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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAITU3A

Product: / Mpoaykr

SAP-Code: / Koa SAP:
Batch no.: / Ne naptuum:

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

cnpen HasanbHbIK 4O3UPOBaHHbLINW, 11,25 MKkr/no3a

056503228
340520A

Manufacturing date (mm.yyyy): /

Oara npoussoacTtea (MM.IrrT):

01.2025

Expiry date (mm. A
Cpok roaHocTu (MM.rrrT):

12.2027

Manufacturer according to the

reqistration in Russia: /

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

MpousBoauTesib B COOTBETCTBUM

C perucrpauuvei B Poccuu:

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

Parameter / Mapametp

Specifications / Cneuundukaumnm

Results / PeaynbTaThl

Identification
Oxymetazoline
hydrochloride /
lNognnHHOCTL
OkcumeTasonnHa
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
YAEPXNBAHUS OCHOBHOIO NMWKa Ha
XpomaTorpamme UCnbiTyeMoro pacTeopa
AOMKHO COOTBETCTBOBATL BPEMEHMU
yAEPXNBaHNA OCHOBHOIO MWKa Ha
XpomMaTorpamme CTaHAapTHOro pacTeopa
OKCUMETa30MMHa rugpoxnopuaa,
NMosTy4YeHHON Npn KONNYECTBEHHOM
onpeaesieHuu.

conforms / cooTBeTCTBYET

Clarity / Mpo3payHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuna npenapaTta He A0oMKHa
npesbilLaTe OnanecueHUno 3TanoHa
CpaBHEHMA |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTb pacTBopa

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

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.009
OTtHocuTenbHas nnotHocTs | OT 1,006 Ao 1,010

(d 20/20)

pH / pH From561t06.1/0T1 5,6 0o 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 292 mOsmol/kg /
OcmonanbHOCTL Ot 270 po 330 mOcmonb/kr 292mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / MpoaykTr

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

NASIVIN® SENSITIVE

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

HA3MBUH® CEHCUTUB,

cnpen HasanbHbIW 4o3MpoBaHHbIA, 11,25 mkr/no3a

05503228
340520A

Manufacturing date (mm.yyyy): /

Oara npoussogctea (MM.rrrr):

01.2025

Expiry date (mm. 04
Cpok roaHocTu (MM.ITTT):

12.2027

Manufacturer according to the

registration in Russia: /

MpoussoauTens B COOTBETCTBUM

c peructpauuei B Poccuu:

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

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

Parameter / MapameTp

Specifications / Cneuyudukaumm

Results / PesynbTathl

Mean dose weight and
uniformity of dose weight /
CpepHss macca oo3bl
OAHOPOAHOCTb Macchl
Do3bl

Mean dose weight: 45 mg 15 %.

Uniformity of dose weight: must comply.

OnHOpOOHOCTH  Macchl  JIO3bI:

COOTBECTCTBOBATH

JOJIKHA

47.06 mg / 47.06 mr

Number of doses per pack
/ KonnuecTtso 03 B
yrMaKkoBKe

Not less than 143 doses per container./

He meHee 143 no3 8o cdhnakoHe

202 doses/ 202 nos

MukpoBuonoruyeckas
yucroTa

Bonee 102 KOE/mMn

Related substances / Impurity A (Hydrolysis product) — NMT 2.0 0.0 %
PogcTteeHHble npumecu % / Mpumecs A (NpoaykT ruaponusa) — He
6onee 2,0 %.
Impurity ZP-1 — NMT 1.5 % / 0.0%
MNpumeck ZP-1 — He Gonee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EavHuyHas HenageHTuduumposaHHas
npvmeck — 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/
O6Lee uncno aspobHbix GakTepuih — He OKOE/mMn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / NMpoaykr

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

HA3MBUH® CEHCUTWB,
cnpei HasanbHbIW 4O3UPOBaHHbIN, 11,25 MKr/ao3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 340520A
Manufacturing date (mm.yyyy): /
Oara npousBogcTBa (MM.rrrr): 01.2025
Expiry date (mm.yyyy): /
Cpok rogHoCTH (MM.FrTT): 12.2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUM

C perucTtpauuein B Poccuum:

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

TYMC — NMT 10" CFU/ml / 0 CFU/ml/
O6Lee yncno APOXOKEBLIX U NNECHEBDIX OKOE/Mn
rpubos — He Bonee 10" KOE/mn

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

rmapoxnopug

Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OtcytctBue Staphylococcus aureus/imn. OtcytctByeT B 1,0 Mn
Assay 225 - 262.5 pg of oxymetazoline 249.7 ug/ml / 249.7
Oxymetazoline hydrochloride/ml. / MKr/Mn
hydrochloride / 225 — 262,5 MKr okcumMmeTasonuHa
KonuuectBeHHoe rmgpoxnopuga/mn.
onpegeneHue
OxcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHANTU3A

Product: / Mpoavkr

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

NASIVIN® SENSITIVE

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

cnpen HasanbHbIA JO3upoBaHHbIA, 11,25 MKr/ao3a

05503228
340520A

Manufacturing date (mm.yyyy): /

Oara npoussoacTsa (MM.rrrr):

01.2025

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

12.2027

Manufacturer according to the

registration in Russia: /

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

lpousBoauTens B COOTBETCTBUM

c peructpauuen B Poccum:

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

Parameter / MapameTp

Specifications / Cneundukauum

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 thnakoH
N3 NOSIMATUNEHA BbICOKOWN
NIOTHOCTY C AO3MPYIOLLMM
YCTPOWCTBOM 1 C 3aLUTHOW
KPBILUKOW U3 nonuaTtuneHa
BbICOKOW MMOTHOCTW.

Mo 1 onakoHy BMeCTe €
VHCTPYKUME MO NPUMEHEHNIO B
Naqky 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 npenapara 8o pnakoH
13 NONMATHEHA BbICOKON
NNOTHOCTMU C O3MPYIOLLM
YCTPOWCTBOM U C 3aLUTHOM
KPbILLKOW N3 NONN3TUIIEHA
BbICOKOMN NIOTHOCTMW.

Mo 1 dnakoHy BmecTe €
VHCTPYKLMEN No NPUMEHEHNIO B
nayky KapTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBeTCTBMM C HOPMATUBHOW
[OKYMEHTaUMeER.

Complies as prescribed /
CooTBeTCTBYET NpeanMcaHHoOMyY

Storage conditions /
Ycnosua xpaHeHus

At the temperature not more than 25°C. /

pu TemnepaTtype He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years /3 roga
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAITU3A

Product: / Npogvkr

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

Manufacturing date (mm.yyyy): /
Hara npousBoacTBa (MM.rrrr):
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.TTIT):
Manufacturer according to the
registration in Russia: /
MpoussoauTens B COOTBETCTBUM
C peructpauuven B Poccuu:

NASIVIN® SENSITIVE

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

Crpen HasanbHbIA [O3UPOBaHHbIA, 11,25 MKr/nosa

05503228
340520A

01.2025
12.2027
Famar Health Care Services Madrid, S.A.U./

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

API name / HaumeHoBaHue A®C:

Oxymetazoline hydrochloride / OkcumeTaszonuHa

rmapoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepuu npounssogutensa ADC: Gl
FP Manufacturer  API Batch

Homep cepuun cy6cTaHumm nponssoautens Mo:

RUMBOF 2401719

API Manufactured by &

Siegfried PharmaChemikalien Minden GmbH,

country / Germany /
Npoussoautens A®C, cTpaHa: 3urcppug PapmaXemvkanmen MunaeH MveX,
"epmanns
Assessment: / 3aknioueHue: The batch complies with the specification according to ND JII1-

000511-211022 amendment 1 from 03.11 .2023 // NapTusa

COOTBETCTBYET cneulmdukaumuam HopMaTeHoro gokymexTa Jir-
000511-211022 nameHeHue Ne1 ot 03.11 .2023

Date / Signature of Qualified Person: /
ara / noAnuch YNonHOMOYEHHOro Nuua: oC MAR 2025 / @9

Suc_écj\up& g:.r\écl('é /S QP

FAMAR  FLANUIN




