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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3NBUH® CEHCUTUB,

cnpen HasanbHbIA 4O3UpPOBaHHbLIW, 11,25 Mkr/no3a

05503228
340510A

Manufacturing date (mm.yyyy): /

aTd Npou3BoacrTea !MM.HTI'):

01.2025

Expiry date (mm.yyyy): /
Cpok rogHocTu (MMm.rrrr):

12.2027

Manufacturer according to the

registration in Russia: /

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

MpounasoauTtens B COOTBETCTBUM

C perucrpauuen B Poccum:

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

Parameter / MapameTp

Specifications / Cneuundoukanuum

Results / PesynbTaThl

Identification
Oxymetazoline
hydrochloride /
MoanunHHOCTL
OkcnmeTasonuHa
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
YAEPXNBAHWA OCHOBHOIO MUKa Ha
XpomaTorpamme UCnbiTyemMoro pacresopa
AOMKHO COOTBETCTBOBATL BPpEMEHU
yAEPXUBaAHWA OCHOBHOrO NKa Ha
XpOMaTorpaMMe CTan4apTHOro pacTsopa
OKCMMEeTa30MuHa ruapoxnopuaa,
MOny4YeHHOW Npu KONMYECTBEHHOM
onpeaeneHmu.

conforms / cooTBeTCTBYET

Clarity / NMpo3spayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuus npenapara He [oMKHa
npesbiaTh onanecueHUnlo aTanoHa
cpaBHeHwus |.

conforms / cooTeBeTCTBYET

Color of the solution /
LiBeTHOCTb pacTBOpa

The product should be not more colored than
color reference solution Y7 / lNMpenapart
pornxkeH 6bITb okpalleH He Bonee
WHTEHCUBHO, Yem 3TanoH Y7.

conforms / cOOTBETCTBYET

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

(d 20/20)

pH/pH From 56106.1 /0T 5,6 no 6,1 5.9

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

Product: / [TpoaykKT

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

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

cnpe# HaszanbHbIW [O3MpoBaHHbIN, 11,25 MKr/go3a

05503228
340510A

Manufacturing date (mm.yyyy): /

[OaTta npon3soacTBa (MM.ITrT):

01.2025

Expiry date (mm.yyyy): /
CpoOK rogHOCTH (MM.ITIT):

12.2027

Manufacturer according to the

reqistration in Russia: /

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

MpousBoguTenb B COOTBETCTBUM

c perucrtpauuen B Poccuu:

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

Parameter / NapameTp

Specifications / Cneuundukaumnm

Results / PesynbTatbl

Mean dose weight and
uniformity of dose weight /
CpenHnast macca go3bl 1
04HOPOAHOCTE MACChI
[03bl

Mean dose weight: 45 mg £15 %.

Uniformity of dose weight: must comply.

OJIHOpOI[HOCTB MaccChl

COOTBCTCTBOBATb

JO3bI:

JOJIXKHa

45.44 mg / 45.44 mr

Number of doses per pack
/ KonunuyecTtBo fo3 B
ynakoBke

Not less than 143 doses per container./

He meHee 143 no3 Bo pnakoHe

196 doses/ 196 no3

Related substances /
PoacTeeHHbIEe Npymecu

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

0.0 %

Impurity ZP-1 = NMT 1.5 % /
[Mpumech ZP-1 — e 6onee 1,5 %.

0.0 %

Single unidentified impurity — NMT 1.0 % /
EpovHnyHas HengeHTMdUUMpoBaHHasA
npumeck — He 6onee 1,0 %.

0.0%

Total impurities — NMT 4.9 % /
Cymma npumecein — He Bonee 4,9 %.

0.0 %

Microbial purity /
Mukpobuonoruyeckas
yucToTa

TAMC - NMT 102 CFU/ml /
Ob6uee uncno aspobHbix HakTepuin — He
6onee 102 KOE/mn

0 CFU/ml /
OKOE/mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / [pogyKT

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

HA3UWBUH® CEHCUTUB,
cnpei HasanbHbIA OO3UpoBaHHbIN, 11,25 MKr/ao3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 340510A .
Manufacturing date (mm.yyyy): /
Darta npousBofcTBa (MM.ITrT): 01.2025
Expiry date (mm. :
CpoOK rogHoCTH (MM.IrrT): 12.2027

Manufacturer according to the

registration in Russia: /

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

MpousBoauTens B COOTBETCTBUMU

¢ perucrpauuven B Poccuu:

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

TYMC — NMT 10" CFU/ml / 0 CFU/ml/
ObLwee uncno OpoiokeBbiX U NiecHeBbIX 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

rMAapoXnopua

Staphylococcus aureus — absence/mi. / Absentin 1.0 ml/
OtcytcTaue Staphylococcus aureus/imn. OTcytcrayeT B 1,0 Mn
Assay 225 - 262.5 ug of oxymetazoline 250.2 pg/ml / 250.2
Oxymetazoline hydrochloride/ml. / MKr/Mn
hydrochloride / 225 — 262,5 MKr oKcumeTasonuHa
KonuuecteeHHoe ruapoxnopuaa/mn.
onpepenexHve
OxkcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoayvkr

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

NASIVIN® SENSITIVE

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

cnpen HasanbHbIA 4O3MPOBaHHLIN, 11,25 MKr/gosa

05503228
340510A

Manufacturing date (mm.yyyy): /

01.2025

Oara npousBoacTea (MM.rrrr):

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

12.2027

Manufacturer according to the

reqistration in Russia: /

MpoussoauTensb B COOTBETCTBUU

C perucrpauueit B Poccuu:

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

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

Parameter / MapameTp

Specifications / Cneundukauum

Results / PeaynbTaThl

Packaging / YnakoBeka

Per 10 mi 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 npenapaTta Bo pnakoH
13 NONNaTUNEHA BbICOKOW
NAOTHOCTY C [O3MPYIOLLNM
YCTPOWCTBOM 1 C 3aLUUTHON
KPbILLKOW U3 NONUaTUneHa
BbICOKOW MMOTHOCTH.

Mo 1 cbnakoHy BmecTe ¢
WHCTPYKUUER NO NPUMEHEHMIO 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 Bo ¢hnakoH
M3 NONU3aTUNEHa BbICOKOW
NNOTHOCTU € AO3UPYIOLLMM
YCTPOWCTBOM W C 3aLLMTHON
KPbILUKOW 13 NonuaTuneHa
BbICOKOW MIIOTHOCTMW.

Mo 1 donakoHy BmecTe ¢
WHCTPYKLUWEN MO NPUMEHEHUIO B
Nayky KapTOHHYIO.

Labeling / MapkupoBska

In accordance with ND. /
B cooTBeTcTBUM C HOPMAaTUBHOIA
AOKyMeHTauuven.

Complies as prescribed /
CooTBeTCcTBYET NpeAnMCcaHHOMY

Storage conditions /
Ycnoeus xpaHeHns

At the temperature not more than 25°C. /

MNpu Temnepatype He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3roga
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Product: / Mpoavkr

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

HA3UWBUH® CEHCUTUB,
cnpen HasanbHbIW OO3UPOBaHHbIN, 11,25 MKr/go3a

SAP-Code: / Kon SAP: 05503228
Batch no.: / Ne naptuu: 340510A
Manufacturing date (mm.yyyy): /

Oarta npouseogcrea (MM.ITIT): 01.2025
Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.ITIT): 12.2027

Manufacturer according to the
registration in Russia: /
MpousBoguTen B COOTBETCTBUU

c peructpauuvei B Poccuu:

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

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

APl name / HaumeHoBaHue A®C:

Oxymetazoline hydrochloride / OkcumeTasonuHa

rmapoxnopua
INN / MHH: Oxymetazoline / OkcnmeTazonuH
API manufacturer batch number /
Homep cepuun npounsBogurensa A®C: 220503
FP Manufacturer APl Batch number / 2401719

Homep cepun cybctaHummu npoussoautens MNo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
Mpouszsoautens APC, cTpaHa: 3urdpug PapmaXemukanmeH MuHgeH M'moX,
"epmaHmns

Assessment: / 3akntouyeHue:

The batch complies with the specification according to ND J1M1-
000511-211022 amendment 1 from 03.11 .2023 // MNMapTtus

COOTBETCTBYET creuundukaunusm HopmMmaTMBHOro gokymeHTa JilM-
000511-211022 n3meHeHue Ne1 ot 03.11 .2023

Date / Signature of Qualified Person: /
fata / noagnuckL YyNonHOMOYEHHOro nuua:

AZHAR 2225 [/

LA lacsr

AUL:\-B

FAMAL MADPRD /AP







