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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAITIU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTMUB,

cnpewn HazanbHbIW 4O3MPOBaHHbIN, 11,25 Mkr/go3a

SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 325460A
Manufacturing date (mm.yyyy): /

Qarta npoussoacTea (MM.ITIT): 26.06.2024
Expiry date (mm.yyyy): /

Cpok rogHocT! (MM.rTrT): 05.2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTenb B COOTBETCTBUM

c perucrpaumen B Poccuu:

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

Parameter / MNapameTtp

Specifications / Cneuuncukauumn

Results / Pe3ynbTathbl

Identification

Oxymetazoline
hydrochloride /
MNognuHHOCTL

OkcumeTasonnHa
rmgpoxnopua

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. / Bpemsa
YAEPKNBAHUS OCHOBHOIO NWKa Ha
XpoMaTorpamme UCnbITYeMOoro pacteopa
AOMKHO COOTBETCTBOBATb BPEMEHU
YAEPX1MBaHWA OCHOBHOrO MuKa Ha
XpomaTorpamme CTaHg4apTHOro pacTeopa
OKCMMETas3onvHa rmapoxnopuaa,
NoNy4eHHON NpW KONMMYECTBEHHOM
onpeaeneHuu.

Conforms /
COOTBETCTBYET

Clarity / NpospayHocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHuna npenaparta He AOMKHA
npeBbIWaTh onanecueHuUmMio aTanoHa
cpaBHeHus I.

Conforms /
COOTBETCTBYET
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / MpogykT

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

NASIVIN® SENSITIVE

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

HA3NBUH® CEHCUTUB,

cnpemn HazanbHbIW [O3UPOBaHHbLIN, 11,25 MKkr/aosa

05503228
325460A

Manufacturing date (mm.yyyy): /

Data npoussoacTea (MM.ITrT):

26.06.2024

Expiry date (mm.yyyy): /

CpoOK rogHocTu (MM.Irrr):

05.2027

Manufacturer according to the

registration in Russia: /

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

MpousBoauTens B COOTBETCTBUU

C perucTtpauuen B Poccuu:

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

Parameter / Mapametp

Specifications / Cneundcukauum

Results / PeaynbTaTthl

Color of the solution / The product should be not more colored than | Conforms /
LiBeTHOCTb pacTBopa color reference solution Y7 / Mpenapar COOTBETCTBYET
AomxeH bbITb OkpalLeH He Bonee
WHTEHCUBHO, YeM 3TanoH Y.
Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007
OTtHocuTenbHas nnotHocTk | OT 1,006 go 1,010
(d 20/20)
pH /pH From56t06.1/0T1 5,6 oo 6,1 59
Osmolality / From 270 to 330 mOsmol/kg / 297 mOsmol/kg / 297
OcmonsinbHoCTb Ot 270 po 330 mOcmonb/kr mOcmonb/kr

Mean dose weight and
uniformity of dose weight /
CpenHsas macca 4o3bl 1
OAHOPOAHOCTL Macchi
£03bl

Mean dose weight: 45 mg +15 %.

Uniformity of dose weight: must comply./
CpenHas macca fosbl: 45 mr + 15 %.

O[HOPOAHOCTL Macehl fj03bl: AOMKHa
COOTBETCTBOBATD.

4419 mg /4419 mr

Conforms /
COOTBETCTBYET
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Product: / Npogyxr

NASIVIN® SENSITIVE

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

HA3WBUH® CEHCUTMUB,
cnpei Ha3zanbHbIA [O3UPOBaHHbIN, 11,25 Mkr/po3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne napruu: 325460A
Manufacturing date (mm.yyyy): /
Oarta npou3eogcTea (MM.ITTT): 26.06.2024
Expiry date (mm.yyyy): /
CpokK rogHoCTH (MM.ITrT): 05.2027

Manufacturer according to the

reqgistration in Russia: /

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

MpoussoauTens B COOTBETCTBUMU

c perucrtpauuein B Poccum:

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

Parameter / [apametp

Specifications / Cneuuncpukayum

Results / PeaynbTaThbl

Related substances /
PoacTteeHHbIE NnpuMecn

Impurity A (Hydrolysis product) — NMT 2.0
% / MNpumeck A (NpoAyKT rmgponunsa) — He
donee 2,0 %.

0.0 %

Related substances /
PogcTeeHHLbIe npumecn

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

0.0%

Single unidentified impurity — NMT 1.0 % /
EavHnuyHaga HemaeHTudUnpoBaHHas
npumech — He 6onee 1,0 %.

0.0%

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

0.0%

Microbial purity /
Mukpo6uronornyeckas
yucToTa

TAMC — NMT 102 CFU/ml /
O6wwee uncno aspobHbix bakTepuit — He
6onee 102 KOE/mn

0 CFU/mI/ 0 KOE/mn

TYMC — NMT 10" CFU/ml /
Obwee unMcno ApoXoKeBbIX U NIECHEBbIX
rpubos — He Bonee 10" KOE/mn

0 CFU/ml/ 0 KOE/mn
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATNIN3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

HA3WBUH® CEHCUTUB,
cnpei HasanbHbIK 4O3UPOBaHHbLIN, 11,25 Mxr/go3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptum: 325460A
Manufacturing date (mm.yyyy): /
Oara npou3BoacTBa (MM.rrrT): 26.06.2024
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.FTTT): 05.2027

Manufacturer according to the

registration in Russia: /

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

MNpoussoauTens B COOTBETCTBUU

C peructpauuen B Poccuu:

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

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

Absentin 1.0 ml/

OtcytctByet B 1,0 Mn

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

Absentin 1.0 ml/

OtcyTtereyeT B 1,0 MN

Assay
Oxymetazoline

hydrochloride /
KonuvuecTtBeHHoe
onpepeneHve

OkcumeTasonuHa
rmgpoxnopuz

225 — 262.5 pg of oxymetazoline
hydrochloride/ml. /

225 — 262,5 MKr okcuMeTazonuHa
rugpoxnopuga/mn.

252.3 pg/ml/252.3
MKr/Mn
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAINU3A

Product: / NMpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3WBUH® CEHCUTUB,
cnpew Ha3anbHbIW 4O3UMPOBaHHbLIN, 11,25 Mkr/igosa

05503228
325460A

Manufacturing date (mm.yyyy): /

Qa'ra npou3BoAcTBea IMM.ITIT!:

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

26.06.2024

05.2027

Manufacturer according to the

registration in Russia: /

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

MNpoussoauTens B COOTBETCTBUMU

Cc peructpauunen B Poccum:

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

Parameter / Mapametp

Specifications / Cneundukauumn

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. /

[To 10 mn npenapaTta Bo onakoH
13 NONM3TUINEHA BbICOKOW
NAOTHOCTK C A03UPYIOLLIUM
YCTPOWCTBOM U C 3aLLMTHOW
KPBILLKOW N3 NONUaTUNeHa
BbICOKOM NMOTHOCTW.

Mo 1 cbriakoHy BmeCTe ¢
WHCTPYKLIMEN 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 drakoH
N3 NONNITUIEHA BbICOKOW
MIIOTHOCTM € A03MPYIOLLUM
YCTPOWCTBOM U C 3aLLMTHOWM
KPbILLKON U3 NonnaTuneHa
BbICOKOW MAOTHOCTH.

Mo 1 donakoHy BMecTe C
VHCTPYKLMEN No NPpUMEHEHNIO B
nayky KapTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBeTCTBMM C HOPpMATUBHOMN
OOKYMEeHTaumen.

Complies as prescribed /
CooTBeTcTBYEeT NpeanvcaHHoMy

Storage conditions /
Ycnosusa xpaHeHus

At the temperature not more than 25°C. /

Mpn TemnepaTtype He Bbiwe 25 °C.

Shelf-life / Cpok xpaneHus

3years/3roaa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpogyxkr

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

Manufacturing date (mm.yyyy): /
Oarta npousBoAcTBa (MM.ITTT):
Expiry date (mm.yyyy): /

CpoOK rogHOCTH (MM.IrrT):
Manufacturer according to the
registration in Russia: /

[poussoauTens B COOTBETCTEBMMU
¢ perncrtpauuen B Poccuu:

NASIVIN® SENSITIVE

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

crnpen HazanbHbIW 4O3UPOBaHHLIN, 11,25 Mkr/go3a

05503228
325460A

26.06.2024
05.2027
Famar Health Care Services Madrid, S.A.U./

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

APl name / HaumeHoBaHue A®C:

Oxymetazoline hydrochloride / OkcumeTasonuHa

rmgpoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number/
Homep cepuu npoussoautensa A®C: 232029
FP Manufacturer APl Batch number/ 2400608

Homep cepum cy6ctaHuum npoussoautens MMo:

Siegfried PharmaChemikalien Minden GmbH,

APl Manufactured by & country / Germany /

Mpounssoaurens APC, cTpaHa: 3urcpua PapmaXemukanved MungeH M'méX,
repmaHusn

Assessment: / 3aknioyeHue: The batch complies with the specification according to ND J1I1-

000511-211022 amendement Ne1 from 03.11.2023 / MapTus
COOTBETCTBYET cneuudmrkaumsmMm HopMaTUBHOro gokymeHTa JilM-
000511-211022 nsmeHenune Ne1 ot 03.11.2023




Page 7 of 7/ Ctpanuua 7 us 7

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATTU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 ug/dose /
HA3UBUH® CEHCUTUB,
cnpen Ha3anbHbLIW O3UPOBaHHLIN, 11,25 MKkr/ao3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 325460A
Manufacturing date (mm.yyyy): /
Oarta npou3soacTBa (MM.Irrr): 26.06.2024
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.rTTT): 05.2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
[Mpon3BoauTens B COOTBETCTBUM
c perncrpauuein B Poccum: «®amap Xanc Kea Cepsuces Magpua, C.A.Y.»

Date / Signature of Qualified Person: / O FAL & 2o //

[ara / nognucek ynonHOMO4€eHHOro nuua:

Lwa Larider /e
(FAHA(L “’1/~\D«’L1£>

FAMAR

Health Care Services

Avda. Leganeés, 62 ’
28923 Alcorcon, Madrid, Spain







