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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3SNBUH® CEHCUTUB,

cnpen HasanbHbIN 0O3UPOBaHHbIN, 22,5 MKr/Ao3a

05503227
328020A

Manufacturing date (mm.yyvyy): /

fara npousBoacTBa (MM.FTIT):

07.2024

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

06.2027

Manufacturer according to the

registration in Russia: /

MpouszsoauTens B COOTBETCTBUM

¢ peructpauuen 8 Poccuu:

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

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

Parameter / NapameTp

Specifications / Cneundmnkaumm

Results / PeaynbTaTthi

Identification
Oxymetazoline
hydrochloride /
MNoanuHHOCTL
OkcumeTasonvHa
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 hydrochloride standard
solution, received at assay testing. / Bpems
YAEPKNBaAHNA OCHOBHOTO MWKa Ha
XpomaTorpaMmMe UCnbITyemoro pactsopa
DOIMKHO COOTBETCTBOBATL BPEMEHM
YAEPXKNBAHUS OCHOBHOIO NuKa Ha
XpomaTorpamme cTaHg4apTHOro pacTsopa
OKCUMETa3onumHa ruapoxnopuaa,
nony4eHHoW Np1 KONNYECTBEHHOM
onpeaeneHuu.

conforms / cooTBeTCcTBYET

Clarity / Mpo3payHocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHuus npenapaTta He AOMKHa
npesblLLaTh onanecueHUmIo aTanoHa
cpaBHeHus |.

conforms / cooTBeTCcTBYET

Color of the solution /
LiBeTHoCTL pacTBopa

The product should be not more colored than
color reference solution Y7 / MNpenapat
AormkeH BbITb OKpalleH He Gonee
WHTEHCUBHO, YeM 3TanoH Y7.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.010
OTHocuTenbHas nroTHocTh | OT 1,006 go 1,010

(d 20/20)

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

Osmolality / From 270 to 330 mOsmol/kg / 293 mOsmol/kg /
OcmonsaneHOCTL Ot 270 po 330 mOcmonb/kr 293mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINTU3A

Product: / MpoaykTr

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

NASIVIN® SENSITIVE

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

HA3WBUH® CEHCUTUB,

crnpew HasanbHbIA 0O3MPOBaHHbLIN, 22,5 MKr/Oo3a

056503227
328020A

Manufacturing date (mm.yyyy): /

Hara npouzsoacTBa (MM.ITrT):

07.2024

Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.FTrr):

06.2027

Manufacturer according to the

reqgistration in Russia: /

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

ﬂpomasogmen b B COOTBETCTBUMU

c perucTtpauuven B Poccuu:

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

Parameter / NapameTp

Specifications / Cneuundukaumm

Results / Pesynbrarbl

Mean dose weight and
uniformity of dose weight /
CpeaHsist macca fosbl n
OAHOPOAHOCTb Macchl
A03bl

Mean dose weight: 45 mg 15 %.

Uniformity of dose weight: must comply.

O)_IHOpOI[HOCTB MacCChbl

COOTBCTCTBOBATH

O3B

JOJIZKHa

46.80 mg / 46.80 mr

Number of doses per pack
/ KonnyecTtBo 003 B
ynakoBke

Not less than 143 doses per container./

He meHee 143 [os Bo pnakoHe

200 doses/ 200 pos

Related substances /
PoactseHHble npumecu

Impurity A (Hydrolysis product) — NMT 2.0
% / Tpumeck A (NpoayKT rMaponunsa) — He
oonee 2,0 %.

0.0%

Impurity ZP-1 = NMT 1.5 % /
Mpumeck ZP-1 — He 6onee 1,5 %.

0.0%

Single unidentified impurity — NMT 1.0 % /
EAVHWYHaA HemgeHTUdULMpOBaHHas
npumech — He bonee 1,0 %.

0.0%

Total impurities — NMT 4.9 % /
Cymma npumeceit — He 6onee 4,9 %.

0.0%

Microbial purity /
MukpoBuonoruyeckas
yncToTa

TAMC — NMT 102 CFU/ml /
ObLee uncro aspobHbIX BakTepuii — He
6onee 10? KOE/mn

0 CFU/ml/
OKOE/mn
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTU3A

Product: / Mpoaykr

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

HA3UBUH® CEHCUTUB,
cnpei HazanbHbIi AO03UMPOBaHHbIN, 22,5 MKr/ao3a
SAP-Code: / Ko SAP: 05503227
Batch no.: / Ne naptuu: 328020A
Manufacturing date (mm.yyyy): /
Harta npoussoncTBa (MM.ITTT): 07.2024
Expiry date (mm.yyyy): /
Cpok rogHoCTH (MM.rrTT): 06.2027

Manufacturer according to the

reqistration in Russia: /

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

MpousBsoauTens B COOTBETCTBUMU

¢ peructpauuven B Poccum:

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

TYMC — NMT 10' CFU/ml / 0 CFU/ml/
ObLyee ymcno ApoioKeBbIX U NNECHEBbIX OKOE/mn
rpmbos — He Gonee 10" KOE/mn

Pseudomonas aeruginosa — absence/ml / Absent in 1.0 ml/
OTvcyTteraue Pseudomonas aeruginosaimn. | Oteyrereyet 8 1,0 mn

rMapoXnopug

Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OTcyrerBue Staphylococcus aureus/mn., Otcyreteyet B 1,0 Mn
Assay 450 - 525 ug of oxymetazoline 506 pg/ml / 506 mkr/mn
Oxymetazoline hydrochloride/ml. /
hydrochloride / 450 — 525 MKr okcmeTasonuHa
KonuyectseHHoe rugpoxnopuaa/mn.
onpepeneHve
OkcumeTtasonvHa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / MpoayKr

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

NASIVIN® SENSITIVE

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

cnpei HasanbHbIW 4O3MPOBaHHbIN, 22,5 MKr/Ao3a

05503227
328020A

Manufacturing date (mm.yyyy): /

- fara npou3soacTea (MM.rrrr):

07.2024 3

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

06.2027

Manufacturer according to the

registration in Russia: /

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

NpouszBoauTens B COOTBETCTBUU

c peructpauvei B Poccum:

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

Parameter / MapameTtp

Specifications / Cneundoukaumum

Results / PesynbTatbl

Packaging / Ynakoska

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 thnakoH
W3 NonunaTuneHa BbICOKON
NNOTHOCTU C A03NPYIOLLIMM
YCTPONCTBOM U C 3aLLUTHOWN
KPbILKOW U3 NoNnMaTuneHa
BbICOKOW MMOTHOCTW.

Mo 1 conakoHy BmMecTe ¢
WHCTPYKUMEN MO NPUMEHEHNIO B
Nayky 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 drakoH
13 NONMaTUIeHa BbICOKON
MAOTHOCTN C [O3MPYIOLLUM
YCTPONCTBOM U C 3aLLMTHOM
KPbILLKOA 13 NONnaTureHa
BbICOKOW MMAOTHOCTWN.

Mo 1 dnakoHy BMecTe ¢
WHCTPYKLMEN M0 NPUMEHEHWIO B
Nnayky KapTOHHYIO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBeTCTBUM C HOPMaTUBHOA
OOKYMeHTauunen.

Complies as prescribed /
CooTBeTCcTBYET NpesnMcaHHoOMY

Storage conditions /
Ycnosusi XxpaHeHus

At the temperature not more than 25°C. /

Mpv Temnepatype He Boiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3 roga




CERTIFICATE

Product: / MpoaykT

SAP-Code: /| Koo SAP:
Batch no.: / Ne naptum:

Manufacturing date (mm.yyyy): /
dara npoussoacTea (MM.rrrr):

Expiry date (mm.yyvyy): /
CpoK rogHOCTU (MM.ITTIT):

Manufacturer according to the
registration in Russia: /

Page 5 of 56/ Ctpannua 5u3 5

OF ANALYSIS / CEPTU®UKAT AHAJTTU3A

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /
HA3UBUH® CEHCUTUB,

cnpen HasanbHbIA OO3UPOBaHHLIN, 22,5 MKr/Qo3a

05503227
328020A

07.2024
06.2027

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

ﬂgouaaogwrenb B COOTBETCTBUU

c peructpauuen B Poccuu:

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

APl name / HaumeHoBaHue A®C:

Oxymetazoline hydrochloride / OkcumeTtasonuHa

ruapoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number 1
Homep cepun npounssogutens A®C: 25252050
FP Manufacturer API Batch number [/ 2400609

Homep cepun cy6ecTaHumm npousBogutens MNo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country 1 Germany /
Mpoussoautens APC, cTpaHa: 3urdopug PapmaXemukanneH MungeH TmeGX,
"epmaHus

Assessment: / 3akntovyeHue:

The batch complies with the specification according to ND JIM-
000511-211022 amendment 1 from 03.11 .2023 // MapTus
COOTBETCTBYET creuundmnkaLmsm HopmaTueHoro gokymenta Jirl-
000511-211022 nsmeHeHune Ne1 ot 03.11 .2023

Date / Signature of Qualified Person: / P g@
CG MOV 2024

fara / noanuch yNonHOMOYEHHOro nuua:

o
guc..éc‘_tupé_ So(\ic;Lﬁ.E /QP

FAMAR FAM AR MASRUN

Health Care Services

Avda. Leganés, 62
28923 Alcorcon, Madrid, Spain







