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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATNTU3A

Product: / [Tpoaykr

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

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

crnpen HasanbHbIM JO3UpPOBaHHbIN, 11,25 MKr/no3sa

05502960
284830A

Manufacturing date (mm.yyyy): /

gaTa npousBoncrea ‘MM.I’I’I’I‘!Z

Expiry date (mm. 2/
CpOK roAHOCTU (MM.rrTT):

03/2023

03/2026

Manufacturer according to the

registration in Russia: /

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

lMpousBoanTenb B COOTBETCTBUM

c perucrpauuein B Poccuu:

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

Parameter / Mapamerp

Specifications / Cneuudukauuu

Results / Pe3ynbrarbl

ldentification
Oxymetazoline
hydrochloride /
MopnuHHOCTL
OkcumeTasonuHa
rugpoxnopua

| YOEPXNBAHNA OCHOBHOTO nnka Ha

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
YAEPXUBAHUA OCHOBHOIO NUKa Ha
XpoMaTorpamMmme UcrbITyemMoro pacteopa
[OMKHO COOTBETCTBOBATL BPEMEHU

conforms / cooTBeTCTBYET

Xpomarorpamme CtasfapTHOro pacrsopa

_| oxcumeTazonuHa mmapoXIopuaa,

MONYYEHHO NPV KONMUYECTBEHHOM
onpeaeneHuu.

Clarity / NMpospayHocTb

The product should be not more opalescent
than reference suspension 1. /
OnanecueHuus npenaparta He A40skHa
npesblllaTh ONaNecLeHUMIo 3TanoHa
cpasHeHus |.

conforms / cooTBeTcTayeT

Color of the solution /
LiseTHOCTbL pacTeopa

The product should be not more colored than
color reference solution Y7 / Mpenapart
AomkeH ObiTb OKpalleH He bonee
WHTEHCUBHO, Yem 3TanoH Y.

conforms / cooTseTcTBYeT

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTtHocuTensHasa nnotHocTs | OT 1,006 go 1,010

(d 20/20)

pH / pH From5.6t06.1/OT 5,6 0o 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 287 mOsmol/kg / 287
OcmonanbHOCTL Ot 270 po 330 mOcmonb/kr mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / MIpoAyKT

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

NASIVIN® SENSITIVE

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

HA3MBUH® CEHCUTMUB,

cnpeit Ha3anbHbIN A03NPOBaHHbIN, 11,25 mkr/gosa

05502960
284830A

Manufacturing date (mm.yyyy): /
Oara npou3BoacTBa (MM.rrrr): 03/2023

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

03/2026

Manufacturer according to the

registration in Russia: /

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

lpoussonurtens B COOTBETCTBUN

c_perucrpauven B Poccun:

«®amap Xarnc Kea Cepsuces Maapua, C.AY.»

Parameter / MapameTtp

Specifications / Cneundukauuu

Results / PesynbTatbl

Mean dose weight and
uniformity of dose weight /
CpefHaa macca [03bl U
0AHOPOAHOCTb MacChl
DOo3bl

Mean dose weight: 45 mg £15 %.

Uniformity of dose weight: mean dose weight
+ 25 %.

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

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

CpepnHnn macca aosbl: 45 mr £ 15 %.
O/AHOPOAHOCTb MacChbl 403bl: CPEAHARA
macca go3bl + 25 %.

He 6onee 2 u3 10 o3 > + 25 % OT cpeaHen
Macchbl 403bl.

Ho Bcerpa < = 35 % OT cpeaHein macch!
003bl.

44.25 mg / 44.25 mr

0

Related substances /
PoacTeeHHble NpuMecu

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

0.0%

Impurity ZP-1 —NMT 0.5 %/
Mpumeck ZP-1 — He Bonee 0.5 %.

0.0%

Single unidentified impurity — NMT 0.1 %/
EavHnuHas HenpgeHTnduumpoBaHHas
npumeck — He 6onee 0.1 %.

0.0 %

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

0.0 %
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CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHANU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

cnpen HasanbHbI O3UPOBaHHbIN, 11,25 Mkr/nosa

HA3SMBUH® CEHCUTUB,
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne napruu: 284830A
Manufacturing date (mm.yyyy): /
fara npoussoacrea (MM.Irrr): 03/2023
Expiry date (mm. i
CpoK roaHocTy (MM.rrrT): 03/2026

Manufacturer according to the

registration in Russia: /

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

M pou3BoJluTellb B COOTBETCTBUM

C perucrpauues B Poccuum:

«®amap Xanc Kea Cepsuces Magpua, C.AY.»

rTMApoxXnopna

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml/
Mukpobuonoruyeckas Obwee yncno aspobHeix 6akTepuit — He 0 KOE/mn
yucroTa 6onee 102 KOE/mn
TYMC — NMT 10" CFU/ml / 0 CFU/ml/
Obwwee YnMcno ApoXoKeBbiX U NNECHeBbIX 0 KOE/mn
rpubos — He Gonee 10" KOE/mn
Pseudomonas aeruginosa — absence/mi / Absent in 1.0 ml/
OtcytcTBue Pseudomonas aeruginosa/mn. | OteytereyeT 8 1,0 mni
Staphylococcus aureus — absence/ml. / Absent in 1.0 ml/
OtcyterBue Staphylococcus aureus/yn. Otcytctayet B 1,0 Mn
Assay 225 — 262.5 ug of oxymetazoline 251.0 ug/ml/251.0
Oxymetazoline hydrochloride/ml. / MKT/MIT
—hydrechloride-/—————-225—262-5-mKkr-oKkermmeTasofmHa
KonuuecTtaeHHoe ruapoxnopuga/mn.
onpeaenexHve
OxcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIN3A

Product: / [IpoayKT

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 yg/dose /
HA3WBUH® CEHCUTUB,

cnpei HasanbHbIA no3upoBaHHbIn, 11,25 Mkr/nosa

05502960
284830A

Manufacturing date (mm.yyyy): /

Jarta npow3Bo/cTBa ‘MM.I'I'ITI:

Expiry date (mm.yyyy): /
Cpok roaHoCcT! (MMm.rrrT):

03/2023

03/2026

Manufacturer according to the

reqistration in Russia: /

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

Npoussoaurens B8 COOTBETCTBUN

c perucrpauuei B Poccuu:

«®amap Xanc Kea Cepsuces Magpua, C.AY.»

Parameter / MapameTp

Specifications / Cneuundunkaummn

Results / Pe3ynbTtaTthl

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 pnakoH
13 NOSIN3TUNEHA BbICOKOW
NNOTHOCTM C AO3MPYIOLWLNM
YCTPOWNCTBOM U C 3aLUNTHOM
KPbILLIKOV 13 NONMaTuneHa
BbICOKOW MMOTHOCTH.

Mo 1 chnakoHy BMecCTe C
NHCTPYKUMEn NO NPUMEHEHNIO B
nauky 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 Bo nakoH
13 NONU3TUIEHa BbICOKON
NOTHOCTM € [03NPYIOLM
YCTPOWCTBOM W C 3aLLUTHON
KPbILUKOW U3 NONMaTuneHa
BbICOKO# NOTHOCTW.

Mo 1 conakoHy BMecTe C
WMHCTPYKUMEN NO NPUMEHEHNIO B
nayky KapTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cOOTBETCTBUMU C HOPMATUBHOMN
[ OKYyMEHTaumen.

Complies as prescribed /
CooTBeTcTBYeT npeanucaHHomy

Storage conditions /
Ycnosusa xpaHeHus

At the temperature not more than 30°C. /

Mpu TemnepaTtype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years/ 3 roga
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTTU3A

Product: / Mpoaykr

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

Manufacturing date (mm.yyyy): /
Oarta npoussoacTsa (MM.ITTT):

Expiry date (mm. 2/

Cpok rogHocTH (MM.FTrT):

Manufacturer according to the
reqgistration in Russia: /

Mpoussoautens B COOTBETCTBUY
C perucrpauuen B Poccum:

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3SVWBWUH® CEHCUTUB,

cnpeit HasanbHbIA AO3MPOBaHHbLIN, 11,25 MKr/ao3a
05502960

284830A

03/2023
03/2026
Famar Health Care Services Madrid, S.A.U./

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

APl name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkxcumeTasonuxa

rMapoXnopua
INN / MHH: Oxymetazoline / OkcumeTasonux
API manufacturer batch number /
Homep cepuu npoussoaurtens A®C: 21392088
FP Manufacturer API Batch number /

Homep cepuu cyBeTanuum npoussogurena MNMo:

2202157

API Manufactured by &

_country /| __Germany [

Siegiried PharmaChemikalien Minden GmbH,

Mpouzsoautens ADC, ctpana:

3urcppug dapmaXemukanueHd MuHgeH Mm6X,
Tepmanus

Assessment: /| 3aknoyeHue: The batch complies with the specification according to ND M-
000511-211022 / MapTua cooTBeTCTBYET CNELndUKaLmnam
HopmaTuBHOro AokymeHTa JIN-000544 Q

Date / Signature of Qualified Person: /

gara / noanuchb ynosiHoMo4eHHoOro nuua: ( oL = ;

L L
{21202



