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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / Mpogykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 pg/dose /

HA3UBWUH CEHCUTUB,

cnpen Ha3anbHbIW 4O3UPOBaHHbLINA, 22,5 MKr/ao3a

81725406
242020A

Manufacturing date (mm.yyyy): /

ga'ra npon3BoacrTea ! MM. l'l'l'l'!:

Expiry date (mm. il
Cpok rogHocTH (MM.rrrr):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoauTen B COOTBETCTBUMN

[ Qeruc'rgagueﬁ B Poccuu:

«®amap Xanc Kaa CepBucus Magpua, C.A.Y.»

Parameter / NapameTp

Specifications / Cneuudukaunu

Results / Pe3ynbTaTbl

Description / Onucanue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3spayHbI UNK NoYTK
npo3payHbii, NoYTH GecLBeTHLIN UNK
cnerka XenTbiii pacTeop.

conforms

Identification Oxymetazoline
hydrochliroide /
NpeHTUYHOCTL
okcumeTasonuHa
rugpoxnopuaa

The retention time of the main peak on the
chromatogram of tested solution is
required to correspond to the retention time
of the main peak on the chromatogram of
oxymetazoline hydrochloride standard
solution, received at assay testing. / Bpems
yAepXaHUsA OCHOBHOIO NUKa Ha
XpomaTtorpamme UcnbITyeMoro pactsopa
AOMKHO COOTBETCTBOBaTL BpEMEHU
yAepXXaHusi OCHOBHOIO M1Ka Ha
XpomaTorpamme 3TarioHHOro pacteopa
oKkcumeTasonuHa rugpoxriopuaa,
Nony4YeHHOro Npu TeCTUpOBaHUU MeToAa.

conforms

MNaBnekaembii obbem

He meHee 3asBneHHoOro

Relative density (d 20/20) / |From 1.006 to 1.010/ 1.007 / 1,007
OtHocutensHana nnotHoctb | 1,006 - 1,010

(d 20/20)

pH/ pH From5.6t06.1/5,6 - 6,1 59/5,9
Osmolality / From 270 to 330 mOsmol/kg / 288 mOsmol/kg
OcMonanbHOCTL 270 - 330 mocmonb/kr

Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / MpoaykTt

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBUH CEHCUTUB,

crnpen HaszanbHbIA [O3UPOBaHHLIN, 22,5 MKr/ao3a

81725406
242020A

Manufacturing date (mm.yyyy): /

ga'ra npou3soacrea ‘MM.I'I'IT!:

Expiry date (mm. i
Cpok rogHocTu (MM.IriT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

nQOM3BOEVITel1b_B COOTBeTCTBUN

¢ peructpauvein B Poccum:

«®amap Xanc Kaa Cepsucus Magpug, C.A.Y.»

Parameter / Napametp

Specifications / Cneuuduxkauuu

Results / PesynbTarthl

Average dose and
uniformity of delivered dose
/ CpepHsis nosa u
O0QHOPOAHOCTb
AocTasnsiemou Ao3bi

Average dose 45 mg £15 %.
Uniformity of delivered dose:

Average dose 125 %.

Max. 2 from 10 doses > +25 % from
average dose mass

But always < £35 % from average dose
mass /

CpeaHssa nosa 45 mr £15%.
OpHopoaHOCTL AOCTABNAEMON A03bl:
cpenHas nosa +25%.

Makc. 2 u3 10 aos > +25% ot cpegHei
Macchl A03bl, HO Bcerga < +35% ot
cpeaHen maccbl 403b!

48.76 mg/ 48,76 mg

Quantity of doses per pack /
KonuuecTtso 403 Ha
ynakoBKy

Not less than 190 doses per pack /
He meHee 190 403 Ha ynakoBky

conforms

Relative impurities /
PoacreeHHble npumecn

Impurity A — NMT 2.0 % /
MNpumecsb A — He 6onee 2,0%

<0.03 % /< 0,03 %

Impurity ZP-1 = NMT 1.5 % /
[Tpumeck ZP-1 — He 6onee 1,5%

<0.04 % /< 0,04 %

Single unknown impurity — NMT 1.0 % /
OauHouHan HenaeHTUdULUMPOBaHHas
npumect — He 6onee 1,0%

<01%/<0,1%

Total impurities NMT 4.9 % /
Bcero npumeceit — He 6onee 4,9%

<01%/<01%
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAINU3A

Product: / MpoaykT

SAP-Code: / Kog SAP:
Batch no.: / N2 naprtuu:

NASIVIN SENSITIVE

Nasal metered spray 22,5 pg/dose /

HA3UBWUH CEHCUTUB,

crnpen HasanbHbIA [O3UPOBaHHbIN, 22,5 MKr/ao3a

81725406
242020A

Manufacturing date (mm.yyyy): /

gara npouisoncrtea ! MM.l'I'I'I'!:

Expiry date (mm. i)
Cpok roaHocTH (MM.ITIT):

Manufacturer according to the
registration in Russia: /

09.2021

09.2024

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

MpoussoauTenb B cCOOTBETCTBUYU

¢ peructpayuei B Poccuu:

«®amap Xanc Ksa Cepsucus Magpua, C.A.Y.»

Parameter / NapameTp

Specifications / CneLudukauun

Results / PeaynbTaTthl

Microbial purity /
Mukpobuonoruyeckas yucTtoTa

TAMC — NMT 102 CFU/ml / 0 CFU/10 ml
Obwee konuyecTBo aapobHbIX

MUKpOOpraHm3mos — He 6onee

102 KOE/mn

TYMC — NMT 10' CFU/mi / 0 CFU/10 ml

O6Lee KONUYECTBO APOXOKEBLIX U
nnecHesbIx rpubos — He Gonee
10" KOE/mn

Pseudomonas aeruginosa —
absence/ml / Pseudomonas
aeruginosa — otcytcTeve 8 1 mn

Absentin 1.0 ml/ 1,0 ml

Staphylococcus aureus —
absence/ml| / Staphylococcus
aureus — otcytcteue B 1 mn

Absentin 1.0 ml/ 1,0 ml

Assay Oxymetazoline

22,5 ug / dose: 450 — 525 ug of

hydrochloride / oxymetazoline hydrochloride / ml/
KonunyecreeHHoe coaepxaHue | 22,5 mkr/gosa: 450-525 mkr/mn
OKCUMeTas3onuHa oKCUMeTasonuHa rugpoxnopuaa
rugpoxnopuaa

507.0 pg/ml / 507,0 ug/ml
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNU3A

Product: / Mpoaykry

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 yug/dose /
HA3WBWUH CEHCUTUB,
cnpen HasanbHbIA 4O3UPOBaHHbLIN, 22,5 MKr/ao3a

81725406
242020A

Manufacturing date (mm.yyyy): /

ga'ra npoussoacrtaa !MM.I'ITI"!:

Expiry date (mm. 1|
Cpok rogHocTu (MM.rrrr):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoauTensL B COOTBETCTBUMN

¢ peructpauuen B Poccuu:

«®amap Xanc Kaa Cepsucus Magpup, C.A.Y.»

Parameter / NapameTp

Specifications / Cneundukauum

Results / PeaynbTatsl

Packaging / Ynakoska

Package / 10 ml in polyethylene
vial with a metering device and
with a protective polyethylene
cap. 1 vial and a patient
information leaflet in a carton. At
least 190 doses per vial. /

10 Mn B NONN3TUNEHOBOM
chnakoHe ¢ AO3MpPYOLLUM
YCTPONCTBOM ¥ 3aLLUTHbIM
NOSMMITUNEHOBLIM KOMMAYKOM.

1 ¢nakoH N NUCTOK-BKNaAbIl B
KapToHHOW nNadvke. He meHee
190 403 Ha hnakoH.

Package / 10 ml in polyethylene
vial with a metering device and
with a protective polyethylene cap.
1 vial and a patient information
leaflet in a carton. At least 190
doses per vial. /

10 mn B NONNITUNEHOBOM
cdnakoHe ¢ AO3MpPYIOLWMM
YCTPOUCTBOM U 3aLUUTHbLIM
NOMNITUNEHOBLIM KONMNAYKOM.

1 donakoH B nadke. He meHee
190 f03 Ha chnakoH.

Labeling / Mapkuposka

In accordance with ND /
B cooTBeTCTBUU C HOPMATUBHBLIM
OOKYMEHTOM

Complies as prescribed /
CooTBeTcTBYET NPpeanMcaHHoOMy

Storage conditions /
Ycnoeus xpaHeHus

At the temperature not more than 30°C. /

Mpu TemnepaType He Bobiwe 30°C.

Shelf-life / Cpok xpaHeHus

3 years / 3 roga

Assessment: / 3aknioueHue:

Date / Signature of Qualified Person: /

The batch complies with the specification according to ND JiM-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NapTus cooTBeTCTBYET Cneundukaumam

HopmaTtueHoro pokymeHTa J1M-000511-261017 (uameHeHue Ne 1 ot
04.02.2019, nameHenne N2 2 ot 19.11.2019) |

Gruber Katrin

ga'ra / noanuchb ynosHOMOUYeHHOIro nuua:

210C
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