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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJNIU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pug/dose /

HA3UBUH CEHCUTUB,

cnpei HasanbHbIN AO3UPOBaHHbIN, 11,25 mkr/ao3a

81724614
243040A

Manufacturing date (mm.yyyy): /

Odarta npou3soactea !MM.I'I'IT!:

Expiry date (mm.yyyy): /
Cpok rogHoCTH (MM.rTTT):

10.2021

10.2024

Manufacturer according to the

registration in Russia: /

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

I'lgoussogm'enb B COOTBETCTBUU

¢ peructpaumeir B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuncdukauvm

Results / Peaynbrartbl

Description / OnucaHue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3spayHbI MNn NoYTH
Npo3pavHbli, NoYTH 6ecuBeTHbIN Unn
cnerka XenTblid pacTeop.

conforms

MNaenekaembli 06beM

He meHee 3asBneHHoro

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochiroide / the chromatogram of tested solution is
NaeHTnUYHOCTL required to correspond to the retention
oKcumeTasonunHa time of the main peak on the
rugpoxnopunaa chromatogram of oxymetazoline
hydrochloride standard solution,
received at assay testing. / Bpems
yAepaHuA OCHOBHOrO Nvka Ha
XpomartorpaMmmMme UCrbITyeMoro pactsopa
AOMKHO COOTBETCTBOBAaTH BpEMEHU
yAepxaHna OCHOBHOrO Nuka Ha
XpomarorpaMmme 3TasnoHHOro pactsopa
oKkcMMeTa3onuHa rugpoxnopuaa,
nony4YeHHoro Npu TeCTMpoBaHUN
mMertoaa.
Relative density (d 20/20) / |From 1.006 to 1.010/ 1.008 /1,008
OTHocuTenbHas nnoTHocTs | 1,006-1,010
(d 20/20)
pH/pH From 5.6 t0 6.1 /5,6-6,1 59/5,9
Osmolality / OcmonsnsHocTs | From 270 to 330 mosmol/kg / 290 mosmol/kg
270-330 mocmonb/Kr
Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / MpogayKt

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

cnpeu Ha3anbHbLIA [O3UPOBaHHbLIN, 11,25 mkr/go3a

HA3UBUH CEHCUTWUB,
SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne naptum: 243040A
Manufacturing date (mm.yyyy): /
Oara npousBoactea (MM.ITrr): 10.2021
Expiry date (mm. :/
Cpok rogHocTu (MMm.rrrr): 10.2024

Manufacturer according to the

registration in Russia: /

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

I'lpousaogwrenb B COOTBETCTBUMN

€ perucrpauven B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundunkauum

Results / PesaynbTaTbl

Average dose and uniformity
of delivered dose / CpeaHss
A[03a N 0AHOPOAHOCTD
AOCTaBNAEMONn A03bl

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

Average dose £25 %.

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

But always < £35 % from average dose
mass /

CpeaHss nosa 45 Mr £15%.
OpaHopoAHOCTL AOCTaBNAEMOI 403bl:
cpeaHss gosa +25%.

Makc. 2 u3 10 po3 > +25% oT cpegHeit
Macchb! A03bl, HO Bcerga < £35% ot
cpeaHen macehb! 403bl

48.79 mg / 48,79 mg

Quantity of doses per pack /
Konu4yecTso 403 Ha ynakoBky

Not less than 190 doses per pack /
He meHee 190 f03 Ha YNakoBKy

conforms

Relative impurities /
PoacTeeHHbIe npuMecH

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

<0.03%/ <0,03%

Impurity ZP-1 — NMT 1.5 % /
Mpumecs ZP-1 — He 6onee 1,5%

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OpauHodHasn HemaeHTUULMpPoBaHHas
npumeck — He 6onee 1,0%

<01%/ <0,1%

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

<01%/ <01%
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANIU3A

Product: / MpogykTr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBWUH CEHCUTUB,

cnpei HazanbHbIW O3UPOBaHHbLIN, 11,25 MKr/aosa

81724614
243040A

Manufacturing date (mm.yyyy): /

gaTa npou3soacTrtea !MM.I’I’I’I’[:

Expiry date (mm.yyyy): /
CpoK rogHoCTU (MM.rrrT):

Manufacturer according to the
registration in Russia: /

10.2021

10.2024

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

"QOM3BOQMTeﬂb_B cooTBeTCTBUU

¢ perucrpaumein B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneyudukaumu

Results /| PesynbTarhbl

O6wwee KONMYECTBO APOAOKEBLIX U
nnecHesblX rpubos — He Gonee
10! KOE/mn

Microbial purity / TAMC — NMT 102 CFU/ml / O0CFU/10 mi
Mukpobuonoruueckas Obwee konn4ecTBo aapobHbIX
yucToTa MUKpoOpraHuamos — He 6onee

102 KOE/mn

TYMC — NMT 10' CFU/ml / 0CFU/10 mi

Pseudomonas aeruginosa — absence/ml /
Pseudomonas aeruginosa — oTcyTcTBue B
1 mn

Absentin 1.0 mi/ 1,0 mi

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

Absentin 1.0 ml/ 1,0 ml

Assay Oxymetazoline

11.25 ug / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuecteeHHoe coagepxanue | 11,25 mkr/aosa: 225-262,5 mkr/mn
OKCUMETA30NMHA oKcumeTasonuHa rugpoxnopuaa
rnapoxnopuaa

246.0 pg/ml / 246,0 pg/mi
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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHAITU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /
HA3UBUH CEHCUTUB,
cnpen HasanbHbIA [O3UPOBaHHbIN, 11,25 Mkr/no3a

81724614
243040A

Manufacturing date (mm.yyyy): /
Oara npoussoacrsa (MM.rrrr): 10.2021

Expiry date (mm.yyyy): /

Cpok rogHoCcTU (MM.ITTT):

10.2024

Manufacturer according to the

registration in Russia: /

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

lNpousBoguTens B COOTBETCTBUN

c peructpauumei B Poccuu:

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

Parameter / NapameTtp

Specifications /| Cneunduxauuu

Results / PeaynbtaTthl

Packaging / YnakoBka

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 NONW3TUNEHOBOM
dnakoHe ¢ AO3NPYIOWLUM
YCTPOWCTBOM U 3aWUTHBLIM
NONU3TUNEHOBBIM KONMMNa4yKoM.

1 cbnakoH 1 NUCTOK-BKNAAbILW B
KapTOHHON nadke. He meHee
190 003 Ha NakoH.

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 NONU3TUNEHOBOM
dnakoHe ¢ AO3NPYIOLLUM
YCTPONCTBOM U 3aLLUTHBLIM
NONUITUNEHOBBIM KONMaYKoM.

1 ¢bnakoH U NUCTOK-BKNaAbILU B
KapTOHHOW nauke. He meHee

190 403 Ha hNakoH.

Labeling / MapkupoBka

In accordance with ND /
B cooTBeTCTBUM C HOPMATHBHLIM
[ OKYMEHTOM

Complies as prescribed /
CooTtBeTCcTBYET NpeanMcaHHoMy

Storage conditions /
Ycnosusi xpaHeHus

At the temperature not more than 30°C. /

Mpw Temnepatype He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHrus

3years/3roaa

Assessment: / 3aknioueHue

The batch complies with the specification according to ND JI1-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MapTusa cooTBeTCTBYET CneuudUukaumsm

HopmatusHoro gokymenra JIMN-009511-263017 (uameHeH
04.02.2019, nsmeHeHue lilJQNZT%T 19.

Date / Signature of Qualified Person: /

Qara / noaonuch ynonHOMoO4YeHHOro nuua:

P&G Health Austria GmbH & Co. OG
Hoésslgasse 20 « 9800 Spittal an der Drau * Austria

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
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Rechtsform: Offene Gesellschaft (OG)
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