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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

crnpeil HasanbHbIW OO3UPOBaHHbINK, 11,25 Mkr/po3a

05502960
317660A

Manufacturing date (mm.yyyy): /

gaTa npouasoacrsa (MM.ITrr ):

Expiry date (mm.yyyy): /
Cpoxk rogHocTy (Mm.rrrr):

03/2024

02/2027

Manufacturer according to the

reqistration in Russia: /

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

[pou3ssoguTens B COOTBETCTBUM

¢ perucrpauuven B Poccum:

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

Parameter / Napametp

Specifications / Cneundukaumm

Results / PeaynbTarth!

Identification
Oxymetazoline
hydrochloride /
MognuHHOCTL
OkcumeTasonuHa

ruapoxnopuna

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. / Bpems
YAEPXUBAHUA OCHOBHOMO NUKa Ha
XpomaTtorpamme 1cnbITyemoro pacteopa
DOMKHO COOTBETCTBOBATL BPEMEHU
yAepXusaHWA OCHOBHOMO NUKa Ha
XpomaTtorpamme CrtaHaapTHOro pacTsopa
OKCUMeTasonuHa rugpoxnopuaa,
AONYYSHHOR ApY KOAWMYECTBEHHOM
onpeaenexuu,

conforms / cooTBeTcTBYET

Clarity / MpospauHocTs

The product should be not more opalescent
than reference suspension 1. /
OnanecueHuusa npenaparta He 4orkHa
npesbiLLaTh ONanecUeHLnio aTanoHa
cpaBHeHus .

conforms / cootseTcTBYeT

Color of the solution /
LiseTHocTb pacTBopa

The product should be not more colored than
color reference solution Y7 / Mpenapat
fomkeH ObITb OKpalleH He 6onee
WHTEHCUBHO, YeM 3TanoH Ys.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OtHocuTenbHas nnotHocTs | OT 1,006 Ao 1,010

(d 20/20)

pH / pH From5.61t06.1/0T 56 10 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 290 mOsmol/kg /290
OcMonsnbHoOCTs OT1 270 no 330 mOcmonb/kr MOcCMonb/kr
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANTU3A

Product: { Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3WBUH® CEHCUTMUB,

cnpei HasanbHbIN 0O3UPOBaHHBLIN, 11,25 MKr/ao3a

05502960
317660A

Manufacturing date (mm.yyyy): /

ga'ra npoussoacrea ‘MM.I‘I‘I’I’!:

Expiry date (mm.yyyy): /

Cpok rogHoCcTH (MM.ITTT):

03/2024

02/2027

Manufacturer according to the

registration in Russia: /

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

[ipoussoguTens B COOTBETCTBUN

€ perucrpauven B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundpukaumnu

Results / Peaynbrathl

Mean dose weight and
uniformity of dose weight /
Cpeatins macca nosbi U
O4HOPOAHOCTL Macchl
[03bI

Mean dose weight: 45 mg +15 %.

Uniformity of dose weight. mean dose weight
125 %.

Max. 2 from 10 doses > + 25 % from mean
dose weight.

But always < + 35 % from mean dose
weight. /

CpeaHsia macca go3abl: 45 mr + 15 %.
OpaHopoAHOCTbL Macchl 403bl: CPEAHSIN
Macca Aosbl + 25 %.

He Gonee 2 n3 10 nos > + 25 % ot cpearen
Macchbl 4o3bl.

- Ho seeraa < + 35 % oF cpeaneit maccst
003bl.

45.65 mg / 45.65 mr

0

Related substances /
PopacTeeHHbIe npumecu

Impurity A (Hydrolysis product) — NMT 0.5
% / MNpumecs A (NpoaykT ruaponusa) — He
oonee 0.5 %.

0.0%

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

0.0%

Single unidentified impurity = NMT 0.1 % /
EavHuuHas HenpeHTudUumposaHHas
npumech — He Gonee 0.1 %.

0.0%

Total impurities - NMT 1.2 % /

Cymma npumeceit — He 6onee 1.2 %.

0.0%
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 yg/dose /
HA3SMBUH® CEHCUTUB,

cnpeit HasanbHbIW AO3MPOBaHHbIR, 11,25 MKr/ao3a
05502960

317660A

Manufacturing date (mm.yyyy): /
Oara npoussoacrea (MM.rrrr): 03/2024

Expiry date (mm. 1
Cpok rogHoCTY (MM.TTIT):

02/2027

Manufacturer according to the

registration in Russia: /

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

nEOVI3BOAMTeﬂb B COOTBETCTBUY

¢ perucrpauuen B Poccuu:

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

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/mI/
MukpoGuronoruyeckas O6uiee 4ucno aapobHbIx GakTepuii — He 0 KOE/mn
yucToTa 6onee 102 KOE/mn
TYMC — NMT 10! CFU/mI / 0 CFU/ml/
Ofbuee yucno gpoXokeBbiX 1 NNEeCHeBbIX 0 KOE/mn
rpubos — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OrcytcTBue Pseudomonas aeruginosalmn. | Otcytcteyet B 1,0 Mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
Ortcyteteue Staphylococcus aureusimn. Ortcyrcreyer 8 1,0 Mn
Assay 225 — 262.5 ug of oxymetazoline 251.4 ug/ml /1251.4
Oxymetazoline hydrochloride/ml. / MKr/MnN
hydrochloride / 225 - 262,5 mkr okcumeTasonuHa
KonvuecTeerRHoE [ TMApoXnopyAaMa.
onpeaeneHue
OkevmeTasonuHa
ruapoxnopua
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal

spray 11,25 yg/dose /

HA3UBUH® CEHCUTUB,
cnpei Ha3lanbHbIW 4O3UPOBaHHLIN, 11,25 MKkr/go3a

05502960
317660A

Manufacturing date (mm.yyyy): /

Qg'ra npouvu3soacrBa !MM.I'IT f!:

Expiry date (mm.yyyy): /
Cpok rogHoCcTH (MM.rrrT):

03/2024

02/2027

Manufacturer according to the

registration in Russia: /

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

MpoussoAuTensL B COOTBETCTBUM

¢ perncrpaumei 8 Poccuu:

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

Parameter / NapameTp

Specifications / Cneunduxauun

Results / PeaynbTtathl

Packaging / Ynakoeka

+Ho-1 tnakony Bmecte ¢

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 npenapara Bo ¢nakoH
13 NONW3TUNEHA BLICOKOW
NNOTHOCTY C QO3VPYIOLMM
YCTPOWUCTBOM ¥ C 3aLLYUTHOMN
KPBILLIKO# 13 nonuaTuneHa
BbICOKON NNOTHOCTM.

WHCTPYKUMWEA No NpuMeHeHNIo B
NayYKy KApPTOHHYIO.

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 chnakoH
13 NONU3ITUNEHA BLICOKOW
NAOTHOCTU C AO3UNPYIOLIUM
YCTPOWCTBOM W C 3aLYUTHON
KPLILLKOW U3 nonuatuneHa
BbICOKOW MNOTHOCTW.

-to 1 ¢pnakory BmecTe ©

VHCTPYKUMEei No NPUMEHEHWIo B
NauKy KapTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBeTcTBUMU C HOpMaTUBHOW
AOKYMEeHTaLUnen.

Complies as prescribed /
CooTBeTcTBYET NPEANMCaHHOMY

Storage conditions /
Ycnosua xpaHeHus

At the temperature not more than 30°C. /

Mpu Temnepatype He Boiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3years/3roaa
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CERTIFICATE OF ANALYSIS / CEPTUODUKAT AHANTN3A

Product: / MMpogykT NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 ug/dose /
HA3UBUH® CEHCUTUB,
cnpen HazanbHbIKW NO3UMPOBaHHbINK, 11,25 MKkr/po3a
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptum: 317660A

Manufacturing date (mm.yyyy): /
Oara npoussogcrea (Mm.rrrr): 03/2024

Expiry date (mm.yyyy): /

Cpok rogHocTu (MMm.rrrT): 02/2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
Mpoussonutens B COOTBETCTBUM
€ perucrpauuein 8 Poccuu: «®amap Xanc Kea Cepeuces Magpua, C.A.Y.»
APl name / HaumeHoBanue ADC: Oxymetazoline hydrochloride / OkcumeTasonuxa
ruapoxnopwa
INN / MHH: Oxymetazoline / OkcumeTazonuu
API manufacturer batch number /
Howmep cepum npoussogurens A®C: 23202119
FP  Manufacturer APl  Batch number / 2400256
Homep cepun cy6ctaHuuu npoussogurens MMo:
Siegfried PharmaChemikalien Minden GmbH,
API| Manufactured by & country / Germany /
Npouasopurens ADC, crpana: . Surcbpun GapmaXemukarer Murgen FmeX,
epmanun

Assessment: / 3aknioyeHue: The batch complies with the specification according to ND NMN-
000511-211022 / MapTtua cooTBeTCTBYET CREUUGUKaLMam
HopmaTuBHoro gokymenTa JilM-000511-211022

Date / Signature of Qualified Person: / @
fara / nognuch YNONHOMOYEHHOro Nuua: A AP QO

guc,\cxckupc go(‘\ec.{ /QP

FTAMAR HANRIN






