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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

Product: / MpoaykT

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /

HA3WBUH® CEHCUTUB,

crnpei HasanbHbIN 0O3UMPOBaHHbIN, 22,5 MKr/ao3a

05503227
327990A

Manufacturing date (mm.yyyy): /

Oara npousBogcTea (MM.rrrr):

07.2024 =

Expiry date (mm.yyyy): /
Cpok rogHocTu (MMm.rrrr):

06.2027

Manufacturer according to the

registration in Russia: /

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

nQOHE&BOﬂHTE.ﬂI: B COOTBETCTBUU

C pervcTpaumnein B Poccum:

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

Parameter / [lapameTtp

Specifications / Cneundouxaumm

Results / PesynbTaTth!

Identification
Oxymetazoline
hydrochloride /
MNognuHHOCTL
OkcumeTasonuHa
rmapoxsopug

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
yAEPKNUBaAHWA OCHOBHOTO NUKa Ha
XpomMaTorpamme UCnbITyemMoro pacrsopa
[OMKHO COOTBETCTBOBaTL BpEeMeHU
yAepXuBaHUs OCHOBHOMO Nuka Ha
XpomaTorpamme ctaHgapTHOro pacteopa
OKCMMETAa30NMHa rnapoxnopuaa,
nony4YeHHOW Npu KONM4YeCTBEHHOM
onpeaeneHun.

conforms / cooTBeTCTBYET

Clarity / NMpospa4HocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHUMs NnpenapaTta He A0MKHa
npeBbIWaTE ONanecUeHUMIo 3TanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTL pacTeopa

The product should be not more colored than
color reference solution Y7 / [Mpenapart
AomkeH bbITb OKpaleH He Bonee
WHTEHCUBHO, Yem 3TanoH Y.

conforms / cooTBeTcTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.010
OTHocuTenbHaga nnotHocTb | OT 1,006 oo 1,010

(d 20/20)

pH / pH From56t06.1/0T1 5,6 0o 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 293 mOsmol/kg /
OcmonanbHOCTb Ot 270 go 330 mOcmonb/kr 293mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 yg/dose /

HA3UWBUH® CEHCUTMUB,

cnpei HasanbHbIAX [O3MpPOBaHHbIW, 22,5 MKr/Qo3a

05503227
327990A

Manufacturing date (mm.yyyy): /

Hara npou3BogcTBa (MM.IITr):

Expiry date (mm.yyyy): /
Cpok rogqHocTu (MM.TTIT):

06.2027

Manufacturer according to the

registration in Russia: /

07.2024

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

MpouzsoaunTenb B COOTBETCTBUM

c peructpauuei B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuudpukaumm

Results / PesynbTtathbl

Mean dose weight and
uniformity of dose weight /
CpenHsa macca nosbl v
04HOPOAHOCTb Macchl
003bl

Mean dose weight: 45 mg +15 %.

Uniformity of dose weight: must comply.

OILHOpOIIHOCTB MacCcChbl

COOTBETCTBOBATH

JO3bI:

JOJIXKHa

47.21 mg/47.21 mr

Number of doses per pack
/ Konnyectso 0os B
ynakoBKe

Not less than 143 doses per container./

He meHee 143 Ao3 Bo dnakoHe

197 doses/ 197 po3

Related substances /
PoacTteeHHbIie npumecy

Impurity A (Hydrolysis product) — NMT 2.0
% / Mpumecb A (NpoayKkT ruaponusa) — He
Gonee 2,0 %.

0.0%

Impurity ZP-1 — NMT 1.5 % /
Mpumeck ZP-1 — He Gonee 1,5 %.

0.0 %

Single unidentified impurity — NMT 1.0 % /
EanHuyHas HenpgeHTMdUMpoBaHHas
npumech — He 6onee 1,0 %.

0.0%

Total impurities — NMT 4.9 % /
Cymma npumeceii — He 6onee 4,9 %.

0.0 %

Microbial purity /
Mukpoburonormyeckas
yucToTa

TAMC — NMT 102 CFU/ml /
O6uwee uucrno aspobHbix BakTepuii — He
Bonee 102 KOE/mn

0 CFU/mi/
OKOE/mn
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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHAJIU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /

HA3NBUH® CEHCUTUB,
cnpeit Ha3anbHbIA QO3UPOBaHHbLIN, 22,5 MKr/Qo3a
SAP-Code: | Kog SAP: 05503227
Batch no.: / Ne naptuu: 327990A
Manufacturing date (mm.yyyy): /
.dara npoussoacrea (MM.rrrr): 07.2024
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.rrrT): 06.2027

Manufacturer according to the

registration in Russia: /

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

MpousBoguTens B COOTBETCTBUM

c peructpauvein B Poccum:

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

TYMC — NMT 10" CFU/ml / 0 CFU/ml/
O6Lyee Yncno OpoioKEBbIX U NNECHEBbIX OKOE/mn
rpnbos — He Gonee 10! KOE/mn

Pseudomonas aeruginosa — absence/ml / Absent in 1.0 ml/
OtcyTectBue Pseudomonas aeruginosa/mn. | OtcytereyeT B 1,0 mn

rmapoxnopua

Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OtcyTtcreue Staphylococcus aureus/mn. Otcytcteyet B 1,0 M
Assay 450 — 525 ug of oxymetazoline 504 pg/ml / 504 mkr/mn
Oxymetazoline hydrochloride/mi. /
hydrochloride / 450 — 525 MKr oKCMMeTas3onnHa
KonuuecTteeHHoe ruapoxnopuaa/mn.
onpepeneHve
OkcmmeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIN3A

Product: / MpoaykTt

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /
HA3UBUH® CEHCUTUB,

cnpe HasanbHbIA OO3MPOBaHHbIN, 22,5 MKr/no3a

05503227
327990A

Manufacturing date (mm.yyyy): /

Harta npoussoacTBa (MM.IFLT):

07.2024

Expiry date (mm.yyyy): /
CpoOK rogHOCTK (MM.ITTT):

06.2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTensL B COOTBETCTBUM

C perucrpauuen B Poccuu:

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

Parameter / Napametp

Specifications / Cneuuduxaumm

Results / Pe3ynbtathl

Packaging / Ynakoeka

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
13 NONNATUEHA BbICOKON
NIOTHOCTW C [O3MPYIOLLUM
YCTPOWCTBOM U C 3aLLMTHOWR
KPbILLKOW U3 NonmaTuneHa
BbICOKOW MNOTHOCTW.

Mo 1 dnakoHy BMecTe ¢
WHCTPYKLUMER No NPUMEHEHUIO 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 Bo dnakoH
N3 MNONM3TUNEHA BbICOKOM
NMOTHOCTN C AO3UPYIOLLNM
YCTPOWCTBOM U C 3aLUMTHON
KPbILLKOW N3 NonuaTuneHa
BbICOKOM MMNOTHOCTMU.

Mo 1 dpnakoHy BMmecCTe ¢
WHCTPYKLMEN NO MPUMEHEHWIO B
nayky KapTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBeTCTBUN C HOPMATUBHOW
OOKYMEHTaUMEN.

Complies as prescribed /
CooTBeTCTBYET NpeanmucaHHoMy

Storage conditions /
Ycnosusa xpaHeHus

At the temperature not more than 25°C. /

Mpu TemnepaType He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3 ropa
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CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAITUIA

Product: / MNpogykr

NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 yg/dose /

HA3UBUH® CEHCUTUB,
crnpen HasarnbHbIA AO3UPOBaHHbLIN, 22,5 MKr/go3a

SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne naptuu: 327990A
Manufacturing date (mm.yyyy): /

Hata npou3soacTea (MM.rrrr): 07.2024
Expiry date (mm.yyvyy): / A

CpOK rogHOCTU (MM.ITTT): 06.2027

Manufacturer according to the
registration in Russia: /

M pou3BOoONUTESb B COOTBETCTEBWUM

c perucrpauuen B Poccuu:

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

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

APl name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTazonuHa

rmgpoxnopua
INN / MHH: Oxymetazoline / OkcumeTazonuH
API manufacturer batch number !
Homep cepuu npouseogutens ADC: ezl
FP Manufacturer  API Batch number / 2400609

Homep cepum cyGeTaHuum npoussoautens MMo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
Mpoussoautens A®C, cTpaHa: 3urcbpug PapmaXemukanuen Mungern MmbX,
lepmaHns

Assessment: / 3akntoueHue:

The batch complies with the specification according to ND J1IM-
000511-211022 amendment 1 from 03.11 .2023 // MapTus

COOTBETCTBYET cneuudukaLmam HOpMaTUBHOro gokymeHTa Jill-
000511-211022 nsmeHeHune Ne1 ot 03.11 .2023

Date / Signature of Qualified Person: /
farta / noanuch ynonHOMOYeHHOro nuua:

av;

23 oV 207

SUC_AQLU P

FAMAR MARNRIN

cr\Eé;LCE. / af?






