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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3NBMH® CEHCUTUB,

cripeit HasarnbHbI JO3MPOBaHHbIN, 11,25 MKr/nosa
05502960

284860A

Manufacturing date (mm.yvvy): /

Lara npou3BOACTBA (MM.ITTT):

Expiry date (mm.vyvyy): /
Cpok rogHOCTW (MM.FTiT):

Manufacturer according to the

reaistration-in Russia:/

<SIGU LA

[MpouzronuTent B COOTBETCTBUM

C perucrpauuvein 8 Poccun:

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

Parameier / MapameTp

Specifications / Cneuundukauumn Results / PesynbTathbi

ldentification

Oxymetazoline
hvdrochloride /

b AL A

HOAHMHHOCTb
OkcumeTasonuHa

AL POXIOpIg

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

ratantinn tima
required to correspond to the retention time

of the main peak on the chromatogram of the
oxymetazoline hydrochloride standard
solution, received at assay testing. / Bpewmsi
yOEepXuBaHns OCHOBHOIO Nika Ha
XpomaTorpamme KChbITYEMOro pacteopa
AOIMKHO COOTBETCTBOBATHL BPEMEHM
yOepKuBaHMsa OCHOBHOIO Muka Ha
XpomaTorpaMme CTaHAapTHOro pacTeopa
OKCUMETa30MNnHa rugpoxnopuana,
NOsy4YeHHON NPY KONUYECTBEHHOM
onpeaesnieHnu.

conforms / cooTeeTCTBYET

Clarity / INpospayHocTb

The product should be not more opalescent
than reference suspension {. /
OnanecueHuus npenapara He 4oMmKHa
rpessiliaTh oMnaneCueHLno aTanoHa
cpaBHeHus I.

conforms / cooTBeTcTBYET

Color of the solution /
LiBeTHoCTb pacteopa

The product should be not more colored than
color reference solution Y7 / MNpenapart
JormkeH BbITh okpalleH He bonee
WHTEHCUBHO, YeM 3TanoH Ys.

conforms / cooTseTCcTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.009
OTtHocutenbHasa nnotHocTk | OT 1,006 po 1,010

d 20/20)

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

Osmolality / From 270 1o 330 mOsmol/kg / 288 mOsmol/kg / 288
OcmonsanbHOCTL Ot 270 po 330 mOcmonb/kr MOcCMonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATIU3A

Product: / Mpoaykr

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

HA3NBUH® CEHCUTUB,
cnpei HasanbHbIN go3MpoBaHHbIN, 11,25 mkr/gosa
SAP-Code: / Kon SAP: 05502960
Batch no.: / Ne naptuu: 284860A
Manufacturing date (mm.yyyy): /
HNata npouzBoacTBa (MM.ITTT): 03/2023
Expiry date (mm.yyyy): /
Cpok rogHoCcTH (MM.TITT): 03/2026

Manufacturer according to the

registration in Russia: /

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

[TpouzBoauTeslb B COOTBETCTBUM

¢ permcTpauuen B Poccum:

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

Parameter / MNapamertp Specifications / Cneuundukauum Results / PeaynbTaThl
Mean dose weight and Mean dose weight: 45 mg £15 %. 44.32 mg / 44.32 mr
uniformity of dose weight / | Uniformity of dose weight: mean dose weight
CpepHssa macca [03bl 1 + 25 %.
O4HOPOAHOCTL Macchl Max. 2 from 10 doses > £ 25 % from mean
[03bl dose weight. 0

But always < + 35 % from mean dose

weight. / 0

CpepHsia macca gosbl: 45 mr + 15 %.
OAHOPOAHOCTb Macchl J03bl: CPEAHARA
mMacca [osbl + 25 %.

He 6onee 2 n3 10 no3 >+ 25 % ot cpegHent |
Macch! J03bl.
Ho Bcerpa < + 35 % oT cpegHein macchl 0
[03b.

Related substances /
PopacTtBeHHbIe NpuMecK

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

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

Single unidentified impurity — NMT 0.1 % / 0.0 %
EponHndHas HengeHTugunynposaHHas
npumech — He Bonee 0.1 %.

Total impurities — NMT 1.2 % / 0.0 %
Cymma npumecein — He 6onee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

crnpen HasanbHbIA OO3UPOBaHHLIN, 11,25 MKr/oo3a

05502960
284860A

Manufacturing date (mm.yvvv): /

data npou3BoacTBa (MM.ITIT}:

-~ pm e -

03/2023

Expiry date (mm.vyvy): /

Cpok rogHoctu (MM.rrrr):

03/2026

Manufacturer according to the

aSeE Lanes ARSI ITia I

roqgictration in Ruceia~ /-
reql RN~

MpoussoauTens B COCTBETCTBUM

C perucrpaimen B POCCuu:

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

rmapoxnopua

Microbial purity / TAMC — NMT 10 CFU/mi / 0 CFU/mi/
Mukpobuonoruyeckas O6Lwee yncno aspobHblx BakTepuit — He 0 KOE/mn
yucToTa Bonee 102 KOE/mn
TYMC — NMT 10 CFUmi/ G CFU/mi/
ObLLee Yncno APOXOKEBLIX 1 NNECHEeBbLIX 0 KOE/mn
rpuboe — He Gonee 10" KOE/mn
Pseudomonas aeruginosa — absence/mi / Absentin 1.0 mi/
OtcytcTBUe Pseudomonas aeruginosalimn. | Otcytereyet 8 1,0 Mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
Otcytersue Staphylococcus aureus/mn. Otcytctayer 8 1,0 Mn
Assay 225 —262.5 ug of oxymetazoline 254.2 ug/ml / 254.2
Oxymetazaline hydrochloride/ml. / MKr/an
hydrochloride / 225 — 262,5 MKr OKCYMeTasonuHa
KonnyecTseHnHoe ruapoxnopuga/mi.
onpegeneHve
OkcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / [poaykTt

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

NASIVIN® SENSITIVE

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

cnpei HasanbHbIN fo3MpoBaHHbId, 11,25 MKr/gosa

05502960
284860A

Manufacturing date (mm.yyyy): /

HNarta npousBoacTBa (MM.FTTT):

03/2023

Expiry date (mm.yyyy): /
Cpok rogHocTy (MM.ITIT):

Manufacturer according to

03/2026
the

reqistration in Russia: /

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

[pousBoauTent B COOTBETCTBUU

¢ perucrpauven B Poccum:

«®amap Xanc Kea Cepsuces Magpua, C.AY.»

Parameter / MNapameTtp

Specifications / Cneundukaumm

Results / Pesynetarthl

Packaging / YnakoBka

Per 10 m! 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 BO (hriakoH
13 NONMaTAIIEHA BbICOKON
MAIOTHOCTU C O3UPYIOLLUM
YCTPOWCTBOM U C 3aLLUTHON
KPbILLKOW U3 NonuaTureHa
BbICOKOW NMOTHOCTH.

Mo 1 donaxkoHy BMECTE C
WHCTPYKUMER MO NPUMEHEHNIO 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 npenaparta Bo hnakoH
13 NONM3TUIIEHa BbICOKON
MNOTHOCTY C SO3NPYIOLLMM
YCTPOWCTBOM W C 3aLNTHON
KPbILLKOW 13 NONUaTuneHa
BbICOKOW NNOTHOCTH.

Mo 1 donakoHy BMecTe C
WHCTPYKLWEA NO NPUMEHEHNIO B
Nayky KapTOHHYO.

abeling / Mapkuposka

In accordance with ND. /
B cooTBeTCTBUM C HOPMATUBHOW
LOKyMeHTaUuen.

Complies as prescribed /
CooTBeTCTBYET NpesnucaHHomy

Storage conditions /
Ycnosus XpaHeHus

At the temperature not more than 30°C. /

Mpwv TemnepaType He sbite 30 °C.

Shelf-life / Cpok xpaHeHua

3 years/ 3 roaa
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATN3A

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

Product: / MpooykT

HA3UBUH® CEHCUTUB,
cripei HasanbHbIW [O3MPOBaHHbINK, 11,25 Mkr/gosa
SAP-Code: / Ko SAP: 05502960
Batch no.: / Ne naptuu: 284860A
Manufacturing date (mm.yyyy): /
HData npoussogcTsa {(MM.ITITE): G3/2023
Expiry date (mm.yyyy): /
CpoK roaHOCTH (MM.FTTT): 03/2026

Manufacturer according to the
registration in. Russia: /

lpouzeoauTen B COOTBETCTBUMN

C perucTpaiyicsi B Poccrin:

«®amvap Xaric Kea Cepsrices Magpug, C.A.Y.»

APl name / HaumeHoBaHue A®C:

Oxymetazoline hydrochloride / Okcumérasonura
rmapoxnopug

INN / MHH:

Oxymetazoline / OkcumeTasonuH

API manufacturer batch

number /

] 21352088
Homep cepuu npousBogurens APC:

FP Manufacturer API Batch number !

Howmep cepum cybecTanuuu npoussoautenst MNo: 2202157

Siegfried PharmaChemikalien Minden GmbH,

APl Manufactured by & country / Germany /
Mpouseoautens A®C, crpaHa: 3urcbpug PapmaXemukanueH Mungex MvbX,
lepmanus

Assessment: / 3aknioueHue: The batch complies with the specification according to ND M-
000511-211022 / MapTua cooTBETCTBYET CneumpukaLmsam

HOpmMaTuBHOro gokymenTa J1M-000511-211022

OS Ay 2503

,/‘}

Date / Signature of Quaiified Person: /
Harta / noanuch ynonHOMOUYQHHOIO siMua:

[ vy e /e

FAamAl mnactts (Jrate)







