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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATIU3A

Product: / [pooykr

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

NASIVIN® SENSITIVE

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

HA3WBWH® CEHCUTUB,

cnpen HaszanbHbIA Qo3upoBaHHbLIi, 11,25 Mkr/gosza

05502960
293850A

Manufacturing date (mm.yyvv): /

Darta npbousBoacTBa (MM.ITIT):

06/2023

Expiry date (mm.yyyy): /
CpoK roaHocTy (MM.ITIT):

06/2026

Manufacturer according to the

registration in Russia: /

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

fipou3BoaNTENbL B COOTBETCTBUH

C peruicrpauychi B Poccuu:

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

Parameter / NapameTp

Specifications / Cneyndvkauui

Results / PesysibTaTthl

Identification
Oxymetazoline
hydrochloride /
FlognunuHocTs
OkcumeTasonuHa
rmapoxnopua

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
YAEPKUBAHNA OCHOBHOTO fvKa Ha
XpomaTorpamMmme UCMbITYEeMOoro pactsopa
JOIMXHO COOTBETCTBOBATL BPEMEHM
YASPXKUBAHNSA OCHOBHOIO NyKa Ha
XpomaTorpamme CTaHAapTHOro pacrteopa
OKCUMeTasonuHa rugpoxnopusa,
NOMYYEHHON NPY KONMMYECTBEHHOM
onpeaeneHum.

conforms / cooTBeTCTBYET

Clarity / MpospayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHums npenapaTa He fomkHa
NpesbilUaTe oOnanecueHUmio aTano1a
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTbL pacTBopa

The product should be not more colored than
color reference solution Y7 / lNpenapar
nomkeH 6biTh okpalleH He 6onee
WNHTEHCUBHO, YeM 3TanoH Yy,

conforms / cooTBeTcTByeT

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTHocuTtenbHas nnotHocTb | OT 1,006 po 1,010

(d 20/20)

pH / pH From5.6t06.1/0T1 5,6 o 6,1 58

Osmolality / From 270 to 330 mOsmol/kg / 281 mOsmol/kg / 291
OcMonsinbHOCTb Ot 270 po 330 mOcmonb/kr mOcMonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITTU3A

Product: / MpoaykKT

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

HA3VBUWH® CEHCUTHKB,
cnpei HaszanbHbIA Ao3upoBaHHbin, 11,25 Mkr/go3a
SAP-Code: /| Koag SAP: 05502960
Batch no.: / Ne naptuu: 293850A
Manufacturing date (mm.yyyy): /
Hara npor3BoacTBa (MM.ITIT): 06/2023
Expiry date (mm. 2
Cpox rogHocT (MM.ITIT); 06/2026

Manufacturer according to the

reqistration in Russia: /

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

MpouzBoaAuTEbL B COOTBETCTBUU

C perucrpauuven B Poccuu:

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

Parameter / [lapamerp Specifications / Cneuudukauu Results / PesynbTaThl
Mean dose weight and Mean dose weight: 45 mg +15 %. 4559 mg / 45.59 mr
uniformity of dose weight/ | Uniformity of dose weight: mean dose weight
CpepHasa macca Jo3bl U + 25 %.
OLHOPOAHOCTbL Macchl Max. 2 from 10 doses > + 25 % from mean
003bl dose weight. 0

But always < £ 35 % from mean dose

weight. / 0

CpenHas macca osbl: 45 mr+ 15 %.
OnHOPOAHOCTh Macchl JO3bl: CPeaHsAs
macca gosbl + 25 %.

He 6onee 2 u3 10 go3 >+ 25 % oT cpenHeli |
Macchl 403bl.
Ho Bcerga < £ 35 % 0T cpefHen maccsl 0
[03bl.

Related substances /
PopcTteeHHblEe npumecu

Impurity A (Hydrolysis product) — NMT 0.5 0.0 %
% / INpumech A (NPOAYKT rMAponusa) — He
Gonee 0.5 %.

Impurity ZP-1 —=NMT 0.5 % / 0.0%
Mpumech ZP-1 — He Gonee 0.5 %.

Single unidentified impurity — NMT 0.1 % / 0.0%
EavHnYyHan HenpeHTUgUUMpoBaHHas
npumeck — He Gonee 0.1 %.

Total impurities — NMT 1.2 % / 0.0 %
Cymma npumecen — He bonee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAINTU3A

Product: / [TpoaykT

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

NASIVIN® SENSITIVE

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

HASUBWH® CEHCWTUB,

cnpeil HazanLHLIN Jo3upoBaHHbIK, 11,25 MKkr/oosa

05502960
293850A

Manufacturing date (imm.yyyyj: /

Oara npousBoacTBa (MM.ITTT):

06/2023

Expiry date (mm.yyyy): /

CpoK rogHOCTM (MM.FTTT):

06/2026

Manufacturer according to the

reaistration in Russia: /

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

fpov3BoLAMTESIb B COOTBETCTBUM

¢ perucrpaumen B Pocecuy:

«Pamap Xarnc Kea Cepsuces Magpug, C.AY.»

rvapoxnopug

Microbial purity / TAMC — NMT 102 CFU/ml/ 0 CFU/ml/
Mukpobuororuyeckas Obuee uncno aapobHbix bakTepuit — He 0 KOE/mn
yucToTa Gonee 102 KOE/mn
TYMC — NMT 10" CFU/mi/ 0 CFU/ml/
OBLiee UnCno APONOKEBEIX U NNSCHEBLIX 0 KOE/mn
rpmboB — He Bonee 10" KOE/mn
Pseudomonas aeruginosa — absence/m!/ Absentin 1.0 ml/
OrtcyrcrBue Pseudomonas aeruginosa/imn. | Otcytcteyet B 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OtceytctBue Staphylococcus aureus/ivn. Otcytereyet B 1,0 Mn
Assay 225 — 262.5 ug of oxymetazoline 244.7 ug/ml / 244.7
Oxymetazoline hydrochloride/ml. / MKF/Mn
hydrochloride / 225 — 262,5 MKr okcumMeTasornmHa
KonuyectBeHHoe rugpoxnopuaa/mn.
onpegeneHve
OxcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNIASA

Product: / Flpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3UWBUWH® CEHCHTUB,

cnpei HasanbHbIW Jo3upoBaHHbId, 11,25 mkr/gosa

05502960
293850A

Manufacturing date (mm.yyvyy): /

Hata npoussBogcTBa (MM.ITIT):

06/2023

Expiry date (mm. o
CpoK rogHocTy (MM.TrIT):

Manufacturer according fo

06/2026
the

registration in Russia: /

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

MpousBogUTENbL B COOTBETCTBUHU

¢ perucrpauuvei B Poccuu:

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

| Parameter / Napamerp

Specifications / Cneundukauyn

Results / PesynkTarhl

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. /

1o 10 mn npenapata Bo (nakoH
13 FONUITUNEHA BLICOKOW
NNOTHOCTY C SOSUPYIOLLUM
YCTPOWCTBOM U C 3aLLUTHOW
KPBILLKOW U3 MonmnaTuneHa
BbICOKOM TINOTHOCTMN.

Mo 1 chnakoHy BMECTE C
VHCTPYKUMER MO NPUMEHEHMIO 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 npenapata B8O nakoH
13 NONUITUINEHA BbICOKON
MINOTHOCTY € JO3UPYIOLLIAM
YCTPONCTBOM N C 3aL4UTHON
KPbILLKOW 13 MONuaTtuneHa
BbICOKOW NNOTHOCTW.

Mo 1 cdnakoHy BmecTe €
WHCTPYKLUWEN NO NPUMEHEHWIO B
Nayky KapTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cootBeTCTBMM C HOPMATUBHON
JOKYMEHTaLUMen.

Complies as prescribed /
CooTBETCTBYET NpeanucaHHoOMyY

Storage conditions /
Ycnosus XpaHeHus

At the temperature not more than 30°C. /

Mpu TemnepaTtype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years/ 3 roaa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / MpoOykT

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HASWBIH® CEHCWKTHUB,
cnpei HasanbHbLIA go3upoBaHHbili, 11,25 Mkr/gosa

SAP-Code: / Kog SAP: 05502960
Baich no.: / Ne napTtuii: 293850A
Manufacturing date (mm.yvyy): /

Hara npousBoacTea (MM.ITIT): 06/2023
Expiry date (mm.yyyy): /

CpoK roaHOCTM (MM.TTTT): 06/2026

Manufacturer according to the
registration in Russia: /
iipou3BoOLNTENb B COOTBETCTBUM
C peructpayuei 8 Poccuu:

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

«Pamap Xanc Kea Cepsiices Magpug, C.A.Y.»

APIi name / HaumeHoBaHune ADC:

Oxymetazoline hydrochloride / OkcumeTasonura

TMAPOXIOpUL
INN / MHH: Oxymetazoline / OkcumeTasonuH
FP Manufacturer  API Batch number / 5300648

Homep cepun cybeTanuin npovizBoguTesst I Io:

Siegfried PharmaChemikalien Minden GmbH,

API NManufactured by & country / Germany /
lMpoussonutens A®C, cTpaHa: 3urdopua PapmaXemukanueH Mungen MubX,
lepmaHus

Assessment: / 3aknioyeHue:

The batch complies with the specification according to ND M-

000511-211022 / MapTusi COOTBETCTBYET CNELMMpVKALMAM

HOPMAaTUBHOrO AOKYMEHTA

A& AU C 2012 /’{\

Date / Signature of Qualified Person: /
Data / noanuchb VIONHOMOYEHHOI0 Nuua:

r. nnm.:44 ')4 4n')')

ERI N aa VAV VRS

/Ul

FAamar

A Ao

TAD LIS







