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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINTU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

HA3VUBUH® CEHCUTUB,
crnpei HazanbHLIW 4O3MpPOBaHHbIN, 11,25 Mkr/go3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 325840A
Manufacturing date (mm.yyyy): /
Odarta npouzsofacTea (MM.ITIT): 02.07.2024
Expiry date (mm. )
CpokK rogHOCTHU (MM.rTIT): 06.2027

Manufacturer according to the

registration in Russia: /

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

Mpouasoguren b B COOTBETCTBUU

C perucTpauuven B Poccuu:

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

Parameter / Mapametp

Specifications / Cneundukauun

Results / Peaynbtathbl

Identification

Oxymetazoline
hydrochloride /
MNoannHHoCTL

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 hydrochloride standard
solution, received at assay testing. / Bpems
yAepXusaHus OCHOBHOTO Nuka Ha
XpomaTorpaMmMe UCnbITyeEMOro pacTeopa
AOMKHO COOTBETCTBOBaTL BPEMEHU
yAepXMBaHWA OCHOBHOIO NUKa Ha
XpomaTorpamme CTangapTHOro pacteopa
OKCMMETa30nuHa rugpoxnopunaa,
MOny4eHHOW NPW KONNYECTBEHHOM
onpeaeneHun.

Conforms /
COOTBETCTBYET

Clarity / MpospayHocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHuWsA npenapara He A4omKHa
npesbilaTh onanecueHUuio aTanoHa
cpaBHeHMA I.

Conforms /
COOTBETCTBYET
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CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHAITU3A

Product: / Mpoayxr

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

crnpei HazanbHbIW A4O3UPOBaHHbLIN, 11,25 MKr/ao3a

05503228
325840A

Manufacturing date (mm.yyyy): /

gaTa npou3BoacTea (MM.ITIT):

02.07.2024

Expiry date (mm.yyyy): /
Cpok rogHocTU (MM.ITrr):

06.2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUM

c perucrpauuen B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneundoukaumnm

Results / PesynbTathl

[03bl

COOTBETCTBOBATD.

Color of the solution / The product should be not more colored than | Conforms /

LiBeTHOCTL pacTBopa color reference solution Y7 / MNpenapat COOTBETCTBYET
DomkeH ObITb oKpalleH He Bonee
WHTEHCWBHO, YeMm 3TanoH Y7.

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007

OTHocuTenbHas nnotHocTk | OT 1,006 go 1,010

(d 20/20)

pH / pH From 5.6t06.1/0T1 5,6 0o 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 297 mOsmol/kg / 297

OcmonsnbHOCTb Ot 270 po 330 mOcmonb/kr MmOcmonb/kr

Mean dose weight and Mean dose weight: 45 mg 15 %. 44.05 mg/44.05 mr

uniformity of dose weight / Uniformity of dose weight: must comply./

CpenHan macca Ao3b! 1 CpeaHsia macca posbl: 45 mr £ 15 %

OLHOPOAHOCTb Macchl : ' Conforms /
OpHOpOAHOCTL Macchl 403kl A0MKHA COOTBETCTBYET
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIUIA

Product: / Mpogykr

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,
cnpei HazanbHbIA [O3UPOBaHHbIW, 11,25 Mkrigo3a
SAP-Code: /| Kog SAP: 05503228
Batch no.: / Ne naptuu: 325840A
Manufacturing date (mm.yyyy): /
Oara npousBoacTBa (MM.rrrr): 02.07.2024
Expiry date (mm.yyyy): /
Cpok rogHocTy (MMm.rrrr): 06.2027

Manufacturer according to the

registration in Russia: /

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

lMpouseoauTenL B COOTBETCTBUM

c peructpauuven B Poccuu:

«®amap Xanc Kea Cepsuces Maapua, CA.Y.»

Parameter / MNapameTp

Specifications / Cneundukaumm

Results / PesynbTtathbl

Related substances /
PoacTtaeHHble npumech

Impurity A (Hydrolysis product) — NMT 2.0
% / Mpumeck A (NpoayKT ruaponusa) — He
6onee 2,0 %.

0.0 %

Cymma npumecei — He 6onee 4,9 %.

Related substances / Impurity ZP-1 —NMT 1.5 % / 0.0%
PoacTteeHHble npumecu Mpumeck ZP-1 — He Gonee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EavHnuHas HemageHTUdUUmMpoBaHHas
npumeck — He 6onee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%

Microbial purity /
Mukpoburonornyeckas
yucToTa

TAMC — NMT 102 CFU/ml /
O6uee yncno aspobHbix bakTepuin — He
6onee 102 KOE/mn

0 CFU/ml/ 0 KOE/mn

TYMC — NMT 10" CFU/ml /
O6Lwee Yncno ApoXOKEBLIX U NNEeCHEBbIX
rpn6os — He 6onee 10" KOE/mn

0 CFU/mi / 0 KOE/mn
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJIU3A

Product: / Mpogyxr

NASIVIN® SENSITIVE

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

HA3NBUH® CEHCUTUB,
cnpem HaszanbHbiW Ao3MpoBaHHbIN, 11,25 Mkr/ao3a
SAP-Code: / Kog SAP: 05503228
Baich no.: / Ne naptuu: 325840A
Manufacturing date (mm.yyyy): /
Data npousBoacTBa (MM.ITrT): 02.07.2024
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.TTIT): 06.2027

Manufacturer according to the

registration in Russia: /

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

MpouseoauTtens B coOoTBeTCTBUU

c perucrpauuein B Poccuu:

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

Pseudomonas aeruginosa — absence/ml /
OTcyTterBue Pseudomonas aeruginosa/mn.

Absentin 1.0 ml/

OrtcytereyeT B8 1,0 M

Staphylococcus aureus — absence/ml. /
OrTcytcteue Staphylococcus aureus/imn.

Absentin 1.0 mi/

Otcyrcteyet B 1,0 Mn

Assay
Oxymetazoline

hydrochloride /
KonwuecTtBeHHoOe
onpegeneHve

OxcumeTasonuHa
rmapoxnopua

225 — 262.5 pg of oxymetazoline
hydrochloride/ml. /

225 — 262,5 MKr oKCUMETa30nnHa
rmgpoxnopuaa/mn.

247.0 ug/ml [ 247.0
MKr/Mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNU3A

Product: / Mpoayxr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3SUBUH® CEHCUTMUB,
cnpew HazanbHbIW O3UPOBaHHbINA, 11,25 Mkrigoza

05503228
325840A

Manufacturing date (mm.yyyy): /

Odara npouzsogctea (MM.rrrr):

02.07.2024

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

06.2027

Manufacturer according to the

registration in Russia: /

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

MpouzBoauTEensL B COOTBETCTBUM

C perucrpauuein B Poccum:

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

Parameter / MapameTp

Specifications / Cneundukauum

Results / Pesynbrathl

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 NONM3TUNEHAa BbICOKOW
NMOTHOCTY € 4O3UPYIOLLUM
YCTPOWCTBOM U C 3aLNTHOMW
KPbILLKOW U3 NONMaTuneHa
BbICOKOW MNOTHOCTW.

Mo 1 dpnakoHy BmecTe ¢
VHCTPYKLMER NO NPUMEHEHWIO 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 8o ¢nakoH
W3 NONNITUNEHA BbICOKON
NNOTHOCTU C A0O3UPYIOLLINUM
YCTPOWCTBOM U C 3aLLUTHON
KPBILUKOW U3 NONMaTUeHa
BbICOKOW NIOTHOCTU.

Mo 1 conakoHy BmecTe ¢
VHCTPYKLUMEN NO NPUMEHEHWIO B
nayky KapTOHHYIO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTtBeTcTBMM C HOpMaTUBHOMW
OOKYMEHTaumnen.

Complies as prescribed /
CooTtBeTcTBYET NPEanMcaHHoOMy

Storage conditions /
Ycnosua xpaHeHns

At the temperature not more than 25°C. /

Mpwn TemnepaType He Bbiwe 25 °C.

Ehclf lifc / Cpoic xpaliciima

3 years/ 3 rona
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpogykr

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

Manufacturing date (mm.yyyy): /
Oara npoussogcTBa (MM.rrrr):
Expiry date (mm.yyyy): /

CpoOK rogHOCTU (MM.ITTT):

Manufacturer according to the
registration in Russia: /

MpousBoauTens B COOTBETCTBUU

c peructpauuei B Poccuu:

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3UBUH® CEHCUTUB,

cnpen Has3anbHbIA O3UPOBaHHbINA, 11,25 MKr/ao3a

05503228
325840A

02.07.2024
06.2027
Famar Health Care Services Madrid, S.A.U./

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

APl name / HaumeHoBaHue A®C:

rnapoxnopug

INN / MHH:

Oxymetazoline / OkcumeTasonuH

API manufacturer batch number /
Homep cepuu npouzsogurtens A®C:

23212090

FP Manufacturer APl Batch number /

2400609

Oxymetazoline hydrochloride / OkcumeTtasonuHa

Homep cepumn cy6ctaHuuu npoussogutena MNod:

API Manufactured by & country /
Mpounzsoaurens APC, cTpaHa:

Siegfried PharmaChemikalien Minden GmbH,
Germany /

3urdpng PapmaXemukanveH MuHgeH MmoX,
MepmaHus

Assessment: /| 3aknioyeHue:

The batch complies with the specification according to ND Jil1-

000511-211022 amendement Ne1 from 03.11.2023 / MNMapTus
COOTBETCTBYET cneundukaumsam HopmatusHoro gokymenTa JIl-
000511-211022 nameHeHme Ne1 ot 03.11.2023

Date / Signature of Qualified Person: /
Oata / nognucb yNnonHOMOYEHHOro nuua:

FAMAR

O AV G 2a . I

LW‘L) Aarncd e /P
FAmRAL maone,

-

Health Care Services

Avda. Leganes, 62
28923 Alcorcon, Madrid, Spain




