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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBWH CEHCUTUB,

cnpei Ha3anbHbIA [O3UPOBaHHbLIN, 22,5 MKr/go3a

81725406
242740A

Manufacturing date (mm.yyyy): /

ga'ra npoussoacrsea ‘MM.I’I’I’I’!:

Expiry date (mm. :
Cpok rogHocTu (MM.ITIT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MNpouzsoautens B COOTBETCTBUM

(o Qerucmagueﬁ B Poccum:

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

Parameter / MapameTtp

Specifications / Cneuundukauumn

Results / PesynbTarts!

Description / OnucaHne

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / lpo3payHbiii unu nouTn
npo3payHbIi, noyTu GecLBeTHLIN Unn
cnerka XenTbivi pacTeop.

conforms

Identification Oxymetazoline | The retention time of the main peak on the |conforms
hydrochliroide / chromatogram of tested solution is
UaeHTU4IHOCTD required to correspond to the retention time
OKCUMMETa30Mnu1Ha of the main peak on the chromatogram of
rmapoxnopuga oxymetazoline hydrochloride standard

solution, received at assay testing. / Bpems

yAep)XaHWs OCHOBHOrO NuKa Ha

XpomaTtorpamme UcnbuITYeMoro pactsopa

AOMKHO COOTBETCTBOBATb BPEMEHM

yAep>XXaHWs OCHOBHOrO NuKa Ha

XpomaTtorpamme 3TanoHHOro pacteopa

OKCUMETa30NnHa ruapoxnopuaa,

nony4yeHHOro Npyu TECTUPOBaHUN MeToAa.
Relative density (d 20/20)/ {From 1.006 to 1.010/ 1.008 /1,008
OTtHocutenbHasa nnotHoctb | 1,006 - 1,010
(d 20/20)
pH/pH From 5.6t06.1/5,6 - 6,1 59/59
Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg
OcmonsanbHOCTL 270 - 330 mocmonb/kr

Extracted volume /
N3Bnekaembii o6bem

Not less than declared /
He meHee 3assneHHoro

conforms

P&G Health Austria GmbH & Co. OG

Hésslgasse 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 / CEPTU®UKAT AHANU3A

Product: / [Iipoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 pg/dose /

HA3UBWUH CEHCUTUB,

cnpeit Ha3anbHbIA [JO3UPOBaHHbIN, 22,5 Mkr/ao3a

81725406
242740A

Manufacturing date (mm.yyyy): /

gaTa npou3BoacTsa !MM.l'l'l'I'!:

Expiry date (mm. |
Cpok rogHOCTH (MM.rTrT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MNpousBoauTens B COOTBETCTBUM

¢ peructpauuen B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneuudukaunmn

Results / Pe3ynbTtarbl

Mpumeck ZP-1 — He Gonee 1,5%

Average dose and Average dose 45 mg 15 %. 44.23 mg/ 44,23 mg
uniformity of delivered dose | Uniformity of delivered dose:
/ CpepHsa posa u Average dose 25 %.
0AHOPOAHOCTb Max. 2 from 10 doses > 25 % from
[OCTaBNsAeMon A03bl average dose mass
But always < 35 % from average dose
mass /
CpepHss posa 45 mr £15%.
OfOHopOoaHOCTL AOCTaBNAEMON A03b:
cpeaHana faosa £25%.
Makc. 2 u3 10 gos > +25% ot cpeaHen
Macchl Ao3bl, HO Bceraa < £35% ot
cpeaHein macchbl f03bl
Quantity of doses per pack / | Not less than 190 doses per pack / conforms
KonuyecTtso no3 Ha He meHee 190 po3 Ha ynakoBky
ynakoBKy
Relative impurities / Impurity A — NMT 2.0 % / <0.03%/<0,03%
PoacTteeHHble npumecn [pumect A — He 6onee 2,0%
Impurity ZP-1 = NMT 1.5 % / <0.04%/<0,04 %

Single unknown impurity = NMT 1.0 % /
OpaunHovHan HenpeHTUUUMpPOBaHHaA
npumeck — He 6onee 1,0%

<01%/<01%

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

<01%/<0,1%

P&G Health Austria GmbH & Co. OG

Hésslgasse 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 AHAIIU3A

Product: / [poaykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UWBWH CEHCUTUB,

cnpen HasanbHbIA [O3UPOBaHHbIN, 22,5 MKr/ao3a

81725406
242740A

Manufacturing date (mm.yyyy): /

Qara npoussoacrtea (MM.rrrr):
Expiry date (mm.yyyy): /

Cpok rogHoCTH (MM.rrrr):

Manufacturer according to the
registration in Russia: /

09.2021

09.2024

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

ﬂpousaogwrenb_a COOTBEeTCTBUMK

¢ peructpauyuen 8 Poccum:

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

Parameter / MapameTp

Specifications / Cneundukaummn

Results / Pe3ynkTaTthbl

Microbial purity /
Mukpobuonoruyeckas YucToTa

TAMC — NMT 102 CFU/mi/ 0 CFU/10 ml
O6uyee konuyecTso aapobHbix

MUKpPOOpraHnamos — He 6onee

102 KOE/mn

TYMC — NMT 10' CFU/ml / 0 CFU/10 ml

ObLee KONNYECTBO 4PONCKEBLIX U
nnecHesblix rpubos — He Gonee
10! KOE/mn

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

Absentin 1.0 ml/ 1,0 ml

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

Absentin 1.0 mi/ 1,0 ml

Assay Oxymetazoline

22,5 ug / dose: 450 — 525 ug of

hydrochloride / oxymetazoline hydrochloride / ml/
KonuuecteseHHoe coaepxaHue (22,5 mkr/aosa: 450-525 mkr/mn
OKCUMETa30MMHa OKCUMETasonuHa ruapoxnopuaa
ruapoxnopuaa

497.0 pg/ml / 497,0 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 Geselischaft (OG)

Sitz der Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBUH CEHCUTUB,

cnpeun Ha3anbHbIW 0O3MPOBaHHbIN, 22,5 Mkr/ao3a

81725406
242740A

Manufacturing date (mm.yyyy): /

gaTa npou3soacrtea ‘MM.ITI'I'!:

Expiry date (mm. i |
Cpok rogHOCTU (MM.rrrT):

Manufacturer according to

09.2021

09.2024
the

registration in Russia: /

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

(ipoussoauTens B COOTBETCTBUU

¢ perucrpauuei B Poccuu:

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

Parameter / Mapametp

Specifications / Cneundukaumm

Results / PeaynbTathbl

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 NONNITUNEHOBOM
dnakoHe ¢ AO3MpYOLLUM
YCTPOCTBOM W 3aLUTHBLIM
NONU3TUNEHOBLIM KOSINAYKOM.

1 donakoH u NUCTOK-BKNaAbIL B
KapToHHOW nayke. He meHee
190 no3 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 MmN B NONN3TUNEHOBOM
cbnakoHe ¢ A03MPYIOLLUM
YCTPOWCTBOM M 3aLLMTHBIM
NOMUITUNEHOBLIM KONMAYKOM.

1 donakoH B nauke. He meHee
190 no3 Ha cdnakoH.

Labeling / Mapkupoeka

in accordance with ND /
B cooTBeTCcTBUN C HOPMATUBHLIM
LOKYMEHTOM

Complies as prescribed /
CooTBeTcTBYET NPeanMcaHHoOMy

Storage conditions /
Ycnosusa xpaHeHus

At the temperature not more than 30°C. /

Mpu Temneparype He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHusa

3 years/ 3 ropa

Assessment: / 3aknoueHu

e:

The batch complies with the specification according to ND JII1-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NMapTtua cooTBeTcTBYET CneuvduKkaumsam

HopmaTusHoro aokymeHta J1M-000511-261017 (uameHeHue Ne 1 ot

04.02.2019, namenenve Ne 2 ot 19/11/2Q19

UNTERE¢

Date / Signature of Qualified Person: /

ara / nognucb yNnonHOMOYEHHOro nuua:

P&G Health Austria GmbH &

RfThpmas

0

Co. 0OG

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

25 0§

Sitz der Gesellschaft: Spittal an der Dtk
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706




