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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTU3A

Product: / NMpooykT

SAP-Code: / Kon SAP:
Batch no.: / Ne nantuu:

NASIVIN® SENSITIVE

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

HA3VBIIH® CEHCHTMB,

crpew HasanbHbIN JO3MpoBaHHLIN, 11,25 Mkr/nosa

05502960
284400A

Manufacturing date (mm.yvvy): /

Darta npowsBogacTea {(MM.ITir):

06/2023

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

06/2026

Manufacturer according to the

registration in Russia: /

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

1ipovi3BoAuUTEeNbL B COOTBETCTBMM

C perucTpaunei s Poccuu:

«@amap Xanc Kea Cepauces Magpuig, C.A.Y.»

Parameter / Napametp

Specifications / Cneuyudvikaunn

Resuiis / Pesynkrarthl

{dentification
Oxymetazoline
hydrochloride /
lMNoannHHOCTL
OkcumeTasonuHa
rmapoxnopug

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 hydrochleride standard
solution, received at assay testing. / Bnems
yAepXnsaHua OCHOBHOIO nuka Ha
XpomaTorpamme 1crbiTyemMoro pactTeopa
AOMKHO COOTBETCTBOBATL BPeMEeHU
YASPXMBaHWSA OCHOBHOIC NUKa Ha
XpomaTtorpamme CTaHfapTHOro pacTeopa
OKCUMETAa30NMHa rugpoxnopuaa,
NONy4eHHON NPU KONUYECTBEHHOM
onpegenexun,

conforms / cooTBeTCTBYET

Clarity / Mpo3spauyHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuvs npenapaTa He JomkHa
npesbliliaTe OfiafieCUeHLo aTanoHa
cpaBHeHus |.

conforms / cooTBeTcTBYET

Color of the solution /
LiseTHoOCTb pacTBoOpa

The product should be not more colored than
color reference solution Y7 / Mpenapar
nomkeH BbiTh OkpaileH He Gonee
VHTEHCUBHO, Y€ 3TaloH Yo.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / |From 1.006 to 1.010/ 1.008
OTtHocutenbHas nnoTtHocTs | OT 1,006 o 1,010

(d 20/20)

pH/ pH From 5.6106.1/071 5,6 1o 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 287 mOsmoil/kg / 287
OcMonsanbLHOCTb OT1 270 po 330 mOcmonb/Kr mOcmonb/kr
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CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHAJIU3A

Product: / MpoaykT

NASIVIN® SENSITIVE

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

crnpeit HasanbHbI Jo3upoBaHHbIN, 11,25 Mkr/nosa

HA3UBUH® CEHCUTUB,
SAP-Code: / Kog SAP: 05502960
Batch no.:/ Ne napTuu: 294400A
Manufacturing date (mm.yyyy): /
[aTta npousBoAcTBa (MM.ITIT): 06/2023
Expiry date (mm.yyyy): /
Cpok rogHocTy (MM.TFIT): 06/2026

Manufacturer according to the

reqgistration in Russia: /

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

MpousBoguTelib B COOTBETCTBUX

c perucrpauuei B Poccuu:

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

Parameter / [NapameTp

Specifications / Cneuundukaummn

Results / PesynbTaTsl

Mean dose weight and
uniformity of dose weight/
CpepnHsAa macca 03bl U
0[IHOPOAHOCTb Macchl
L,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. /

CpepHsas macca [03bl: 45 Mr 15 %.
Op[HOPOAHOCTL MACChl [03bl: CPEefHAA
macca gosbl + 25 %.

He 6onee 2 n3 10 gos > + 25 % oT cpefHei
Macchl 4O3bl.

Ho Bceraa <+ 35 % oT cpejHein macchbl
[03bl.

46.66 mg / 46.66 mr

Related substances /
PoacTeeHHble npumeci

impurity A (Hydrolysis product) — NMT 0.5
% / Mpumech A (NPOAYKT ruaponunsa) — He
6onee 0.5 %.

0.0 %

impurity ZP-1 - NMT 0.5 % /
Mpumeck ZP-1 — He Gonee 0.5 %.

0.06 %

Single unidentified impurity = NMT 0.1 % /
EAVHWYHAs HengeHTudupoBaHHas
npumech — He 6onee 0.1 %.

0.0 %

Total impurities — NMT 1.2 % /
Cymma npumecei — He Gonee 1.2 %.

<0.1 %
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITN3A

Product: / [poaykr

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

Manufacturing date {mm.y

NASIVIN® SENSITIVE

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

TAAMIArYI AL BN ™~ [ PV L 1]

AASIBH® CEHCIWTHB,

crpei HasarnbHbIA JO3UPOBaHHbLINA, 11,25 MKr/go3a

05502960
284400A

vyul /
LY F re

data npoussoacTRa (MM.ITrr):

06/2023

Expiry date (mm.yvyvy): /

Cpok rogHocTH (MM.ITrT):

06/2026

Manufacturer accordina to the

registration in Russia: /

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

Mpon3BoLAuTeilb B COOTBETCTBUM

C perucTpatien B Poccrii:

«@Pamap Xanc Kea Cepsuces Magpuag, C.A.Y.»

TMAPOXIIOPUE

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml1/
MwukpoGuornoruyeckas O6Lee uncno aspobHbix Gaktepuii — He 0 KOE/mn
yucToTa Gonee 10? KOE/mn
TYMC — NMT 10'" CFU/mI / 0 CFU/ml/
OB6Lee Yucno apoXCKeBbIX 1 NIECHEBbLIX 0 KOE/mn
rpubos — He Honee 10" KOE/mn
Pseudomonas aeruginosa — absence/m! / Absentin 1.0ml/
Otcytcteue Pseudomonas aeruginosaimsn. | OtcytctayeT B 1,0 Mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
Otcyteteue Staphylococcus aureus/ivin. OtcyrctByeT B 1,0 MN
Assay 225 - 262.5 g of oxymetazoline 250.8 pg/mi / 250.8
Oxymetazoline hydrochloride/ml. / MK/Mn
hydrochloride / 225 - 262,5 MKr okcumeTasonuHa
KonunyectseHHoe rugpoxnopuaa/mn.
onpeaeneHne
OkcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / [MpogykKT

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 uyg/dose /
HA3WBUH® CEHCUTUB,

cnpeii HasanbHbIN fO3UpoBaHHLIN, 11,25 mkr/gosa

05502960
294400A

Manufacturing date (mm.yyyy): /

Oata npoussoacTBa (MM.ITTT):

06/2023

Expiry date (mm.yyyy): /
CpOK roAHOCTH (MM.ITTT):

Manufacturer according to

06/2026
the

registration in Russia: /

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

lMpouszeoauTtesib B COOTBETCTBUN

c perucrTpauueit B Poccuu:

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

Parameter / [apameTp

Specifications / Cneundukaumm

Results / Pe3ayneTarhbl

Packaging / Yrnakoska

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 NakoH
13 NOMNITUIIEHA BLICOKON
MNOTHOCTU C SO3NPYIOLLUM
YCTPOMCTBOM 1 C 3aLNTHON
KPBILLKOW 13 nonuatuneda
BbICOKOW NNOTHOCTW.

Mo 1 chnakoHy BMeCTe C
NHCTPYKLMEN NO NMPUMEHEHULO 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 oNakoH
13 NonnaTUNeHa BbICOKON
MAOTHOCTN C LO3UPYIOWNM
YyCTPOMCTBOM 1 C 3aL{NTHOW
KPbILLKOW 13 NonmaTuneHa
BbICOKOW NIOTHOCTHU.

Mo 1 donakoHy BMecTe C
WNHCTPYKUMEN N0 NpUMEHEHIIo B
nayky KapTOHHYIO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBETCTBUN C HOPMATUBHOMN
JIOKyMeHTaumen.

Complies as prescribed /
CooTBeTCTBYET NpegnucaHHomy

Storage conditions /
Ycnoeusa XpaHeHus

At the temperature not more than 30°C. /

Mpu TemnepaTtype He Bblie 30 °C.

Shelf-life / Cpok XpaHeHus

3 years /3 roga
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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHATTU3A

Product: / Mpoaykr

SAP-Code: / Kon SAP:

Batch no.: / No napntuu:
Manufacturing date (mm.yyvy): /
Oarta npouzBoncTea (MM.ITIT):
Expiry date (mm.yyyy): /

CpoK rogHOCTH (MM.TTTT):

Manufacturer according to the
registration in Russia: /

NASIVIN® SENSITIVE

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

1 3 [
HASUBWH® CEHCUTHB,

cripeil HasanbHbIV [O3UPOBaHHLIN, 11,25 MKr/nosa
05502960
294400A

06/2023
06/2026

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

AponsBoINTENE E CO0GTEETCTEUR

Cc perucrpaumes 8 Poccuu:

«®amap Xarsic Kea Cepuces WMagpug, C.A.Y.»

APl name / Haumenosarne ADC:

Oxymetazoline hydrochloride / OkcumeTaszonuHa

rngpoxrnopna
INN / MHH: Oxymetazoiine / OkcumeTasonux
API manufacturer batch number /
Homep cepuu npousscgutenn ASC: 21392088
FP Manufacturer  API Batch number / 2300648

Howmep cepun cyGeranuun npounssoauTtens MNo:

Ab! Manufactured oy & couniry i Germany /
Mpoussogutenb ADC, cTpaHa: 3urdppug GapmaXemukanueHd MumgeH MbX,
['epmanmns

Siegfried PharmaChemikalien Minden GmbH,

Assessment: / 3akntovyenue:

The batch complies with the specification according to ND f10-

000511-211022 / MNapTus cooTBETCTRYET crneyndukaumam
HOpMmaTmMBHOro nokymeHTa JM-000511-211022

Date / Signature of Qualified Person: /

Hara / nognucb ynonHoOMoYeHHOro Nuua:

433&&[7 2573 / 74, )

LMQ

FAMAL —aoris

LA iice @






