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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANNU3A

Product: / Mpoaykr

SAP-Code: /[ Kon SAP:
Batch no.: / Ne napTuum:

NASIVIN® SENSITIVE

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

HA3NBNH® CEHCUTUB,

crnpeit HasanbHLIAN QO3UpPOBaHHLIN, 11,25 MKr/aoo3a

05502960
284910A

Manufacturinag date (mm.vvvv): /

Hara npounzrogcrea (MM.ITIT):

04/2023

Expiry date (mm.yyvy): /
CpOK roaHOCTH (MM.ITIT):

04/2026

Manufacturer accordina to the

registration in Russia: /

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

fpousBoauTenk B COOTBETCTBUHU

C perucrpaumein B Poccun:

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

Parameiter / [lapameTp

Specifications / Cneundukauunu

Results / PeaynbTarht

Identification
Oxymetazoline
hydrochloride /
[MoAnMHHOCTL
OkcvmeTtasonuHa

rmapoxnopusa

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
sojution, received at assay testing. / Bpems
YAEPXUBaHUA OCHOBHOIO NUKa Ha
XpomaTorpamme UCneiTyemMoro pacteopa
JAOIMKHO COOTBETCTBOBATL BPEMEHM
YOEPXKNBaHUA OCHOBHOrO MKKa Ha
XpoMaTtorpaMme CTaHAapTHOro bacTeobpa
OKCHMMETA30MMHa rmapoxnopuaa,
MosTy4eHHOW NPy KONINYECTBEHHOM
onpepeneHuu.

conforms / cooTeeTcTBYET

Clarity / IpospayHocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHuus npenaparta He JoMmKHa
npesbiliaTe OnanecyeHumMio aTanoHa
cpaBHeHwus 1.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTL pacTBopa

The product should be not more colored than
color reference solution Y- / Npenapat
JorxkeH ObITh okpatteH He Bonee
WHTEHCUBHO, YEM 3TaloH Y7.

conforms / cooTBeTCTBYET

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

(d 20/20)

pH/ pH From 5.6106.1/071 5,6 8o 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 288 mOsmol/kg / 288
OcMOonAnbHOCTL Ot 270 po 330 mOcmonb/Kr MmOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJTU3A

Product: / MpoaykKTt

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

HA3UWBUH® CEHCUTUB,
crpei HasanbHbIW Ao3upoBaHHbIn, 11,25 Mkr/gosa
SAP-Code: / Kog SAP: 05502960
Batch no.: / No napTuu: 284910A
Manufacturing date (mm.yyyy): /
Nata nponsBoAcTBa (MM.ITIT): 04/2023
Expiry date (mm.yyyy): /
Cpok rogHoCT¥ (MM.TTIT): 04/2026

Manufacturer according to the

registration in Russia: /

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

MpoussoauTesib B COOTBETCTBUMN

¢ perucTpaumnen B Poccuu:

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

Parameter / NapameTp Specifications / Cneyndomkaumm Results / PesynbTaTthl
Mean dose weight and Mean dose weight: 45 mg +15 %. 46.33 mg / 46.33 mr
uniformity of dose weight/ | Uniformity of dose weight: mean dose weight
CpepfHsas macca A03bl 1 25 %.
OAHOPOAHOCTb Maccehl Max. 2 from 10 doses > £ 25 % from mean
003bl dose weight. 0

But always < *+ 35 % from mean dose

weight. / 0

CpepHsas macca A03bl: 45 mr £ 15 %.
OpHOPOAHOCTE MACcChi JO3bl: CPeHAN
mMacca fo3bl + 25 %.

He Gonee 2 u3 10 o3 >+ 25 % OT cpeaHen |
Maccb! J03bl.
Ho Bceraa <+ 35 % oT cpegHeil Maccehl 0
[03bl.

Related substances /
PopcTBEHHLIE NPUMECH

Impurity A (Hydrolysis product) — NMT 0.5 0.0%
% / Mpumecb A (NpOAYKT ruaponusa) — He
6onee 0.5 %.

impurity ZP-1 — NMT 0.5 % / 0.0%
Mpumech ZP-1 — He Gonee 0.5 %.

Single unidentified impurity — NMT 0.1 % / 0.0%
EanHnuHas HemaeHTubnLmposaHHas
npumech — He 6onee 0.1 %.

Total impurities — NMT 1.2 % / 0.0%
Cymma npumecei — He 6onee 1.2 %.
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CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHATTU3A

Product: / Mpooyxr

SAP-Code: /| Kon SAP:

Batch no.: / Ne naptuu:

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

crnpeu HasanbHbIA [O3UPOBaHHLIN, 11,25 Mkr/nosa

05502960
284910A

Manufacturing date (mm.vvvyv): /

Hbara npousBopcrsa (MM.ITIT):

04/2023

Expiry date (mm.yvvy): /

CpoK rogHOCTH (MM.ITTT):

04/2026

Manufacturer according to the

registration in Russia: /

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

MpousBoauTenbL B COOTBETCTBUN

C perucrpaumein 8 Poccum:

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

TUAPOXITOPUL,

Microbial purity / TAMC — NMT 102 CFU/ml/ 0 CFU/ml/
MukpoBuonoruueckas Obee uncno aspobHbix GakTepuit — He 0 KOE/mn
yucToTa Gonee 102 KOE/mn
TYMC —NMT 10" CFU/mi/ C CruU/Mmi/
O6bLee 4ncno ApoXokeBbX Y NeCHEBbIX 0 KOE/mMn
rpnboe — He 6onee 10" KOE/mn
Pseudomonas aeruginosa - absence/mi / Absentin 1.0 mi/
OrtcyrctBue Pseudomonas aeruginosa/mn. | Otcytcreyet B 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
Otcyreraue Staphylococcus aureusimn. OTtcytcrayer 8 1,0 mn
Assay 1225 — 262.5 pg of oxymetazoline 252.3 pg/ml-/252.3 -
Oxymetazoline hydrochloride/ml. / myr/mn
hydrochloride / 225 — 262.5 MK oKCUMeTa30nuHa
KonuuecrseHHoe rugpoxnopuaa/mn.
onpepeneHne
OxcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJTU3A

Product: / MpoaykT

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

NASIVIN® SENSITIVE

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

cnpeil HasanbHbIA A03MpPOBaHHbINK, 11,25 MKr/nosa

05502960
284910A

Manufacturing date (mm.yyyy): /

gaTa npousBofcrea { MM.ITIT):

Expiry date (mm. 2
Cpok rogHocTi (MM.IFIr):

Manufacturer according to

04/2023

04/2026
the

registration in Russia: /

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

[TponsBoguTelb B COOTBETCTBUU

c peructpauuein B Poccuu:

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

Parameter / lNapameTp

Specifications / Cneuudomukauuu

Results / Peaynbrtartsl

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 hnakoH
N3 NonuaTuneHa BbICOKON
MHOTHOCTMW C AO3NPYIOLLAM
YCTPOWCTBOM W C 3aLLUUTHON
KPbILLIKOW U3 NnonuatuneHa
BbICOKOW MSIOTHOCTW.

Mo 1 cbrakoHy BMecCTE C
NHCTPYKUMER 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 leaflét into
carton box. /

Mo 10 mn npenapaTa BO (pnakoH
U3 NOMM3TUNEHA BbICOKOIA
MAOTHOCTU C JO3UPYIOLLUM
YCTPONACTBOM ¥ C 3aLMTHON
KPBILLUKORM N3 NonuaTuneHa
BLICOKOI NMNOTHOCTH.

Mo 1 cdonakoHy BmecTe C
WHCTPYKUMEN MO NPUMEHEHNIO B
nayky KAPTOHHYIO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBeTCTBMM ¢ HOpMAaTUBHOW
LOKYMEeHTauuen.

Complies as prescribed /
CoOTBETCTBYET NpeanucaHHoMy

Storage conditions /
Ycnosus XpaHeHust

At the temperature not more than 30°C. /

Mpw Temneparype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3 roga
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTIU3A

Product: / Mpogykr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 ug/dose /
HA3SNBUH® CEHCUTUB,
cripeil HazanbHbLIA JO3MpoBaHHbIN, 11,25 MKr/go3a
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptuu: 284910A
Manufacturing date (mm.yyyy): /
Hata nipor3BoacTBa {MM.ITTT): 04/2023
Expiry date (mm.yyyy): /
Cpok rogHocTy (MM.ITTT): 04/2026
Manufacturer according to the
reqistration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpounsBoanTesni B COOTBETCTBUM
€ perucTtpauuer B Poccuu: «®Pamap Xasnc Kea Cepeuces Maapua, C.A.Y.»
APl name / HaumeHoBaHue ADC: Oxymetazoline hydrochloride / OkcumeTtasonuxa
ruapoxropug
INN / MHH: Oxymetazoline / OkcumeTtasonuH
API manufacturer batch number / 4
Homep cepuu npouseogurensa A®C: <1992U00
FP Manufacturer API Batch number / 2902157
Homep cepuu cy6eTaHumum npoussonurens I'Iod:
Siegfried PharmaChemikalien Minden GmbH,
API iianufactured by & country / Germany /
Mpounssoautens APC, cTpaHa: 3urcbpup PapmaXemnkanmerd MudgeH FvoX,
"epmanus
Assessment: / 3aknioyeHue: The batch complies with the specification according to ND J1[1-

000511-211022 / MNapTusi COOTBETCTBYET CrieLMpnKaLmsam
HopmaTuBHoro gokymexTa JIN-000511-211022

o
o

Date / Signature of Qualified Person: / OF% MAY 207 ) _—
Hata / nognuch ynosiHOMOYEHHOTO SiMLua: -

LLLS;_b R vt —en / Ap

FARAL maswo (S‘P:L\?N)






