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CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHAJTU3A

Product: / [poaykTt NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pg/dose /
HA3WBUH® CEHCUTUB,
cnpeu HasasnbHbIA JO3MPOBaHHbIN, 11,25 MKkr/noza
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne napTtum: 294410A
Manufacturing date {mm.yyyy): /
Oara npouseoncraa (Mm.rrrr): 06/2023
Expiry date (mm.yyyy): /
CpoK rogHocT! (MM.TTIT): 06/2026
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
“’“‘"’“‘""“’“HQOMBULIW TeIE B COOTBETCTBIM
¢ beruvcTpauveid B Poccuu: «®amap Xanc Kea Ceprucez Magpug, C.AY.»
Parameter / Napametp Specifications / Cneuudukauuu Results / Pe3ynbtaTht
Identification The retention time of the main peak on the | conforms / cooTBeTcTBYET
Oxymetazoline chromatogram of the tested solution is
hydrochioride / required to correspond to the retention time
{lognuHHOCTL of the main peak on the chromatogram of the
OkcumeTasonuHa oxymetazoline hydrochloride standard
rmgpoxropug solution, received at assay testing. / Bpems

yAEePKUBAHUS OCHOBHOIO MWKa Ha
[OIMKHO COOTBETCTBOBATL BPEMEHU
YASPMUBAHUS OCHOBHOIO NUKa Ha
XpomaTtorpamme CTaH4apTHOro pacTeopa
OUCYMETAZONAHA MMADOXMIODUAS,
NOSYUYEHHO MPW KONMMYeCTBEHHOM
onpeaeneHuu.

Clarity / INpo3padHocTb The product should be not more opalescent |conforms / cooTseTcTByeT
than reference suspension I. /
OnanecueHumna npenapata He JoSbPKHa
NpeBbIWAaTh OnanecUeHLno STanoHa

cpasHeHus l.
Color of the solution / The product should be not more colored than | conforms / cootseTcTBYET
LiBeTHOCTL pacTBOpa color reference solution Y7 / lNpenapar

AomkeH ObiTb OKpalleH He Bonee
VIHTEHCUBHO, YeM 3TanoH Yy,

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007
OTHocuTenbHas nnotHocTe | OT 1,006 po 1,010

(d 20/20)

pH / pH From 5.6t06.1/0T 5,6 80 6,1 58

Osmolality / From 270 to 330 mOsmol/kg / 290 mOsmol/kg / 290

OcmMonsanbHOCTL O71 270 po 330 mOcmonb/kr mOcmonb/Kr




Page 2 of 5/ CtparHusa 2 u3 5

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / MNpoaykr

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

HA3VBWH® CEHCUATIUB,
cnpewn HasalnbHbIA 003UpoBaHHbIN, 11,25 MKr/nosa
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptuu: 294410A
Manufacturing date (mm.yyyy): /
[Nata nponszBoacTBa (MM.ITTF): 06/2023
Expiry date (mm.yyyy): /
CpoK rogHoCcTH (MM.FTIT): 06/2026

Manufacturer according to the

registration in Russia: /

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

Npou3BoauTesib B COOTBETCTBUU

c perucTpauven B Poccuu:

«®Pamap Xanc Kea CepBuces Magpug, C.AY.»

Parameter / MapameTp Specifications / Cneundukauuu Results / PeaynstaTthl
Mean dose weight and Mean dose weight: 45 mg £15 %. 44.46 mg / 44.46 mr
uniformity of dose weight/ | Uniformity of dose weight: mean dose weight
CpegHsas macca 403bl U + 25 %.
OLHOPOAHOCTL Maccehl Max. 2 from 10 doses > £ 25 % from mean
403bl dose weight. 0

But always < + 35 % from mean dose

weight. / 0

CpeaHsas macca fosbl: 45 mr £ 15 %.
OpHOPOJHOCTE MacChl 403bl: CpeaHAs
Macca [o3bl + 25 %.

He Bonee 2 u3 10 oz >+ 25 % oT cpegHei |
Macchl [403bl.
Ho Bcerpa < + 35 % oT cpenHen Macchl 0
[03bl.

Related substances /
PoacTBeHHblE NpyuMecH

Impurity A (Hydrolysis product) — NMT 0.5 0.0%
% / Mpumeck A (MPOAYKT rMAponmn3a) — He
oonee 0.5 %.

Impurity ZP-1 — NMT 0.5 % / 0.0%
Mpumeck ZP-1 — He 6onee 0.5 %.

Single unidentified impurity — NMT 0.1 % / 0.0 %
EguHnyHan HenaeHTuduuMposaHHas
npumech — He 6onee 0.1 %.

Total impurities = NMT 1.2 % / 0.0%
Cymma npumeceii — He Gonee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHATIU3A

Product: / MpoaykT

SAP-Code: / Kog SAP:
Batch no.: / N2 napTuu:

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

cripey HasalnbHbI O3MpPOBaHHbIW, 11,25 MKr/gosa

05502960
294410A

Manufacturing date (mm.vvyv): /

OaTta npouaeoncrea (Mm.rrer):

06/2023

Expiry date (mm.yvvy): /

Cpok rogHocTu (MM.rrrT):

06/2026

Manufacturer according to the

registration in Russia: /

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

1 A A IO T AT TH ~
1

PUVISDULUWMITCIID B LUVITECITVIEBAN

Cc perncrpauuvei B Poccuu:

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

Oxymetazoline
Invsmdvm Alal mmial a1

I |yul U ntuInive /
KonuuectseHHoe
onpepenelue
OkcumeTasonuHa
rmapoxnopua

hydrochloride/ml. /
225 — 262,5 wikr oKCinie
ruapoxnopugalmn.

TasOniiHa

Microbial purity / TAMC — NMT 10?2 CFU/ml / 0 CFU/ml/
MukpoBuonornueckas Ob6tyee ymcno aspobHbix HakTepuii — He 0 KOE/mn
yucToTa Honee 10?2 KOE/mn
TYMC — NMT 10" CFU/ml / 0 CFU/ml/
Obulee 4YMCcno APOXOKEBLIX U NNEeCHEBbIX 0 KOE/mn
rpuboB — He 6onee 10! KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OtcytetBue Pseudomonas aeruginosa/mn. | OtcyteteyeT B 1,0 mn
Siaphyiococcus aureus — absence/mi. / Absent in 1.0 mi/
OrcytctBue Staphylococcus aureus/vn. Otcyteteyer B 1,0 Mn
Assay 225 — 262.5 ug of oxymetazoline 249.7 ygimi / 249.7

MKF/MI
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / [poaykT

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3UBUWH® CEHCUTUB,

cnpeii HasanbHbIA Jo3vMpoBaHHbIN, 11,25 MKr/nosa

05502960
294410A

Manufacturing date (mm.yyyy): /

MNata npousBogcTBa (MM.ITIT):

06/2023

Expiry date (mm.yyyy): /
CpOK rogqHOCTWN {(MM.ITIT):

Manufacturer according o

06/2026
the

reqistration in Russia: /

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

MNponapoauTesnib B COOTBETCTBUU

¢ perucrpauuen B Poccum:

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

Parameter / MapameTtp

Specifications / Cneundivkaunm

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 NakoH
13 NONUITUMNEHA BbICOKON
NAOTHOCTY C AO3UPYIOLUM
YCTPOWCTBOM M C 3aLUTHOW
KpbiLLKOW 13 NonnatuneHa
BLICOKOI MNOTHOCTN.

Mo 1 cdonakoHy BMecCTe C
WHCTPYKUMEN MO NPUMEHEHNIO B
nayky KapTOHHYH.

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 npenapaTta 8O pnakoH
13 NONM3TUNEHa BbICOKON
MAOTHOCTA C JO3VPYIOLLMM
YCTPOMCTBOM ¥ C 3aLLUTHOR
KPBILLKOW 13 NONWaTuneHa
BbICOKOMN MNOTHOCTHN.

o 1 donakoHy BMmecTe C
WHCTPYKUMERN MO NPUMEHEHIIO B
navyky KapTOHHYIO.

Labeling / MapkupoBKa

In accordance with ND. /
B cootBeTCTBMM C HOPMATMBHON
LOKYMeHTauunen.

Complies as prescribed /
CooTeeTcTBYET NpeAnucaHHoMy

Storage conditions /
Ycnosusi XpaHeHus

At the temperature not more than 30°C. /

Mpn Temnepatype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHns

3years/3roga




Page 5 of 5/ Ctpannua 5 us 5

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 ug/dose /
HASUBUH® CEHCUTUB,
crpeil HasanbHbIN JO3UPOBaHHLIN, 11,25 MKr/qo3a
SAP-Code: /| Kog SAP: 05502960
Baich no.: / Ne naptuu: 294410A
Manufacturing date (mm.yyyy): /
Hara npoussonctea (MMm.rrrr): 06/2023
Expiry date (mm.yyyy): /
Cpoxk rogHoCcTH (MM.ITIT): 06/2026
Manufacturer according to the
reqgistration in Russia: / Famar Health Care Services Madrid, S.A.U./
fipouseoanTent-B-COOTRETCTBUM
c beructpauuneii B Poccuu: «®amap Xanc Kea Cepsucez Magpug, C.A.Y.»
APl name / HaumeHosaHne ADC: Oxymetazoline hydrochloride / OkcumeTasonuna
ryuapoxnopun
INN / MHH: Oxymetazoline / OxcumeTazonuy
AP} manufacturer batch number / 21392088

Homep cepuu npoussoautens ADC:

FP Manufacturer API Batch number /

Homep cepun cybeTaHumm npoussoautens Md: 2300648

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country ! Germany /
MNpouzsogutens A®C, cTpana: 3urcdbpug PapmaXemukanued Mudger Muex,
epmanus
Assessment: / 3aknyeHue: The batch complies with the specification according to ND J11-
000511-211022 / MapTusi COOTBETCTBYET cneLmdukaLmsm
HopmaTuBHOro fAokymerTa J1M-000511-211022 el

Date / Signature of Qualified Person: / /) 3 BIN \7 2=13R / (
Hata / noanuce ynonHoOMOYEHHOTO IULa; i

Luis RAamfael /ae

FAMmAL MADRIS







