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CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHAITU3A

Product: / Mpogykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pg/dose /

HASWBWH® CEHCUTUB,

crnpen HazanbHblA 0O3WPOBaHHbLINA, 22,5 MKr/go3a

05502959
302740A

Manufacturing date (mm.yyyy): /

gara npousBoacTea !MM.ITI' T):

Expiry date (mm. N

Cpok rogHocTH (MM.rrrr):

10/2023

10/2026

Manufacturer according to the

registration in Russia: /

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

Flgonaaoan'rem. B COOTBETCTBWUM

c perucTpauuen B Poccuu:

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

Parameter / MapameTp Specifications / Cneundukauunmn Results / Peaynbtathi
Identification The retention time of the main peak on the conforms / cooTBeTcTBYET
Oxymetazoline chromatogram of the tested solution is
hydrochloride / required to correspond to the retention time
MognuHHoOCTE of the main peak on the chromatogram of the
OxkcumeTasonuHa oxymetazoline hydrochloride standard
rMAPOXNOpUA solution, received at assay testing. / Bpems
YAEPMUBEHWA OCHOBHOM NUKa Ha
XpomaTorpamme WCNbITYeMoro pacteopa
[OIMKHO COOTBETCTBOBaTL BpEMEHU
YAEPKWBaAHMSA OCHOBHOIO NWKa Ha
XpoMaTorpamMme CTaH4apTHOro pacTeopa
OKCUMEeTa3onuHa ruapoxnopuaa,
NOMYYEHHOW NP KOIUYECTBEHHOM
onpeaeneHuu.
Clarity / NMpoapayHocTb The product should be not more opalescent | conforms / cootseTcTByeT
than reference suspension I. /
OnanecueHuns nNpenapara He A0MmKHa
NpeBsbILLaTh OnanecLeHUnto 3TanoHa
cpaBHeHwns |.
Color of the solution / The product should be not more colored than | conforms / cooTeeTcTayeT
LleeTHocTh pacTeopa color reference solution Y7 / MNpenapat
Aomxen BbiTh okpalueH He bonee
WHTEHCMBHO, Yem aTtanoH Y.
Relative density (d 20/20) / |From 1.006 to 1.010/ 1.007
OTHocuTeneHan nnotHocTs | OT 1,006 go 1,010
(d 20/20)
pH/pH From561t06.1/0T1 56 0086,1 58
Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg / 291
OcmonsnbHOCTbL Ot 270 go 330 mOcmonb/kr mOcmons/kr

Procter & Gami'z

N
WARENE:;GANG

DZ - ALTFELD
03 2073

Michael Fuchs
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpogykr

NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 yg/dose /

HASUBWUH® CEHCWUTME,
cnpei HadankHbIA OO3UPOBaHHLIN, 22,5 MKr/ao3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne napruu: 302740A
Manufacturing date (mm.yyyy): /
Qara npov3sogcTea (MM.ITIT): 10/2023
Expiry date (mm. HE |
Cpok roaHoCTH (MM.ITIT): 10/2026

Manufacturer according to the

registration in Russia: /

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

nQOHSBOQMTEﬂh B COOTBETCTBMMK

€ peructpauuen B Poccuu:

w®amap Xanc Kea Cepeucez Mappua, C.AY.»

Parameter / NapameTtp Specifications / Cneundukaumm Results / Peaynbtars!
Mean dose weight and Mean dose weight: 45 mg +15 %. 43.36 mg / 43.36 mr
uniformity of dose weight / | Uniformity of dose weight: mean dose weight
CpepHas macca [o3bi U £ 25 %.
0AHOPOAHOCTE MaCCh Max. 2 from 10 doses > + 25 % from mean
£03bl dose weight. 0

But always = + 35 % from mean dose

weight. / 0

CpepnHsia macca goabl: 45 mr+ 15 %.
OaHopoaHOETE MAcchl J03bl CPEAHARA
mMacca 0osbl + 25 %.

He bonee 2 s 10 goa >+ 25 % oT cpeaHen |0
Macchl 4o3bl.
Ho scerpa < + 35 % ot cpegHei maccbl 0
003k,

Related substances /
POACTBEHHI:IB npumecn

Impurity A (Hydrolysis product) = NMT 0.5 0.0 %
% / MNpumect A (NpoayKT rmgponunia) — He
Bonee 0.5 %.

Impurity ZP-1 -~ NMT 0.5 % / 0.0 %
Mpumecs ZP-1 — He Gonee 0.5 %.

Single unidentified impurity = NMT 0.1 % / 0.0%
EouHynyHas HemgeHTudumMpoBaHHan
npumecs — He Bonee 0.1 %.

Total impurities — NMT 1.2 % / 0.0%
Cymma npumecei — He Gonee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANMU3A

Product: / Mpoaykt

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 yg/dose /

HA3WBUH® CEHCUTUB,

Cnpew Ha3lanbHbiW OO03MPOBaHHLINA, 22,5 MKI/Qo3a

05502959
302740A

Manufacturing date (mm.yyyy): /

Oara npoussogcrea (MMm.rrrr):
Expiry date (mm. e

Cpok rogHocTH (MM.ITIT):

10/2023

10/2026

Manufacturer according to the

registration in Russia: /

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

[pon3soguTEenb B COOTEETCTBUM

c peructpauuen B Poccun:

«®amap Xanc Kea Cepeunces Magpup, C.A.Y.»

Microbial purity / TAMC — NMT 10?2 CFU/mI / 0 CFU/mI/
Mukpobuonoruyeckasn Obuee yncno aapobHbix BakTepui — He 0 KOE/mn
yucToTa bonee 10° KOE/mn
TYMC — NMT 10' CFU/ml / 0 CFU/ml/
Ob6Lee Yncno ApOAOKEBBIX U MNIECHEBBIX 0 KOE/mn
rpubos — He Gonee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OrcyrcTaue Pseudomonas aeruginosalmn. | Otcytcreyer 8 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OteytcTeue Staphylococcus aureus/mn. Ortcyteteyer B 1,0 Mn
Assay 450 - 525 ug of oxymetazoline 508.1 pg/ml / 508.1
Oxymetazaline hydrochloride/ml. / MKr/mn
hydrochloride / 450 - 525 mKkr okcumeTasonuHa
KonuyectaernHoe | ruppoxnopupa/mn, — =
onpepenexne
OxkcumeTasonuHa
rMapoxXnopua
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 yg/dose /
HA3WBWH® CEHCUTKB,
cnpe# HalansHbLI [O3WPOBaHHLIN, 22,5 MKr/ao3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne napruu: 302740A
Manufacturing date (mm. A
Qara npou3soncTsa (Mm.rrir): 10/2023
Expiry date (mm.yyyy): /
CpokK rogHocTy (MM.ITrT): 1072026
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
Mpou3soauTensL B COOTBETCTBUM
c perucTpauven B Poccun: «®amap Xanc Kea Cepsuces Magpun, C.AY.»
Parameter / Mapametp | Specifications / Cneundpukaumm | Results / Pesynbratel
Packaging / Ynakoeka 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 npenapata Bo naken | Mo 10 mn npenapata 8o cnakoH
W3 NONUaTUNEHa BLICOKOR W3 NONM3TUNEHa BLICOKOM
NIOTHOCTIA C AC3NPYHILLIUM NNOTHOCTU C [03MPYIOLLIAM
YCTPOWCTBOM W C 3aLUNTHON YCTPOWNCTBOM W C 3aLLMTHON
KPBILKOW W3 Nonuatunexa KPbILUKOW U3 NONnaTuneHa
BbICOKOW NNOTHOCTY, BbICOKOI MNOTHOCTW.
Mo 1 dnakoHy BMecTE C Mo 1 dnakoHy BmecTe c©
VHCTPYKUMER NO NPUMEHEHUIO B | MHCTPYKUWER N0 NPUMEHEHWIO B
NaYKy KAPTOHHYH. NaYky KAPTOHHYIO.
Labeling / Mapkuposka In accordance with ND. / Complies as prescribed /
B cooTtBeTCTBUM C HopMmaTheHon | CooTBeTCTBYET NpeAnvucaHHoOMY
OOKYMEHTALME.
Storage conditions / At the temperature not more than 30°C. /
YcnoBus XpaHeHus [pu TemnepaTtype He Bobitwe 30 °C.
Shelf-life / Cpok xpanerun | 3 years / 3 roga
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CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHATTU3A

Product: / Mpogykr

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pyg/dose /
HA3WBWH® CEHCUTUB,
crpei HazanbHbIW 403MPOBaHHLIA, 22,5 MKr/gosa

SAP-Code: / Kog SAP:

Batch no.: / N2 napTuu:
Manufacturing date (mm.yyyy): /
[Oara npoussoAcTBa (MM.ITIT):
Expiry date (mm.yyyy): /

CpoK rogHocT# (MM.ITIT):
Manufacturer according to the
registration in Russia: /

nEDH:IBOgI‘ITEI‘Ih B COOTBETCTBUMU
¢ perucrpauuei B Poccuu:

05502959
302740A

10/2023

10/2026

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

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

APl name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTasonuHa

Homep cepun cybeTaHuuu nponasoguTens INMo:

TMAPOXNopWAa
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepuu npouzsoautens A®C: 19032649
FP  Manufacturer APl Batch number |/ 2301091

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by &  country / Germany /
Nponzsoautens APC, cTpaHa: ol 3urcppug PapmaXemukanued MuHged TmoX,
s 11 br 5 lepmaHus

Assessment: / 3aknioueHwne:

The batch complies with the specification according to ND J1-

000511-211022 / MapTva cooTeeTCTBYET cneundrkaumam
HopmaTueHoro gokymerTa JIM-000511-211022

45822 |

Date / Signature of Qualified Person: /
Dara / nognuch yNnonHOMOYEHHOro Nuua:

Lo ¥ 3 L AMIaE7 /e

FAMAR MADBRS



