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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNN3A

Product: / Ipoaykr

SAP-Code: / Koag SAP:
Batch no.: / No nantuu:

NASIVIN® SENSITIVE

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

HAR2URIH® CEHCIATUAR

AWV Il W RE I Wl INI VN Wity

crnpen HasanbHbIN 0O03UpPOBaHHbIN, 11,25 MKr/oosa

05502960
294390A

Manufaciuring date (mm.vyvv): /

Data npoussogcersa {(mm.rrr):

06/2023

Expiry date (mm.yyyvy): /
Cpok ronHocT {MM.ITiT):

06/2026

Manufacturer according to the

reaistration in Russia: /

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

Mpor3BoIATens B COOTBSTCTEBNN

C perncrpauuelt B Poccuu:

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

Parameter / lNapameTtp

Specifications / Cneuudukaumn

Results / Peaynbtathl

Identification
Oxymetazoline
hydrochioride /
[NoannHHoCTb
OxcumeTasonnHa
rMaROXIopuL

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
solution, received at assay testing. / Bpema
YAEPKMBEHUA OCHOBHOIO NKa Ha
XpomaTorpamme KcnbITyemoro pactsopa
[AOMKHO COOTBETCTBOBATL BPEMEHM
yAepKrisaHysi OCHOBHOTO MkiKa Ha
XpomaTorpamme CTaHg4apTHOro pacreopa
OKCUMETa30MiHa TM4POXiiophaa,
NONYYEHHON NPY KONMYECTBEHHOM
onpeaenexHnu.

conforms / cooTBeTcTBYET

Clarity / NpospayHocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHuus npenaparta He LoMmkHa

npenul HaTLE O nnannm el Illl!.!\ aTangya

IO had A

cpaBHeHus .

conforms / cooTBeTCTBYET

Color of the solution /
LiseTHocTb pacTropa

The product should be not more colored than
color reference solution Y7 / Npenapar
JomkeH 6bITe OKpalleH He Bonee
WHTEHCUBHO, YeMm 3TanoH Y.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTtHocuTenbHas nnoTHocTs | OT 1,006 ao 1,010

(d 20/20)

pH / pH From561t06.1/0T1 56 18086,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg / 291
OcmonaAnbHOCTb Ot 270 po 330 mOcmonb/kr MOCMOrb/Kr
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CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHAJTU3A

Product: / MNpoaykT

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

HA3UWBUH® CEHCUTUB,
crnpeu HasanbHbIN Ao3uposBaHHbIv, 11,25 Mkr/aosa
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptuum: 294390A
Manufacturing date (mnm.yyyy): /
[NaTta npon3BogcTBa (MM.ITIT): 06/2023
Expiry date (mm.yyvy): /
CpoOK rogHOCTU (MM.ITIT): 06/2026

Manufacturer according to the

reqistration in Russia: /

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

MpousBoguTesib B COOTBETCTBUM

c perucTpauuet B Poccun:

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

Parameter / lapameTp Specifications / Cneundukaumm Results / Peaynbrartbl
Mean dose weight and Mean dose weight: 45 mg +15 %. 44 94 mg / 44.94 wr
uniformity of dose weight/ | Uniformity of dose weight: mean dose weight
CpepnHsa macca [03bi 1 + 25 %.
OLHOPOSHOCTL Macchl Max. 2 from 10 doses > + 25 % from mean
403bl dose weight. 0

But always < + 35 % from mean dose

weight. / 0

CpegnHsis macca [o3bl: 45 mr £ 15 %.
OAHOPOAHOCTE MacChl J03bl: CpeaHAdA
mMacca f03bl * 25 %.

He 6onee 2 13 10 po3 > £ 25 % oT cpegHel | (
Macchl 403bl.
Ho Bcerpa < + 35 % oT cpeaHen macch! 0
0,03bl.

Related substances /
PopcTBeHHbIE NpuMech

Impurity A (Hydrolysis product) — NMT 0.5 0.0%
% / Mpumechk A (NpoayKT rnaponusa) — He
tonee 0.5 %.

Impurity ZP-1 -~ NMT 0.5 % / 0.0%
Mpumeck ZP-1 — He Bonee 0.5 %.

Single unidentified impurity = NMT 0.1 % / 0.0%
EnvHuyHas HemaeHTuduLmpoBaHHas
npumeck — He 6onee 0.1 %.

Total impurities — NMT 1.2 % / 0.0%
Cymma npumecen — He bonee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / MpoavkT

NASIVIN® SENSITIVE

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

HAQARIALG CEHCIATIAR

TIMWIYIMLIFIL Y Wikl WYl 1] ’IIJ,

cnpen HasamnbHbIA J03UPOBaHHbIN, 11,25 MKr/ooza

SAP-Code: / Kon SAP: 05502980
Batch no.: / No nantuu: 294390A
Mianufaciuring date (mm.yyyy): /

Hata nponssoncTBa (MM.IrT): 05/2023
Expiry date (mm.yyyy): /

CpOK rogHOCTH (MM.ITIT): 06/2026

Manufacturer according to the

regisiration in Russia: /

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

Mpow3BoINTENE B COOTEETCTENAN

C peructpaunen 8 Poccuu:

«Damap Xaric Kea CepBvices Magpug, C.A.Y.»

Oxymetazoline
hydrochioride /
KonuuectBeHHoe
onpegenexue
OkcumeTazonuHa
rmgpoxnopug,

hydrochloride/ml. /
225 — 262,5 MKr OKCMETa30nnHa
rmngpoxnopuga/mn.

Microbial purity / TAMC — NMT 10% CFU/ml / 0 CFU/ml/
MukpoBuonoruyeckas Obee yncno aspobHbiX BakTepuin — He 0 KOE/mn
ynucroTa 6onee 10% KOE/mn
TYMC — NMT 10" CFU/ml / 0 CFU/ml/
O6bLee yricrno ApOXOKEBbIX 1 NNECHEBbIX 0 KOE/mn
rpubos — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OtcyrcTBre Pseudomonas aeruginosa/mn. | Otcytetayer B 1,0 Mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
Otcyreteue Staphylococcus aureus/mn. OteyteteyeT B 1,0 MmN
Assay 225 - 262.5 g of oxymetazoline 251.0 yg/ml/ 251.0

MKr/Mn
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / MpoaykTt

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

NASIVIN® SENSITIVE

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

cnpeii HasanbHbIN fo3upoBaHHbIN, 11,25 MKr/gosa

05502960
294390A

Manufacturing date (mm.yyyy): /

Harta npoussoAcTBa (MM.ITIT):

06/2023

Expiry date (mm.yyvyy): /
CpoK rofHoCTU (MM.FITT):

06/2026

Manufacturer according to the

registration in Russia: /

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

MpouspoguTens B COOTBETCTBUN

¢ perucTpauuein B Poccum:

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

Parameter / MapameTp

Specifications / Cneuundukaumumn

Results / PeaynbTathbi

Packaging / Ynakoska

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 pnakoH
U3 MONNATUNEHA BbICOKON
MMOTHOCTW C AO3VPYIOLLNM
YCTPOUCTBOM 1 C 3aLUTHON
KPbILLKOW U3 NONuaTuneHa
BbICOKOWM NNOTHOCTH.

Mo 1 dnakoHy BmecTe C
WHCTPYKLUMEN No NPYMEHEHWIO B
naqky KapTOHHY!O.

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 drnakoH
13 NONMaTUIEHA BLICOKON
NNOTHOCTM C [O3UPYIOLLUM
YCTPOWCTBOM U C 3aLLUTHON
KPbILLKOM 13 nonuaTuneHa
BbICOKOW MIOTHOCTHN.

Mo 1 conakoHy BmecTe ¢
WHCTPYKUMER NO MPUMEHEHWIO B
NauKy KAPTOHHY!IO.

Labeling / MapkupoBka

In accordance with ND. /
B coOTBETCTBMW C HOPMaTUBHOW
JLOKyMEHTaUNen.

Complies as prescribed /
CooTBeTCTBYET NpeanucaHHomy

Storage conditions /
YcnoBusa XpaHeHus

At the temperature not more than 30°C. /

Mpu TemnepaType He sbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years /3 roaa
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATNTU3A

Product: / [Mpoaykr NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HABUBUH® CEHCUTUR,

cripeit HasaribHbIM 4O3UPOBaHHbLIN, 11,25 MKr/no3a

SAP-Code: /| Kog SAP: 05502960
Baich no.: / Ne naptuu: 294390A
Manufacturing date (mm.vyyy): /
Data npouzsoncrea {Mmm.rrrr): 08/2022
Expiry date (mm.yyyy): /
Cpok rogHocTy (MM.rrrr): 06/2026
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
ApoussoauTesis B COOTBETCTBIM
€ beructpauueii B Poccuu: «Damap Xanc Kea Cepauces Magpug, C.A.Y.»
APl name / HaumeHoRaHnue ADC: Oxymetazoline hydrochloride / OkcumeTasonuna
rugpoxnopug
INN / MHH: Oxymetazoline / Cucvmetascnin
APl manufacturer batch number /
Howmep cepuu npouszsoauTens A®C: 21392088
FP Manufacturer API Batch number / 2300648
Homep cepum cy6eTaHumu npoussogutens [Tiod:
Siegfried PharmaChemikalien Minden GmbH,
API Manufactured hy 2 country ! Germany /
Mpounzsogutens A®C, ctpaHa: 3urcpua GapmaXemukanuer MuxHager MibX,
[epmatus
Assessment: / 3aknioyeHue: The batch complies with the specification according to ND J1I1-
000511-211022 / MapTusi COOTBETCTBYET crieundnKkaLmsam
HopmaTuBHOro gokymerta Jil1-000511-211022 -

Date / Signature of Qualified Person: / 4 N BEVN [7 257172 /

gaTa / noANUChH YNOJIHOMOYEHHOTO auua.

TN

Z,L«ZSD Lo e anc /e
FAN A F~AD U5






