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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / MpoaykT

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /

HA3SNBUH® CEHCUTUB,

cnpen HasanbHbIA OO3UPOBaHHLINA, 22,5 MKr/go3a

05503227
320070A

Manufacturing date (mm.yyyy): /

fara npoussoacTBa (MM.ITTT):

04.2024

Expiry date (mm.yyyy): /
CpoOK rogHOCTH (MM.ITrT):

03.2027

Manufacturer according to the

registration in Russia: /

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

1 pou3BoauTesib B COOTBETCTBUMU

C perucrpauuen B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukaumnm

Results / PesynbTaTthl

Identification
Oxymetazoline
hydrochloride /
MNMognuHHOCTL
OkcumeTasonuHa
rmapoxrnopug

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
YAEPXKNBAHNA OCHOBHOIO NUKa Ha
XpomMaTorpamme UCnbITyemMoro pactsopa
AOMKHO COOTBETCTBOBaTL BpEMEHU
YAEpXXMBaHWUS OCHOBHOTO MNWKa Ha
XpomaTtorpamme CTaHAapTHOro pacteopa
OKCMMEeTa30MMHa rmapoxnopuaa,
NonyYeHHOW Npu KONM4YeCTBEHHOM
onpeaeneHun.

conforms / cooTBeTcTBYET

Clarity / NpospayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuust npenapaTta He 4oMmMKHa
npesbILLAaTL ONanecueHumIo 3TanoHa
cpaBHeHwus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiseTHOCTb pacTBopa

The product should be not more colored than
color reference solution Y7 / MNpenapat
AormkeH 6bITb OKpaLleH He Gonee
WHTEHCUBHO, YEM 3TanoH Y7.

conforms / cooTBeTCTBYET

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

(d 20/20)

pH /pH From 5.61t06.1/01 5,6 no 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg /
OcmMonanbHOCTb Ot 270 po 330 mOcmonb/kr 291mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINTNU3A

Product: / MpoaykT

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /

HA3SUBUH® CEHCUTUB,

cnpei HazanbHbIA 4O3MPOBaHHbIN, 22,5 MKkr/ao3a

05503227
320070A

Manufacturing date (mm.yyyy): /

Hata npoussoacTea (MM.ITIT):

04.2024

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

03.2027

Manufacturer according to the

registration in Russia: /

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

MNpousBoauTens B COOTBETCTBUMU

¢ peructpauuen B Poccuu:

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

Parameter / MapameTp

Specifications / Cneuncukaumm

Results / PeaynbTathbl

Mean dose weight and
uniformity of dose weight /
CpepHaa macca gosbl n
04HOPOAHOCTL Macchbl
A03bl

Mean dose weight: 45 mg £15 %.
Uniformity of dose weight: must

comply.CpenHas macca fosbl: 45 mr = 15 %.

O,D,HOpOAHOCTb MaccCbl A03bl: AO0ITXHA
COOTBETCTBOBATD.

47.98 mg/47.98 mr

conforms / cooTBeTCTBYET

rpmbos — He 6onee 10! KOE/mn

Related substances / Impurity A (Hydrolysis product) — NMT 2.0 0.0 %
PoacrteeHHbIE npumeck % / MNpumeck A (NPORYKT ruaponusa) — He
6onee 2,0 %.
Impurity ZP-1 — NMT 1.5 % / 0.0%
Mpumeck ZP-1 — He Gonee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EavHn4Has HewaeHTUhULMpoBaHHas
npumeck — He 6onee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%
Cymma npumecen — He 6onee 4,9 %.
Microbial purity / TAMC — NMT 10% CFU/ml / 0 CFU/ml/
Mukpobuonoruyeckas O6uee uncno aspobHbix 6akTepuin — He OKOE/mn
yncToTa 6onee 102 KOE/mn
TYMC — NMT 10" CFU/ml / 0 CFU/ml/
Obwee unMcno [podioKeBbIX U NINECHEBbIX OKOE/mn

Pseudomonas aeruginosa — absence/ml /

OtcytcTBre Pseudomonas aeruginosalmn.

Absentin 1.0 mi/
Otcytcteyer B8 1,0 Mn

Staphylococcus aureus — absence/ml. /
OTeyterBue Staphylococcus aureus/imn.

Absentin 1.0 ml/
OtcyTtctByet B 1,0 MN
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJTU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /
HA3UBUH® CEHCUTUB,
cnpen HasanbHbIA AO3UPOBaHHbIN, 22,5 MKr/go3a
SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne naprtun: 320070A
Manufacturing date (mm.yyyy): /
Hara npoussoacrTea (MM.Irrr): 04.2024
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.ITrT): 03.2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpoussoauTtens B COOTBETCTBUM
C peructpauunen 8 Poccuum: «®amap Xanc Kea Cepsuces Mappua, C.A.Y.»
Assay 450 — 525 ug of oxymetazoline 500 pg/ml / 500 mkr/mn
Oxymetazoline hydrochloride/ml. /
hydrochloride / 450 - 525 mMKr okcuMeTasonuHa
KonuuecteeHHoe rmgpoxrnopuga/mn.
onpegerneHue
OxcumeTasonuHa
TMAPOXII0PUA,
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTU3A

Product: / MpoaykT

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 yg/dose /
HA3NBUH® CEHCUTUB,

cripei HasanbHbiA 0O3UPOBaHHbIW, 22,5 MKr/Qo3a

056503227
320070A

Manufacturing date (mm.yyyy): /

Hdata npouzBogctea (MM.Irrr):

04.2024

Expiry date (mm. 2
Cpok rogHocTu (MM.TTTIT):

03.2027

Manufacturer according to the

registration in Russia: /

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

MpouzBoaunTesn B COOTBETCTBUM

C perucTpauuen 8 Poccuu:

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

Parameter / MapameTp

Specifications / Cneuudukauum

Results / PesynsTtathbl

Packaging / YnakoBka

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 bnakoH
13 NONN3TUNEHA BbICOKON
NMOTHOCTU C A03UPYIOLLIUM
YCTPOWCTBOM W C 3aLUUTHOWN
KPbILKOW 13 nonuaTuneHa
BbICOKOW MIIOTHOCTW.

1o 1 chnakoHy BMmecTe ¢
NHCTPYKLUMER MO NPUMEHEHNIO B
NayKy KapTOHHY!O.

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 npenapaTta BO hnakoH
N3 NONMUaTUMNEHa BbICOKOW
MNOTHOCTMN C A03MPYOLLUM
YCTPOWCTBOM U C 3aLUUTHOW
KPbILLKOW U3 NONUaTureHa
BbICOKOWA MIOTHOCTH.

Mo 1 dnakoHy BMecTe C
WHCTPYKUWER MO NPUMEHEHNIO B
nayky KapTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBETCTBUM C HOPMATUBHOWN
LOKYMeHTaLunen.

Complies as prescribed /
CooTtBeTCcTBYET NpeanucaHHomy

Storage conditions /
YcnoBusa xpaHeHus

At the temperature not more than 25°C. /

Mpw Temnepatype He sbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3 ropa
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CERTIFICATE OF ANALYSIS / CEPTU®GUKAT AHAITU3A

Product: / [TpogyKTt

SAP-Code: / Kog SAP:
Batch no.: / N2 naptuu:

Manufacturing date (mm.yyyy): /
Oara npou3eoacTBa (MM.ITIT):
Expiry date (mm.yyyy): /

CpoK rogHoCTH (MM.rrIT):
Manufacturer according to the
registration in Russia: /

MpousBoguTens B COOTBETCTBUU
c peructpauuein B Poccuum:

NASIVIN® SENSITIVE

metered-dose hasal spray 22,5 ug/dose /
HA3UBNH® CEHCUTUB,

cnpen HasanbHbIA [O3UPOBaAHHbIN, 22,5 MKI/go3a

05503227
320070A

04.2024
03.2027
Famar Health Care Services Madrid, S.A.U./

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

APl name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTasonuHa

rmapoxnopua
INN / MHH: Oxymetazoline / OkcmeTasonuH
API manufacturer batch number /
Homep cepumn npousBogurensa ADC: e
FP Manufacturer API Batch number / 2400549

Homep cepuu cybcraHuumn npouszsoautens MMo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /

Mpoussoautens A®C, cTpaHa: 3urcppup PapmaXemukanned MungeH T'mBX,
epmaHua

Assessment: / 3akn4yeHue: The batch complies with the specification according to ND J1n-

000511-211022 amendement Ne1 from 03.11.2023 / MapTus

COOTBETCTBYET cneundmrkaumsm HopMaTUBHoro gokymeHta J1M-
000511-211022 n3m. Ne1 ot 03.11.2023

Date / Signature of Qualified Person: /

AG AU 20N /

gaTa / noAnNuchL YNONMHOMOYEHHOTOo Nnuua:

gu Qégk,u P

FAMAR MHARQUDN




