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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTTU3A

Product: / MpoaykT

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

NASIVIN® SENSITIVE

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

HA3UBWH® CEHCUTUB,

crpen HasanbHbIA OO3UPOBaHHbINW, 11,25 MKr/no3a

05503228
329060A

Manufacturing date (mm.yyyy): /

Oara npousBoacTea (MM.rrrr):

08.2024 -

Expiry date (mm.yyvyy): /
Cpok rogHocTu (MM.rrrr):

07.2027

Manufacturer according to the

registration in Russia: /

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

lMpoussoauTenb B COOTBETCTBUM

c perucrpauuen B Poccuu:

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

Parameter / lNapameTtp

Specifications / Cneuundukaumnm

Results / Peaynbtathbl

Identification
Oxymetazoline
hydrochloride /
MNMoanuHHoCTb
OkcumeTasonvHa
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. / Bpemsa
yAEPKNBAHUS OCHOBHOO NUKa Ha
XpomaTtorpamme VCnbITyemMoro pacTsopa
AOMMKHO COOTBETCTBOBaTL BPEMEHN
YAEPXKUBaHUA OCHOBHOIMO NWKa Ha
XpomaTtorpaMmmMme CTaH[apTHOro pactsopa
OKCMMeTas30suHa rugpoxnopuaa,
NONyYeHHOW NPy KONUYECTBEHHOM
onpegeneHun.

conforms / cooTBeTCTBYET

Clarity / Mpo3spayHocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHuus npenaparta He foMKHa
npeBbILWAaTh OnanecUeHUMo 3TanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTL pacTeopa

The product should be not more colored than
color reference solution Y7 / Mpenapat
JorkeH BbITh oKpalleH He Gonee
WHTEHCUBHO, YE€M 3TanoH Y7.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007
OTtHocuTenbHas nnotHocThk | OT 1,006 ao 1,010

(d 20/20)

pH /pH From56t06.1/0T1 5,6 no 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg /
OcmonsinbHOCTL Ot 270 go 330 mOcmonb/Kr 291mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / MMpoaykTt

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

cnpei HasanbHbIM Ao03MpoBaHHbIX, 11,25 MKkr/go3a

05503228
329060A

Manufacturing date (mm.yyyy): /

Qata npoussoacTea (MM.ITIT):

08.2024

Expiry date (mm.yyyy): /
Cpok rogHOCTU (MM.TTrT):

07.2027

Manufacturer according to the

reqgistration in Russia: /

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

MpoussoauTenb B COOTBETCTBUU

c perucrpauuen B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneuudpukaumm

Results / PesynbTaTthl

Mean dose weight and
uniformity of dose weight /
CpepaHsas macca [o3bl 1
OAHOPOAHOCTb Macchl
403bl

Mean dose weight: 45 mg 15 %.

Uniformity of dose weight: must comply.

O,[[HOpO}IHOCTI: MaccChIl

COOTBCTCTBOBATH

JO3BI:

JOJI2KHA

45.40 mg / 45.40 mr

Number of doses per pack
/ Konn4yecTso 403 B
ynakoBKe

Not less than 143 doses per container./

He meHee 143 pos Bo dhrnakoHe

225 doses/ 225 pos

Related substances /
PoacTteeHHble npumecu

Impurity A (Hydrolysis product) — NMT 2.0
% / Mpumecb A (MpopyKT rugponuaa) — He
Gonee 2,0 %.

0.0%

Impurity ZP-1 — NMT 1.5 % /
Mpvmeck ZP-1 — He 6onee 1,5 %.

0.0 %

Single unidentified impurity — NMT 1.0 % /
EpuHnyHag HengeHTudhuymposaHHas
npumech — He Bonee 1,0 %.

0.0 %

Total impurities — NMT 4.9 % /
Cymma npumecers — He 6onee 4,9 %.

0.0%

Microbial purity /
MukpoGuronorvyeckas
yucToTa

TAMC - NMT 102 CFU/ml /
Obwee uncno aspobHeix 6akTepunin — He
6onee 102 KOE/mn

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

Product: / lNpoaykr

NASIVIN® SENSITIVE

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

cnpen HasanbHbIW [O3UPOBaHHLINW, 11,25 MKr/no3a

HA3SUBUH® CEHCUTUB,
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 329060A
Manufacturing date (mm.yyyy): /
fdara npou3soacTea (MM.rrrr): 08.2024 .
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrT): 07.2027

Manufacturer according to the

registration in Russia: /

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

MNpousBoauTens B COOTBETCTBUU

C peructpauuei B Poccum:

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

TYMC — NMT 10 CFU/ml /
O6ee ynmcno opoXoKeBbIX U NMecHEBbIX
rpubos — He 6onee 10" KOE/mn

0 CFU/ml /
OKOE/mn

Pseudomonas aeruginosa — absence/ml /
OtcytcTeue Pseudomonas aeruginosa/min.

Absent in 1.0 ml/
Otcytereyer B 1,0 Mn

Staphylococcus aureus — absence/ml. /
OtcyTcTBue Staphylococcus aureus/imn.

Absentin 1.0 ml/
OTcytereyet B8 1,0 Mn

Assay
Oxymetazoline
hydrochloride /
KonuyectseHHoe
onpepeneHue
OkcumeTasonuHa
rmagpoxnopus

225 — 262.5 ug of oxymetazoline
hydrochloride/ml. /

225 — 262,5 MKr okcMMeTa3onuHa
rmapoxnopuaa/mn.

255.4 ug/mi / 255.4
MKr/Mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

cnpei HasanbHbI AO3MpoBaHHbIW, 11,25 MKr/aosa

05503228
329060A

Manufacturing date (mm.yyyy): /

Oara npoussoAcTea (MM.IITT): -

08.2024

Expiry date (mm.yyyy): /
CpoK rogHocTU (MM.Irrr):

07.2027

Manufacturer according to the

registration in Russia: /

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

MpouzBoauTEenb B COOTBETCTBUM

c perucrTpauuein B Poccum:

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

Parameter / MapameTp

Specifications / Cneumndukaumnm

Results / PesynbTathl

Packaging / Ynakoska

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 BoO (bnakoH
U3 NONNaTUNEHA BbICOKON
NAOTHOCTW C AO3NPYIOLLUM
YCTPONCTBOM 1 C 3aLUUTHON
KPbILLKOW 13 NonmMaTuneHa
BbICOKOW MNOTHOCTU.

Mo 1 dpnakoHy BmecTe €
WHCTPYKUMER 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 nakoH
13 NONNITUINEHA BbICOKOW
MMOTHOCTU C AO3UPYIOLLMM
YCTPOMCTBOM U C 3aLLUTHON
KPbILIKOW U3 NonnaTuneHa
BbICOKOM MrOTHOCTU.

Mo 1 conakoHy BMecTe C
WHCTPYKLMEN NO NPUMEHEHMIO B
nayky KapTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBeTCTBUM C HOPMATUBHOM
LOKYMEHTALIMEN.

Complies as prescribed /
CooTBeTCcTBYEeT NpeanmcaHHoOMy

Storage conditions /
YcnoBua xpaHeHust

At the temperature not more than 25°C. /

Mpu TemnepaType He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3years/ 3 roga




CERTIFICATE

Product: / Mpoaykr

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

Manufacturing date (mm.yyyy): /
DaTta npounaBoacTBa (MM.rrrr):
Expiry date (mm.yyyy): /

Cpok rogHoCcTM (MM.ITTT):

Manufacturer according to the
registration in Russia: /
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OF ANALYSIS / CEPTUDPUKAT AHATIU3A

NASIVIN® SENSITIVE

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

cnpen HaszanbHbIA QO3NPOBaHHbIN, 11,25 MKr/fo3a

05503228
329060A

08.2024,
07.2027

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

MpousBoauTenL B COOTBETCTBUU

¢ peructpauven B Poccuu:

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

APl name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTasonuHa

rmapoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepumn npoussogutens ADC: RS4i2030
FP Manufacturer API Batch number / 2401174

Howmep cepun cyb6cTaHuum nponzsoautens IMd:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
Mpoussoautens ADC, crpaHa: 3urcppug PapmaXemukanven MuHgen M'mbX,
"epmaHus

Assessment: / 3akniouyeHue:

The batch complies with the specification according to ND J1IM-
000511-211022 amendment 1 from 03.11 .2023 // MapTua
COOTBETCTBYET crneundukaumsam HopmaTmeHoro gokymexTa Jill-
000511-211022 n3meHeHne Net ot 03.11 .2023

Date / Signature of Qualified Person: /
Larta / noanuchb YNOJTHOMOYEHHOIO Nuua:

Zo

2B WOV 202N /

guqéc‘_&upi Sor\ec'li‘é Vel

FTAHAL HARRIN






