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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATNTU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3UBWUH CEHCUTMUB,

cnpeu HasanbHbIA fQo3upoBaHHbIi, 11,25 mkr/aosa

81724614
273250A

Manufacturing date (mm.yyyy): /

gaTa npoussoacTtsa !MM.I'I'I'I')Z

10.2022

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

10.2025

Manufacturer according to the

registration in Russia: /

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

ﬂgoussogwrenb B COOTBEeTCTBUU

c perucTpauuen 8 Poccum:

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

Parameter / NMapameTp

Specifications / Cneuudukaummn

Results / PeaynbTarhl

Description / Onucanue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payvHbii U NoyTH
npo3payHbli, NoYTn GecuseTHbIN UNn
cnerka XenTbli pacTeop.

conforms

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochiroide / the chromatogram of tested solution is
NaeHTUYHOCTL required to correspond to the retention
oKcMMeTasonuHa time of the main peak on the
rugpoxnopuaa chromatogram of oxymetazoline

hydrochloride standard solution,

received at assay testing. / Bpems

yAepXXaHust OCHOBHOrO MuKa Ha

Xpomarorpamme UCnbITYeMoro pacraopa

AOMMKHO COOTBETCTBOBATbL BpeMeH!

yAEpPXXaHNA OCHOBHOrO MUKa Ha

XpomaTorpamme 3TanioHHOro pacteopa

oKcUmeTasonuHa rugapoxnopuaa,

NOMYYEHHOro NpU TeCTUPOBaHUU

MeToaa.
Relative density (d 20/20) / |From 1.006 to 1.010/ 1.008 /1,008
OTHocuTenbHasa nnotHocTe | 1,006-1,010
(d 20/20)
pH/pH From 5.6 t0 6.1/ 5,6-6,1 5.9/5)9

Osmolality / OcmonsinsHoOCTb

From 270 to 330 mosmol/kg /
270-330 mocmonb/kr

289 mosmol/kg

Extracted volume /
WN3Bnekaembii 06bem

Not less than declared /
He meHee 3aaBneHHoOro

conforms

P&G Health Austria GmbH & Co. OG
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Telefax +43 (0)4762 51 51-440
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpoaykr

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBWUH CEHCUTUB,

crnpen Ha3anbHbIN 403UPOBaHHbIN, 11,25 MKr/go3a

SAP-Code: / Koa SAP: 81724614
Batch no.: / Ne napTuu: 273250A
Manufacturing date (mm.yyyy): /

Odarta npousBoacTea (MM.rrrr): 10.2022
Expiry date (mm. 2/

Cpok rogHocTu (MM.rrrT): 10.2025

Manufacturer according to the

registration in Russia: /

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

[poussoauTenb B COOTBETCTBUU

c peructpauuei B Poccuu:

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

Parameter / [NapameTp

Specifications / Cneundukauuu

Results / PesynbtaThl

Average dose and uniformity
of delivered dose / CpeaHss
A03a U OQHOPOAHOCTb
[OoCTaBNAEMON 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 /

CpenHss nosa 45 mr +15%.
OAHOPOAHOCTL AOCTaBNAEMON A03bI:
cpepHssa aosa +25%.

Makc. 2 u3 10 pos > £25% ot cpeaHen
Macchbl A03bt, HO Bceraa < +35% ot
cpeaHen Macchbl 403bl

45.44 mg/ 45,44 mg

Quantity of doses per pack /
Konu4ecTBo 403 Ha ynakoBKy

Not less than 190 doses per pack /
He meHee 190 no3 Ha ynakoBky

conforms

Relative impurities /
PoacreeHHble npumecu

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

<0.03%/ <0,03%

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

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OanHoyHas HemaeHTUUUMpoBaHHas
npumech — He 6onee 1,0%

<01%/<01%

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

<01%/<01%

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
Wwww.pg.com

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3UBWUH CEHCUTUB,

crnpeun Ha3anbHbIN A03MpoBaHHbIN, 11,25 mkr/ao3a

81724614
273250A

Manufacturing date (mm.yyyy): /

ga'ra npoussoncrTea ‘MM.I'ITI'!:

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

Manufacturer according to the
registration in Russia: /

10.2022

10.2025

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

MpoussoauTensb B COOTBETCTBUU

c perucTtpauuen B Poccuu:

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

Parameter / lMNapameTp

Specifications /| Cneuyudukauumn

Results / PesynbTarthbl

ObLee KONUMUECTBO APOXCKEBLIX Y
nnecHesbix rpubos — He Gonee
10" KOE/mn

Microbial purity / TAMC — NMT 102 CFU/ml/ 0CFU/10ml
Mukpo6uonoruyeckas O6wee konu4ecTso aspobHbIX
yucToTa MWUKPOOpPraHu3mMoB — He Gonee

102 KOE/mn

TYMC — NMT 10" CFU/ml / 0CFU/10 ml

Pseudomonas aeruginosa — absence/ml /
Pseudomonas aeruginosa — 0TCyTCTBUE B
1 mn

Absentin 1.0 ml/ 1,0 ml

Staphylococcus aureus — absence/mi /
Staphylococcus aureus — oTcyTCTBME B
1 mMn

Absentin 1.0 mi/ 1,0 ml

Assay Oxymetazoline

11.25 pg / dose: 225 — 262.5 pg of

hydrochloride / oxymetazoline hydrochloride / ml/
KonuuectaseHHoe copepxaHue | 11,25 mkr/aosa: 225-262,5 mkr/mn
oKkcumeTasonuHa OKCUMETa3oNuHa ruapoxnopuaa
ruapoxnopuga

238.5 pg/mi/ 238,5 ug/mi

P&G Health Austria GmbH & Co. OG

Hossligasse 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
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Product: / Mpoaykr NASIVIN SENSITIVE
Nasal metered spray 11,25 pg/dose /
HA3UWBUH CEHCUTUB,
cnpen HazanbHbIK 4O3MPOBaHHbINA, 11,25 MKr/gosa
SAP-Code: / Koa SAP: 81724614
Batch no.: / Ne naptuu: 273250A
Manufacturing date (mm.yyyy): /
Qara npoussoncvsa (MM.IIIT): 10.2022
Expiry date (mm. 1/
CpoK rogHoOCTH (MM.rrrT): 10.2025
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MNpousBoguTensL B COOTBETCTBUU
¢ peructpaumen B Poccuu: «®amap Xanc Kaa Cepsucus Magpua, C.A.Y.»
Parameter / MapameTtp Specifications / Cneundukaumu | Results /| PesynbTtathl
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
with a protective polyethylene cap. |a protective polyethylene cap. 1
1 vial and a patient information vial and a patient information leaflet
leaflet in a carton. At least 190 in a carton. At least 190 doses per
doses per vial. / vial. /
10 Mn B NONN3TUNEHOBOM 10 Mn B NONU3TUNEHOBOM
chnakoHe ¢ A03UpYIOWUM ¢dnakoHe ¢ fao3npyowmum
YCTPOWCTBOM U 3aLMUTHBIM YCTPOWCTBOM U 3aLMUTHBIM
NONU3TUNEHOBLIM KONMNAYKOM. NONU3TUNEHOBbLIM KONNAYKOM.
1 cbnakoH ¥ NUCTOK-BKNAAbILW B 1 cbnakoH ¥ NUCTOK-BKNaALILW B
KapTOHHOK nauke. He meHee KapTOHHOW nadyke. He meHee
190 A03 Ha NIAKOH. 190 no3 Ha nakoH.
Labeling / MapkupoBka In accordance with ND / Complies as prescribed /
B cooTBeTcTBUM C HOpMaTMBHBIM | COOTBETCTBYET NpeanucaHHOMY
OOKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
YcnoBusa xpaHeHus Mpu TemnepaType He Bbiwe 30°C.
Shelf-life / Cpok xpaHeHus |3 years / 3 roga

Assessment: / 3aknioueHue 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) / NapTua cooTseTCTBYET cneundukaumam

04.02.2019, nsmeHeHue Ne 2 o1 19.11.2019)

Date / Signature of Qualified Person: /
Oarta / nognucb YNoNnHOMOYEHHOro nuua:

P&G Health Austria GmbH & Co. OG
Hosslgasse 20 * 9800 Spittal an der Drau * Austria Rechtsform: ne Gesellschaft (
Telefon +43 (0)4762 51 51-0 Sitz der Gesellschaft: Spittal an der Drau
Telefax +43 (0)4762 51 51-440 Landesgericht Klagenfurt FN 168759a
www.pg.com UID-Nr. ATU43740706




