FAMAR

Certificate of Conformity

05502959 NASIVIN SENSITIVE 0,05% 10ML(RU)P&G-NEW

Customer material code: 81775842

Batch: 315810A
Date of manufacture:

API| Batches used

28.02.2024

Marketing Auth. N°.
Quantity released:
Expiry Date:

: JIII-000511
39.801 UN
01.2027

Code Description BatchNr  Supplier Batch Nr
10501253 OXIMETAZOLINA CLORHIDRATO 2301796 23202111
ANALYTICAL RESULTS

TEST RELEASE RESULTS
SPECIFICATIONS

APPEARANCE OF SOLUTION Not more colored than reference Conforms
solution Y7

APPEARANCE OF SOLUTION CLARITY Solution should be transparent or not Conforms
more opalescent than reference suspension
I

RELATIVE DENSITY d 20/20 1.006-1,010 1,008

PH 5,6-6,1 59

AVERAGE MASS OF DELIVERED DOSE 38.25mg - 51.75 mg 45,16

DELIVERED DOSE UNIFORMITY (WORT CASE) 25 0-2 0

DELIVERED DOSE UNIFORMITY (WORT CASE) 35 0-0 0

OSMOLALITY (mosm/kg) 270-330 mosmol/kg 292

FILLING VOLUME >=10ml 1.7

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conforms Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 475-525,0 pg/mi 510

HYDROLISIS PRODUCT <=0.5% related to the content of 0,00 %
Oxymethazolyne hydrochloride

ZP-1 - - <=0.5% related to the content of 0.00 %

tatfes = Oxymethazolyne hydrochloride

LARGEST UNIDENTIFIED DEGRADATION PRODUCT <=0.1% related to the content of 0,0 %
Oxymethazolyne hydrochloride

TOTAL DEGRADATION PRODUCTS <=12% 0,0 %

PSEUDOMONA AERUGINOSA IN 1 ML Absence/ml| Absence

STAPHYLOCOCCUS AUREUS IN 1ML Absence/ml| Absence

Microbial Contamination FUNGI (TYMC) <=10" CFU/mi 0 cfu

Microbial Contamination BACTERIA (TAMC) <=102 CFU/mI 0 cfu

STERILITY TEST Complies Conforms

Deviations: NO [ YES
Description of’ the event:

PNT:

This product has been analized by SOP: WIN-0000677 / WIN-0009323

Famar HCS, S.A.U. - Avenida Leganés 62-28923-Alcorcon-Madrid-Spain www famar-group.com

Manufacturing License 6481E / GMP Certificate Number ES/083HVI/21

[ 1 Ifsignificant deviations (which may have an impact on the quality of product).
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05502959 NASIVIN SENSITIVE 0,05% 10ML(RU)P&G-NEW

Customer material code: 81775842 Marketing Auth. N°.: JIII-000511
Batch: 315810A Quantity released: 39.801 UN
Date of manufacture: 28.02.2024 Expiry Date: 01.2027

API Batches used

Code Description Batch Nr Supplier Batch Nr
10501253 OXIMETAZOLINA CLORHIDRATO 2301796 23202111

Compliance statement:
| hereby certify that the above information is authentic and accurate according to MSM product data sheet 81775842. This batch of
product has been manufactured, including packaging and quality control in full compliance with the GMP requirements of the local
Regulatory Authority and with the specifications in the Marketing Authorization of the importing country. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP.

Released by: Signature:
(Qualified person)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 yg/dose /

HA3UBUH® CEHCUTUB,

cnpen HasanbHbI AO3UPOBaHHbLIW, 22,5 MKr/ao3a

05502959
315810A

Manufacturing date (mm.yyyy): /

ga'ra npounssoncrea ‘MM.ITIT[!

Expiry date (mm.yyyy): /
Cpok roaHocTy (Mm.rrrr):

02/2024

01/2027

Manufacturer according to the

registration in Russia: /

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

Mpoussoaurens B COOTBETCTBUU

¢ perucrpauueis B Poccuu:

«®amap Xanc Kea CepBuces Magpua, C.A.Y.»

Parameter / Mapametp

Specifications / Cneundukauum

Results / Peaynbrarhl

Identification
Oxymetazoline
hydrochloride /
MoanuHHocTb
OkcumeTasonuHa
rMapoOXnopug,

_| nony4YeHHON Npu KONUYECTBEHHOM

The retention time of the main peak on the
chromatogram of the tested solution is
required to correspond to the retention time
of the main peak on the chromatogram of the
oxymetazoline hydrochloride standard
solution, received at assay testing. / Bpems
yAepXuBaHUS OCHOBHOTO NUKa Ha
XpoMaTorpaMmme UCNbITYEMOro pacTeopa
AOMKHO COOTBETCTBOBATb BPEMEHMU
yAepX1uBaHUs OCHOBHOrO NukKa Ha
Xpomartorpamme CTaHAapTHOro pactsopa
oKCUMeTasonuHa ruapoxnopuaa,

conforms / cooTBeTcTBYET

onpegeneHuu.

Clarity / Mpo3payHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuvs npenapaTa He AoMKHa
npesbILaTh onanecueHUMIo 3TanoHa
cpaBHeHwus |.

conforms / cootsetcTByeT

Color of the solution /
LiseTHOCTbL pacTeopa

The product should be not more colored than
color reference solution Y7 / Mpenapar
aomkeH GbiTb okpawleH He Gonee
WHTEHCUBHO, YeM 3TanoH Y7.

conforms / cooTBeTcTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTHocuTensbHas nnoTtHocTb | OT 1,006 go 1,010

(d 20/20)

pH / pH From 5.6t06.1 /01 5,6 no 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 292 mOsmol/kg / 292
OcmMmonAnNbHOCTb Ot 270 go 330 mOcmonb/kr MOCMONb/Kr
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CERTIFICATE OF ANALYSIS / CEPTUDOUKAT AHAJTU3A

Product: / Mpoaykr

SAP-Code: / Kog SAP:
Batch no.: / Ne naptuu:
Manufacturing date (mm.

ga'ra npou3ssoncrea !MM.I’ l'l'l'!:

Expiry date (mm. |
Cpok rogHoCcTH (MM.ITTT):

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pug/dose /

HA3SMBUH® CEHCUTUB,

cnpe# HasanbHbIW 4O03UPOBaHHbLIN, 22,5 MKr/ao3a

05502959

315810A
2/

02/2024

01/2027

Manufacturer according to the

registration in Russia: /

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

[pousBoaguTentL B COOTBETCTBUU

C perucrtpauuew B Poccuu:

«®amap Xanc Kea Cepsuces Magpua, C.A.Y.»

Parameter / lMapameTp

Specifications / Cneundmkauuu

Results / Peaynbrarthbl

Mean dose weight and
uniformity of dose weight /
CpegHss macca fo3bl 1
OAHOPOAHOCTL Maceh!
Ao3bl

Mean dose weight: 45 mg £15 %.

Uniformity of dose weight: mean dose weight
+ 25 %.

Max. 2 from 10 doses > + 25 % from mean
dose weight.

But always < + 35 % from mean dose
weight. /

CpepHsis macca ao3bl: 45 Mr + 15 %.
OApHOPOAHOCTL MAacChl A403bl: CpeaHsAs
macca go3bl = 25 %.

He 6onee 2 u3 10 fo3 > + 25 % ot cpegHen
Macchb! 403bl.

Ho Bcerga < + 35 % oT cpegHein maccol
A03bi.

45.16 mg/45.16 mr

0

Related substances /
PopacTteeHHbIe npumecu

Impurity A (Hydrolysis product) — NMT 0.5
% / Mpumecb A (NPoAyKT ruaponusa) — He
6onee 0.5 %.

0.0%

Impurity ZP-1 —NMT 0.5 % /
Mpumecb ZP-1 — He Gonee 0.5 %.

0.0%

Single unidentified impurity - NMT 0.1 % /
EouHuuHas HemgeHTudULmMposaHHas
npumecb — He b6onee 0.1 %.

0.0%

Total impurities — NMT 1.2 % /
Cymma npumecei — He 6onee 1.2 %.

0.0%
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANN3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /

HA3SWBUH® CEHCUTMUB,

cnpei Ha3anbHbIN 4O3MPOBaHHbLIN, 22,5 MKr/no3a

05502959
315810A

Manufacturing date (mm.yyyy): /

ga'ra npoussoncrvea !MM."'I'I'!Z

Expiry date (mm.yyyy): /
Cpok ronHocTH (MM.FITT):

02/2024

01/2027

Manufacturer according to the

registration in Russia: /

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

nEOMBOAHT@nb B COOTBeTCTBUMU

€ perucrTpauuen B Poccum:

«®Pamap Xanc Kea Cepsuces Magpua, C.A.Y.»

Microbial purity / TAMC - NMT 102 CFU/ml / 0 CFU/ml/
Mukpo6uonornueckas Obwwee uncno a3pobHbix 6akTepui — He 0 KOE/mn
yucToTta 6onee 102 KOE/mn
TYMC — NMT 10! CFU/ml / 0 CFU/ml/
Ob6uee YUCO APOXOKEBbLIX U NNECHEBbIX 0 KOE/mn
rpnbos — He Gonee 10! KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 mi/
Ortcytcreue Pseudomonas aeruginosa/mn. | Otcytctayet 8 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
Ortcyrcreue Staphylococcus aureusivn. OrcytcteyeTr B 1,0 Mn
Assay 450 - 525 pg of oxymetazoline 510 pg/ml/ 510 mkr/mn
Oxymetazoline hydrochloride/ml. /
hydrochloride / 450 - 525 MKr okcumeTasonuHa
KonuyecteenHoe | rugpoxnopuaa/mn. s e
onpenenexHve
OkcumeTasonuHa
ruapoxnopvg
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pg/dose /
HA3UBUH® CEHCUTUB,

cnpei Ha3anbHbIM [O3MPOBaHHbIW, 22,5 MKr/go3a

05502959
315810A

Manufacturing date (mm.yyyy): /

ggfa npoussoAcTBa I MM.I’ITI'!:

Expiry date (mm.yyyy): /
Cpok rogHocTy (MMm.rrrr):

02/2024

01/2027

Manufacturer according to the

registration in Russia: /

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

MpoussoanTens B COOTBETCTBUN

¢ perucrpauuei 8 Poccuu:

«®amap Xanc Kea Cepsuces Magpug, C.A.Y.»

Parameter / NapameTp

Specifications / Cneundukaumnu

Results / PesynbraTthb!

Packaging / YnakoBska

Per 10 ml into a bottle of high-
density polyethylene with dosage
device and protective cap of high-
density polyethylene.

1 bottle enclosed with leaflet into
carton box. /

Mo 10 mn npenapata Bo dpnakoH
W3 NONUaTUNEHa BbICOKON
NNOTHOCTW C [O3UPYIOLLIUM
YCTPOWACTBOM U C 3aLLUTHON
KPbILLKOW W3 NONUaTKneHa
BbICOKOW NNOTHOCTW.

o 1 dpnakoHy BmecTe
VHCTPYKUME N0 NPUMEHEHWIO B
nayky KapTOHHY!IO.

Per 10 ml into a bottle of high-
density polyethylene with dosage
device and protective cap of high-
density polyethylene.

1 bottle enclosed with leaflet into
carton box. /

Mo 10 mn npenaparta 8o cnakoH
¥3 NONUAaTANEHA BbICOKON
MNIOTHOCTU C A03VPYIOLLIUM
YCTPOWCTBOM U C 3aLLWNTHON
KPbILWKOW U3 NONW3TUIIEHA
BbICOKOW NSOTHOCTW.

Mo 1 dbnakoHy BmecTe C
WNHCTPYKLUER No NPUMEHEHUIO B
NayKy KapTOHHYIO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBeTCTBUM C HOPMATUBHOMW
AOKYMeHTaLuen.

Complies as prescribed /
CooTteetcTByeT NpeanMcaHHomy

Storage conditions /
YcnoBusi XpaHeHust

At the temperature not more than 30°C. /

Mpu Temnepartype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years /3 roaa
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Mpoaykr

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

Manufacturing date (mm.yyyy): /
Oata npoussoacTea (MMm.rrrr):
Expiry date (mm.yyyy): /

Cpok roaHocTu (MM.ITrT):
Manufacturer according to the
registration in Russia: /

nEOM3BOEMTEIIb B COOTBeTCTBUU

€ perucrpauue 8 Poccuu:

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 uyg/dose /
HA3UBUH® CEHCUTUB,

cnpeu HasanbHbIN 4O3MPOBaHHbLIN, 22,5 MKr/Ao3a

05502959
315810A

02/2024
01/2027
Famar Health Care Services Madrid, S.A.U./

«®amap Xanc Kea Cepsuces Magpua, C.A.Y.»

API name / HaumeHoBaHue A®C:

Oxymetazoline hydrochloride / OkcumertasonuHa

rmapoxnopua
INN / MHH: Oxymetazoline / OkcumeTasonux
API manufacturer batch number !
Homep cepumn npoussogurensi A®C; 23202111
FP Manufacturer  API Batch number / 2301796

Homep cepuu cy6eTaHumn npoussoautens MMo:

Siegfried PharmaChemikalien Minden GmbH,

AP} Manufactured by & country / Germany /

Mpouasoaurent AGC, cTpana:

__ 3urgppun PapmaXemukanmen MuHgeH MM6X,
epmaHus

Assessment: / 3aknioueHnve: The batch complies with the specification according to ND /M-
000511-211022 / MapTua cooTBeTCTBYET cneundukaLmnam
HopmaTtusHoro fokymexta JIM-000511-211022

Date / Signature of Qualified Person: /
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