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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3WBUH® CEHCUTMUB,

crnpen HasanbHbIN AO03MpPOBaHHbIN, 11,25 MKr/ao3a

05502960
317620A

Manufacturing date (mm.yyyy): /

gaT& npousBoacTea !MM.FF!’I’I:

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

03/2024

02/2027

Manufacturer according to the

reqistration in Russia: /

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

MNpousBoguTens B COOTBETCTBUM

C permcTpaumnein B Poccum:

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

Parameter / lNapametp

Specifications / Cneundomkaummn

Results / PeaynbTath!

Identification
Oxymetazoline
hydrochloride /
MNoannHHOCTL
OkcunmeTasonuHa
rmapoxropug

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
yAEPXKNBaAHUS OCHOBHOIO NuKa Ha
XpomaTorpamme UCnbITyeMoro pactsopa
DOMKHO COOTBETCTBOBATL BPEMEHM
YAEPXKMBAHWA OCHOBHOIO Nuka Ha
XpomaTorpaMmme cTaHAapTHOro pacTeopa
OKCMMETa30MnnHa rmapoxIopuaa,
MOSTY4YEHHOW NPV KONUHYECTBEHHOM
onpegeneHuun.

conforms / cooTBeTCTBYET

Clarity / NpospauHocTs

The product should be not more opalescent
than reference suspension |. /
OnanecueHUns npenapaTta He A40oMmKHa
npeBbIWaTh onanecueHLuto atanoxa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTL pacTBopa

The product should be not more colored than
color reference solution Y7 / Npenapat
AorkeH 6biTh OKkpalweH He 6onee
WNHTEHCWBHO, YeM 3TanoH Y7.

conforms / cooTBeTCTBYET

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

(d 20/20)

pH / pH From561t06.1/0T1 5,6 0o 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg / 291
OcMonNAnNbHOCTb Ot 270 po 330 mOcmonb/kr MOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTUOPUKAT AHATTU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 ug/dose /

HA3NBUH® CEHCUTMUB,
cnpein HazanbHbIA 4O3UPOBaHHLINA, 11,25 MKr/no3a
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptuu: 317620A
Manufacturing date (mm.yyyy): /
Harta npou3soacTBa (MM.ITrr): 03/2024
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.TTrT): 02/2027

Manufacturer according to the

registration in Russia: /

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

MpousBoauTens B COOTBETCTBUM

c perucTtpauuen B Poccuu:

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

Parameter / MNapametp Specifications / Cneundumkaumnn Results / PesynbTarthbl
Mean dose weight and Mean dose weight: 45 mg 15 %. 4519 mg/45.19 mr
uniformity of dose weight/ | Uniformity of dose weight: mean dose weight
CpenHsisn macca gosbl 1 + 25 %.
OAHOPOAHOCTbL Macchl Max. 2 from 10 doses > + 25 % from mean
A03bl dose weight. 0

But always < + 35 % from mean dose

weight. / 0

CpeaHsa macca gosbl: 45 mr £ 15 %.
OpHOpOoAHOCTE MaccChl [O3bl: CPEAHAS
macca go3bl + 25 %.

He 6onee 2 n3 10 o3 > £ 25 % oT cpepHeli |
Macchbl 403bl.
Ho Bcerpa < + 35 % oT cpegHen macchl 0
[,03bl.

Related substances /
PoacteeHHble npymMecy

Impurity A (Hydrolysis product) — NMT 0.5 0.0%
% / MNMpumeck A (npoayKT ruaponusa) — He
6onee 0.5 %.

Impurity ZP-1 — NMT 0.5 % / 0.0 %
Mpumecs ZP-1 — He 6onee 0.5 %.

Single unidentified impurity — NMT 0.1 % / 0.0%
EnvHnyHas HevaeHTUUUMPOBaHHasA
npumech — He 6onee 0.1 %.

Total impurities — NMT 1.2 % / 0.0 %
Cymma npumecei — He 6onee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / MpoaykT

NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pg/dose /

HA3NBUH® CEHCUTMUB,
crnpei HasanbHbIN AO03MPOBaHHLINA, 11,25 MKr/no3a
SAP-Code: /| Kog SAP: 05502960
Batch no.: / Ne naptuu: 317620A
Manufacturing date (mm.yyyy): /
[ata npoussoAcTBa (MM.ITIT): 03/2024
Expiry date (mm. |
Cpok rogHoCcTH (MM.Irrr): 02/2027

Manufacturer according to the

reqistration in Russia: /

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

Mpou3BoauTenb B COOTBETCTBUM

c perucTpauuven B Poccuu:

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

Microbial purity / TAMC — NMT 10? CFU/ml / 0 CFU/ml/
MukpoBuonornyeckas O6wee 4ncno aspobHbix bakTepuin — He 0 KOE/mn
yucroTa 6onee 102 KOE/mn
TYMC — NMT 10* CFU/mi / 0 CFU/ml/
O6Lee YnCno ApOXCKEBLIX M NNECHEBBIX 0 KOE/mn
rpubos — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OtcyTctBue Pseudomonas aeruginosa/mn. | OtcytcteyeT B 1,0 Mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OtcyrctBue Staphylococcus aureusimn. OtcytectByet B 1,0 Mn
Assay 225 - 262.5 ug of oxymetazoline 251.9 pg/ml /251.9
Oxymetazoline hydrochloride/ml. / MKF/MI
hydrochloride / 225 — 262,5 MKr oKcumeTasonuHa
KonnuectBeHHoe ruapoxrnopuga/mn.
onpeneneHve
OkcumeTtasonuHa
ruapoxnopug
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJTU3A

Product: / MpoOykTr

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

NASIVIN® SENSITIVE

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

crnpen HasanbHbLIW 0O3UpoOBaHHbINA, 11,25 Mkr/ao3a

05502960
317620A

Manufacturing date (mm.yyyy): /

Oara npousBoacTBa (MM.ITrT):

03/2024

Expiry date (mm.yyyy): /
CpoOK rogHOCTU (MM.ITIT):

02/2027

Manufacturer according to the

registration in Russia: /

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

Mpoussoautens B COOTBETCTBUM

C perucrtpauwuen B Poccum:

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

Parameter / MapameTtp

Specifications / Cneundunkaunu

Results / PesynbTathbl

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 (pNakoH
U3 NONM3TUNEHA BbICOKOWA
NAOTHOCTY C AO3MPYIOLLIMM
YCTPONCTBOM U C 3aLLUTHON
KPbILLIKOW U3 NONM3TUneHa
BbICOKOW MNOTHOCTW.

Mo 1 cpnakoHy BmecTe ¢
WHCTPYKUMEn Mo 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 npenapaTta BO dhnakoH
U3 NonNuaTUNeHa BbICOKOW
NAOTHOCTU C [O3VNPYIOLLUM
YCTPOUCTBOM U C 3aLLUTHOMN
KPbILLKON U3 NONU3TUNEHa
BbICOKO! MAOTHOCTY.

Mo 1 dnakoHy BMecCTe ¢
WHCTPYKLMEN NO NPUMEHEHUIO B
nayKy KapTOHHY!O.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBETCTBAN C HOPMATUBHOM
OOKYMEHTaLMen.

Complies as prescribed /
CooTBeTCTBYET NpeanucaHHOMY

Storage conditions /
YcrnoBusa xpaHeHus

At the temperature not more than 30°C. /

Mpn TemnepaTtype He Bobiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years /3 roga




CERTIFICATE

Product: / Mpoaykr
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OF ANALYSIS / CEPTU®UKAT AHAJTU3A

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,
cnpen HasanbHbIW 0O3UpoBaHHbIN, 11,25 Mkr/gosa
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptuu: 317620A
Manufacturing date (mm.yyyy): /
Oara npousBogcTBa (MM.ITrT): 03/2024
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.rrrr): 02/2027

Manufacturer according to the
registration in Russia: /

lpoussoauTent B COOTBETCTBUM
c peructpauuen B Poccuu:

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

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

API name / HammenoBanue A®C:

Oxymetazoline hydrochloride / OkcumeTasonuna

rmapoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepuu npoussogurtens A®C: 23202119
FP Manufacturer API Batch number / 2400215

Homep cepum cy6cTaHumm nponssoaurtens MNo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
Mpoussoautenb, ADC, cTpaHa: 3urcopug PapmaxXemukanued MungeH Mm6X,
epMaHus

Assessment: / 3aknioueHue:

The batch complies with the specification according to ND M-
000511-211022 / MapTtuna cooTBeTCTRYET cneyudukaumsam

HopmaTuBHOro AokymeHTa JIM-000511-211022

Date / Signature of Qualified Person: /
Oara / noanuck ynosIHOMOYEHHOro Nuua:

A AR 2024

quA QLV P Sc,t“'. F._c:"..LiE 7o

FAMAR HADRUN




