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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAINTU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 yg/dose /

HA3UWBWH CEHCUTUB,

cnpei Ha3anbHbIW JO3MPOBaHHLIN, 22,5 MKr/ao3a

81725406
241500A

Manufacturing date (mm.yyyy): /

gaTa npounssoncrTea ! MM. I'I'I'l'!!

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./

MpoussoauTens B COOTBETCTBUU

c peructpaumeit B Poccum:

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

Parameter / lNapameTtp

Specifications / Cneundukauum

Results / Pe3ynbTarthbl

Description / Onucanve

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHbIi NY NoYTKU
Npo3padHbli, NOYTH GeCLUBETHLIA UV
cnerka XXenTblil pacTBop.

conforms

N3snekaembii 06bem

He meHee 3asBneHHOro

Identification Oxymetazoline | The retention time of the main peak on the |conforms
hydrochlroide / chromatogram of tested solution is
WpeHTuuHOCTL required to correspond to the retention time
oKCcUMeTasonnHa of the main peak on the chromatogram of
rmgpoxnopuaa oxymetazoline hydrochloride standard

solution, received at assay testing. / Bpems

yAep)kaHus OCHOBHOrO NuKa Ha

XpomaTorpamme UCnbITyeMoro pacteopa

OOMKHO COOTBETCTBOBaTL BpeMeHU

yaepXaHust OCHOBHOIO NUKa Ha

Xpomarorpamme 3TasfioHHOro pacreopa

OKCMMeTa30fuHa rugpoxnopuaa,

nony4eHHOro Npu TeCTUPOBaHUN MEeToAA.
Relative density (d 20/20) / |From 1.006 to 1.010/ 1.008 /1,008
OTHocuTenbHas 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 / 289 mOsmol/kg
OcmonNanNbHOCTb 270 - 330 mocmonb/kr
Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAINTU3A

Product: / Mpogykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBUH CEHCUTUB,

cnpei Ha3anbHbIA 4O3UPOBaHHbIN, 22,5 MKr/ao3a

81725406
241500A

Manufacturing date (mm.yyyy): /

EaTa npouvisoacTea ! MM. I'I'I'I'!Z

Expiry date (mm. i
Cpok rogHoCcTH (MM.ITTT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoguTen B COOTBETCTBUMU

C gemcrgagueﬁ 8 Poccuu:

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

Parameter / MNapameTp

Specifications /| Cneuudukayun

Results / PeaynbTarthbl

Average dose and
uniformity of delivered dose
/ CpegHsas nosa n
OAHOPOAHOCTb
AocTaBnsaemomn 403bl

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 /

CpeaHssa posa 45 mr £15%.
OOHOpPOAHOCTL AOCTaBNAEMON 403bl:
cpeaHana nosa +25%.

Makc. 2 u3 10 gos > +25% ot cpeaHei
macchbl A03bl, HO Bceraa < +35% ot
cpeaHen macchl A03bl

45.49 mg / 45,49 mg

Quantity of doses per pack /
KonuuecTteo o3 Ha
ynaKkoBKy

Not less than 190 doses per pack /
He meHee 190 A03 Ha ynakoBky

conforms

Relative impurities /
PoacreeHHble npuMecn

Impurity A — NMT 2.0 % /
[Tpumech A — He Bonee 2,0%

<01%/<0,1%

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

<01%/<01%

Single unknown impurity — NMT 1.0 % /
OaunHouyHasa HemaeHTUUUMpoBaHHas
npumeck — He 6onee 1,0%

<01%/<0,1%

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

<01%/<01%
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBUH CEHCUTUB,

cnpen HasanbHbIA A03UPOBaHHbLIN, 22,5 MKr/ao3a

81725406
241500A

Manufacturing date (mm.yyyy): /

Qa‘ra npou3soancraa ! MM.I'I'I'I'!:

Expiry date (mm. 2/
Cpok rogHocTu (MM.ITrT):

Manufacturer according to the
registration in Russia: /

09.2021

09.2024

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

MpoussogutensL B COOTBETCTBUM

€ perucrtpauuei B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuyuduxauum

Results / PesynbTtaTthbi

Microbial purity /
Mukpobuonoruyeckasn uncrora

TAMC — NMT 102 CFU/ml / 0 CFU/10 mi
Obuee konuyecTeo a3pobHbIX

MUKpOOpraH1M3moB — He Bonee

10? KOE/mn

TYMC — NMT 10" CFU/ml / 0 CFU/10 ml

Obtee KONNMYECTBO APOXOKEBLIX U
nnecHesbIX rpubos — He Bonee
10" KOE/mn

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

Absent in 1.0 ml/ 1,0 ml

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

Absentin 1.0 mi/ 1,0 ml

Assay Oxymetazoline

22,5 pug / dose: 450 — 525 ug of

hydrochloride / oxymetazoline hydrochloride / ml/
KonuuectBeHHoe cogepxanue |22,5 mkr/gosa: 450-525 mkr/mn
oKcuMeTasonunHa OKCUMETAa30NnHa ruapoxnopuaa
rmapoxnopuaa

499.0 pg/ml / 499,0 ug/mi
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CERTIFICATE OF ANALYSIS / CEPTU®GUKAT AHATU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /
HA3UBUH CEHCUTUB,
cnpen HazanbHbIW O3UPOBaHHLIN, 22,5 MKr/ao3a

81725406
241500A

Manufacturing date (mm.yyyy): /

ga'ra npouisoancTBa !MM.ITIT!:

Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

NpoussoauTens B COOTBETCTBUM

c Qerucmay,ueﬁ B Poccuu:

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

Parameter / [Tapametp

Specifications / Cneuudrmkauum

Results / PeaynnbTatbl

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 mMn B NONU3TUNEHOBOM
dnakoHe ¢ [03NpYIOLLNM
YCTPONCTBOM U 3aLLUTHLIM
NONUITUNEHOBLIM KONNAYKOM.

1 bnakoH 1 NUCTOK-BKNAAbILL B
KapTOHHOW nayke. 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 NONNATUNEHOBOM
drnakoHe ¢ fO3UpYOWUM
YCTPONCTBOM W 3aWUTHLIM
NONAN3TUNEHOBBIM KOMNAYKOM.

1 dnakoH B nauvke. He meHee
190 po3 Ha chnakoH.

Labeling / Mapkuposka

In accordance with ND /
B cooTBETCTBUMN C HOPMATUBHBIM
OOKYMEHTOM

Complies as prescribed /
CooTseTcTBYET NPeanUcaHHOMY

Storage conditions /
Ycnosus xpaHeHus

At the temperature not more than 30°C. /

[pu TemnepaTtype He sbiwe 30°C.

Shelf-life / Cpok xpaHeHus

3years /3 roga

Assessment: / 3aknioueHue:

The batch complies with the specification according to ND M-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NapTua cooTBeTCcTBYET CNeuuduKaLmam

HopmaTtueHoro aokymeHTa J1M-000511-261017 [nameHeHne Ne 1 ot

04.02.2019, nameHenune Ne 2 ot 19.11.2019)

Date / Signature of Qualified Person: /

gaTa / nognuchb ynonHoMoYeHHoOro nuvua.:

P&G Health Austria GmbH & Co. OG ‘
Hésslgasse 20 » 9800 Spittal an der Drau * AustyT

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
www.pg.com
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