FAMAR

Certificate of Conformity

05503228 NASIVIN SENSITIVE 0,025% 10ML(RU)P&G-Nw2
Marketing Auth. N°.: JITII-000511

Customer material code: 80781185

Batch: 340590A

Date of manufacture: 29.01.2025

API Batches used

Code Description
10501253 OXIMETAZOLINA CLORHIDRATO

Quantity released:

Batch Nr
2401719

38.519 UN
Expiry Date: 12.2027

Supplier
Batch Nr Manufacturer Country
24252103 SIEGFRIED PHARMACHEM DE

IKALIEN MINDEN GmBH

ANALYTICAL RESULTS

TEST RELEASE RESULTS
SPECIFICATIONS

APPEARANCE OF SOLUTION COLOR 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 INTRA 38,25-51,75 mg 47,26 mg

INTRAVIAL UNIFORMITY OF DOSAGE (+/-25 %) 0-1 0

INTRAVIAL UNIFORMITY OF DOSAGE (+/-35 %) 0-0 0

OSMOLALITY (mosm/kg) 270 - 330 mOsmol/Kg 286

AVERAGE NUMBER OF DOSES PER CONTAINER Min. 143 deliveries 207

FILLING VOLUME >= 10 ml 12 ml

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 237,5 - 262,5 ug/ml 250,2

HYDROLISIS PRODUCT <= 0,5% related to the content of 0,0 %
Oxymethazoline hydrochloride

ZP-1 <= 0,5% related to the content of 0,0%
Oxymethazoline hydrochloride

LARGEST UNIDENTIFIED DEGRADATION PRODUCT <= 0,1% related to the content of 00%
Oxymethazoline hydrochloride

TOTAL DEGRADATION PRODUCTS <=1,2% 00%

PSEUDOMONA AERUGINOSA IN 1 ML Absence/ml Absence

STAPHYLOCOCCUS AUREUS IN 1ML Absence/ml Absence

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

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

STERILITY TEST Complies Conforms

Deviations: No P9 YES
Description of the event:

[ 1 Ifsignificant deviations (which may have an impact on the quality of product).

Famar HCS, S.A.U. - Avenida Leganés 62-28923-Alcorcon-Madrid-Spain www.famar-group.com 172

Manufacturing License 6481E / GMP Certificate Number ES/115HVI/24



FAMAR
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05503228 NASIVIN SENSITIVE 0,025% 10ML(RU)P&G-Nw2

Customer material code: 80781185 Marketing Auth. N°.: JIII-000511
Batch: 340590A Quantity released: 38.519 UN
Date of manufacture: 29.01.2025 Expiry Date: 12.2027

API Batches used

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2401719 24252103 SIEGFRIED PHARMACHEM  DE

IKALIEN MINDEN GmBH

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

Certification statement:
| hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the MSM
product data sheet 80781185, with the GMP requirements of the EU and (when within the EU) with the requirements of the Marketing
Authorization(s) of the destination country/countries.

Released by: MéU\,’\CC\_ So:, \/\d)pe% Signature:

(Qualified person)

o Ll

2 JCER20LY .
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANUIA

Product: / TNpoavKT

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

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

cnpen HasanbHbIW 4O3UPOBaHHbLINA, 11,25 MKr/ao3a

05503228
340590A

Manufacturing date (mm.yyyy): /

Oara npouseoacTea (MM.ITIT):

01.2025

Expiry date (mm.yyyy): /
CpoOK rogHoOCTH (MM.IrrT):

12.2027

Manufacturer according to the

registration in Russia: /

MpoussoauTens B COOTBETCTBUU

c peructpauuein B Poccum:

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

«®amap Xanc Kea Cepruces Maapun, C.A.Y.»

Parameter / NapameTtp

Specifications / Cneundcdukaumm

Results / PesynbTtaTthbl

Identification
Oxymetazoline
hydrochloride /
MNoannHHoCTb
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
yAEpX1UBaAHNA OCHOBHOrO MyKa Ha
XpoMaTorpamme UCnbITyemMoro pacTsopa
[OMMKHO COOTBETCTBOBATL BPEMEHU
yAepKUBaAHWUSA OCHOBHOTO MNKa Ha
XpomaTorpaMmmMme CTaHAapTHOro pacteopa
OKCMMETa30nunHa rnapoxsriopuaa,
NONy4YeHHOW NpU KONUYECTBEHHOM
onpeaeneHuu.

conforms / cooTBeTCTBYET

Clarity / NMpospayHocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHuma npenapata He AoMmKHa
NpeBbILWaTh ONanecUeHLMIo aTanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiseTHOCTL pacTeopa

The product should be not more colored than
color reference solution Y7 / Mpenapat
AonxeH bbITb OKpalleH He 6onee
WHTEHCUBHO, YeM 3TanoH Y.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTtHocuTensHas nnotHocTb | OT 1,006 Ao 1,010

(d 20/20)

pH / pH From5.6t06.1/0T1 5,6 0o 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 286 mOsmol/kg / 286
OcmonanbHoOCTb Ot 270 po 330 mOcmonb/kr MmOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpogykr

SAP-Code: /| Koo SAP:
Batch no.: / Ne naptumn:

NASIVIN® SENSITIVE

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

HA3NBUH® CEHCUTUB,

cnpen Has3anbHbIW 4O3MpoBaHHbINA, 11,25 Mkr/no3a

05503228
340590A

Manufacturing date (mm.yyyy): /

fara npousBoacTBa (MM.rrrr):

Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.TTTT):

01.2025

12.2027

Manufacturer according to the

reqgistration in Russia: /

Mpou3soauTent B COOTBETCTBMU

¢ peructpauuein B Poccum:

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

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

Parameter / MapameTp

Specifications / Cneundumkaunm

Results / PesynbTtaTthl

YUCTOTA

6onee 102 KOE/mn

Mean dose weight and Mean dose weight: 45 mg £15 %. 47.26 mg / 47.26 mr
uniformity of dose weight /
CpeaHsis Mmacca [o3bl 1 Uniformity of dose weight: must comply.
OAHOPOAHOCTL MacChl
A03bl
OpHOpoAHOCT  Macchl  J03bI:  JIOJDKHA
COOTBETCTBOBATH
Number of doses per pack |Not less than 143 doses per container./ 207 doses/ 207 o3
/ KonnyecTtso o3 B
ynakoske He meHee 143 no3 Bo gnakoHe
Related substances / Impurity A (Hydrolysis product) — NMT 2.0 0.0%
PogacTteeHHbIe npumecy % / Mpumeck A (NpoAyKT rmaponusa) — He
bonee 2,0 %.
Impurity ZP-1 — NMT 1.5 % / 0.0%
Mpumecs ZP-1 — He 6onee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EavHuyHas HenpgeHTUdUMpOBaHHas
npumeck — He 6onee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%
Cymma npumecein — He 6onee 4,9 %.
Microbial purity / TAMC — NMT 10? CFU/ml / 0 CFU/mi /
Mukpo6uonornyeckas O6wee uncno aspobHbIx bakTepuit — He OKOE/mn
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CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHAJIU3A

Product: / MpoaykT

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

HA3NBUH® CEHCUTUB,
cnpeun HasanbHbIi A4O03UPOBaHHbIN, 11,25 MKr/po3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 340590A
Manufacturing date (mm.yyyy): /
Oara npousBoAcTBa (MM.ITIT): 01.2025
Expiry date (mm.yyyy): /
CpoK rogHOCTH (MM.ITTT): 12.2027

Manufacturer according to the

registration in Russia: /

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

[poussoaunTenb B COOTBETCTBUM

C perucTpauunein B Poccum:

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

TYMC — NMT 10! CFU/ml / 0 CFU/ml /
ObLee uncno opookeBbIX U NNECHEBLIX OKOE/mn
rpnbos — He 6onee 10! KOE/mn

Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OtcytctBue Pseudomonas aeruginosa/mn. | Otcytcreyet B 1,0 Mn

rMapoxnopug

Staphylococcus aureus — absence/ml. / Absentin 1.0 mi/
OtcyTcTBue Staphylococcus aureus/imn. Otcytereyer B8 1,0 Mn
Assay 225 - 262.5 g of oxymetazoline 250.2 yg/ml / 250.2
Oxymetazoline hydrochloride/ml. / MKr/Mn
hydrochloride / 225 — 262,5 MKr oKCUMETa30/MHa
KonuuectaeHHoe rmgpoxnopuga/mn.
onpeaeneHve
OkcumeTtasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3SUBUH® CEHCUTUB,

Cnpen HasanbHbIN J03MpoBaHHbIW, 11,25 MKr/no3a

05503228
340590A

Manufacturing date (mm.yyyy): /

Oara npouseogcTea (MM.Irrr):

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

01.2025

12.2027

Manufacturer according to the

reqistration in Russia: /

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

I'Ipouse.o,umeng. B COOTBEeTCTBUM

c peructpauuei B8 Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuudmkauuu

Results / PesynbTtathl

Packaging / YnakoBka

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 NonWaTUNEHA BbICOKOW
NAOTHOCTU C A03UPYIOLLNM
YCTPOWCTBOM U C 3aLUUTHOMN
KPbILLKOW U3 NOnuMaTureHa
BbICOKOW MITOTHOCTU.

Mo 1 bnakoHy BmecTe ¢
WHCTPYKLUWENR N0 NPUMEHEHWIO B
nayky KapTOHHYIO.

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 npenapaTta BO hnakoH
U3 NONNITUMEHA BbICOKON
NAOTHOCTM C A03VPYIOLLUM
YCTPOWCTBOM U C 3aLLUTHOW
KPbILLKOW U3 NonmMaTuneHa
BbICOKOW MNOTHOCTM.

Mo 1 pnakoHy BmecTe C
WHCTPYKLMEN No NPUMEHEHUIO B
naJKy KapTOHHYHO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBeTCTBMM C HOPMATUBHOW
OOKyMEHTaLMeN.

Complies as prescribed /
CooTBeTcTBYET NpeanMcaHHOMY

Storage conditions /
Ycnosus xpaHeHus

At the temperature not more than 25°C. /

Mpu Temnepatype He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3 roga
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJTU3A

Product: / Mpoaykr

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

HA3VUBUH® CEHCUTWB,
cnpeun HasanbHbIA 4O03UPOBaHHbLINA, 11,25 MKr/no3a

SAP-Code: / Kog SAP: 05503228
Baich no.: / Ne naptum: 340590A
Manufacturing date (mm.yyyy): /

Oara npoussoacTBa (MM.rrrr): 01.2025
Expiry date (mm.yyyy): /

Cpok roaHoCTH (MM.ITrT): 12.2027

Manufacturer according to the
registration in Russia: /

[MpousBoauTens B COOTBETCTBUMN
C peructpauuen B Poccuu:

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

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

APl name / HaumeHoBaHue A®C:

Oxymetazoline hydrochloride / OkcumeTasonuna

rmagpoxnopua
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number )
Homep cepuun npousBoaurena A®C: 24252103
FP Manufacturer  API Batch number / 2401719

Howmep cepum cybcTanuum nponssogutens Mo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
Mpouzsoautens APC, ctpaHa: Surdpug GapmaXemukanued MungeH Mibx,
['epmaHusa

Assessment: / 3aknoueHue:

The batch complies with the specification according to ND JII1-
000511-211022 amendment 1 from 03.11 .2023 // MNMapTua

COOTBETCTBYET cneuudukaLmsmMm HopMaTMBHOro AokymeHTa Jill-
000511-211022 nsmeHeHwne Ne1 ot 03.11 .2023

Date / Signature of Qualified Person: /
Oarta / noanuch YNonHOMOYEeHHOro nuua:

A2 MARZSZS L"/_Z}EE;L/A_:#:)
'k__/’//‘

K\/\o/u\,\"ca Saw dnez /@P
FAMAR MADZ LD







