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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHAJTTU3A

Product: / NpoaykTr

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

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTMUB,

crnpen HaszanbHbIN OO03npoBaHHbIN, 11,25 MKr/gosa

05503228
340530A

Manufacturing date (mm.yyyy): /

Oara npou3soacTBa (MM.Irrr):

01.2025

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

12.2027

Manufacturer according to the

registration in Russia: /

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

MpouseoguTensL B COOTBETCTBUM

C peructpauuen B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneuudukauum

Results / PeaynbTtaTth!

Identification
Oxymetazoline
hydrochloride /
MoannHHoCTL
OkcumeTasonnHa
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
yAepXnBaHMA OCHOBHOIO NuKa Ha
XpomaTorpaMmme MCnbiTyemMoro pacrsopa
AOIDKHO COOTBETCTBOBATL BPEMEHU
yAEPKUBaHWA OCHOBHOMO NUKa Ha
XpomaTorpamme cTaHAapTHOro pacTeopa
OKCMMETa30onuHa rmapoxnopuaa,
MONy4YeHHONW Npu KONNYECTBEHHOM
onpepeneHuu.

conforms / cooTBeTcTBYET

Clarity / MNpo3payHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuUnsA npenapara He JormKHa
npeBbILaTh onanecueHUMo aTanoHa
cpaBHeHuA |.

conforms / cooTBeTCTBYET

Color of the solution /
LiseTHoCTL pacTeopa

The product should be not more colored than
color reference solution Y7 / MNpenapat
DomkeH BbiTb okpalleH He Gonee
WHTEHCUBHO, YeM 3TanoH Y.

conforms / cooTBeTCTBYET

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

(d 20/20)

pH/pH From 5.6t06.1/0T1 5,6 oo 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 290 mOsmol/kg /
OcmonsanbHoOCTb OT 270 go 330 mOcmonb/kr 290mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3SA

Product: / Mpooykr

SAP-Code: /| Kog SAP:
Baich no.: / Ne naprum:

NASIVIN® SENSITIVE

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

HA3NBUH® CEHCUTUB,

Cnpen Has3anbHbIN fo3upoBaHHbIW, 11,25 Mkr/gosa

05503228
340530A

Manufacturing date (mm.yyyy): /

Oara npou3BoacTBa (MM.rrrr):

01.2025

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

12.2027

Manufacturer according to the

reqgistration in Russia: /

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

MpousBoauTens B COOTBETCTBUM

C peructpauuein B Poccuu:

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

Parameter / MapameTp

Specifications / Cneuundumkaumnm

Results / PesynbTathl

Mean dose weight and
uniformity of dose weight /
CpenHasa macca Ao3bl 1
OAHOPOAHOCTL Macchl
A[03bl

Mean dose weight: 45 mg +15 %.

Uniformity of dose weight: must comply.

OOHOpPOAHOCTH
COOTBETCTBOBATL

MaccChbl NO3bI:

JOJIKHA

49.33 mg/49.33 mr

Number of doses per pack
/ KonnyecTtso o3 B
ynakoBKke

Not less than 143 doses per container./

He meHee 143 nos Bo ¢nakoHe

192 doses/ 192 o3

YUCTOTA

6onee 102 KOE/mn

Related substances / Impurity A (Hydrolysis product) — NMT 2.0 00%
PogcTteeHHble npumecy % / Mpumeck A (NpoayKT rugponusa) — He
6onee 2,0 %.
Impurity ZP-1 = NMT 1.5 % / 0.0%
Mpumeck ZP-1 — He 6onee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EanHvyHas HenaeHTMduLmposaHHas
npumeck — He 6onee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%
Cymma npumecei — He 6onee 4,9 %.
Microbial purity / TAMC — NMT 10?2 CFU/mlI / 0 CFU/ml /
Mukpobuonoruyeckas O6uiee uncno asapobHbix HakTepuin — He OKOE/mn
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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHATTU3A

Product: / Mpoaykr

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

HA3UWBUH® CEHCUTUB,
cnpen HasanbHbIA 0O3UPOBaHHbIN, 11,25 Mkr/gosa
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 340530A
Manufacturing date (mm.yyyy): /
Oara npou3BogctBa (MM.rrir): 01.2025
Expiry date (mm.yyyy): /
CpoK roqHoCTU (MM.ITIT): 12.2027

Manufacturer according to the

registration in Russia: /

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

MpouseoguTens B COOTBETCTBUMN

c perucrpauuen B Poccuu:

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

TYMC — NMT 10! CFU/mi / 0 CFU/ml/
O6wee ymcno apoXckeBbIX U NNECHEBbIX OKOE/mn
rpuboB — He 6onee 10" KOE/mn

Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OtcyTctBre Pseudomonas aeruginosa/mn. | Otcytereyet B 1,0 Mn

ruapoxnopua,

Staphylococcus aureus — absence/ml. / Absentin 1.0 mi/
Otcytcteue Staphylococcus aureus/mn. OtcyTtctByeT B 1,0 Mn
Assay 225 — 262.5 pg of oxymetazoline 255.6 pg/ml / 255.6
Oxymetazoline hydrochloride/ml. / MKF/MI
hydrochloride / 225 — 262,5 MKr okcuMeTasonuHa
KonuuectseHHoe rmapoxriopuaa/mn.
onpegeneHue
OxkcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

cnpen HasanbHbIX [O3UPOBaHHbLIW, 11,25 MKr/go3a

05503228
340530A

Manufacturing date (mm.yyyy): /

Harta npousBoacTBa (MM.ITIT):

01.2025

Expiry date (mm.yyyy): /
CpoK rogHoCTH (MM.TTTT):

12.2027

Manufacturer according to the

registration in Russia: /

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

Mpoussoauten b B COOTBETCTBUU

€ peructpauuen B Poccuum:

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

Parameter / NapameTp

Specifications / Cneuundpmkaumm

Results / PesynbTaThl

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 ¢nakoH
13 NONU3TUNEHA BLICOKOW
NAOTHOCTU C [O3UPYIOLLUM
YCTPOWUCTBOM 1 C 3aLUMTHON
KPbILLKOM U3 NOMM3TUNEHa
BbICOKOW NMOTHOCTU.

Mo 1 conakoHy BmecTe ¢
WHCTPYKLMEN NO NPUMEHEHUIO 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 crakoH
13 NONUITUNEHA BbICOKON
NAOTHOCTYM C A03MPYOLLUM
YCTPOACTBOM U1 C 3aLMTHOWA
KPbILLKOW 13 nonuatuneHa
BbICOKO NNOTHOCTM.

Mo 1 cbnakoHy BmecTe ¢
WHCTPYKLUMEN NO NPUMEHEHUIO B
nayky KapTOHHYHO.

Labeling / Mapkupoeka

In accordance with ND. /
B cooTBETCTBUM C HOPMATUBHOWM
OOKYMEHTaUneEN.

Complies as prescribed /
CooTBeTCTBYET NpeAnMcaHHOMY

Storage conditions /
Ycnosusa xpaHeHus

At the temperature not more than 25°C. /

Mpu Temnepatype He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3roga




CERTIFICATE

Product: / Mpoaykr

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

Manufacturing date (mm.yyyy): /
Harta npoussogcTea (MM.Irrr):

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

Manufacturer according to the
reqgistration in Russia: /
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OF ANALYSIS / CEPTUDUKAT AHAITU3IA

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3UBWUH® CEHCUTWUB,

cnpen HasanbHbIA 4O3UPOBaHHbLINW, 11,25 MKkr/no3a

05503228
340530A

01.2025
12.2027

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

I'Iponaao.gmenb B COOTBETCTEUH

c peructpauuei B Poccuum:

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

APl name / HaumeHoBaHue A®C:

Oxymetazoline hydrochloride / OkcumeTasonuHa

rmapoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepun npoussogutenss AGC: cassdins
FP Manufacturer  API Batch number / 2401719

Homep cepum cyb6cranunm npoussoaurtens MMo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
Mpoussoautens APC, cTpana: 3urcpug PapmaXemvkanumed MunaeH TmbX,
"epmaHns

Assessment: / 3akntovyeHue:

Date / Signature of Qualified Person: /

The batch complies with the specification according to ND J1I1-
000511-211022 amendment 1 from 03.11 .2023 // MNapTua
COOTBETCTBYET cneunduKkaumsm HopmaTueHoro gokymenTa Jln-
000511-211022 nsmeHeHue Ne1 ot 03.11 .2023

Hata / nognuck ynonHOMOYEeHHOro nNuua:

AT FE20DH /

guaciaLupi chzc'_(ct el

FTAMAR HABRIK




