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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3MBUH® CEHCUTUB,

cripeit HasanbHbIA 0O3UPOBaHHbIN, 11,25 Mkr/nosa

05502960
285620A

Manufacturing date {(mm.vvvv): /

OaTta npoussoacTBa (MM.ITIT):

04/2023

Expiry date (mm. 2
CpoK rogHocTy (MM.ITTT):

04/2026

Manufacturer according to the

registration in Russia: /

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

Mpoussoaurens B COOTBETCTBUM

C perncrpauuen B Poccuu:

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

Parameter / iTapameTp

Specifications / Cneuudukauuu

Results / Pesynstatht

Identification
Oxymetazoline
hydrochloride /
MognuHHOCTb
OkcnmeTasonnHa

FMAPOXITOPUS

The retention time of the main peak on the
chromatogram of the tested solution is

——~ trmel b A e o i mam A &
""" e COIEsSpona W

requirea to the retention time
of the main peak on the chromatogram of the
oxymetazoline hydrochloride standard
soiution, received at assay testing. / Bpems
YAEPXKUBAHWS OCHOBHOIO NYKa Ha
XpomaTorpamme UCnsiTyemoro pacteopa
OOMKHO COOTBETCTBOBATL BPEMEH!U
yAEPKUBAHNS OCHOBHOIO NKKa Ha
XpomaTorpamme CTaHAapTHOro pacTeopa
OKCUMETAa30rHa ruapoxnopuaa,
NOy4EeHHOW Mpr KONMMYECTBEHHOM
onpegenexuu.

conforms / cooTseTcTBYET

Clarity / MpospayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHunst npenaparta He SomKHa
rpesbillaTe onanecueHUmio atanoHa
cpaBHeHUA |

conforms / cooTBeTcTBYET

Color of the solution /
LiseTHocTb pacTeopa

The product should be not more colored than
color reference solution Y7 / Npenapat
JorxeH BbiTb okpalweH He bonee
WHTEHCUBHO, Yem 3TarnoH Y7.

conforms / cooTBeTCTBYET

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

{(d 20/20)

pH/ pH From5.6t06.1/0T1 5,6 go 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 288 mOsmol/kg / 288
OcmonsanbHOCTb Ot 270 go 330 mOcmMonb/Kr MOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATU3A

Product: / MpoaykKTt

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

HA3BUH® CEHCUATUB,
crnpei HasanbHbIA JOo3MpoBaHHbIX, 11,25 MKr/gosa
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne napTuum: 285620A
Manufacturing date (mm.yyyy): /
HNata npoussoacTBa (MM.IITT): 04/2023
Expiry date (mm.yyyvy): /
CpOK rooHOCTYU (MM.FTIT): 04/2026

Manufacturer according to the

reqgistration in Russia: /

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

MpousBoauTenb B COOTBETCTBUM

¢ peructpaumein B Poccuu:

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

Parameter / lapameTp Specifications / Cneuundukauum Results / Pe3ynerarhl
Mean dose weight and Mean dose weight: 45 mg £15 %. 4542 mg / 45.42 wr
uniformity of dose weight / | Uniformity of dose weight. mean dose weight
CpegHag macca [03bl U + 25 %.
04HOPOJHOCTL Macchl Max. 2 from 10 doses > + 25 % from mean
[,03bl dose weight. 0

But always < + 35 % from mean dose

weight. / 0

CpepnHsia macca f03bl: 45 mr £ 15 %.
Op[HOPOAHOCTb Macchl [03bl: CpeaHas
macca ao3bl £ 25 %.

He Goriee 2 n3 10 go3 > * 25 % oT cpefHen |
Macchl 403bl.
Ho Bcerga < + 35 % ot cpefHen maccebl 0
[03bl.

Related substances /
PoacTeeHHEIe pumecH

Impurity A (Hydrolysis product) — NMT 0.5 0.0%
% / Mpumeck A (MPOAYKT rMaponuaa) — He
6onee 0.5 %.

Impurity ZP-1 — NMT 0.5 % / 0.0 %
Mpumecb ZP-1 — He G6onee 0.5 %.

Single unidentified impurity - NMT 0.1 % / 0.0%
EAnHUYHas HengeHTnduumupoBaHHas
npumechb — He Honee 0.1 %.

Total impurities — NMT 1.2 % / 0.0 %
Cymma npumeceil — He 6onee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / [Tpogyxr

SAP-Code: / Ko SAP:

Baich no.: / N napTum:

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTMUB,

cnpei HasarnbHbI AO3UPOBaHHbIN, 11,25 MKr/po3a

05502960
285620A

Manufacturing date (mm.vvvv): /

Odarta npousBoacTBa (MM.ITIT):

04/2023

Expiry date (mm.yyyy): /

CpoK roaHocTy {(MM.ITIT):

04/2026

Manufacturer according to the

registration in Russia: /

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

MpouzBoauTens B COOTBETCTBUMN

C perucrpaumeii B Poccuu:

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

riugpoxnopug

Microbial purity / TAMC — NMT 10% CFU/ml / 0 CFU/ml/
Mukpobuonoruueckasn ObLee yncno a3pobHbix bakTepuil — He 0 KOE/mn
yucroTa 6onee 10? KOE/mn
TYMC — NMT 10" CFU/mi / 0 CFU/mi/
OBLee YKcno APOXOKEBLIX U NAECHEBLIX 0 KOE/mn
rpubos — He Gonee 10! KOE/mn
Pseudomonas aeruginosa — absence/mi / Absentin 1.0 ml/
OtcyrcrBue Pseudomonas aeruginosa/mn. | OtcyteTreyet B 1,0 Mn
Staphylococcus aureus — absence/mt, / Absent in 1.0 ml/
Qrcyreraue Staphylococcus aureus/un. OTtcyTtctayer 8 1,0 mn
Assay 225 — 262.5 pg of oxymetazoline 254.0 pg/ml /-254.0
Oxymetazoline hydrochloride/m|. / MKr/mn
hydrochloride / 225 — 262,5 MKr OKCUMETAa30nNHa
KonuyectseHHoe ruapoxnopuaa/mn.
ornpepenexHve
OkcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / [poaykT NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pg/dose /
HA3UBUH® CEHCUTUB,
cnpeW HasanbHbIM Ao3upoBaHHbINA, 11,25 Mkr/gosa
SAP-Code: / Kop SAP: 05502960
Batch no.: / Ne naptmu: 285620A
Manufacturing date (mm.yyyy): /
Darta npousBoacTBa (MM.ITIT): 04/2023
Expiry date (mm. i)
CpoK rogHoCcTU (MM.ITTT): 04/2026
Manufacturer according to the
reqistration in Russia: / Famar Health Care Services Madrid, S.A.U./
[pouszBoguTernb B COOTBETCTBUN
C peructpauuen B Poccuu: «®amap Xanc Kea Cepsuces Magpua, C.A.Y.»
Parameter / MapameTp | Specifications / Cneuncpukaumm | Results / Pesynbrarhl
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 leafiet into
carton box. / carton box. /
Mo 10 mn npenapata Bo ¢nakoH |[1o 10 mn npenaparta Bo (nakoH
13 NOSIK3TUNEHA BbICOKOR 13 NOMMaTuneHa BbICOKON
MNOTHOCTA C A,O3UPYIOLLUM MSIOTHOCTIX C 4O3UPYIOLLUM
YCTPOMNCTBOM U C 3aLUUTHON YCTPOWCTBOM I C 3aLLUTHOW
KPBILLIKOW 13 NonnaTuneHa KPbILLKOW N3 NONNaTUNeHa
BbICOKOW NNOTHOCTH. BbICOKOW MNOTHOCTY.
Mo 1 dnakoHy BMecTe ¢ Mo 1 donakoHy BMecTe C
VHCTPYKLMEN MO NPUMEHEHWIO B | UHCTPYKLMEN MO NPUMEHEHNIO B
nayky KapTOHHYIO0. nayky KapTOHHYIO.
Labeling / MapkupoBka In accordance with ND. / Complies as prescribed /
B cooTBeTcTBUU C HopMmaTmBHOW | COOTBETCTBYET NpeanncaHHomy
JOKYMeHTaunen.
Storage conditions / At the temperature not more than 30°C. /
YcrnoBus xpaHeHus Mpu Temnepatype He Bbiwe 30 °C.
Shelf-life / Cpok xpaHeHus | 3 years / 3 roga




Page 5 of 5/ CtpaHuua 5 uz 5

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3UBUH® CEHCUTUB,
crpeii HasanbHbIW 4O3MPOBaHHbINU, 11,25 MKr/gosa

SAP-Code: / Kon SAP: 05502960
Batch no.: / Ne naptuun: 285620A
Manufacturing date (mm.yyyy): /

Hata npou3soncTsa {MM.TTTT): 04/2023
Expiry date (mm.yyyy): /

Cpok rogHocTy (MM.ITIT): 04/2026

Manufacturer according to the
registration in Russia: /

lipousBoaAnTenbL B COOTBETCTBUU
C perucrpauvein B Poccuu:

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

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

API name / HanmenoBaHue A®C:

Oxymetazoline hydrochloride / Okcumerasonuua
rMapoxnopug,

INN / MHH:

Oxymetazoline / OkcumeTasonuH

API manufacturer batch number /

Homep cepuu npoussogutensa ADC:

FP Manufacturer APl Batch number [/
Homep cepuu cyb6eTanuumn npouasogurtena MNMo:

2202157

Siegfried PharmaChemikalien Minden GmbH,

AP] Manufactured by & country / Germany /
MpoussoauTens A®C, cTpaHa: 3urdbpug GapmaxXemukanver MubngeH MbX,
"epmaHus

Assessment: / 3aknoveHue:

The batch complies with the specification according to ND J1M-

000511-211022 / MapTna cooTBETCTBYET CrneuupuKkaumsam

HopmaTuBHOro fgokymenTa Jirf-000511-211022
OEHAY 202 /

Date / Signature of Qualified Person: /
Darta / nognuchb YNoIHOMGOYEHHOTO Jivua:

~
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