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CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHATIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

cnpen HasanbHbIM 4O3UpOBaHHbLIN, 11,25 Mkr/go3a

05503228
329090A

Manufacturing date (mm.yyyy): /

Oata npoussogcTBa (MM.ITIT):

08.2024

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

07.2027

Manufacturer according to the

registration in Russia: /

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

MpousBoauTens B COOTBETCTBUU

¢ peructpauuen B Poccuu:

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

Parameter / Mapametp

Specifications / Cneundukaunmn

Results / PesynbTaThb!

Identification
Oxymetazoline
hydrochloride /
MognuHHOCTL
OkcumeTasonuHa
rmapoxnopua

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
YAEPXUBAHNS OCHOBHOIO MNKa Ha
XpomaTorpammMe UCMbITYEMOro pacTeopa
AOIMKHO COOTBETCTBOBATL BPEMEHMU
yAEpXKUBaHUA OCHOBHOMO NMuKa Ha
XpomaTtorpamme CTaHAapTHOro pacTeopa
OKCMMeTas3osIMHa rmapoxnopuaa,
NOMyYEHHOW NPW KONMYECTBEHHOM
onpegeneHuu.

conforms / cooTBeTCTBYET

Clarity / Npospa4HocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuus npenaparta He 4OMmKHa
npeBbIWaTh onanecueHuUno aTanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiseTHOCTb pacTBopa

The product should be not more colored than
color reference solution Y7 / MNpenapar
ponxkeH 6bITb okpaweH He 6onee
WHTEHCUBHO, Yem 3TanoH Y.

conforms / cooTBeTcTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007
OTtHocuTenbHasa nnotHocTb | OT 1,006 oo 1,010

(d 20/20)

pH / pH From 5.6t06.1/01 5,6 00 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 292 mOsmol/kg /
OcmonanbHOCTb Ot 270 po 330 mOcmonb/kr 292mOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / MpoaykTt

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

NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pg/dose /
HA3MBUH® CEHCUTUB,

cnpei HasanbHbIA JO3UPOBaHHbIA, 11,25 MKr/no3a

05503228
329090A

Manufacturing date (mm.yyyy): /

[Oara npousBoacTBa (MM.ITTT):

08.2024 s

Expiry date (mm.yyyy): /
Cpok roagHoCTH (MM.FTTT):

07.2027

Manufacturer according to the

registration in Russia: /

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

MpousBoauTesib B COOTBETCTBUU

¢ peructpauuen B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneuunchuxaumm

Mean dose weight and
uniformity of dose weight /
CpeaHsist macca aosbl n
04HOPOAHOCTL Maccehb!
[03bl

Mean dose weight: 45 mg £15 %.

Uniformity of dose weight: must comply.

OOHOPOAHOCTH  MacCchl  JAO3bl:  JOJDKHA
COOTBETCTBOBATH
Number of doses per pack |Not less than 143 doses per container./ 216 doses/ 216 pos
/ KonnyectBo o3 B
ynakoBKe He meHee 143 po3 Bo dhnakoHe
Related substances / Impurity A (Hydrolysis product) — NMT 2.0 0.0%
PoacTteeHHble npumecu % / Mpumeck A (NpoayKT rupponusa) — He
6onee 2,0 %.
Impurity ZP-1 — NMT 1.5 % / 0.0%
Mpumeck ZP-1 — He Gonee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EavHuyHas HenpeHTMbnunposaHHas
npumecs — He 6onee 1,0 %.
Total impurities —= NMT 4.9 % / 0.0%
Cymma npumeceii — He 6onee 4,9 %.
Microbial purity / TAMC — NMT 102 CFU/m! / 0 CFU/ml/
MukpoBuronornyeckas O6uwee uncno aspobHbix BakTepuint — He OKOE/mn
4yucToTa 6onee 102 KOE/mn

Results / PeaynbTathbl
46.88 mg / 46.88 mr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpoaykr

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

HA3NBUH® CEHCUTUB,
Cnpen HasanbHbIA 0O3UpoBaHHbIN, 11,25 MKr/po3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 329090A
Manufacturing date (mm.yyyy): /
dara npou3soAcTEa (MM.IIrT): 08.2024 -
Expiry date (mm.yyyy): / “
CpoK rogHocTU (MM.TTTT): 07.2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTesic B COOTBETCTBUM

€ peructpauuei B Poccuum:

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

TYMC — NMT 10" CFU/ml / 0 CFU/ml /
O6Lee YMcno QPOXOKEBLIX U NIIECHEBbIX OKOE/mn
rpubos — He Gonee 10" KOE/mn

Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OTcytctBue Pseudomonas aeruginosa/mn. | Otcytcteyet B 1,0 mn

ruapoxsiopua

Staphylococcus aureus — absence/ml. / Absent in 1.0 ml/
OtcytctBue Staphylococcus aureus/mn. Otcytcreyer B 1,0 Mn
Assay 225 — 262.5 pg of oxymetazoline 252.1 yg/ml / 252 1
Oxymetazoline hydrochloride/ml. / MKr/mn
hydrochloride / 225 — 262,5 MKr oKCcuMeTasonmHa
KonuyecTtBeHHoe rugpoxnopuaa/mn.
onpepeneHve
OkcvmeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

cnpen Ha3anbHbI fo3upoBaHHbIW, 11,25 MKkr/gosa

05503228
329090A

Manufacturing date (mm.yyyy): /

- farta npoussoacTea (MM.FrrT):

08.2024 .

Expiry date (mm.yyvyy): /
Cpok roaHocTw (MM.ITIT):

07.2027

Manufacturer according to the

registration in Russia: /

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

lMpoussoguTenL B COOTBETCTBUMU

c perucrTpaumuein B Poccum:

«®Pamap Xanc Kea Cepeuces Maapua, C.A.Y.»

Parameter / MapameTp

Specifications / Cneundumkaumm

Results / PesynbTarthl

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 nNpenapata BO pnakoH
13 MONMU3TUNEHA BbICOKON
MMOTHOCTM C AO3MPYIOLLUM
YCTPOWCTBOM U C 3aLUTHON
KPbILLKOW U3 monuaTuneHa
BbICOKOM NSIOTHOCTH.

Mo 1 conakoHy BmecTe €
WHCTPYKLUMEN MO NPUMEHEHWIO 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 dhriakoH
13 NONNATUIIEHA BbICOKOW
NMOTHOCTK C [O3MPYIOLWIUM
YCTPOWCTBOM U C 3aLMTHOW
KPbILUKOW U3 NonuMaTuneHa
BbICOKOW MIIOTHOCTU.

Mo 1 donakoHy BMecTe C
WHCTPYKLMEN NO NPUMEHEHUIO B
naudKy KapTOHHYHO.

Labeling / Mapkvuposka

In accordance with ND. /
B cooTBETCTBUM C HOPMATUBHOW
OOKYMEHTaumen.

Complies as prescribed /
CooTBeTCTBYET NpeanucaHHoMy

Storage conditions /
YcnoBva xpaHeHus

At the temperature not more than 25°C. /

Mpw Temnepatype He Boiwe 25 °C.

Shelf-life / Cpok xpaHeHuns

3 years / 3 roga
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATTU3A

Product: / [Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 yg/dose /
HA3SNBUH® CEHCUTUB,
cnpen HasanbHbIN AO3UPOBaHHbIN, 11,25 MKr/ao3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne napTuu: 329090A
Manufacturing date (mm.yyyy): /
fata npousgoacTBa (MM.IITT): 08.2024 -
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.ITTT): 07.2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MNpown3BoauTesL B COOTBETCTBUMU
c peructpauues B Poccuu: «®amap Xanc Kea Cepsuces Magpuag, C.A.Y.»
APl name / HaumeHoBaHue ADC: Oxymetazoline hydrochloride / OkcumeTaszonuHa
rnapoxnopug
INN / MHH: Oxymetazoline / OkcuMeTasonuH
API manufacturer batch number /
Homep cepuu npousBogutensa APC: 2e4lz0a0
FP Manufacturer  API Batch number / 2401174
Homep cepuu cy6ctaHumm npoussoaurtens MNMo:
Siegfried PharmaChemikalien Minden GmbH,
API Manufactured by & country / Germany /
Mpoussoauten APC, cTpaHa: 3urcpug PapmaxXemukanmed MungeH MvbX,
"epmaHus
Assessment: / 3akniouyeHue: The batch complies with the specification according to ND J1M-

000511-211022 amendment 1 from 03.11 .2023 // MapTua
COOTBEeTCTBYeT crneundukaLmsm HopmaTueHOro gokymeHta Jilnl-
000511-211022 nsmeHeHue Ne1 ot 03.11 .2023

Date / Signature of Qualified Person: / / @
=== 718 oV 2COH

fara / nognuchb ynonHOMOYEHHOro nuua:

guo.c‘xc\tupc". SGF\GC;\LC_‘E, / Ge

FAHARL MANRIN







