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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3WBUH CEHCUTUB,

cnpein HazanbHbLIN [4O3MPOBaHHbIN, 11,25 Mkr/gosa

81724614
242680A

Manufacturing date (mm.yyyy): /

Oata npoussoAcTBa !MM.I'I'I'I'!:

Expiry date (mm. il
Cpok roaHoCcTH (MM.rrrr):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

nEOM3BOEMTeﬂb B COOTBETCTBUU

¢ perucrpauuen B Poccum:

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

Parameter / MapameTp

Specifications / Cneuudukaumm

Results / PeaynbTtathl

Description / Onucanue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3spayHbin NK nNovTK
Npo3payHbIv, nouT GecuBeTHbIA K
crerka XenTbii pacTeop.

conforms

N3snekaembii 06bLeM

He meHee 3asBneHHoro

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
NpeHTrnyHoCTL required to correspond to the retention
oKcumeTasonuHa time of the main peak on the
ruapoxnopuga chromatogram of oxymetazoline
hydrochloride standard solution,
received at assay testing. / Bpems
yAepXaHUsi OCHOBHOTO NWKa Ha
XpomarorpaMmme UCnbiTyemMoro pactesopa
AONMKHO COOTBETCTBOBAaTL BpeMeH!
yAep)XaHUA OCHOBHOrO Nuka Ha
Xpomartorpamme 3TanoHHOro pacresopa
OKCUMMETa30/IMHa rmapoXIopuaa,
NONy4YeHHOro NPV TECTUPOBAHWU
MeToaa.
Relative density (d 20/20)/ | From 1.006 to 1.010/ 1.008 / 1,008
OTHocuTtenbHas nnotHocte | 1,006-1,010
(d 20/20)
pH/ pH From 5.6 to 6.1/ 5,6—-6,1 59/5,9
Osmolality / OcmonsanbHocTb | From 270 to 330 mosmol/kg / 288 mosmol/kg
270-330 mocmonb/kr
Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pug/dose /

HA3UBWH CEHCUTUB,

cnpen Ha3anbHbIA A03UPOBaHHbLIN, 11,25 Mkr/no3a

81724614
242680A

Manufacturing date (mm.yyyy): /
Qara npousBoacrTsa (MM.Irrr): 09.2021

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

09.2024

Manufacturer according to the

registration in Russia: /

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

I'Ipousaogwrem_a B COOTBETCTBUU

c perucrpauueit B Poccuu:

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

Parameter / MapameTp

Specifications / Cneuucdukauum

Results / PesynbtaTthl

Average dose and uniformity
of delivered dose / CpepgHsis
[03a N 0AHOPOAHOCTb
pocTtaBnsemMon 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 /

CpepHsasa posa 45 mr £15%.
OpHopoAaHOCTL AoCTaBNAEMON A03bt:
cpenHsaa nosa +25%.

Makc. 2 u3 10 po3 > +25% oT cpepgHeit
Maccbl A03bl, HO Bceraa < +35% ot
cpeaHen macchbl A03bl

51.68 mg /51,68 mg

Quantity of doses per pack /
KonuyecTso 403 Ha ynakoBKy

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

conforms

Relative impurities /
PoacTteeHHble npumecn

Impurity A= NMT 2.0 % /
Mpumeck A — He 6onee 2,0%

<0.03%/ <0,03 %

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

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OpauHouHas HengeHTudLMpoBaHHas
npumecst — He 6onee 1,0%

<01%/ <01%

Total impurities NMT 4.9 % /
Bcero npumecen — He Gonee 4,9%

<01%/<01%
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJU3A

Product: / Mpogykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3NBUH CEHCUTUB,

cnpei Ha3anbHbIA [O3UPOBaHHbIN, 11,25 Mkr/ao3a

81724614
242680A

Manufacturing date (mm.yyyy): /

ga'ra npon3soacTBa ! MM. rrrr[:

Expiry date (mm.yyyy): /
CpoK roaHOCTU (MM.IFTIT):

Manufacturer according to the

registration in Russia: /

09.2021

09.2024

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

I'Igousaogmenua COooTBEeTCTBUMN

¢ perucrpaumei B Poccuu:

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

Parameter / Mapametp

Specifications / Cneuncdukaunun

Results / PeaynbTarth!

O6Lee KONUYECTBO APOXOKEBbLIX W
nnecHesbIX rpubos — He 6onee
10' KOE/mn

Microbial purity / TAMC - NMT 102 CFU/ml / 0 CFU /10 ml
Mukpobuonoruueckas O6uwee konn4ecTBo a3apobHbIX
yucrota MUKpoopraHu3mos — He Gonee

102 KOE/mn

TYMC — NMT 10" CFU/ml / 0CFU/10 ml

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

Absentin 1.0 ml/ 1,0 mi

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

Absentin 1.0 ml/ 1,0 ml

Assay Oxymetazoline

11.25 ug / dose: 225 — 262.5 g of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuecteeHHoe copepxanue | 11,25 mkr/gosa: 225-262,5 mkr/mn
OKCUMETa30nnHa OKCMMEeTasonuHa rugpoxnopuaa
rnapoxnopuaa

252.8 ug/mt/ 252,8 pug/mi
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Product: / Mpogykt NASIVIN SENSITIVE
Nasal metered spray 11,25 pug/dose /
HA3VUBUH CEHCUTUB,
cnpei HasanbHbIil O3UPOBaHHbLIN, 11,25 MKr/ao3a
SAP-Code: / Kon SAP: 81724614
Batch no.: / N2 napTtuu: 242680A
Manufacturing date (mm.yyyy): /
Qara npoussoacrea (MM.ITrr): 09.2021
Expiry date (mm. 2/
Cpok rogHocTH (MM.ITrr): 09.2024
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpoussoauTenb B COOTBETCTBUU
¢ peructpauuven B Poccuu: «®amap Xanc Kaa CepBucus Magpua, C.A.Y.»
Parameter / NapameTtp Specifications / Cneundukaummn | Results / Pesynbratbl
Packaging / Ynakoska 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 NONU3TUNEHOBOM 10 Mn B NOAN3TUNEHOBOM
chnakoHe ¢ AO3MPYOLLUM crnakoHe ¢ AO3UPYIOLLAM
YCTPOWUCTBOM W 3aLUTHBLIM YCTPONCTBOM U 3aLUNTHBLIM
NOMNITUNEHOBLIM KONMNAYKOM. NONWITUNEHOBbLIM KONNAYKOM.
1 donakoH 1 NUCTOK-BKNAaAbILL B 1 donakoH 1 NUCToK-BKNaALILW B
KapTOHHOW nadyke. He meHee kapToHHOM nadke. He meHee
190 003 Ha hnakoH. 190 n03 Ha bnakoH.
Labeling / Mapkuposka In accordance with ND / Complies as prescribed /
B cootBeTcTBUU C HOpMaTUBHBLIM [ CoOTBETCTBYET NpeanUcaHHOMY
OOKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
Ycnosusa xpaHeHus Mpu Temnepatype He Bbiwe 30°C.
Shelf-life / Cpok xpaHenus |3 years / 3 roaa

Assessment: / 3akntoyeHue The batch complies with the specification according to ND JM-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NapTua cooTBeTCTBYET CNEUNUKALIMAM
HopmaTtusHoro gokymenTa JilN-000511-261017 (uameHeHue Ne
04.02.2019, nameHenue Ne 2 ot 19/11,2019

Date / Signature of Qualified Person: /
Oata / noanuchb ynonHOMOYEHHOro nuua:

%
P&G Health Austria GmbH & Co. OG N

Hosslgasse 20 * 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene Gesellschaft (O
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



