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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATU3A

Product: / MpooykT

SAP-Code: | Kon SAP:
Batch no.: / Ne naptuu:

NASIVIN® SENSITIVE

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

HA3UBMH® CEHCHTIB,

cnpen HasanbHbIW J03UPOBaHHLIN, 11,25 MKkr/0oza

05502960
294380A

Manufacturing date (mm.yyyv): /

[JaTta rnipousBoacTBa (MM.ITIT):

06/2023

Expiry date (mm.yyyy): /
CpoK rogHocTH (MM.TITT):

06/2026

Manufacturer according to the

registration in Russia: /

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

Tipou3BoOuTESlL B COOTBETCTBUMU

C perucrpauuen B Poccuu:

«®amap Xanc Kea CepBucez Maaopun, C.AY.»

Parameter / Napametp

Specifications / Cneuudvikaiinn

Results / PesynbTtarhl

identification
Oxymetazoiine
hydrochloride /
MopnuHHoCTL
OkcrmeTasonuHa
rmgpoxnopug,

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
YAEpXUBaHNA OCHOBHOFO NMuka Ha
XpoMaTorpaMmme UCrbLITYeMOro pacTeopa
[OIMKHO COOTBETCTBOBATL BpeMeHU
yOAEepK1NBaHWA OCHOBHOIO MNWKa Ha
XpomaTtorpamMme CTaHgapTHOro pacTeopa
OKCUMETa3onmHa rungpoxropnaa,
MONy4eHHOW NPU KONNYECTBEHHOM
onpeaeneHmu.

conforms / cooTBeTCTBYET

Clarity / HpospaqHOCTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuunst npenaparta He LoKHa
npesbillaTh onanecUeHUmio 3TanoHa
cpaBHeHuA |

conforms / cooTBeTCTBYET

Color of the solution /
LiseTHoCTL pacTeopa

The product should be not more colored than
color reference solution Y- / Mpenapar
AormkeH 6bITh OKpalleH He Gonee
WHTEHCUBHO, YeM 3TanoH Y7,

conforms / cooTseTcTBYET

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

(d 20/20)

pH / pH From581t08.1/071 56 p18086,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg / 291
OcmMonsansHOCTb Ot 270 po 330 mOcmonbl/ur MmOCMONb/KT
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTIU3A

Product: / MMpoOyKT

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

crpeii HasanbHbIN A03upoBaHHbIi, 11,25 MKr/ao3a

SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne napTuu: 294380A
Manufacturing date (mm.yyvy): /

Harta npousBoacTBa (MM.TTIT): 06/2023
Expiry date (mm. 1

CpoK rogHoCTU (MM.ITIT): 06/2026

Manufacturer according to the

registration in Russia: /

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

MpounsBoutesrib B COOTBETCTBUN

c perucTpauuen B Poccuu:

«®amap Xanc Kea CepBuces Magpua, C.AY.»

Parameter / NapameTp

Specifications / Cneundgukauuu

Results / Pe3ynbTtarsl

Mean dose weight and
uniformity of dose weight /
CpeaHnas macca [03bl U
0HOPOAHOCTL Macchbl
4036l

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 fo3bl: 45 mr + 15 %.
OAHOPOAHOCTb Macchl 403bl: CpefHss
macca [o3bl x 25 %.

He 6onee 2 13 10 gos >+ 25 % ot cpegHen
Macchbl 4O3bl.

Ho scerna < + 35 % oT cpegHei maccel
J403bl.

46.74 mg / 46.74 mr

0

Related substances /
PoacTseHHble Npumecu

Impurity A (Hydrolysis product) — NMT 0.5
% I Mpumech A (NPOAyKT rMaponusa) — He
tonee 0.5 %.

0.0 %

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

0.0 %

Single unidentified impurity —= NMT 0.1 % /
EavHuyHaa HeugeHTUuumposaHHasn
npumech — He Bonee 0.1 %.

0.0 %

Total impurities = NMT 1.2 % /
Cymma npumecen — He Gonee 1.2 %.

0.0%
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mponvkr

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

HA3VBWH® CEHCUTUB,
Cnpeil HazanbHbI Jo3upoBaHHbLIN, 11,25 Mkr/gosa
SAP-Code: [ Kog SAP: 05502960
Batch no.: / Ne naptun: 294380A
Manufacturing date (mm.yyyy): /
Hata npowusBoacTea (MM.rrrr): 06/2023
Expiry date (mm.yyyy): /
Cpok rogHocTy (MM.rrrr): 06/2026

Manufacturer according to the

registration in Russia: /

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

llpou3BoauTent B COOTBETCTBUM

C pberucrpaumen 8 Poccuu:

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

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml/
Mukpobuonoruyeckas Obuiee umcno aspobHbIX BakTepuii — He 0 KOE/mn
YKCTOTa Bonee 10?2 KOE/mn
TYMC — NMT 10" CFU/mi / 0 CFU/ml/
ObLee YKcno OpOdOKEBbIX Vi MITECHEBbIX 0 KOE/mn
rpubos — He Gonee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OrcyrctBue Pseudomonas aeruginosalmn. OtcytctByeT B 1,0 Mn
Staphylococcus aureus — absence/ml. / Absentin 1.0ml/
OrtcytctBue Staphylococcus aureusimn. OTcytctByer B 1,0 mn
Assay 225 —262.5 pg of oxymetazoline 252.6 ug/mi/ 252.6
Oxymetazoline hydrochloride/ml. / MKr/mn
hydrochloride / 225 —~ 262,5 MKT OKCUMETA30MMHA
KornunuecteeHHoe ruapoxnopuga/mn.
onpeaenexHne
OkcumeTasonuHa
rmapoxnopng
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / [IpoayKT

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pyg/dose /
HA3MBMH® CEHCUTHUB,

crpeit HasanbHbIW AO3UpoBaHHbIA, 11,25 MKr/po3a

05502960
294380A

Manufacturing date (mm.yyyv): /

NaTta npousBoAcTBa (MM.ITTT):

06/2023

Expiry date (mm.yyyy): /
Cpok rogHoCTH (MM.ITrT):

Manufacturer according to

06/2026
the

registration in Russia: /

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

MpousBoguTesib B COOTBETCTBUN

¢ perucrpauven B Poccun:

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

Parameter / [fapameTp

Specifications / Cneundukaumm

Results / PesynbTarbl

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
13 NONU3TUNEHA BbICOKOW
MNOTHOCTU C JO3MPYOLLM
YCTPOMCTBOM 1 C 3aLUTHON
KPbILUKOI N3 NONMaTuneHa
BbICOKOWA MNOTHOCTL.

Mo 1 chnakoHy BmecTe C
WHCTPYKUMEN NO NMPUMEHEHWIO B
navky KapTOHHYHO.

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 riakoH
3 NONMU3TUNEHa BbICOKOM
NAOTHOCTU C AO3VPYIOWUM
YCTPOMCTBOM U C 3aLUTHON
KPbILLKOW M3 MOnuaTureHa
BbICOKOWN MIOTHOCTH.

Mo 1 donakoHy BMecTe ¢
WHCTPYKLMEN MO NMPUMEHEHUIO B
nayvKy KapTOHHYHO.

Labeling / MapkupoBka

In accordance with ND. /
B coOTBETCTBUN C HOPMATUBHON
JIOKYMEHTaLMEN.

Complies as prescribed /
CooTBeTCTBYET NpeanucaHHomy

Storage conditions /
Ycnosusi XpaHeHus

At the temperature not more than 30°C. /

Mpu Temnepatype He soiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3years/3roaa
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CERTIFICATE OF ANALYSIS /| CEPTUDUKAT AHAJTN3A

Product: / Tpogykr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 ug/dose /
HA3UBUH® CEHCUTUB,
Cnpen HasanbHbIN JO3UPOBaHHbLIN, 11,25 mkr/gosa
SAP-Code: / Kop SAP: 05502960
Batch no.: / Ne naptuu: 294380A
Manufacturing date (mm.yvyyy): /
Hata npousBoacTBa (MM.ITIT): 06/2023
Expiry date (mm.yyyy): /
CpPOK rogHOCTH (MM.ITIT): 06/2026
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
FlponsBoanTeNE B COOTRETCTENN
C perucrpauven B Poccuu: «®amap Xanc Kea CepBuces Manpun, C.A.V.»
APl name / Haumenogauue ADC: Gxyimetazoline hydrochioride / Okcumerasonuna
FAAPOXiiopua
INN / MHH: Oxymetazoline / Okcumertazonux
API manufacturer batch number /
Howmep cepuu npoussosnurtens A®C: 21392088
FP Manufacturer APl Batch number  /
Homep cepun cyGeTanuuu npouseoautena MMod: 2300648
Siegfried PharmaChemikalien Minden GmbH,
API iianufactured by & country / Germany /
Mpouseogutens A®C, cTpana: 3urcbpua PapmaXemukannen MuHgeH 'méX,
epmanus

Assessment: / 3akntoyeHue: The batch complies with the specification according to ND M-
000511-211022 / MapTust cooTBETCTBYET crneundukaumam
HopmaTtuBHoOro gokymerta J1M-000511-211022

Date / Signature of Qualified Person: / D . / /é\
dara / noanuck ynonHoMOYeHHOro nuua: AL 2l 7 LoX ‘ -

L WAy Kau&«w/&g

FARAL macws







