FAMAR

Certificate of Conformity

05502960 NASIVIN SENSITIVE 0,025% 10ML(RU)P&G-NEW

Customer material code: 81775841 Marketing Auth. N°.: JIII-000511
Batch: 301490A Quantity released: 38.463 UN
Date of manufacture: 06.09.2023 Expiry Date: 09.2026

API Batches used

Code Description Batch Nr Supplier Batch Nr
10501253 OXIMETAZOLINA CLORHIDRATO 2301091 19032049

ANALYTICAL RESULTS

TEST RELEASE RESULTS
SPECIFICATIONS

APPEARANCE OF SOLUTION Not more colored than purified Conforms
water/reference solution Y7

APPEARANCE OF SOLUTION CLARITY Not more opalescent than purified Conforms
water/reference suspension |

RELATIVE DENSITY d 20/20 1.006-1.010 1,008

PH 5,6-6,1 59

AVERAGE MASS OF DELIVERED DOSE 38.25 mg - 51.75 mg 43,31

DELIVERED DOSE UNIFORMITY (WORT CASE) 25 Max. 2/10 >=25% 0

DELIVERED DOSE UNIFORMITY (WORT CASE) 35 0 >=35% 0

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

FILLING VOLUME >= 10,0 ml 11,8 ml

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 237.5-262.5 ug/ml 250,1

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

ZP-1 <=0.5% related to the content of 0,00 %
Oxymethazolyne hydrochloride

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

TOTAL DEGRADATION PRODUCTS <=1.2% 0,0 %

PSEUDOMONA AERUGINOSA IN 1 ML Absence/ml Absence

STAPHYLOCOCCUS AUREUS IN 1ML Absence/ml Absence

Microbial Contamination BACTERIA (TAMC) <=10"2 CFU/mi 0 cfu

Microbial Contamination FUNGI (TYMC) <=10* CFU/ml 0 cfu

STERILITY TEST Complies Conforms

Deviations: NO fw YES [ ] Ifsignificant deviations (which may have an impact on the quality of product).

Description of the event:

PNT:
This product has been analized by SOP: GMP_QAM_01019/ 1039 SOP_00758
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Compliance statement:
| hereby certify that the above information is authentic and accurate according to MSM product data sheet 81775841. 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 o Slgnature .
(Qualified person)

{ MJ(,) TLAI"\,EA,E'Z__
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CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHATU3A

Product: / Mpoaykr

SAP-Code: | Kon SAP:
Batch no.: / Ne napTtuu:

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /

HA3SUBUH® CEHCUTUB,

crpen HasanbHbIA 0O03UPOBaHHbIN, 11,25 MKr/go3a

05502960
301490A

Manufacturing date (mm.yyyy): /

Oara npou3BoacTBa (MM.ITrr):

09/2023

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

09/2026

Manufacturer according to the

reqgistration in Russia: /

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

MponaBoguTenb B COOTBETCTBUMU

c peructpauuein B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundoukaumnm

Results / PeaynbTathl

Identification
Oxymetazoline
hydrochloride /
MopgnuHHOCTL
OkcumeTasonuHa
rmgpoxnopug

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
YASPXNBAHWUSA OCHOBHOIMO NUKa Ha
XpomaTorpamme UCnbITyeMoro pactsopa
AOMKHO COOTBETCTBOBATb BPEMEHMU
yAepKuBaHWA OCHOBHOMO NUKa Ha
XpomaTtorpaMmme cTaHAapTHOro pacteopa
OKCMMETas30fNuHa ruapoxnopunaa,
nony4YeHHou Npu KONUYECTBEHHOM
onpegeneHuun.

conforms / cooTBeTCTBYET

Clarity / Npo3payHocTb

The product should be not more opalescent
than reference suspension |. /
OnarnecueHumsa npenapaTta He [oIKHa
npeBbILaTh OnanecUeHUno 3TanoHa
cpasHeHUA |.

conforms / cooTBeTCcTBYET

Color of the solution /
LiBeTHOCTL pacTeopa

The product should be not more colored than
color reference solution Y7 / Mpenapat
AomkeH ObITb OKkpalleH He Bonee
WHTEHCUBHO, YeM 3TanoH Y.

conforms / cooTBeTCcTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTtHocuTenbHas nnoTtHocTk | OT 1,006 ao 1,010

(d 20/20)

pH/pH From 5.6t06.1/0T1 5,6 go 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 292 mOsmol/kg / 292
OcmonsneHOCTb Ot 270 po 330 mOcmonb/kr mOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / MpoayKkt

NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pg/dose /

HA3UBUH® CEHCUTUB,
crnpen HasanbHbIA A03MpOBaHHbIW, 11,25 MKr/no3a
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptum: 301490A
Manufacturing date (mm.yyyy): /
fara npou3BoacTBa (MM.ITIT): 09/2023
Expiry date (mm.yyyy): /
CpokK rogHocTH (MM.ITIT): 09/2026

Manufacturer according to the

registration in Russia: /

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

Mpou3soauTenk B COOTBETCTBUM

c perucrpauven B Poccuu:

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

Parameter / MapameTtp Specifications / Cneundukaumm Results / Pe3ynbTaThb!
Mean dose weight and Mean dose weight: 45 mg £15 %. 43.31 mg/43.31 mr
uniformity of dose weight / | Uniformity of dose weight: mean dose weight
Cpepnsa macca oossl n + 25 %.
O HOPOOHOCTb Macchbl Max. 2 from 10 doses > £ 25 % from mean
0o3bl dose weight. 0

But always < £ 35 % from mean dose

weight. / 0

CpepHsas macca gosbl: 45 mr = 15 %.
OaHOpOoAHOCTL Macchbl 403bl: CPEAHNS
macca go3bl + 25 %.

He Gonee 2 n3 10 gos > + 25 % oT cpeaHeli |
Maccbl 403bl.
Ho Bcerga < + 35 % oT cpeaHeld Mmacchl 0
003bl.

Related substances /
PoacTteeHHble npumech

Impurity A (Hydrolysis product) — NMT 0.5 0.0%
% / Mpumeck A (NPOAyKT ruaponnsa) — He
6onee 0.5 %.

Impurity ZP-1 = NMT 0.5 % / 0.0%
Mpumeck ZP-1 — He 6onee 0.5 %.

Single unidentified impurity — NMT 0.1 %/ |0.0%
EavHuuHaa HempeHTUULMpoBaHHas
npumeck — He 6onee 0.1 %.

Total impurities — NMT 1.2 % / 0.0%
Cymma npumecen — He 6onee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANTU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pg/dose /

HA3SUBUH® CEHCUTUB,
crnpeu HasanbHbIA JO3MPOBaHHbIN, 11,25 MKkr/no3a
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne napTtuu: 301490A
Manufacturing date (mm.yyyy): /
fara npousBoacTea (MM.rrrr): 09/2023
Expiry date (mm.yyyy): /
CpoK rogHoCcTH (MM.ITIT): 09/2026

Manufacturer according to the

reqgistration in Russia: /

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

MpousBoauTens B COOTBETCTBUM

¢ peructpauven B Poccuu:

«®amap Xanc Kea Cepsuces Magpug, C.AY.»

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/mI/
Mukpoburonoruyeckas O6uwee yncno a3pobHbIx HakTepuin — He 0 KOE/mn
yucToTa 6onee 102 KOE/mn
TYMC — NMT 10! CFU/ml / 0 CFU/mlt/
O6Lee Yicno oPOXOKEBBIX U NNECHEBLIX 0 KOE/mn
rpubos — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
Orcytcteue Pseudomonas aeruginosa/mn. | Otcytcteyet B 1,0 M
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OtcytctBue Staphylococcus aureus/mn. OtcyTcteyeT B 1,0 Mn
Assay 225 — 262.5 pg of oxymetazoline 250.1 pg/ml / 250.1
Oxymetazoline hydrochloride/ml. / MKr/mn
hydrochloride / 225 — 262,5 MKr okcumeTasonuHa
KonuyecTBeHHoe rmgpoxnopwuga/mn.
onpepenexHve
OxkcumeTtasonuHa
rugpoxnopua
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / MIpoaykTt

SAP-Code: /| Kon SAP:
Batch no.: / Ne napTuu:

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3UWBUH® CEHCUTUB,

cnpein HasanbHbIA AO3UPOBaHHLINA, 11,25 Mmkr/nosa

05502960
301490A

Manufacturing date (mm.yyyy): /

Oata npoussogcrea (MM.rrrr):

09/2023

Expiry date (mm.yyyy): /
CpoK rogHOCTH (MM.ITIT):

Manufacturer according to

09/2026
the

reqgistration in Russia: /

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

lMpousBoauTens B COOTBETCTBUU

c peructpauuen B Poccum:

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

Parameter / NapameTp

Specifications / Cneundunkaunmn

Results / PesynbraTthl

Packaging / Ynakoska

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 ¢nakoH
13 NONN3TUIEHA BbICOKON
NAOTHOCTM C 4O3VPYIOLLUM
YCTPOWCTBOM W C 3alyUTHON
KPbILLKOW U3 NonmaTuneHa
BbICOKOW MNOTHOCTW.

Mo 1 donakoHy BmecTe ¢
WHCTPYKLUWEN NO NPUMEHEHUIO B
nayky KapTOHHYH.

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 Bo pnakoH
13 NONUATUNEHA BbICOKON
NAOTHOCTW C [O3MPYHOLLMM
YCTPONCTBOM U C 3aLLMTHOW
KPbILLKOW N3 nonuaTuneHa
BbICOKOW NSIOTHOCTW.

Mo 1 conakoHy BmecTe C
WHCTPYKUMEN NO NPUMEHEHUIO B
Nayky KapTOHHYHO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBEeTCTBUM C HOPMATUBHOW
OOKYMEHTaumen.

Complies as prescribed /
CooTBeTCcTBYET NpeanucaHHoOMy

Storage conditions /
YcnoBusa xpaHeHua

At the temperature not more than 30°C. /

Mpu TemnepaTtype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3 roga
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAINU3A

Product: / lpogyKTr

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3UBUH® CEHCUTUB,
crnpeu HasanbHbIA O3MPOBaHHbIN, 11,25 MKr/gosa

SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne napTuu: 301490A
Manufacturing date (mm.yyyy): /

dara npoussoacTea (MM.ITrT): 09/2023
Expiry date (mm.yyyy): /

CpokK rogHocTu (MM.rrrr): 09/2026

Manufacturer according to the
registration in Russia: /
MNpoussoauTens B COOTBETCTBUMU
C peructpauuen B Poccuu:

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

«®amap Xanc Kea Cepsuces Magpug, C.AY.»

APl name / HaumeHoBaHnue ADC:

Oxymetazoline hydrochloride / OkcumeTasonuna

rmapoxnopua,
INN / MHH: Oxymetazoline / OkcumeTazonuH
API manufacturer batch number /
Homep cepuu npoussogutenss ADC: 19032049
FP Manufacturer API Batch number / 2301091

Homep cepumu cyGcTaHuuu npoussoaurtens [ Nd:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country ) Germany /
Mpoussoautens APC, cTpaHa: Burcppug PapmaXemukanued MuHgeH MmbX,
repmaHus

Assessment: / 3aknioyeHue:

The batch complies with the specification according to ND M-

000511-211022 / MapTus coOTBETCTBYET cneLmdnkaumsam

Date / Signature of Qualified Person: /
darta / noanuchL YNONHOMOYEHHOIO Nuua:

HopmaTusHoro aokymenTa JIM-000511-211022
LASeP 20723 04\ S

Lunls famles T/aF

FAMaa raocaly
7295€P 223







