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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3NBWH® CEHCUTUB,

crnpen HasanbHbIA 0O3UPOBaHHbIN, 22,5 MKr/Qo3a

056503227
320010A

Manufacturing date (mm.yyyy): /

Oata npoussoAcTBa (MM.rrrr):

04.2024

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

03.2027

Manufacturer according to the

registration in Russia: /

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

lMpousBoauTenb B COOTBETCTBUM

C peructpauuvein B Poccum:

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

Parameter / Napametp

Specifications / Cneundukauum

Results / PeaynbTarthl

Identification
Oxymetazoline
hydrochloride /
MognuHHoCTb
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
YAEPXXUBAHNSA OCHOBHOTO MNWKa Ha
XpomaTorpamme UcCnbiTyemoro pacTeopa
OOIMKHO COOTBETCTBOBATL BPEMEHU
yAepXNBaHUS OCHOBHOIO NUKa Ha
XpomaTtorpaMmme CTaH4apTHOro pacTeopa
OKCUMEeTa3onNnHa rmgpoxnopuaa,
Nony4YeHHOW Npu KONMYECTBEHHOM
onpegeneHuu.

conforms / cooTBeTCTBYET

Clarity / NMpospayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHUWs npenapara He JoMKHa
npeBbIWaTh onanecueHuMo 3TanoHa
cpaBHeHus |.

conforms / cooTBeTCcTBYET

Color of the solution /
LiBeTHOCTb pacTBopa

The product should be not more colored than
color reference solution Y7 / MNpenapat
AomkeH 6bITb okpalleH He Bonee
WHTEHCUBHO, YeM 3TanoH Y.

conforms / cooTBeTCTBYET

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

(d 20/20)

pH / pH From561t06.1 /0T 5,6 0o 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 293 mOsmol/kg /
OcmonsanbHOCTb Ot 270 po 330 mOcmonb/kr 293mOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATIU3A

Product: / [poaykT

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

NASIVIN® SENSITIVE

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

HA3NBUH® CEHCUTUB,

cnpeun Ha3anbHbIM 4O3UPOBaHHbIN, 22,5 MKr/go3a

05503227
320010A

Manufacturing date (mm.yyyy): /

[ara npoussoacTBa (MM.ITIT):

04.2024

Expiry date (mm.yyyy): /
Cpok rogHocT (MM.ITTT):

03.2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUU

c perucrpauvein B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundmkarum

Results / Pesynbrathl

Mean dose weight and
uniformity of dose weight /
CpepnHsas macca A03bl 1
OOHOPOAHOCTL Macchl
A03bl

Mean dose weight: 45 mg £15 %.
Uniformity of dose weight: must

comply.CpeaHas macca fosbl: 45 mr £ 15 %.

OnHopoAHOCTb Macchl A03bl: AOMKHA
COOTBETCTBOBATD.

44.99 mg / 44.99 mr

conforms / cooTBEeTCTBYET

rpn6oB — He Gonee 10" KOE/mn

Related substances / Impurity A (Hydrolysis product) — NMT 2.0 0.0 %
PopacTteeHHble npumech % / MNMpumeck A (NpoayKT ruaponusa) — He
6onee 2,0 %.
Impurity ZP-1 — NMT 1.5 % / 0.0%
[Tpumeck ZP-1 — He Gonee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EaovHnyHasa HenaeHTudULMpoBaHHas
npumecs — He 6onee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%
Cymma npumecei — He 6onee 4,9 %.
Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml/
Mukpobuonorudeckas Ob6uwee uncrio aspobHbix bakrepuit — He OKOE/mn
yucToTa 6onee 10?2 KOE/mn
TYMC ~ NMT 10" CFU/ml / 0 CFU/ml/
O6Lee YnCno APOXOKEBBIX U MNECHEBLIX OKOE/mn

Pseudomonas aeruginosa — absence/ml /

OTtcyTcTBME Pseudomonas aeruginosal/mn.

Absentin 1.0 ml/
OtcyTctByeT B 1,0 Mn

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

Absentin 1.0 ml/
OrtcytcrByet B 1,0 Mn
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHATTU3A

Product: / Mpoaykr

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

HA3VBUH® CEHCUTUB,
crnpew HasanbHbIN 0O3UPOBaHHbIN, 22,5 MKr/go3a
SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne napTuu: 320010A
Manufacturing date (mm.yyyy): /
farta npoussogcTBa (MM.ITIT): 04.2024
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.TrFIT): 03.2027

Manufacturer according to the

registration in Russia: /

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

lpousBoauTenL B COOTBETCTBUU

c perucTpauuen B Poccuu:

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

Assay
Oxymetazoline
hydrochloride /
KonuuecTtseHHoe
onpegeneHne
OxkcumeTasonuHa
ruapoxnopus

450 - 525 ug of oxymetazoline 504 pg/mi/ 504 mkr/mn
hydrochloride/ml. /
450 - 525 mKr okcumeTasonnHa
rmapoxnopuaa/mn.
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATIUIA

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

cnpem HasanbHbI AO3UPOBaHHbIN, 22,5 MKr/ao3a

05503227
320010A

Manufacturing date (mm.yyyy): /

Oarta npoussoactia (MM.Irrr):

04.2024

Expiry date (mm.yyyy): /
CpoOK rogHOCTU (MM.FTIT):

Manufacturer according to

03.2027
the

registration in Russia: /

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

lMpousBoauTesib B COOTBETCTBUM

¢ perucTpauunen B Poccun:

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

Parameter / lapameTtp

Specifications / Cneundukaumm

Results / PesynkTaThl

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 B0 ¢hrnakoH
13 NONM3TUNEHA BLICOKON
NIOTHOCTM C A,03UPYIOLLUM
YCTPOWCTBOM U C 3aLLUTHON
KPbILLKOW U3 nonuaTuneHa
BbICOKOW NAOTHOCTM.

Mo 1 dnakoHy BMecTe ¢
WHCTPYKLUMER NO NPUMEHEHUIO B
Nayky KapTOHHVIO.

Per 10 mlinto 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 npenapara Bo ¢prnakoH
13 NONN3TUNEHA BbICOKON
MAOTHOCTW C A03MPYIOLLM
YCTPOWCTBOM W C 3aLLNTHON
KPBILLKOW U3 nonuaTuneHa
BbICOKOW MIIOTHOCTW.

Mo 1 dnakoHy BmecTe C
WHCTPYKLUMER NO NPUMEHEHUIO B
nayky KApTOHHY!IO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBETCTBNM € HOPMATUBHOWM
OOKYMEHTaUMeENn.

Complies as prescribed /
CooTBeTCTBYET NPeAnNMcaHHoOMY

Storage conditions /
Ycnosusi xpaHeHust

At the temperature not more than 25°C. /

Mpn TemnepaTtype He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3 roga




CERTIFICATE

Product: / Mpoaykr

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

Manufacturing date (mm.yyyy): /

Oata npou3soacTea (MM.IrrT):
Expiry date (mm.yyyy): /

Cpok rogHOCTU (MM.TTIT):
Manufacturer according to the
registration in Russia: /
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OF ANALYSIS / CEPTU®UKAT AHATIU3A

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /
HA3UBUWH® CEHCUTUB,

cripeil HasanbHbIN 0O3UPOBaHHbLIN, 22,5 MKI/Qo3a

056503227
320010A

04.2024
03.2027

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

MpoussoauTens B COOTBETCTBUMU

€ peructpauveun B Poccuu:

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

APl name / HaumeHoBaHue A®C:

Oxymetazoline hydrochloride / OkcumeTasonuHa

ruapoxnaopug
INN / MHH: Oxymetazoline / OkcrvmMeTa3onuH
API manufacturer batch number !
Homep cepum npouseoautens A®C: 2320259
FP Manufacturer API Batch number / 2400549

Homep cepum cybcTaHumm npoussoautens Md:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
MNpoussoautens A®C, cTpaHa: 3urdpug PapmaXemukanved MuHgeH MbX,
'epmaHusn

Assessment: / 3aknro4yeHue:

The batch complies with the specification according to ND M-
000511-211022 amendement Ne1 from 03.11.2023 / MapTus
COOTBETCTBYET crneundmrKaumam HopmaTuBHoro gokymeHTa Jill-
000511-211022 uam. Ne1 ot 03.11.2023

Date / Signature of Qualified Person: / / p
ata / noAnucL YNoNHOMOYEHHOTIO nuua: AG ™SO 2021

Cededope %: nedlee

FAMAR MABRIRN







