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CERTIFICATE OF ANALYSIS /| CEPTUGUKAT AHANU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 yg/dose /

HA3UBWUH CEHCUTUB,

cnpeun HasanbHbIN [O3UPOBaHHbLINA, 22,5 mKr/ao3a

81725406
255000A

Manufacturing date (mm.yyyy): /

gaTa npou3soncrtea ‘MM.I‘I‘IT!:

Expiry date (mm. 2/
Cpok rogHOCTH (MM.ITrT):

03.2022

03.2025

Manufacturer according to the

registration in Russia: /

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

MpousBoaguTens B COOTBETCTBUM

c perucrpauven B Poccuu:

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

Parameter / NapameTp

Specifications / Cneundukauumn

Results /| PeaynbTarhl

Description / Onucanue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHbIA NN nouTH
NPo3pauHbIA, NoUTN BecuBeTHBIA UnNK
cnerka XenTblil pacTeop.

conforms

N3snekaembii 06bem

He meHee 3asBneHHOro

Identification Oxymetazoline | The retention time of the main peak on the |conforms
hydrochlroide / chromatogram of tested solution is
NaeHTUJYHOCTL required to correspond to the retention time
OKCUMETa30NuHa of the main peak on the chromatogram of
rnapoxnopuaa oxymetazoline hydrochloride standard

solution, received at assay testing. / Bpems

yAep)XXaHUs OCHOBHOIO MuKa Ha

XpomaTorpaMmme UCNbITYEMOro pacTeopa

AOMXHO COOTBETCTBOBaTL BPEMEHM

yAepXXaHWa OCHOBHOrO NWKa Ha

XpomMaTorpaMmmMe 3TanioHHOro pactasopa

oKcumeTasonuHa rugpoxnopuaa,

Nony4eHHoro Npu TecTUposaHu MeToaa.
Relative density (d 20/20)/ [From 1.006 to 1.010/ 1.008 / 1,008
OTHocuTenbHas nnotHoctb | 1,006 - 1,010
(d 20/20)
pH/pH From5.6t06.1/5,6 -6,1 59/5,9
Osmolality / From 270 to 330 mOsmol/kg / 292 mOsmol/kg
OcmonsanbHOCTbL 270 - 330 mocmonb/Kr
Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTUDGUKAT AHAIIU3A

Product: / Mpogyxr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UWBUH CEHCUTUB,

cnpeun HasanbHbIN [O3UPOBaHHbLIN, 22,5 MKr/go3a

81725406
255000A

Manufacturing date (mm.yyyy): /

gara npou3Boacrsea ‘MM.FFI’I’!:

Expiry date (mm. 1/
Cpok rogHocTH (MM.rrrT):

03.2022

03.2025

Manufacturer according to the

registration in Russia: /

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

n poussoanTenb B COOTBETCTBUN

¢ perucrtpauuei B Poccuu:

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

Parameter / Mapavetp

Specifications / Cneuundukauuu

Results / PeaynbTaTthb!

Average dose and
uniformity of delivered dose
/ CpepHsaa posa u
OAHOPOAHOCTb
AOCTaBNAEMON A03bi

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

Average dose 125 %.

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

But always < 35 % from average dose
mass /

CpepnHsas posa 45 mr £15%.
OpHopoaHOCTb AocTaBnNseMoi 403bl:
cpeaHas aosa 125%.

Makc. 2 n3 10 o3 > +25% ot cpeaHen
Macchl fo3bi, HO Bceraa < +35% ot
cpeaHen maccbl 403bl

48.66 mg / 48,66 mg

Mpumeck ZP-1 — He 6onee 1,5%

Quantity of doses per pack / [ Not less than 190 doses per pack / conforms
KonuuecTso o3 Ha He meHee 190 103 Ha ynakosky
ynakoBKy
Relative impurities / Impurity A= NMT 2.0 % / <0.03%/<0,03%
PoacTteeHHbte npuvecu Mpumeck A — He 6onee 2,0%

Impurity ZP-1 — NMT 1.5 % / <0.04%/<0,04%

Single unknown impurity — NMT 1.0 % /
OpauvHouHas HemaeHTUUUMPOBaHHas
npumecst — He 6onee 1,0%

<01%/<01%

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

<01%/<01%
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CERTIFICATE OF ANALYSIS / CEPTUDGUKAT AHATNTU3A

Product: / Mpoaykt

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

Manufacturing date (mm.yyyy):

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3NBWUH CEHCUTUB,

cnpei HasanbHbIA 4O3UPOBaHHbIN, 22,5 MKr/go3a

81725406
255000A
/

Oara npoussoacTea (MM.ITrT):
Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rriT):

Manufacturer according to the
registration in Russia: /

03.2022

03.2025

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

ﬂgousaogm'enb B COOTBETCTBUN

c Qerucrgagueﬁ B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneyudukaymm

Results / PeaynbTaTthl

Microbial purity /
Mukpobuornoruyeckas yictoTa

TAMC — NMT 102 CFU/ml / 0 CFU/10 ml
O6uwee konnyecTeo asapoGHbIX

MWUKPOOpPraHu3mos — He Gonee

102 KOE/mn

TYMC — NMT 10" CFU/ml / 0 CFU/10 mi

O6uiee KoNUYECTBO APOXCKEBLIX U
nnecHesbix 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 — otcyTcTBue 8 1 Mn

Absent in 1.0 mi/ 1,0 mi

Assay Oxymetazoline

22,5 ug / dose: 450 — 525 ug of

hydrochloride / oxymetazoline hydrochloride / mil /
KonunuecTtBeHHoe copaepxanue (22,5 mkr/gosa: 450-525 mkr/mn
OKCUMETa30Mu1Ha OKCMMeTasonuHa ruapoxnopuaa
rmapoxnopuaa

512 pg/mi/ 512 pug/mi
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CERTIFICATE OF ANALYSIS / CEPTUGUKAT AHATNTU3A

Page 4 of 4/ CtpaHuua 4 u3 4

Product: / Mpoaykr NASIVIN SENSITIVE
Nasal metered spray 22,5 ug/dose /
HA3UBUH CEHCUTUB,
cnpei HasanbHbIW AO3UPOBaHHbIN, 22,5 MKr/ao03a

SAP-Code: / Kog SAP: 81725406
Batch no.: / Ne naptuu: 255000A
Manufacturing date (mm.yyyy): /
Qarva nponssoacTsa (MM.ITrr): 03.2022
Expiry date (mm. 1/
Cpok roaHocTu (MM.rrrr): 03.2025
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MNpoussoauTens B COOTBETCTBUM
c perucrpauuven 8 Poccuu: «®amap Xanc Kaa Cepsucus Magpua, C.A.Y.»
Parameter / [Mapamerp | Specifications / Cneundmkauum | 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 M B NONNITUNEHOBOM 10 MN B NONU3TUNEHOBOM
dnakoHe ¢ [03npyOLWLUM chnakoHe ¢ f03npyoWmM
YCTPONCTBOM W 3aLMTHbLIM YCTPONCTBOM U 3aLLNTHbLIM
NONNITUNEHOBLIM KONMAYKOM. NoNU3aTUNEHOBbLIM KOJMAYKOM.
1 cbnakoH 1 NUCTOK-BKNaAbILL B 1 donakoH B nauke. He meHee
KapToHHOW nayke. He meHee 190 no3 Ha chnakoH.
190 Ao3 Ha ¢hnakoH.
Labeling / Mapkuposka In accordance with ND / Complies as prescribed /
B cooTBeTCTBUM C HOpMaTUBHBIM | COOTBETCTBYET NpeanMcaHHOMY
AOKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
Ycnosus xpaHeHus Mpu Temneparype He Bbiwe 30°C.
Shelf-life / Cpok xpaHeHnus | 3 years / 3 roaa

Assessment: / 3aknioueHue: The batch complies with the specification according to ND JM-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from

HOpMaTMBHOI'O AokymeHTa JIM-
04.02.2019, nsmeHeHne Ne 2 o
UNTER

Date / Signature of Qualified Person: / .
Qarta / nognucb YNoNnHOMOYEHHOro nuya: g8

P&G Health Austria GmbH & Co. OG

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