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CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHATTU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

HA3BUH® CEHCUTUB,
crnipei HaszanbHbIW 4O3MPORaHHLIR, 11,25 MKr/go3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 325830A
Manufacturing date (mm.yyyy): /
Hara npou3BoacTBa (MM.ITTT): 01.07.2024
Expiry date (mm.yyyy): /
CpoK rogHOCTH (MM.FTIT): 06.2027

Manufacturer according to the

registration in Russia: /

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

nQOIﬂ3BO.IIHTeJ1b B COOTEBETCTEUM

C perucrpauuvei B Poccum:

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

Parameter / NapameTtp

Specifications / Cneunchukauum

Results / PeaynbTathl

Identification

Oxymetazoline
hydrochloride /
MNMoanuHHOCTL

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. / Bpema
YASPXXMBaHWUA OCHOBHOrO Nuka Ha
XpomMaTorpamme UCnbITYyeMoro pactsopa
DOMKHO COOTBETCTBOBATL BPEMEHM
yAEpXUBaHNS OCHOBHOMO NMWKa Ha
XpomaTorpamme CTahgapTHOro pacrteopa
OKCMMETa30ru1Ha rmapoxnopunaa,
Nony4eHHOW NpWN KONUYECTBEHHOM
onpeaeneHuu.

Conforms /
COOTBETCTBYET

Clarity / MNMpospayHocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHuUus npenapaTta He A40KHa
npesbiaTh onanecueHuunio atanoHa
CpaBHeHud |.

Conforms /
COOTBETCTBYET
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Npoaykr

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

NASIVIN® SENSITIVE

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

HA3WBUH® CEHCUTUB,

cnpew HazanbHbIW O3UPOBaHHbLIN, 11,25 MKr/go3a

05503228
325830A

Manufacturing date (mm.yyyy): /

Data npoussoacTea (MM.IrIT):

01.07.2024

Expiry date (mm.yyyy): /
Cpok rogHoCTH (MM.ITIT):

06.2027

Manufacturer according to the

reqistration in Russia: /

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

MpoussoauTenb B COOTBETCTEBUM

C peructpauuei B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundomkaumnm

Results / PeaynbTtathbl

Color of the solution /

The product should be not more colored than

Conforms /

LiBeTHOCTb pacTBOpa color reference solution Y7 / MNpenapar COOTBETCTBYET
OorkeH BbITb okpalleH He bonee
WHTEHCUBHO, Yem 3TanoH Y7.
Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007
OTtHocuTenbHasa nnoTtHocTk | OT 1,006 oo 1,010
(d 20/20)
pH /pH From56to6.1/0T1 5,6 006,1 5.9
Osmolality / From 270 to 330 mOsmol/kg / 301 mOsmoi/kg / 301
OcmonAnbHOCTL Ot 270 go 330 mOcmonb/kr mOcmonb/kr

Mean dose weight and
uniformity of dose weight /
CpeaHsasa macca 0osbl 1
O4HOPOAHOCTbL Macchl
A03bl

Mean dose weight: 45 mg 15 %.

Uniformity of dose weight: must comply./
CpegnHsas macca gosbl: 45 mr + 15 %.

OIJ,HOpOAHOCTb Maccbl 4O3bl: AO0MXHA
COOTBETCTBOBATDL.

45.62 mg / 45.62 wr

Conforms /
COOTBETCTBYET
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CERTIFICATE OF ANALYSIS /| CEPTUDUKAT AHANU3A

Product: / NMpogyxr

NASIVIN® SENSITIVE

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

HA3NBUH® CEHCUTMUB,

Crpen Ha3zanbHbIA AO3UPOBaHHbLIN, 11,25 mkrigosa

SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 325830A
Manufacturing date (mm.yyyy): /

Oarta npou3soacTBa (MM.Irrr): 01.07.2024
Expiry date (mm.yyyy): /

Cpok roaHocTH (MM.rrrr): 06.2027

Manufacturer according to the

registration in Russia: /

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

[poussoauTens B COOTBETCTBUM

C perucrtpauuen B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukauuu

Results / PeaynbTaThl

Related substances /
PoacTteeHHbIE NpuMecH

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

0.0 %

Cymma npumecei — He Gonee 4,9 %.

Related substances / Impurity ZP-1 = NMT 1.5 % / 0.0%
PoacTteeHHbIe npumecw Mpumeck ZP-1 — He Gonee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EAnHW4Has HevaeHTUdMUMpPOBaHHas
npumeck — He 6oriee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%

Microbial purity /
Mukpoburonorndeckas
ynucToTa

TAMC — NMT 10?2 CFU/ml /
ObLee yncno aspobHbix GakTepuii — He
6onee 102 KOE/mn

0 CFU/ml / 0 KOE/mn

TYMC — NMT 10" CFU/ml /
Ob6Lee 4ucro gpoXoKEBLIX U MNECHEBbLIX
rpubos — He Bonee 10" KOE/mn

0 CFU/ml / 0 KOE/mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNN3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

HA3WBUH® CEHCUTUB,

cnpeit HasanbHbI [O3MPOBaHHbIA, 11,25 mkr/ao3a

SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptum: 325830A
Manufacturing date (mm.yyyy): /

Oata npou3soacTBa (MM.ITrT): 01.07.2024
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.IIT): 06.2027

Manufacturer according to the

registration in Russia: /

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

MpoussoanTensL B COOTBETCTBUU

c peructpauven B Poccuu:

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

Pseudomonas aeruginosa — absence/ml| /
OTtcyTcTBUe Pseudomonas aeruginosa/mn.

Absentin 1.0 ml/

Otcytetayet B 1,0 Mn

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

Absentin 1.0 ml/

OrcyTtereyeT B 1,0 MR

Assay
Oxymetazoline

hydrochloride /
KonunuyecTtseHHoe
onpegenexHme

OkcnmeTasonuHa
rugpoxnopua,

225 - 262.5 ug of oxymetazoline
hydrochloride/ml. /

225 — 262,5 MKr oKCUMETa30nnHa
rmapoxnopuaa/mn.

252.5 ug/ml / 252.5
MKI/Mn
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CERTIFICATE OF ANALYSIS / CEPTUGUKAT AHATIU3A

Product: / NpoaykTt

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 yg/dose /
HA3SUBUH® CEHCUTMUB,
cripe# HasalbHbIW 0O3UPOBaHHbLIN, 11,25 mKkr/aoza

05503228
325830A

Manufacturing date (mm.yyyy): /

Oarta npouasoacTea (MM.rrrr):

01.07.2024

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

06.2027

Manufacturer according to the

registration in Russia: /

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

[MpousBoguTens B COOTBETCTBUM

C perncrpauuen B Poccum:

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

Parameter / MapameTp

Specifications / Cneuudomkauumn

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 8o pnakoH
13 NONNaTNNEHa BLICOKOW
MANOTHOCTU C A03UPYIOLLUM
YCTPOMCTBOM U C 3aLLUUTHOM
KpbILIKOW U3 NONW3TUNEHA
BbICOKOW NNOTHOCTW.

Mo 1 onakoHy BmecTe ¢
VHCTPYKLUMEN NO NPUMEHEHMIO 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 ¢hnakoH
W3 NONM3TUNEHA BLICOKON
NNOTHOCTU C 4O3NPYIOLLNM
YCTPORCTBOM U C 3ALLUTHOW
KPbILUKOW 13 MONW3TUIEHA
BbICOKOA MNNOTHOCTW.

Mo 1 dnakoHy BMecTe C
WHCTPYKLUME NO NPUMEHEHWNIO B
nayKy KapTOHHY!O.

Labeling / Mapkupoeka

In accordance with ND. /
B cooTBeTCTBUMM C HOPMaTUBHOM
OOKYMEHTauunen.

Complies as prescribed /
CooTBeTcTBYET NPeanncaHHoOMy

Storage conditions /
Ycnoeust xpaHeHus

At the temperature not more than 25°C. /

Mpun TemnepaType He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years/ 3 rona
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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHAJIN3A

Product: / Mpoaykr

SAP-Code: | Kog SAP:
Batch no.: / Ne naptuu:
Manufacturing date (mm.yyyy): /

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pyg/dose /
HA3MBUH® CEHCUTUB,

crnpei HazanbHbI 4O3UPOBaHHbIN, 11,25 MKkr/igo3a

05503228
325830A

01.07.2024

OaTta npou3ssoacTBa (MM.ITIT):

Expiry date (mm.yyyy): /
Cpok rogHoCTH (MM.ITTT):

Manufacturer according to the
registration in Russia: /

Mpoun3soauTens B COOTBETCTBUU
C perucrpauuen B Poccuum:

06.2027

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

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

APl name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTtasonuHa
ruapoxnopug

INN / MHH:

Oxymetazoline / OkcnmeTasonuH

APl manufacturer batch number/
Homep cepuu npounzsogutens A®C:

23212090

FP Manufacturer APl Batch number /
Homep cepuu cybctaHuumn npousBogurens No:

2400609

APl Manufactured by & country /
Mpoussogurens APC, cTpaHa:

Siegfried PharmaChemikalien Minden GmbH,
Germany /

3urchpug PapmaXemukanueH MunaeH TM6X,
lepmaHua

Assessment: / 3akntoyeHume:

The batch complies with the specification according to ND J1l1-

000511-211022 amendement Ne1 from 03.11.2023 / NapTus
COOTBETCTBYET cneunukaumam HopMmaTtnsHoro aokymeHTa Jill-
000511-211022 nameHeHne Ne1 ot 03.11.2023

Date / Signature of Qualified Person: /
Oarta / nognvuck yNosHOMOYEHHOro nuua:

FAMAR

Health Care Services

Avda. Leganes, 62
28923 Alcorcon, Madrid, Spain
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