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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBUH CEHCUTUB,

cnpew HasanbHbIW JO3MPOBaHHbIN, 22,5 MKr/ao3a

81725406
255390A

Manufacturing date (mm.yyyy): /

ga‘ra npouisoncrea ! MM.l'I'l'I'!:

Expiry date (mm. |
Cpok rogHocTn (MM.rrrr):

03.2022

03.2025

Manufacturer according to the

registration in Russia: /

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

I'Igoussogmenb B COOTBETCTBUMU

C peructpauuei 8 Poccuu:

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

Parameter / NMapametp

Specifications / Cneundukauuu

Results / Peaynbrarthl

Description / Onucaxue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHbii unu nouTn
npo3payHbIA, NoYTN GecuBeTHLIN UNK
crerka >enTtbid pacTeop.

conforms

Identification Oxymetazoline
hydrochlroide /
NpeHTuuHocTb
OKCUMETAa30NnHa
rmapoxnopuaa

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. / Bpemsa
yAepXxaHua OCHOBHOrO nuka Ha
XpoMaTorpaMmme UCNbLITYEMOro pacTsopa
AOMKHO COOTBETCTBOBATbL BPEMEHU
yAepXaHua OCHOBHOMO NMuKa Ha
XpoMaTorpammMe 3TarioHHOro pacteopa
oKcumeTasonuHa rnapoxnopuaa,
NONYYEHHOro NPy TECTUPOBaHWN METOAA.

conforms

N3Bnekaemblil 06bem

He meHee 3asaBNeHHOro

Relative density (d 20/20) / |From 1.006 to 1.010/ 1.008 / 1,008
OTtHocuTenbHaa nnoTtHocTb | 1,006 - 1,010

(d 20/20)

pH/pH From5.6t06.1/5,6 - 6,1 5.9/5,9
Osmolality / From 270 to 330 mOsmol/kg / 295 mOsmol/kg
OcMonANbLHOCTL 270 - 330 mocmonb/kr

Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTUOPUKAT AHATNU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBUH CEHCUTUB,

cnpen HazanbHbIA AO3UPOBaHHbIN, 22,5 MKr/no3a

81725406
255390A

Manufacturing date (mm.yyyy): /

gaTa npoussoacrTea ‘MM.I'I'IT!:

Expiry date (mm. :
Cpok rogHocTH (MM.ITrT):

03.2022

03.2025

Manufacturer according to the

registration in Russia: /

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

npousaogwrenb B COOTBETCTBUU

C perucrtpauueii B Poccuu:

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

Parameter / Mapametp

Specifications / Cneunduxauuun

Results / PeaynbTaThl

Average dose and
uniformity of delivered dose
/ CpegHsasa nos3a v
OAHOPOAHOCTL
AoCTaBNsiemMon RO3bl

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 /

CpeaHsas nosa 45 mr £15%.
OpaHopoAHOCTL 4OCTaBNAEMON A03bl:
cpeaHan aosa +25%.

Makc. 2 u3 10 o3 > +25% ot cpegHen
Macchbt 403bl, HO Bceraa < +35% ot
cpeaHer Macchl 403b!

49.55 mg / 49,55 mg

Quantity of doses per pack /
KonuuyecTteo 403 Ha
yNaKkoBKY

Not less than 190 doses per pack /
He meHee 190 n03 Ha ynakosky

conforms

Relative impurities /
PoacreeHHble npumecu

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

<0.03%/ <0,03 %

Impurity ZP-1 ~NMT 1.5 % /
Mpumecs ZP-1 — He Gonee 1,5%

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OavHoyHas HemaeHTUUUNPOBaHHASN
npumMecs — He 6onee 1,0%

<01%/<01%

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

<01%/ <01%
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Product: / Mpoaykr NASIVIN SENSITIVE
Nasal metered spray 22,5 ug/dose /
HA3UWBUH CEHCUTUB,
cnpen HasanbHbIW AO3UPOBaHHbLIN, 22,5 MKr/ao3a

SAP-Code: / Kog SAP: 81725406

Batch no.: / Ne naptum: 255390A

Manufacturing date (mm.yyyy): /

Qarta npoussoacrea (MM.rrrr): 03.2022

Expiry date (mm. :/

Cpok rogHoCcTy (MM.IrrT): 03.2025

Manufacturer according to the

registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpoussoguTensL B COOTBETCTBUMN

¢ peructpauuen B Poccum: «®amap Xanc Kaa Cepsucus Magpua, C.A.Y.»
Parameter / NapameTtp Specifications / Cneundukauum Results / PesynbTarthl
Microbial purity / TAMC — NMT 10?2 CFU/ml / 0 CFU/10 ml

Mukpobuonoruueckas uncrorta | O6Liee KONUYECTBO adpobHbIX
MWKpPOOpraHu3moB — He Gonee
102 KOE/mn

TYMC — NMT 10" CFU/mi / 0 CFU/10 ml
Obuee KONMYECTBO APONOKEBbLIX W
nnecHesblx rpubos — He Gonee
10" KOE/mn

Pseudomonas aeruginosa — Absentin 1.0 ml/ 1,0 ml
absence/ml / Pseudomonas
aeruginosa — oTcyTcTBue B 1 Mn

Staphylococcus aureus — Absentin 1.0 mi/ 1,0 mi
absence/ml / Staphylococcus
aureus — oTcyTcTBMe B 1 Mn

Assay Oxymetazoline 22,5 ug / dose: 450 — 525 ug of 514 pg/mi/ 514 pug/ml
hydrochloride / oxymetazoline hydrochloride / ml /

KonuyecteeHHoe cogepxanue | 22,5 mkr/posa: 450-525 mkr/mn

oKCMMeTasonuHa OKCUMEeTa3onuHa rmapoxnopuaa

rmapoxnopuaa
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Product: / poaykr NASIVIN SENSITIVE
Nasal metered spray 22,5 uyg/dose /
HA3UBUH CEHCUTUB,
cnpeun HasanbHbIA 4O3UPOBaHHbLIN, 22,5 MKkr/ao3a
SAP-Code: / Kog SAP: 81725406
Batch no.: / Ne naptuu: 255390A
Manufacturing date (mm.yyyy): /
QaTta npoussogcrea (MM.rrrr): 03.2022
Expiry date (mm. 2l
Cpok rogHoCT# (MM.ITIT): 03.2025
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
Mpou3ssoauTens B COOTBETCTBUMN
¢ peructpayuvein B Poccuu: «®amap Xanc Kaa Cepucus Magpug, C.A.Y.»
Parameter / Mapametp | Specifications / Cneundukauuu | Results / Peaynbrathl
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 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 mn B NONU3TUNEHOBOM 10 MmN B NONU3TUNEHOBOM
cdnakoHe ¢ fo3npyoLLmm cdnakoHe ¢ A03NPYIOLLMM
YCTPOWMCTBOM U1 3aLUTHBIM YCTPOWUCTBOM U 3aLLUTHbBIM
NONU3TUEHOBLIM KONNAYKOM. NONUaTUNEHOBbLIM KONNAaYKOM.
1 bnakoH N NUCTOK-BKNaAbILL B 1 donakoH B nauke. He meHee
KapToHHOW nadvke. He meHee 190 po3 Ha dnakoH.
190 03 Ha tbnakoH.
Labeling / Mapkupoeka In accordance with ND / Complies as prescribed /
B cooTBeTCTBUM C HOpMaTUBHBIM | COOTBETCTBYET NpeanncaHHOMY
AOKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
YcnoBusa xpaHeHus Mpu Temnepartype He Bobiwe 30°C.
Shelf-life / Cpok xpaHenus | 3 years / 3 rona

Assessment: /| 3aknioueHue: The batch complies with the specification according to ND f1M-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MNapTua cooTBeTCTBYE

Date / Signature of Qualified Person: /

gaTa / noaAnnuchb ynonaHOMoO4eHHOro nuua:
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