: 45 mg 15 %.

Uniformity of dose weight: must comply./
CpeaHsist macca fo3bl: 45 mr + 15 %.

O,D,HOpO,D.HOCTb MaccCbl 403bl: AO0MMXHA
COOTBETCTBOBATb.

43.52 mg /43.52 mr

Conforms /
COOTBETCTBYET
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTMUB,
crnpewn Ha3anbHbIW AO03UPOBaHHbIW, 11,25 Mkr/igoaa
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 325470A
Manufacturing date (mm.yyyy): /
data npoussoacTBa (MM.ITTT): 27.06.2024
Expiry date (mm.yyyy): /
Cpok rogHocTH (MMm.rrrr): 05.2027

Manufacturer according to the

reqgistration in Russia: /

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

Hpousaogurenb B COOTBETCTBUN

c peructpauueu B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundunkauum

Results / PeayneTaTthbl

Related substances /
PoacTteeHHbIe npumecu

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

0.0%

Related substances /
PoacTeeHHble npumecu

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

0.0%

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

0.0%

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

0.0%

Microbial purity /
Mukpobuonoruueckas
ynucToTa

TAMC — NMT 102 CFU/ml /
Ob6uwee yncno aspobHbix GakTepuii — He
6onee 102 KOE/Mn

0 CFU/ml/ 0 KOE/mn

TYMC — NMT 10! CFU/ml /
Ob6wee unMcno ApoXoKeBbIX U NIeCHeBbIX
rpudos — He 6onee 10" KOE/Mn

0 CFU/mI / 0 KOE/mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,
cnpew Ha3anbHbIW [O3UWPOBaHHbIN, 11,25 MKr/go3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuum: 325470A
Manufacturing date (mm.yyyy): /
Lata npoussoacTBa (MM.ITIT): 27.06.2024
Expiry date (mm.yyyy): /
CpoOK rogHoOCTH (MM.ITIT): 05.2027

Manufacturer according to the

registration in Russia: /

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

Mpou 3BOoAMTENbL B COOTBETCTBUMU

C peructpauuei B Poccuu:

«®amap Xanc Kea Cepsuces Maapug, C.AY.»

Pseudomonas aeruginosa — absence/ml /
OtcyTctBue Pseudomonas aeruginosa/mn.

Absentin 1.0 ml/

Otcyteteyet B 1,0 Mn

Staphylococcus aureus — absence/ml. /
OtcyTctBue Staphylococcus aureus/mn.

Absentin 1.0 ml/

OtcytcryeTr B 1,0 MR

Assay
Oxymetazoline

hydrochloride /
KonnyecteeHHoe
onpeaeneHve

OkcumeTasonuHa
rmgpoxrnopug

225 - 262.5 ug of oxymetazoline
hydrochloride/ml. /

225 — 262,5 MKr okcuMeTasonuHa
rmapoxnopuga/m.

252.3 ug/ml/ 252.3
MKr/Mn
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATTU3A

Product: / Mpogykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3WBUH® CEHCUTUB,
crnpei HasanbHbIX [O3NMPOBaHHbLIN, 11,25 MKr/po3a

05503228
325470A

Manufacturing date (mm.yyyy): /

OaTa npousBoacTBa (MM.ITIT):

27.06.2024

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

05.2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUM

c peructpauven B Poccuum:

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

Parameter / MapameTp

Specifications / Cneundomkaumum

Results / PesynbTathl

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 dnakoH
M3 NOMNATUIIEHA BbICOKOW
MNOTHOCTU C A03MPYIOLNM
YCTPOMCTBOM U C 3aLYUTHOMN
KPbILLKOW 13 NONNaTUneHa
BbICOKOM MIOTHOCTW.

Mo 1 dpnakoHy BmecTe ¢
WHCTPYKUMEN No NPUMEHEHWIO B
Mayky KapTOHHYHO.

Per 10 mi 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 NONN3TUNEHA BbICOKOWH
NNOTHOCTU C A03UPYIOLLUM
YCTPOWUCTBOM W C 3aLLMTHOWM
KPbILLUKOR 13 NONNSTUNEHA
BbLICOKOW MAOTHOCTI.

Mo 1 dpnakoHy BMmecTe C
WHCTPYKUWEN No NPUMEHEHUIO B
Nauky KapTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBETCTBAN C HOPMATUBHOIA
OOKYMeHTauuen.

Complies as prescribed /
CooTBeTcTBYET NpeanMcaHHoOMy

Storage conditions /
Ycnosua xpaHeHus

At the temperature not more than 25°C. /

MNpun TemnepaTtype He Bblwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years /3 ropga
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHANU3A

Product: / Npoaykr

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

Manufacturing date (mm.yyyy): /
Hata npousBoacTBa (MM.ITIT):

Expiry date (mm.yyyy): /

CpoK rogHoCcTH (MM.rrrr):
Manufacturer according to the
registration in Russia: /
MpownzBoauTen B COOTBETCTBUM
C perucrpauuen B Poccuu:

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3MBUH® CEHCUTMUB,

crnpey HazanbHbIW 4O3UPOBaHHbIN, 11,25 MKr/go3a

05503228
325470A

27.06.2024
05.2027
Famar Health Care Services Madrid, S.A.U./

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

APl name / HaumeHoBaHue A®C:

Oxymetazoline hydrochloride / OkcumeTtasonuHa

rmgpoxnopung
INN / MHH: Oxymetazoline / OkcumeTasonuH
AP| manufacturer batch number /
Homep cepum npoussogutensa APC: 23202119
FP Manufacturer APl Batch number / 2400608

Homep cepuu cy6etanuumn npoussogutens MNo:

Siegfried PharmaChemikalien Minden GmbH,

APl Manufactured by & country / Germany /

Mpoussoautens A®C, cTpaHa: 3urcppng PapmaXemukanued MuHageH MmoX,
epmaHus

Assessment: /| 3akniouyeHue: The batch complies with the specification according to ND JII1-

000511-211022 amendement Ne1 from 03.11.2023 / NapTus
COOTBETCTBYET cneuncpmkaumsamM HopmaTueHoro gokymenTa Jiln-
000511-211022 nameHeHve Ne1 ot 03.11.2023
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIN3A

Product: / Mpogykr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 ug/dose /
HA3SUBWUH® CEHCUTMUB,
cnpew HazanbHbIA 4O3UPOBaHHbIN, 11,25 Mkr/go3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 325470A
Manufacturing date (mm.yyyy): /
Oara npoussoAcTBa (MM.rrrr): 27.06.2024
Expiry date (mm.yyyy): /
Cpok rogHocTU (MM.rTrT): 05.2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
NpoussoauTens B COOTBETCTBUM
c peructpauven B Poccuu: «®amap Xanc Kea CepBuces Magpua, C.A.Y.»

Date / Signature of Qualified Person: / Ogr A Ué 29'7-\'( //

arta / nognuck ynon HOMO4YeHHOro nuua:

Z}ub Cnancast /Qe

FAMNAR Ao sH

FAMAR

Health Care Services

Avda. Leganés, 62 _
28923 Alcorcon, Madrid, Spain






