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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / lMpoaykrt

NASIVIN® SENSITIVE

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

HA3UBWUH® CEHCUTUB,
cnpen HasanbHbIN 0O3MPOBaHHLIN, 22,5 MKr/fo3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptuu: 295670A
Manufacturina date (mm.vvvv): /
Hata npoussogcrTsea (MM.ITIT): 06/2023
Expiry date (mm.yyvy): /
Cpok rogHocT¥ (MM.FTTT): 06/2026
Manufacturer according fo the
—reqistrationinRussia:/ ~~ Famar Health Care Services Madrid, S.A.U./

[MpoussoauTens B COOTBETCTBUHU

C pervcrpauuein B Poccuu:

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

Parameter / MapameTp

Specifications / Cneuyudukauuu

Results / Peaynerarhi

Identification
xymetazeline

[ SR RN 2 - N

H lyuu COHTWTIUCE |

INopgnuHHOCTb

OkcumeTasonunHa

rugpoxnopna

The retention time of the main peak on the
uhromatogram of the tested solution is
l“eGi.iil"eU to COi‘l‘ESDOﬁC to the reiention time
of the main peak on the chromatogram of the
oxymetazoline hydrochloride standard
solution, received at assay testing. / Bpems

VImAana ] MACLIADLIATA I LIy
yaepxiBaniia OCCHOBHOTC NKa Ha

XpomMaTorpamMmme NCnbiTyemoro pacrsopa
AOIDKHO COOTBETCTBOBATL BpeMeH
yaepXuneaHWA OCHOBHOIO nuka Ha
OKCMMeTaSOJ'IVIHa rmp,poxnopm,u,a
ﬂOﬂyLIeHHOﬁ npK KonmyecTseHHOM
onpepeneHun.

conforms / cooTBETCTBYET

Clarity / NMpo3apavHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuns npenaparta He 4oOrKHa
npesbIWaTh onanecueHLno aTanoHa
cpasHeHus .

conforms / cooTBeTCTBYET

Color of the solution /
LiseTHOCTL pacTBopa

The product should be not more colored than
color reference solution Y7 / Mpenapar
JormkeH BbITh OKpaweH He Bonee
MHTEHCWBHO, YeM aTarnoH Yy.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTtHocutenbHas nnoTHocTs | OT 1,006 po 1,01

(d 20/20)

pH / pH From 5.6t08.1/0T1 5,6 no 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 296 mOsmol/kg / 296
OcmornsnbHOCTb O1 270 g0 330 MOcmonb/Kkr MmOCcMmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / MpogykT

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

NASIVIN® SENSITIVE

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

HA3UBUWH® CEHCUTUB,

cnpeil HasanbHbIA AO3UPOBaHHbIN, 22,5 MKr/Ao3a

05502959
295670A

Manufacturing date (mm.yyyy): /

Nata npousBoacTBa (MM.ITIT):

06/2023

Expiry date (mm.yyyy): /
CpoK rogHoCTH (MM.ITIr):

06/2026

Manufacturer according to the

reqgistration in Russia: /

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

[MpousBoauTenb B COOTBETCTBUU

¢ perucTpaumeil B Poccuu:

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

Parameter / [lapameTp

Specifications / Cneuudukaumnm

Results / PesynbTtathl

Mean dose weight and
uniformity of dose weight /
CpegHasa macca [03bl U
0HOPOZHOCTb Macchl
103bl

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. /

CpepnHas macca go3sbl: 45 mr + 15 %.
O[HOPOJHOCTb Macehl [03bl: CPEAHANA
macca [03bl + 25 %.

He 6onee 2 n3 10 pos >+ 25 % 0T cpepHei
Macchbl 403bl.

Ho scerpa < + 35 % oOT cpefiHel macchl
No3bl.

43.50 mg / 43.50 mr

Related substances /
PoACTBEHHbIE NpUMECH

Impurity A (Hydrolysis product) — NMT 0.5
% / Mpumeck A (NPOAYKT ruaponusa) — He
Honee 0.5 %.

0.0 %

Impurity ZP-1 —NMT 0.5 % /
Mpumeckb ZP-1 — He Gonee 0.5 %.

0.0 %

Single unidentified impurity — NMT 0.1 % /
EavHuyHas HemgerTudbnymposaHHasn
npvmecb — He 6onee 0.1 %.

0.0 %

Total impurities - NMT 1.2 % /
Cymma npumecen — He boree 1.2 %.

0.0 %
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / lpoaykT

SAP-Code: / Koo SAP:

Batch no.: / Ne napTuu:

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

cnpeu HasanbHbIN JO3UMPOBaHHbIA, 22,5 MKr/oo3a

05502959
295670A

Manufacturing date (mm.vvvv): /

Oarta npousBoacrea (MM.ITIT):

06/2023

Expiry date (mm.yyvy): /

Cpok rogHocTH (MM.Frrr):

06/2026

Manufacturer according to the

registration in Russia: /

Famar Health Care Services Madrid, S.A U/

[MpoussoouTEnL B COOTBETCTBUHU

C pervcrpaiien B POCCUN:

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

Microbial purity / TAMC — NMT 102 CFU/mi / 0 CFU/ml/
Mukpoburorsorunyeckas Ob1ee yncno aspobHeix Hakrepuii — He 0 KOE/mn
yucroTa Gonee 102 KOE/mn
TYMC — NMT 10" CFU/ml / G CFU/mi /
ObLee YMCo APONOKEBLIX U NITECHEBbIX 0 KOE/wn
rpuboe — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
Orcyrersue Pseudomonas aeruginosalmn. | OteyterayeT 8 1,0 M
Staphylococcus aureus — absence/mi. / Absentin 1.0 ml/
Ortcyreteue Staphylococcus aureusimn. Otcyrereyetr B 1,0 Mn
Assay 450 - 525 pg of oxymetazoline 503.8 pg/ml / 503.8
Oxymetazaoline hydrochloride/ml. / Mr/mn
hydrochloride / 450 - 525 mKr okcumeTasonvHa
KonuyectseHHoe rugpoxnopuga/mni.
onpefeneHye
OxcumeTasonuHa
rMAPOXMopnsa
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CERTIFICATE OF ANALYSIS / CEPTUDOUKAT AHAINU3A

Product: / [IpoOyKT

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pg/dose /
HA3MBUH® CEHCUTUB,

cnpey HasanbHbIA JO3UPOBaHHLIA, 22,5 MKr/4o3a

05502959
295670A

Manufacturing date (mm.yyyy): /

Nara npovsBoacTBa (MM.ITIT):

06/2023

Expiry date (mm.yyvyy): /
Cpok rogHocTy (MM.ITIT):

06/2026

Manufacturer according to the

registration in Russia: /

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

MponsBoguTensL B COOTBETCTBUN

¢ peructpauuen B Poccum:

«®Pamap Xanc Kea Cepuces Magpua, C.AY.»

Parameter / MNapameTp

Specifications / Cneuunduxkauum

Results / PesyniTarthl

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 (hnakoH
13 NONMITUNEHA BbICOKOW
MMOTHOCTY C AO3UPYIOLLMM
YCTPOWCTBOM 1 C 3aLLUTHOW
KPbILLKOW U3 NONuaThneHa
BbICOKOWN TIFIOTHOCTU.

Mo 1 chnakoHy BMEcTe C
WHCTPYKUMER MO 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 driakoH
13 NOMNITUEHA BbICOKON
NAOTHOCTY C AO3UPYIOLLM
YCTPONCTBOM 1 C 3aLLMTHON
KPbILLKOW Y3 NONUaTueHa
BbICOKOW MIIOTHOCTW.

Mo 1 ¢priakoHy BMmecTe C
WHCTPYKUMERN MO NPUMEHEHWIO B
naqky KapTOHHYIO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBETCTBUM C HOPMATUBHON
LOKyMeHTauuen.

Complies as prescribed /
CooTBeTcTBYET NpegnucaHHoMy

Storage conditions /
Ycnosusa XpaHeHus

At the temperature not more than 30°C. /

Npun Temnepatype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years/3rofa
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAIU3A

Product: / 'Hpo.quT

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

Manufacturing date (mm.yyyy): /

Hata npoussonciaa {MM.Ir):
Expiry date (mim.yyyy): /
Cpok roaHocTu (MM.ITi):

Manufacturer according to the
regisiration in Russia: /

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /
HA3MBUH® CEHCTUB,

cnpei HasanbHbIA JO3UPOBaHHbLIN, 22,5 MKr/go3a

05502959
295670A

06/2023
06/2026

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

fpousBoONTENL B COOTBETCTBUM

C peructpauneli B Poccuu:

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

Assessment: / 3aknoueHue: The batch complies with the specification according to ND M-
000511-211022 / Maptusa cooTBeTCTBYET CrieundukaLmisiv
HOpMaTuBHOrO gokynmeHTa JIM-000511-211022

ialified Person: / 4!7’ D {7 2R /

oanvcb ynonHoMo4YeHHoOro nuua:

-

LL\LD lLAr’\IﬁEL/ &E

FAmAQL A pais







