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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / MpogykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UWBWUH CEHCUTUB,

cnpen HasanbHbIN [O3MPOBaHHbIN, 22,5 MKr/ao3sa

81725406
241450A

Manufacturing date (mm.yyyy): /

gaTa npousBoacrTBa ‘MM.ITFI'!:

Expiry date (mm. i
Cpok rofiHOCTH (MM.FrIT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUU

¢ perucrpaumei 8 Poccuu:

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

Parameter / Mapamertp

Specifications / Cneundukaumm

Results / Pe3ynbTarthbl

Description / Onucaxue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / MNpo3payuHbIi UNK NoYTK
npo3payHbii, NOUTH 6ecuBeTHbIN unu
Cnerka XXenTblit pacTeop.

conforms

Identification Oxymetazoline
hydrochliroide /
NaeHTUYHOCTL
oKCUMeTa3onuHa
rmapoxnopvaa

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
yAep)XaHUs OCHOBHOrO Nuka Ha
XpomaTtorpamme ncnbITyemoro pactsopa
AOMKHO COOTBETCTBOBAaTL BPEMEHW
yAep)XaHus OCHOBHOrO NuKa Ha
XpomaTorpamme 3TafioHHOro pacresopa
OKCMMEeTas3onuHa rmgpoxnopuaa,
NONy4EeHHOro Npu TeCTUPOBaHWN MeToAa.

conforms

N3Bnekaemobil 06bem

He meHee 3asBneHHoro

Relative density (d 20/20)/ [From 1.006 to 1.010/ 1.007 /1,007
OtHocuTenbHaa nnotHocTb | 1,006 - 1,010

(d 20/20)

pH/pH From 5.6t06.1/5,6 - 6,1 59/5,9
Osmolality / From 270 to 330 mOsmol/kg / 288 mOsmol/kg
OcmonanbHoOCTb 270 - 330 mocmonb/Kr

Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBWUH CEHCUTUB,

cnpen HasanbHbIA [O03UPOBaHHbLIN, 22,5 MKr/go3a

81725406
241450A

Manufacturing date (mm.yyyy): /

gara npouisoncrtea !MM.I'I'I'I'!Z

Expiry date (mm. i)
Cpok rogHocTu (MMm.rrrr):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoauTenL B COOTBETCTBUMN

¢ perucrpauven B Poccuu:

«®amap Xanc Kaa Cepsucuz Maagpug, C.A.Y.»

Parameter / NapameTp

Specifications / Cneuncukauum

Results / PeaynbTtarhl

Average dose and
uniformity of delivered dose
/ CpepHsas nosa n
OAHOPOAHOCTb
[ocTaBnNAemMon Ao3bl

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 /

CpepHsas posa 45 mr £15%.
OpHopoaHoCTb AOCTaBNsAEeMON A03b!:
cpeaHsn fosa +25%.

Makc. 2 n3 10 gos > £25% ot cpegHeit
Macch! f03bl, HO Bceraa < +35% ot
cpegHei macchl f03bl

46.69 mg / 46,69 mg

Quantity of doses per pack /
KonuuecTso Ao3 Ha
yNaKoBKY

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

conforms

Relative impurities /
PoacTteeHHbIe npumecn

Impurity A - NMT 2.0 % /
Mpumecsh A — He Gonee 2,0%

<01%/<0,1%

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

<01%/<0,1%

Single unknown impurity — NMT 1.0 % /
OauvHouHasa HenaeHTUULMpoBaHHas
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
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpoaykr

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

Manufacturing date (mm.yyyy):

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBWUH CEHCUTUB,

cnpen HasanbHbIA AO3UPOBaHHbLIN, 22,5 MKr/ao3a

81725406
241450A
/

gaTa npounssoncrtea ‘MM.I’I’IT!:

Expiry date (mm. :/
Cpok roagHoCcTy (MM.rrrr):

Manufacturer according to the
registration in Russia: /

09.2021

09.2024

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

MNpouzsoaguTenb B COOTBETCTBUM

€ peructpauuei B Poccuum:

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

Parameter / MapameTp

Specifications / Cneundukaunun

Results / PeaynbTtarb!

Microbial purity /
Mukpobuonornyeckas ymctoTta

TAMC — NMT 102 CFU/ml / 0 CFU/10 ml
Obwee konuyecTBo a3pobHbIX

MWUKPOOpPraHn3moB — He Gonee

102 KOE/mn

TYMC — NMT 10" CFU/ml / 0 CFU/10 ml

O6bLee KonNMUecTBO APOXCKEBLIX U
nnecHesbIX rpnbos — He Gonee
10! KOE/mn

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

Absentin 1.0ml/ 1,0 mi

Staphylococcus aureus —
absence/ml / Staphylococcus
aureus — otcyTcteve B 1 Mn

Absent in 1.0 m!/ 1,0 ml

Assay Oxymetazoline

22,5 ug / dose: 450 — 525 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuyecTtBeHHoe cogepxaHue |22,5 mkr/gosa: 450-525 mkr/mn
oKcMMmeTasonuHa OKCMMETa30nnHa ruapoxnopuaa
rmapoxsopvaa

509.0 pg/ml/ 509,0 pg/mi
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAITU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /
HA3UWBWUH CEHCUTUB,
cnpew HasanbHbIA AO03MPOBaHHbIN, 22,5 MKr/ao3a

81725406
241450A

Manufacturing date (mm.yyyy): /

Qara npouisoancvea ! MM.I'I'IT[:

Ex date (mm. |
Cpok rogHocTU (MM.rrrT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

NpoussoguTenL B COOTBETCTBUU

C peructpauuei B Poccuu:

«®amap Xanc Kaa Cepsucus Magpua, C.AY.»

Parameter / NapameTtp

Specifications / Cneundukauumn

Results / PeaynbTaTbl

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 NONNITUNEHOBOM
dnakoHe ¢ A03pYyIOWNM
YCTPOWACTBOM W 3aWUTHBLIM
NONUITUNEHOBbLIM KOMNAYKOM.

1 chnakoH 1 NMCToK-BKNaAbILW B
KapToHHOW nadke. He meHee
190 n03 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 MmN B NONU3TUNEHOBOM
cdnakoHe ¢ fO03npYOLWUM
YCTPOMACTBOM U1 3alUTHbIM
NOAUATUNEHOBLIM KONMNAYkom.

1 dnakoH B navke. He meHee
190 003 Ha hnakoH.

Labeling / Mapkupogka

In accordance with ND /
B cooTBETCTBUU C HOPMATUBHBLIM
DOKYMEHTOM

Complies as prescribed /
CooTBeTcTBYET NpeannucaHHoOMyY

Storage conditions /
Ycnosusa xpaHeHus

At the temperature not more than 30°C. /

Mpu Temnepartype He Bbiwe 30°C.

Shelf-life / Cpok xpaHehnus

3 years /3 ropga

Assessment: /| 3aknioueHue:

Date / Signature of Qualified Person: /

The batch complies with the specification according to ND J1I1-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MapTua coorseTcTByeT cneundukaumam

HopmaTueHoro goxymenta JIM-000511-261017 (nameHeHue Ne 1 oT

04.02.2019, nsmeHeHune Ne 2 ot 19.11.2019)

gara / noganucb ynonHOMO4YeHHOro nuua:

P&G Health Austria GmbH &

Unterlerchner Barbara { M

14, Okt. 2021

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

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