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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHAJTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

cnpen HasanbHbIA AO3UpOBaHHbIN, 11,25 MKr/aosa

05502960
317590A

Manufacturing date (mm.yyyy): /

Oata npou3BoAcTBa (MM.ITIT):

03/2024

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

02/2027

Manufacturer according to the

registration in Russia: /

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

MpoussoguTensL B COOTBETCTBUK

¢ peructpauuen B Poccuum:

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

Parameter / MapameTtp

Specifications / Cneundoukauum

Results / PeaynbTathl

Identification
Oxymetazoline
hydrochloride /
MoanuHHOCTL
OkcumeTasonuHa
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
YAEPXKNBaHWA OCHOBHOIO MUKa Ha
XpomMaTorpamme UCNbLITYeMOro pacTsopa
OOMKHO COOTBETCTBOBAaTL BpEMEHU
yAEpPXKUBaHUS OCHOBHOIO NMWKa Ha
XpomaTorpamme cTaHg4apTHOro pacteopa
OKCMMeTa30mnvHa ruapoxnopuaa,
Nony4eHHON MpY KONNYECTBEHHOM
onpegesieHun.

conforms / cooTBeTCTBYET

Clarity / MNMpospayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHums npenaparta He AormKHa
npeebilaTh onanecueHLUuio 3TanoHa
cpaBHeHwus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiseTHOCTb pacTBopa

The product should be not more colored than
color reference solution Y7 / lNpenapat
OomKeH BbiTb OKpalLeH He Bonee
WHTEHCKBHO, YeM 3TanoH Y.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTtHocutenbHas nnotHocTk | OT 1,006 o 1,010

(d 20/20)

pH / pH From56to6.1/0T 56 0o 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 294 mOsmol/kg / 294
OcMOonsnNbHOCTL Ot 270 po 330 mOcmonb/kr mOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

crpew HasanbHbIA JO3MPOBaHHbINA, 11,25 MKr/go3a

HA3WBUH® CEHCUTUB,
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptum: 317590A
Manufacturing date (mm.yyyy): /
Oara npou3soacTea (MM.rrrr): 03/2024
Expiry date (mm.yyyy): /
CpoK rogHoCTH (MM.IrrT): 02/2027

Manufacturer according to the

registration in Russia: /

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

lMpoussoauTens B COOTBETCTBUMU

C peructpauuven B Poccuu:

«®amap Xanc Kea CepBuces Magpun, C.AY.»

Parameter / NapameTp

Specifications / Cneundukauuum

Results / PesynbTaTthl

Mean dose weight and
uniformity of dose weight /
CpegHss macca gosbl n
OOHOPOAHOCTL MaccChl
Ao3bl

Mean dose weight: 45 mg 15 %.

Uniformity of dose weight: mean dose weight
125 %.

Max. 2 from 10 doses > £ 25 % from mean
dose weight.

But always < + 35 % from mean dose
weight. /

CpepHsaa macca gosbl: 45 Mr + 15 %.
OpHopoaHOCTE Macchl [03bl: CpepHsas
mMacca Ao3bl + 25 %.

He 6onee 2 n3 10 ao3 > + 25 % ot cpeaHen
Macchbl 403bl.

Ho Bcerpa < £ 35 % oT cpeaHeit maccbl
403bl.

44.80 mg / 44.80 mr

Related substances /
PoacTteeHHbIe npumecH

Impurity A (Hydrolysis product) — NMT 0.5
% / Mpumeck A (NpoayKT ruaponusa) — He
6onee 0.5 %.

0.0 %

Impurity ZP-1 = NMT 0.5 % /
MNpumeck ZP-1 — He Gonee 0.5 %.

0.0%

Single unidentified impurity — NMT 0.1 % /
EanHuyHas HenaeHTMdUUMpoBaHHas
npumeck — He 6onee 0.1 %.

0.0%

Total impurities — NMT 1.2 % /
Cymma npumecei — He 6onee 1.2 %.

0.0%
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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHAJIU3A

Product: / Mpoaykr

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

HA3NBUH® CEHCUTUB,
cnpei HasanbHbIA 4O3UPOBaHHbIN, 11,25 MKr/no3a
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptum: 317590A
Manufacturing date (mm.yyyy): /
[ata npousBoacTBa (MM.Irrr): 03/2024
Expiry date (mm.yyyy): /
CpOoK ronHocTH (MM.rrrT): 02/2027

Manufacturer according to the

registration in Russia: /

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

lpouszBogutens B cooTBEeTCTBUU

¢ peructpauuen B Poccuu:

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

Microbial purity / TAMC — NMT 10?2 CFU/ml / 0 CFU/ml/
Mukpoburonorvyeckas O6wee yncno aapobHbix bakTepuii — He 0 KOE/mn
yncToTa Gonee 102 KOE/mn
TYMC — NMT 10* CFU/ml / 0 CFU/mi /
ObLwee Uncno opodCKEBBIX U MNECHEBLIX 0 KOE/mn
rpu6oB — He Gonee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absent in 1.0 mi/
OTtcyTctBue Pseudomonas aeruginosa/imn. | Otcytcreyet B 1,0 mn
Staphylococcus aureus — absence/ml. / Absent in 1.0 ml/
OtcytcTtBue Staphylococcus aureus/mn. OtcytctByeT B 1,0 Mn
Assay 225 — 262.5 pg of oxymetazoline 253.1 pg/ml /2531
Oxymetazoline hydrochloride/ml. / MKr/Mn
hydrochloride / 225 — 262,5 MKr okcumeTasonuHa
KonunyecTteeHHoe rugpoxnopuga/mn.
onpeaeneHue
OxkcumeTtasonvHa
rmapoxiopug
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIUSA

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 yg/dose /
HA3WBUH® CEHCUTUB,
cnpei HasanbHbIA 4O3UPOBaHHbIN, 11,25 MKr/ao3a
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptuu: 317590A
Manufacturing date (mm.yyyy): /
[ara npoussoacTea (MM.Irrr): 03/2024
Expiry date (mm.yyyy): /
Cpok rogHOCTU (MM.ITrT): 02/2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpoussoauTens B COOTBETCTBUM
c perucrtpauuei B Poccuu: «®amap Xanc Kea CepBuces Magpug, C.A.Y.»
Parameter / Mapametp | Specifications / Cneuncukaumnu | Results / Pesynbtathl
Packaging / Ynakoska Per 10 ml into a bottle of high- Per 10 ml into a bottle of high-
density polyethylene with dosage |density polyethylene with dosage
device and protective cap of high- | device and protective cap of high-
density polyethylene. density polyethylene.
1 bottle enclosed with leaflet into | 1 bottle enclosed with leaflet into
carton box. / carton box. /
Mo 10 mn npenapara Bo dnakoH |IMo 10 mn npenapata Bo ¢riakoH
13 NONNITUNEHA BbICOKON U3 NONNATUIIEHA BbICOKOWM
MAIOTHOCTU C AO3UPYIOLLMM MNOTHOCTM C AO3UPYIOLLUM
YCTPONCTBOM U C 3aLLUTHOWN YCTPOWCTBOM U C 3aLLUTHOM
KPBILLIKOW U3 NOnMaTuneHa KPbILLKOW U3 NONMnaTuneHa
BbICOKOW NAOTHOCTM. BbICOKOW MMOTHOCTW.
Mo 1 dpnakoHy BMecCTe C Mo 1 chnakoHy BMmecTe ¢
WHCTPYKLMENA No NPUMEHEHWNIO B | MIHCTPYKLUMEN NO NPUMEHEHUIO B
NayKy KapTOHHYHO. naJky KapTOHHY!O.
Labeling / Mapkuposka In accordance with ND. / Complies as prescribed /
B cooTtBeTcTBUMM C HOpMmaTuBHOW | COOTBETCTBYET NpeanucaHHoOMy
OOKYMEHTaUMeEN.
Storage conditions / At the temperature not more than 30°C. /
YcnoBusa xpaHeHus MNpw Temnepatype He Bbie 30 °C.
Shelf-life / Cpok xpaHeHust | 3 years / 3 roga
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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHATIU3A

Product: / NMpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 ug/dose /
HA3WBWUH® CEHCUTUB,
cnpen HasanbHbIA JO3UpPOBaHHbINA, 11,25 Mkr/go3a
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptum: 317590A
Manufacturing date (mm.yyyy): /
Oara npousBogcTea (MM.rrrr): 03/2024
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrT): 02/2027
Manufacturer according to the
reqgistration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpousBoguTent B COOTBETCTBUMU
C perucTtpauuen B Poccuu: «®amap Xanc Kea Cepsuces Magpua, C.A.Y.»
APl name / HaumeHoBaHne ADC: Oxymetazoline hydrochloride / OkcumeTasonuHa
runapoxnopua
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepuu npoussogutena A®C: 2O202iI3
FP Manufacturer  API Batch number / 2400215
Homep cepuun cybeTanummu npoussoautens INMo:
Siegfried PharmaChemikalien Minden GmbH,
API Manufactured by & country ) Germany /
Npouseoautens A®PC, cTpaHa: 3urcppug PapmaXemukanmer Mudaen TmMbX,
"epmaHus
Assessment: / 3aknoyeHue: The batch complies with the specification according to ND JIM-

000511-211022 / MapTus cooTBETCTBYET CneuudukaLmam
HopmaTueHoro aokymenta J1M-000511-211022

Date / Signature of Qualified Person: / / ' ,7<,
[ata / noanuch yNosiHOMOYEHHOro Nuua: /{ 9 APR 22 Yy {/ .
FAMAR £z Tonsiew far

Hezalth Care Services PA AR M AY win

Avda, Leganeés, 62
28923 Alcorcon, Madrid, Spain





