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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / [Ipogykr

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

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

cnpen Ha3anbHbIA A03UMPOBaHHbIN, 11,25 MKr/go3a

05502960
303830A

Manufacturing date (mm.yyyy): /

Qara npov3BoAcCcTEa IMM.FFFF]:

10/2023

Expiry date (mm.yyyy): /
Cpok rogHoCcTH (MM.rrrr):

10/2026

Manufacturer according to the

registration in Russia: /

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

MpouasoauTens B COOTBETCTBUM

c perucrtpauuen B Poccuum:

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

Parameter / MNapameTtp

Specifications / Cneundukauumn

Results / PesynbTaTthl

Identification
Oxymetazoline
hydrochloride /
MognuHHOCTE
OkcumeTasonuHa
rmapoxnopung

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
YAEPXKMBaHWUA OCHOBHOrO NuKka Ha
XpomaTtorpaMmme MCnbiTyemMoro pacrtsopa
OOMKHO COOTBETCTBOBATL BPEMEHM
YAEPXKMBaAHWA OCHOBHOTO NWKa Ha
XpomaTtorpamme CTaHAapTHOFO pacTeopa
OKCUMETA30MIMHa FrMaPOXIIopuAa,
MONyYEeHHOW NPV KONMMYECTBEHHOM
onpeaeneHun.

conforms / cooTBeTCTBYET

Clarity / INpospayvHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuust npenapara He foMKHa
npeBbIWaTh onariecUeHUmto aTanoHa
cpaBHeHus |.

conforms / cooTBeTCcTBYET

Color of the solution /
LiBeTHOCTL pacTeopa

The product should be not more colored than
color reference solution Y7 / lNMpenapaTt
forkeH 6biTb okpalleH He Gonee
WHTEHCUBHO, YeM aTanoH Y7.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007
OTtHocuTenbHas nnotHocTs | OT 1,006 Ao 1,010

(d 20/20)

pH / pH From 5.6t06.1/0T 5,6 no 6,1 5.8

Osmolality / From 270 to 330 mOsmol/kg / 292 mOsmol/kg / 292
OcmMonsnbHOCTL Ot 270 po 330 mOcmonb/kr mOcmonb/Kr




Page 2 of 5/ Ctpanuna2u3 5

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

crnpei HasanbHbLIW A03UpPOBaHHbLINA, 11,25 MKr/go3a

HA3UWBUH® CEHCUTUB,
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne napTuu: 303830A
Manufacturing date (mm.yyyy): /
fara npou3soacTBa (MM.FTTr): 10/2023
Expiry date (mm.yyyy): /
Cpok rogHocTy (MMm.rrrr): 10/2026

Manufacturer according to the

registration in Russia: /

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

lpousBoauTen B COOTBETCTBUMU

c perucrpauuein B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuudukauum

Results / PeayneTaTthl

Mean dose weight and
uniformity of dose weight /
CpepnHas macca [03bl U
OAHOPOAHOCTb MacChl
[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 < t 35 % from mean dose
weight. /

CpegnHsist macca gosbl: 45 mr + 15 %.
OA[HOPOAHOCTL Macchl A03bl: CPeHNAS
macca o3sbl + 25 %.

He 6onee 2 u3 10 o3 > + 25 % oT cpegHen
Macchbl [,03bl.

Ho Bcerga < + 35 % oT cpeaHen maccbl
0o3bl.

44 .30 mg / 44.30 mr

Related substances /
PoacTteeHHbIe npumecy

Impurity A (Hydrolysis product) — NMT 0.5
% / Mpumeck A (nMpodyKT rugponusa) — He
6onee 0.5 %.

0.0%

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

0.0%

Single unidentified impurity — NMT 0.1 % /
EavHnyHas HemaeHTudhUUMpoBaHHas
npumech — He 6onee 0.1 %.

0.0%

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

0.0%
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CERTIFICATE OF ANALYSIS / CEPTU®GUKAT AHAJTU3A

Product: / Mpoaykr

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

HA3SUBUWUH® CEHCUTUB,
cnpew HasanbHbIA 0O3UPOBaHHbIN, 11,25 MKr/go3a
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne napTtum: 303830A
Manufacturing date (mm.yyyy): /
farta npou3sogacTea (MM.Irrr): 10/2023
Expiry date (mm.yyyy): /
Cpok rogHoCTH (MM.rrrT): 10/2026

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTEUMU

c peructpauuen B Poccum:

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

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml /
Mukpoburonornyeckas O6Lee yncno aspobHbix bakTepuii — He 0 KOE/mn
yncToTa 6onee 102 KOE/mn
TYMC — NMT 10" CFU/mt / 0 CFU/ml /
O6Lee yncno ApOoXOKEBbIX U MNECHEBbLIX 0 KOE/mn
rpu6os — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OTcytctBre Pseudomonas aeruginosa/mn. | OtcytcteyeT B 1,0 Mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OtcytctBue Staphylococcus aureus/mn. OtcytctByeT B 1,0 mMn
Assay 225 — 262.5 ug of oxymetazoline 249.5 ug/ml /249.5
Oxymetazoline hydrochloride/ml. / MKr/mMn
hydrochloride / 225 — 262,5 MKr oKCMMeTasonmHa
KonuuyecTtseHHoOe ruapoxnopuaa/mn.
onpeperieHve
OkcumeTasonuHa
rmapoxnopus
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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3UWBUH® CEHCUTUB,

cnpew HasaribHbIA 4O3UpOBaHHbIN, 11,25 mkr/gosa

05502960
303830A

Manufacturing date (mm.yyyy): /

gara npou3sBoaAcTBa IMM.FF!T!:

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

10/2023

10/2026

Manufacturer according to the

registration in Russia: /

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

Mpou3BoauTens B COOTBETCTBMMU

c peructpauuen B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundukaumm

Results / PeaynbtaTthbl

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 cdnakoH
13 MONN3TUIIEHa BbICOKON
NNOTHOCTU C AO3UPYOLLIMM
YCTPOWUCTBOM U C 3aLMTHOM
KPBILLKON U3 NONMaTuneHa
BbICOKOM NMOTHOCTM.

Mo 1 dnakoHy BmecTe ¢
WHCTPYKLUMEN Mo NPpUMEHEHUIO 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 ¢akoH
13 NONN3TUNEHa BbICOKOM
NAOTHOCTU C JO3UPYHOLLMM
YCTPONCTBOM W C 3aLLUTHON
KPBILLKOW N3 NONnaTuneHa
BbICOKOW MIIOTHOCTW.

Mo 1 conakoHy BmMecTe €
VHCTPYKUWEN NO NPUMEHEHNIO B
NayKy KapTOHHYIO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBeTcTBMMN C HOPMATUBHON
AOKYMeHTaLmnen.

Complies as prescribed /
CooTBeTCTBYET NPEeanMcaHHOMY

Storage conditions /
Ycrnosus xpaHeHus

At the temperature not more than 30°C. /

Mpu TemnepaTtype He Bblwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years /3 roga
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 ug/dose /
HA3UBUH® CEHCUTUB,
cnpeun HasanbHbIA 4O3UPOBaHHbLIN, 11,25 Mkr/go3a
SAP-Code: / Koa SAP: 05502960
Batch no.: / Ne napTuu: 303830A

Manufacturing date (mm.yyyy): /

darta npoussoacTea (MM.ITIT): 10/2023

Expiry date (mm.yyyy): /

Cpok roaHocTu (MM.rrrr): 10/2026
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
Mpou3ssoauTenb B COOTBETCTBUM
c peructpauuen B Poccum: «®amap Xanc Kea Cepsuces Magpug, C.A.Y.»
APl name / HaumeHoBaHne ADC: Oxymetazoline hydrochloride / OkcumeTasonuHa
rmgpoxnopua
INN / MHH: Oxymetazoline / OkcumeTtasonuH
API manufacturer batch number /
Homep cepumn npoussoguTtens ADC: 23202115
FP Manufacturer  API Batch number / 2301110
Homep cepuu cyb6cTanuuu npoussogutens MNMo:
Siegfried PharmaChemikalien Minden GmbH,
API Manufactured by & country / Germany /
NMpoussoautens APC, cTpaHa: 3urcbpug PapmaXemukanueH MuHaeH TmoX,
epmaHus
Assessment: / 3aknoyeHue: The batch complies with the specification according to ND J1f1-

000511-211022 / MapTus cooTBETCTBYET crieLuduKaLmam
HopmaTueHoro gokymeHta JilM-000511-211022

Date / Signature of Qualified Person: / :
Oara / nognuck ynonHOMOYEHHOro NULA: GANN20ZS

Mdmica Saundnez /Q@P
Fowon WMadad |




