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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATNU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBWH CEHCUTUB,

cnpei HasanbHbIA AO3UPOBaHHbLIN, 22,5 MKr/no3a

300028332
236480A

Manufacturing date (mm.yyyy): /

Qara npowssoncrea ‘MM.I‘I’ T I'[Z

Expiry date (mm. )
Cpok rogHOCTH (MM.rrTT):

06.2021

06.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoauTent B COOTBETCTBUN

€ perucrpauuen 8 Poccum:

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

Parameter / lapameTp Specifications / Cneuudukaumm Results / PeaynbTrarthi
Description / Onucanue Transparent or nearly transparent, from conforms

almost colorless to slightly yellow

solution. / Mpo3pavHbIA unu nouTn

npospayHbiA, NoYTH BecuseTHbIN unn

Crnerka XenTbiii pacTsop.
Identification Oxymetazoline | The retention time of the main peak on the |conforms
hydrochliroide / chromatogram of tested solution is
WApeHTUYHOCTL required to correspond to the retention time
oKCUMeTasonuHa of the main peak on the chromatogram of
rnapoxsnopuaa oxymetazoline hydrochloride standard

solution, received at assay testing. / Bpems

yAepXaHUa OCHOBHOrO NuKa Ha

XpoMaTtorpamme UCNbITYEMOro pacTsopa

AOMKHO COOTBETCTBOBATL BPEMEHHU

yAepKaHW! OCHOBHOro nuka Ha

XpomaTorpamme 3TanoHHOro pacrsopa

OKCUMETa30NMHa MApPOXIopKAa,

NONYYEHHOro NP TECTUPOBaHUW METoAA.
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 5,6 to 6,1/ 5,6-6,1 59/5,9
Osmolality / From 270 to 330 mOsmol/kg / 291 mosmol/kg
OcmonanbHOCTL 270-330 mocmonb/Kr
Extracted volume / Not less than declared / conforms
M3snekaemblit 06vem He meHee 3assneHHoro

P&G Health Austria GmbH & Co. OG

Hdsslgasse 20 » 9800 Spittal an der Drau ¢ Austria

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

Rechtsform: Offene Gesellschaft (0G)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 pg/dose /

HA3WBUH CEHCUTUB,

cnpei HasanbHbLIW AO3MPOBaHHbINK, 22,5 MKr/ao3a

300028332
236480A

Manufacturing date (mm.yyyy): /

gaTa NPoU3BOACTBA !MM.I’I’I’I’[:

Expiry date (mm. )

Cpoxk roaHocT (MM.rrrT):

06.2021

06.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B cCOOTBETCTBUM

c gemc‘rgaguel‘?l B Poccuu:

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

Parameter / Mapametp

Specifications / Cneundukayuu

Results / Pesynbrarthbl

Average dose and
uniformity of delivered dose
/ CpepnHnana nosan
OAHOPOAHOCTL
aocrasnaemon gosbl

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

Average dose £25 %.

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

But always s 35 % from average dose
mass /

CpenHsas nosa 45 mr +15%.
OaHopoAHOCTL AOCTABNAEMON J03bL:
cpeaHAan aosa +25%.

Makc. 2 u3 10 o3 > +25% oT cpeaHen
maccbl 403bl, HO Bceraa < +35% ot
cpeaHen Mmaccb 403bl

48.75 mg / 48,75 mg

Quantity of doses per pack /
Konu4yecTtaso fo3 Ha
ynakoBsKy

Not less than 190 doses per pack /
He meHee 190 4o3 Ha ynakosky

conforms

Relative impurities /
PoacteeHHble npumecu

Impurity A— NMT 2,0 % /
Mpumeck A - He Gonee 2,0%

0.0%/ 0,0%

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

0.0%/ 0,0%

Single unknown impurity - NMT 1,0 % /
OanHoOYHas HenaeHTUUUMPOBaHHaR
npumech — He Gonee 1,0%

01%/ 0,1%

Total impurities NMT4,9 % /
Bcero npumeceii — He 6onee 4,9%

01%/01%

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 ¢ 9800 Spittal an der Drau ¢ Austria

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

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATTU3A

Product: / Mpoayky

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBWH CEHCUTUB,

cnpeit HasanbHbIN A4O03UPOBaHHbIN, 22,5 MKr/go3a

300028332
236480A

Manufacturing date (mm.yyyy): /

Qara npou3Bofcrea !MM.I'I' rr):

Expiry date (mm.yyyy): /
Cpok roaHocTu (MM.rrrr):

Manufacturer according to the
registration in Russia: /

06.2021

06.2024

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

I'lgousaogmenb B COOTBETCTBUU

¢ perucrpauuves B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukaumu

Results / PeaynuTarsl

Microbial purity /
Mukpobuonorudeckas uncrota

TAMC - NMT 102 CFU/m| / 0 CFU/10 ml
Obwee konu4ecTBo aspoGHbLIX

MUWKpOOpraHu3mMos — He bonee

102 KOE/mn

TYMC - NMT 10! CFU/ml / 0 CFU/10 ml

Obwee konU4YecTBO APOXOKEBbLIX U
nnecHesbIX rpubos — He Gonee
10! KOE/mn

Pseudomonas aeruginosa —
absence/ml / Pseudomonas
aeruginosa — oTcyTcTeve B 1 Mn

Absentin 1.0 ml/ 1,0 ml

Staphylococcus aureus —
absence/ml / Staphylococcus
aureus — oTcyTcTBue 8 1 mn

Absent in 1.0 mi/ 1,0 ml

Assay Oxymetazoline

22,5 ug / dose: 450 — 525 pg of

hydrochloride / oxymetazoline hydrochloride / mi /
KonuuyectseHHoe cofepxaHnue |22,5 mkr/nosa; 450-525 mkr/mn
oKcUMeTasonuHa oKcumeTasonuHa ruapoxnopuaa
rmapoxnopunaa

490.0 pg/mi/ 490,0 pg/ml

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau * Austria

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

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBUH CEHCUTUB,

cnpei HasanbHbLIA AO3UPOBaHHbIN, 22,5 MKr/a03a

300028332
236480A

Manufacturing date (mm.yyyy): /
Oara npoussoacrea (MM.rrrr): 06.2021

Expiry date (mm.yyyy): /
Cpok rogHOCTU (MM.FrTT):

06.2024

Manufacturer according to the

registration in Russia: /

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

ngouzaogurenb B COOTBETCTBUMU

C perucrpaiuei B Poccuu: «®amap Xanc Kaa Cepsucus Magpua, C.A.Y.»
Parameter / Napametp | Specifications / Cneuudukaumm | Results / Peaynbratsl
Packaging / YnakoBka Package / 10 ml in polyethylene | Package / 10 ml in polyethylene
vial with a metering device and vial with a metering device and
with a protective polyethylene with a protective polyethylene cap.
cap. 1 vial and a patient 1 vial and a patient information
information leaflet in a carton. At |leaflet in a carton. At least 190
least 190 doses per vial. / doses per vial. /
10 mn B NONU3TUNEHOBOM 10 Mn B NONM3TUNEHOBOM
cdnakoHe ¢ Ao3npyOWUM thnakoHe ¢ Ao3upYyIOLUM
YCTPOWCTBOM W 3aLLUTHBLIM YCTPOACTBOM U 3aLLUTHBIM
NONMUITUNEHOBLIM KOMNaJKoMm. NONNAITUNEHOBBLIM KONNAYKOM.
1 dnakoH U NUCTOK-BKNAALIL B 1 dnakoH B nauyke. He MeHee
KapToHHOW nadyke. He meHee 190 A03 Ha dnakoH.
190 n03 Ha nakoH.

Labeling / MapkupoBka In accordance with ND / Complies as prescribed /
B cooTBetcTBUM C HOpMaTUBHLIM | COOTBETCTBYET NPeANUCcaHHOMY
AOKYMEHTOM

Storage conditions /
Ycnosus xpaHeHus

At the temperature not more than 30°C. /
MNpu TemnepaTtype He sbilwe 30°C.

Shelf-life / Cpok xpaHeHus

3 years / 3 rona

Assessment: / 3aknioueHue: The batch complies with the specification according to ND NN-

Date / Signature of Qualified Person: /
Oava / noanuch ynonHOMO4eHHOro nuua:

P&G Health Austria GmbH & Co. OG

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NapTus cooTseTcTByET CNEUUdUKaLMaM
HopmMaTueHoro aokymenTa JiM-000514-261017 (u3ameHeHuerh
04.02.2019, usmenenve Ne 2 ot 19.

UNTEREG

Hosslgasse 20 * 9800 Spittal an der Drau » Austria Rechtsform: Offene Gesellschaft (OG)

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

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740708




