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CERTIFICATE OF ANALYSIS /| CEPTUDUKAT AHANTU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBUH CEHCUTUB,

cnpen Ha3anbHbIW 4O3UPOBaHHLIN, 22,5 MKr/go3a

81725406
242010A

Manufacturing date (mm.yyyy): /

ga'ra npounssogcraea !MM.I’I’I’I’!:

Expiry date (mm. i)
Cpok rogHocTU (MM.rrrr):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MpousBoauTenb B COOTBETCTBUM

c peructpaumeii B Poccuu:

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

Parameter / MapameTp

Specifications / Cneumndukauum

Results / Pe3aynbTarhl

Description / Onucanune

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payvHbii unu nouTn
npo3payHbli, NoYTH GecuseTHbIl unu
CNErka XXenTblil pacTeop.

conforms

Identification Oxymetazoline
hydrochlroide /
NaeHTnuHoCcTb
OKCUMETA30MuHa
rmgpoxnopvaa

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
yAepXaH1Msa OCHOBHOrO NuKa Ha
XpomartorpaMme UcrbITyeMoro pactasopa
AOMKHO COOTBETCTBOBaTL BpEMEHU
yAep)XXaHUsA OCHOBHOroO NuKa Ha
XpomaTtorpaMme 3TanoHHOro pacteopa
okcMMeTasonuHa rugpoxsopuaa,
NoMy4YeHHOro Npu TeCTMPOBaHUU METOAA.

conforms

Visenekaemblil 06beM

He meHee 3aaBneHHoro

Relative density (d 20/20) / |From 1.006 to 1.010/ 1.008 /1,008
OTtHocutenbHas nnotHocTb | 1,006 - 1,010

(d 20/20)

pH/ pH From 5.6t06.1/5,6 -6,1 5.9/5,9
Osmolality / From 270 to 330 mOsmol/kg / 289 mOsmol/kg
OcMonanbHOCTL 270 - 330 mocmonb/Kr

Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 pug/dose /

HA3UWBWUH CEHCUTUB,

cnpein Ha3anbHbI 4O3UPOBaHHbLIN, 22,5 MKr/Qo03a

81725406
242010A

Manufacturing date (mm.yyyy): /

ga'ra npou3BogcrtBa ! MM. I'I'I'l'!:

Expiry date (mm. 2
Cpok roaHocth (MM.rrrr):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

ﬂgouzaogvn'enb B COOTBETCTBUM

€ perucrpaumei B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuudunkauum

Results / PeaynbTaTthl

PoacteeHHble npuMecu

[Mpumeck A — He 6onee 2,0%

Average dose and Average dose 45 mg 15 %. 46.5 mg/ 46,5 mg
uniformity of delivered dose | Uniformity of delivered dose:
/ CpepHas posa u Average dose 125 %.
OAHOPOOHOCTbL Max. 2 from 10 doses > +25 % from
AOCTaBNAEMON [03bi average dose mass
But always < +35 % from average dose
mass /
CpeanHsas nosa 45 mr +15%.
OAaHOpPOAHOCTL AOCTABNAEMOIN 403bl:
cpeaHsana fosa +25%.
Makc. 2 u3 10 o3 > +25% ot cpegHeit
Maccbl go3bl, HO Bcerpa s £35% ot
cpeaHen maccbl 403bi
Quantity of doses per pack / | Not less than 190 doses per pack / conforms
Konuyectso fo3 Ha He meHee 190 no3 Ha ynakoBky
yNaKkoBKy
Relative impurities / Impurity A— NMT 2.0 % / <0.03%/<0,03%

impurity ZP-1 — NMT 1.5 % /
MNpumeck ZP-1 — He 6onee 1,5%

<0.04%/<0,04 %

Single unknown impurity — NMT 1.0 % /
OauHouHas HenaeHTUULMPOBaHHAA
npumech — He 6onee 1,0%

<01%/<01%

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

<01%/<0,1%
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CERTIFICATE OF ANALYSIS / CEPTUDOUKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBWH CEHCUTUB,

cnpei HasanbHbIN 0O3UPOBaHHLIN, 22,5 MKr/qo3a

81725406
242010A

Manufacturing date (mm.yyyy): /

ga'ra npou3sogcrea ‘MM.I'I'I'I'!:

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

Manufacturer according to the

registration in Russia: /

09.2021

09.2024

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

Hgousaogwrenb B COOTBETCTBUU

¢ perucrpauuei B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuudukauun

Results / PeaynbTathl

Microbial purity /
Mukpo6uonoruyeckas uncrora

TAMC — NMT 102 CFU/ml / 0 CFU/10 mi
O6uee konuuecTBo adpobHbIX

MUKpPOOpPraHnamos — He Bonee

102 KOE/mn

TYMC — NMT 10" CFU/m| / 0 CFU/10 ml

Obuwee KoNUYECTBO APONOKEBLIX U
nnecHesbIx rpubos — He Gonee
10" KOE/mn

Pseudomonas aeruginosa —
absence/ml| / Pseudomonas
aeruginosa — oTcyTcTene B 1 Mn

Absentin 1.0 ml/ 1,0 ml

Staphylococcus aureus —
absence/ml / Staphylococcus
aureus — otcytcteme B 1 mn

Absentin 1.0 ml/ 1,0 mi

Assay Oxymetazoline

22,5 pg / dose: 450 — 525 ug of

hydrochloride / oxymetazoline hydrochloride / mi /
KonuyecTtseHHoe cogepxanue |22,5 mkr/gosa: 450-525 mkr/mn
oKcMMmeTasonuHa oKcuMeTasonuHa rugpoxnopuaa
rmapoxnopuaa

505.0 pg/mi/ 505,0 ug/ml
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpogykr

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /
HA3UBWUH CEHCUTUB,
cnpei Ha3anbHbIA 4O3UPOBaHHbIN, 22,5 MKr/ao3a

81725406
242010A

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

Manufacturing date (mm.yyyy): /
Qarta npoussogcTaa (MM.rrrr):

Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.rrrr):

Manufacturer according to the
registration in Russia: /

Mpoussoaurens B COOTBETCTBUU
¢ peructpauuen 8 Poccuu:

09.2021

09.2024

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

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

Parameter / NapameTtp | Specifications / Cneundukaumumn

Results / PesynbTaTthl

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 MmN B NONN3TUNEHOBOM
cdnakoHe ¢ [403MpYIOLLM
YCTPOACTBOM U 3aLLNTHBLIM
NOMWUITUNEHOBbLIM KONNAYKoM.

1 nakoH U NUCTOK-BKNaAbILL B
KapToOHHOW nayvke. He meHee
190 no3 Ha chnakoH.

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 NOAN3TUNEHOBOM
cbnakoHe ¢ Ao3npyloLWmUM
YCTPONCTBOM W 3aLUUTHBIM
NONUITUNEHOBbLIM KONNAYKOM.

1 chnakoH B nadke. He meHee
190 A03 Ha chnakoH.

In accordance with ND /
B cooTBeTCTBUM C HOPMaTUBHBLIM
LOKYMEHTOM

Labeling / MapkupoBka

Complies as prescribed /
CooTBeTcTByeT NpeanMcaHHoMy

Storage conditions /

Ycnosusa xpaHeHus Mpu Temnepatype He Boiwe 30°C.

At the temperature not more than 30°C. /

Shelf-life / Cpok xpaHeHus | 3 years / 3 ropa

The batch complies with the specification according to ND NIn-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NMapTna cooTBeTCTBYET Cneuundmkaumam
HopmaTusHoro aokymeHTa J1M-000511-261017 (M3meHeHy
04.02.2019, nameHeHve Ne 2 ot 19.11.2019

Assessment: /| 3akntoyeHue:

Date / Signature of Qualified Person: /

Gruber Katrin
gaTa / noaonuchb VnOﬂHOMO‘leHHOFO nuuya: /
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