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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / MpoaykTr

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

NASIVIN® SENSITIVE

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

HA3NBUH® CEHCUTUB,

crpen HasanbHbIA 4O3UPOBaHHbLIN, 22,5 MKr/go3a

05503227
320030A

Manufacturing date (mm.yyyy): /

gaTa npovussogcrtBea (MM.!TFf}I

04.2024

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

03.2027

Manufacturer according to the

registration in Russia: /

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

MpouzBoguTEnE B COOTBETCTEBUM

¢ perucTtpauuen B Poccuu:

«®amap Xanc Kea Cepeuces Maapun, CA.Y.»

Parameter / NapameTp

Specifications / Cneuudyukauuu

Results / PeaynbTathl

Identification
Oxymetazoline
hydrochloride /
MNMognuHHOCTL
OkcumeTasonuHa
rmapoxnopua

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
YAEPKUBAHNSA OCHOBHOIO MNKiKa Ha
XpomaTorpaMMe UCnbITyeMOoro pactesopa
AOMKHO COOTBETCTBOBATL BPEMEHU
yAEPXKNBAHWUS OCHOBHOrO NUKa Ha
XpomaTtorpaMmme CTaHA4apTHOro pacteopa
OKCMMETAa30N1Ha rmapoxIopuaa,
NOSyYEHHOW NPW KONMYECTBEHHOM
onpegeneHuun.

conforms / cooTBeTCTBYET

Clarity / MNMpo3payHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuns npenaparta He [OIPKHa
npeBbilWaTh onanecueHuUuio aTanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTL pacTeopa

The product should be not more colored than
color reference solution Y7 / Npenapat
AonxeH bbITb oKkpalleH He Gonee
WHTEHCUBHO, YeM 3TanoH Y7.

conforms / COOTBETCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007
OTtHocuTensHas nrotHocTh | OT 1,006 o 1,010

(d 20/20)

pH / pH From56t06.1/0T 5,6 0o 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 292 mOsmol/kg /
OcmonanbHOCTb Ot 270 go 330 mOcmonb/Kr 292mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIN3A

Product: / NMpoaykr

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

NASIVIN® SENSITIVE

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

HA3SNBUH® CEHCUTUB,

crnpei Ha3anbHbIA QO3UPOBaHHbIN, 22,5 MKr/no3a

056503227
320030A

Manufacturing date (mm.yyyy): /

Oara npousBogcTea (MM.ITTr):

04.2024

Expiry date (mm.yyyy): /
CpoK rofHOCTU (MM.ITIT):

03.2027

Manufacturer according to the

registration in Russia: /

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

MpounzsoauTenb B COOTBETCTBUMU

¢ pervcrpauueil B Poccum:

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

Parameter / MapameTp

Specifications / Cneuuncukaumu

Results / PesynbTrathl

Mean dose weight and
uniformity of dose weight /
CpeaHss macca Ao3bl 1
OOHOPOAHOCTb Macchl
403bl

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

comply.CpeaHsas macca fosbl: 45 mr £ 15 %.

OAHOPOAHOCTb Macchl A03bl: AOMMKHA
COOTBETCTBOBAT.

44.49 mg / 44.49 mr

conforms / cooTBeTCTBYET

rpubos — He Bonee 10" KOE/mn

Related substances / Impurity A (Hydrolysis product) — NMT 2.0 0.0%
PoacTeeHHble npumecn % / Npumeckb A (NpoAyKT rugponunsa) — He
Gonee 2,0 %.
Impurity ZP-1 ~NMT 1.5 % / 0.0%
Mpumeck ZP-1 — He 6onee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EnvHn4Hasa HeuaeHTudhULmMposaHHas
npumeck — He 6onee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%
Cymma npumecen — He 6onee 4,9 %.
Microbial purity / TAMC — NMT 10?2 CFU/ml / 0 CFU/ml/
Mukpobuonoruyeckas O6wee uncno aspobHeIx BakTepuin — He OKOE/mn
yucToTa 6onee 10?2 KOE/mn
TYMC — NMT 10" CFU/mi / 0 CFU/ml/
ObLee Yncno apoicKeEBbIX U NNECHEBbIX OKOE/mn

Pseudomonas aeruginosa — absence/ml /

OTtcyTcTBue Pseudomonas aeruginosal/mn.

Absentin 1.0 ml/
OtcytcteyeT B 1,0 Mn

Staphylococcus aureus — absence/ml. /
OrtcytctBue Staphylococcus aureusimn.

Absentin 1.0 ml/
Otcytcteyet B 1,0 Mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / [poaykr

NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /

HA3NBNH® CEHCUTUB,
cnpen HasanbHbiA 4O3UPOBaHHbIW, 22,5 MKr/go3a
SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne napTuu: 320030A
Manufacturing date (mm.yyyy): /
Oara npousBogcTBa (MM.ITIT): 04.2024
Expiry date (mm.yyvyy): /
Cpok rogHoCcTU (MM.ITIT): 03.2027

Manufacturer according to the

reqgistration in Russia: /

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

NMpouzBoauTenb B COOTBETCTBUU

C peructpauyuven B Poccuu:

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

Assay
Oxymetazoline
hydrochloride /
KonnuyectBeHHoOe
onpegeneHne
OkcumeTasonuHa
rmgpoxnopvg

450 — 525 ug of oxymetazoline 504 ug/ml / 504 mkr/mn
hydrochloride/ml. /
450 - 525 Mkr okcumeTasonvHa
rmgpoxnopuga/mn.
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pg/dose /
HA3SUBUH® CEHCUTUB,

cnpen HasanbHbIN AO3MPOBaHHbIN, 22,5 MKr/ao3a

056503227
320030A

Manufacturing date (mm.yyyy): /

Oata npoussogcTea (MM.Irrr):

04.2024

Expiry date (mm.yyyy): /
CpoK rogHocTy (MM.Irrr):

03.2027

Manufacturer according to the

reqistration in Russia: /

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

MNpoussoauTens B COOTBETCTBUU

€ peructpauuen B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneundukauunu

Results / PeaynbTtathl

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 B0 ¢hnakoH
13 NOMMaTUNEHA BbICOKOIA
NNOTHOCTU C AO3UPYIOLLMM
YCTPOWCTBOM W C 3aLLUTHOM
KPbILLKOW N3 NONUaTUSIEHA
BbICOKOW MITOTHOCTMW.

Mo 1 dpnakoHy BmecTe ¢
VHCTPYKLMEN NOo NPUMEHEHNIO 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 pnakoH
13 NONM3TUIEHa BbICOKON
NNOTHOCTN C [O3MPYIOLLUM
YCTPOMCTBOM U C 3aLL{UTHOW
KPbILLKOW N3 NonuaTuneHa
BbICOKOM NNOTHOCTA.

Mo 1 pnakoHy BMmecTe ¢
WHCTPYKUMEN NO NPUMEHEHUIO B
nayky KapTOHHYHO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBETCTBMM C HOPMATUBHOM
OOKYMEHTaLMeHn.

Complies as prescribed /
CooTBeTCTBYET NpeanMcaHHoOMy

Storage conditions /
Ycnosuga xpaHeHns

At the temperature not more than 25°C. /

Mpu TemnepaTtype He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years/3roga
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CERTIFICATE OF ANALYSIS / CEPTUDGUKAT AHAJTU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /
HA3UMBUH® CEHCUTUB,
cnpen HasanbHbIA 0O3UPOBaHHbIW, 22,5 MKr/go3a
SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne napTuu: 320030A
Manufacturing date (mm.yyyy): /
Oara npoussogcTBa (MM.ITTT): 04.2024
Expiry date (mm.yyyy): /
CpoK rogHoOCTH (MM.TTTT): 03.2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpousBoauTenb B COOTBETCTBUM
C peructpauuein B Poccuum: «®amap Xanc Kea CepBuces Magpua, C.A.Y.»

APl name / HaumeHoBaHne ADC:

Oxymetazoline hydrochloride / OkcumeTtazonuHa

rmapoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepuu npouseoautens A®C: 23202119
FP Manufacturer API Batch number / 2400549

Homep cepuu cy6ctaHuumn npoussoautens [MNd:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country 1 Germany /

Mpoussoautens A®C, cTpaHa: 3urdpug PapmaxXemukanued MunaeH M'mbX,
repmaHus

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

000511-211022 amendement Ne1 from 03.11.2023 / MNMapTus

COOTBETCTBYET cneumdpukaumsMm HopMmaTueHoro aokymenta Jinl-
000511-211022 nsm. Ne1 ot 03.11.2023

Date / Signature of Qualified Person: /
Oata / nognuck yrnonHoOMO4YeHHOro nuua:

A UL 20D H @'

Cpeselupe gc:rxac—.LL(

FAMAR MABRIN







