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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / NMpoaykt NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /
HA3NBWH® CEHCITUB,
cnpen HasanbHbINA 0O03UMPOBAHHLIN, 22,5 MKr/go3a
SAP-Code: / Kon SAP: 05502959
Batch no.: / Ne naptuu: 295630A
Manufacturing date (mm.yyyy) /
HaTa npounsBoacTBa (MM.TTIT): 06/2023
Expiry date (mm.yyyy): /
CpoK roOHOCTY (MM.ITIT); 06/2026
Manufacturer according to the
e pRQliStration-in-Russia;-/ Famar-Health-Care-Services-Madrid,-S.A.J./
MpouzsoauTent B COOTBETCTBUYU
c perucrpauueit B Poccuu: «®amap Xanc Kea Cepsucez Maagpug, C.AY.»
Parameter / NapaveTtp Specifications / Creundukaunm Resulis / PeaynbTathl
identification The retention time of the main peak on the | conforms / cooTBeTCTBYET
Oxymetazoline chromatogram of the tested solution is
hydrochioride / required to correspond fo the retention time
MoanuHHOCTL of the main peak on the chromatogram of the
OkcumeTasonunHa oxymetazoline hydrochloride standard
rmapoxnopug solution, received at assay testing. / Bpems

yOepxiBaHid OCHOBHOTO MiKa Ha
XpomMmartorpamMmvie NCrbiTyemMoro pacrtsopa
AOITAKHO COOTBETCTBOBATL BPpEeMenit
YAepXKnBaHa OCHOBHOMO NinKa Ha

VYNARMATAFNAMAMA ATALN2AONTUAFRA NANTDAND
AMVIVIC T Wi UAVIIVIS W UG 1TV YV PuUv i v

OKCUMETa30MMHa rMapoXnopuaa,
MOJTy4YEHHOW MpPY KONMYECTBEHHOM
onpefeneHum.

Clarity / MNpospadHocTb The product should be not more opalescent |conforms / cooTBeTcTBYeT
than reference suspension |. /
OnanecLeHuns npenapaTta He 40MmKHa
npeBbILLaTh onanecuyeHuuto aTanoHa

cpaBHeHusa |
Color of the solution / The product should be not more colored than | conforms / cooTBeTcTBYET
LiBeTHOCTE pacTBopa color reference solution Y7 / Mpenapat

nomkeH GbiTb OKpaileH He Gonee
WNHTEHCUBHO, Yem aTarnoH Y.

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTHocutenbHas nnoTHocth { OT 1,006 no 1,010

(d 20/20)

pH / pH From56t06.1/0T1 5,6 0o 6,1 59

Osmolality / From 270 o 330 mOsmol/kg / 298 mOsmol/kg / 298

OcMOonsanbHOCTb Ot 270 po 330 mOcmonb/kr mOcMonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A

Product: / IpogykTt

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

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTHUB,

cnpei HasanbHbIA [O3UPOBaHHbIN, 22,5 MKkr/ao3a

05502959
295630A

Manufacturing date (mm.yyyy): /

[Jata npoussoacTBa (MM.ITIT):

06/2023

Expiry date (mm.yyyy): /

CpoK rogHOCT! (MM.ITTT):

06/2026

Manufacturer according to the

reqistration in Russia: /

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

MpounssoguTesib B COOTBETCTBUU

c perncrpaumein B Poccun.

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

Parameter / NapameTp

Specifications / Cneundukauum

Results / PesynbTarhl

Mean dose weight and
uniformity of dose weight /
CpegnHsa macca A03bi 1
O4HOPOAHOCTL Macchbl
£,03bl

Mean dose weight: 45 mg +15 %.

Uniformity of dose weight: mean dose weight
+25%.

Max. 2 from 10 doses > + 25 % from mean
dose weight.

But always < + 35 % from mean dose
weight. /

CpepnHasa macca goabl: 45 mr + 15 %.
OpaHOpPOAHOCTE Macchl A03bl: CpeaHas
mMacca n03bl + 25 %.

He 6onee 2 13 10 go3 >+ 25 % oT cpeaHen
mMacchl 403bl.

Ho Bcerpa < + 35 % oT cpeaHen maccel
[03bl.

44.10 mg / 44.10 mr

Related substances /
PopcTtBeHHbIE NpuMech

Impurity A (Hydrolysis product) — NMT 0.5
% I Mpumecb A (MTPOAYKT FMAPONU3A) — He
Bonee 0.5 %.

0.0%

Impurity ZP-1 -~ NMT 0.5 % /
Mpumeck ZP-1 — He 6onee 0.5 %.

0.0 %

Single unidentified impurity — NMT 0.1 % /
EanHMYHaA HengeHTuduumpoBaHHas
npumeck — He Bonee 0.1 %.

0.0 %

Total impurities — NMT 1.2 % /
Cymma npumeceit — He 6onee 1.2 %.

0.0 %




Page 3 of 5/ CtpaHnua 3 ns 5

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATTU3A

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

Product: / [IpoaovkT

HA3NBUH® CEHCUTHB,
cnpeu HasanbHbIA JO3UPOBaHHbLIN, 22,5 MKr/go3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptuu: 295630A
Manufacturing date (mm.yyyy): /
Harta npou3BoacTtBa (MM.ITIT): 06/2023
Expiry date (mm.yyyy): /
CpoK rogHOCTY (MM.TTTT): 06/2026

Manufacturer according to the
e tegistration.in Russia: /

Famar Health-Care-Services-Madvrid,-S-AU./

MpouasonuTens B COOTBETCTBUHY
¢ perucrpauuein B Poccuu:

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

Microbial purity / TAMC — NMT 102 CFU/ml/ 0 CFU/ml/
Mukpobuonoryeckas Obiuee yvnicrno aspobhbix GakTepilh — He 0 KOE/wmin
4ucToTa bonee 102 KOE/mn
TYMC — NMT 10* CFU/mi / 0 CFU/mi/
O06Lee Yncno APOXOKEBBIX U MIECHEBLIX 0 KOE/mn
rpubos — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OrcyreTBUe Pseudomonas aeruginosaivn. | Oteyteteyet B 1,0 Mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 mi/
Otcyrersiie Staphylococcus aureus/vin. OTcytersyet B 1,0 mn
Assay 450 — 525 ug of oxymetazoline 504.0 pg/ml/504.0
Cxymetazoline nydrochloride/iml. / KT/
hydrochloride / 450 - 525 mxr okcrmeTasonuHa
KornunuyecTteeHHoe ruapoxsiopuga/mi.
onpegenexHve
OkcriMeTasonuHa
rMapoxnopug
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / MMpoaykTt

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pg/dose /
HA3UBUH® CEHCUTHUB,

cripei HasanbHbIA 0O3UPOBaHHbLIN, 22,5 MKr/oo3a

05502959
295630A

Manufacturing date (mm.yyyy): /

HOata nponsBoaACTBa (MM.ITTT):

06/2023

Expiry date (mm.yyyy): /
CpoK rogHOCTU (MM.TTIT):

06/2026

Manufacturer according to the

reqistration in Russia: /

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

[lpousBoguTeib B COOTBETCTBUM

¢ peructpaumein B Poccuu:

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

Parameter / MapameTp

Specifications / Cneuudukaumu

Results / PeaynbTtartbl

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 hJ1aKoH
13 NOSIN3TUNIEHA BbICOKOW
ANOTHOCTY C JO3NPYIOLLNM
YCTPOWCTBOM U C 3aLUUTHOMN
KPbILLKOA 13 NoNnaTuneHa
BbICOKOW NITOTHOCTH.

Mo 1 donaxkoHy BmMecTe ¢
WHCTPYKLMEN N0 NPUMEHEHNIO B
rayky 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 hrnakoH
13 NOJIM3TUMAEHA BbICOKON
NNOTHOCTK € AO3NPYIOLLUM
YCTPOWCTBOM 1 C 3aLUUTHON
KpbILUKOM U3 NONU3TUIEHa
BbICOKOW MMOTHOCTH.

Mo 1 chnakoHy BMecTe ¢
WNHCTPYKLMEN NO MPYMEHEHNIO B
Nayky KapTOHHYIO.

Labeling / MapkvipoBka

in accordance with ND. /
B cooTBeTCTBUM C HOPMAaTMBHOM
DOKyMeHTauuen.

Complies as prescribed /
CooTBeTCTBYET NpegnucaHHomMy

Storage conditions /
Ycnoeusi XxpaHeHus

At the temperature not more than 30°C. /

MNpu TemnepaType He Bbitte 30 °C.

Shelf-life / Cpok xpaHeHwus

3 years/3roga
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / MpoaykT NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /
HA3UBUH® CEHCUTUB,
cnpen HasanbHbIA JO3UPOBaHHLIN, 22,5 MKr/ao3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptuu: 295630A
Manufacturing date (mm.yyyv): /
HaTta nponsBogciBa (MM.TTTT): 06/2023
Expiry date (mm.yyyy): /
Cpok rogHocTy (MM.Irrr): 06/2026
Manufacturer according to the
e FeGistration in Russia: [ _Famar Health-Care-Services-Madrid,-S-A.U./
[MbouaBoOLTent B COOTBETCTBUH
C berncrbauven B Poccuu: «®amap Xanc Kea Cepeuces Maagpua, C.A.Y.»

ounsgonuren

epManus

Assessment: [ 3akntueHue: The batch complies with the specification according to ND J1-
000511-211022 / TapTus cooTBETCTBYET Cnelndukaumsm

HopMaTuBHoro gokymenTa J1MNM-000511-211022 ’
N i
Date / Signature of Qualified Person: / AH 30 7 2923/ ,’——7<

Harta / nognuch YNONHOMOYCHHOTO Nukia: ~

LL\:;LD A lds ¢ S
FARARL maows






