FAMAR

Certificate of Conformity

05503228 NASIVIN SENSITIVE 0,025% 10ML(RU)P&G-Nw2
Marketing Auth. N°.: JIII-000511
Quantity released: 38.702 UN

Customer material code: 80781185

Batch: 340890A

Date of manufacture: 31.01.2025

API Batches used

Code Description
10501253 OXIMETAZOLINA CLORHIDRATO

Supplier
Batch Nr Batch Nr
2401720 24272098

Expiry Date: 12.2027

Manufacturer Country
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 1,009

PH 5,60-6,10 5,88

AVERAGE MASS OF DELIVERED DOSE INTRA 38,25-51,75 mg 47,56 mg

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

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

OSMOLALITY (mosm/kg) 270 - 330 mOsmol/Kg 291

AVERAGE NUMBER OF DOSES PER CONTAINER Min. 143 deliveries 208

FILLING VOLUME >=10 ml 12 ml

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 237,5 - 262,5 pg/ml 2499

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

ZP-1 <=0,5% related to the content of 00 %
Oxymethazoline hydrochloride

LARGEST UNIDENTIFIED DEGRADATION PRODUCT <= 0,1% related to the content of 0.0 %
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) <= 102 CFU/mI 0 cfu

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

STERILITY TEST Complies Conforms

Deviations: NO YES [ 1 Ifsignificant deviations (which may have an impact on the quality of product).

Description o he event:

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

Manufacturing License 6481E / GMP Certificate Number ES/115HV1/24



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: 340890A Quantity released: 38.702 UN
Date of manufacture: 31.01.2025 Expiry Date: 12.2027

API Batches used

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2401720 24272098 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: Signature:
(Qualified person)
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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHAJIU3A

Product: / lNpoavkr

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

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

cnpen Ha3anbHbIA 4O3UpOBaHHbLIN, 11,25 Mkr/gosa

056503228
340890A

Manufacturing date (mm.yyyy): /

01.2025

Odara npouzBoacTBa (MM.IIIT):

Expiry date (mm.yyyy): /
CpoK rogHOoCTH (MM.rrrT):

12.2027

Manufacturer according to the

reqgistration in Russia: /

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

ﬂpougaonmenb B COOTBETCTEMMU

c pernctpauueit B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundoukauum

Results / PesynbTaTthbl

Identification
Oxymetazoline
hydrochloride /
MopnuHHOCTL
OkcnmeTasonuHa
rmapoxnopug

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. / Bpemsa
yOoepKnuBaHWsi OCHOBHOrO NuKa Ha
XpomaTorpamme UCnbITyeMoro pactsopa
AOMKHO COOTBETCTBOBATL BPEMEHU
YAEPXUBAHAS OCHOBHOMO NWKa Ha
XpomaTtorpamme CTaHgapTHOro pactsopa
OKCUMETa30mMHa ruapoxnopuaa,
NOSTy4EeHHOW NpU KONMYECTBEHHOM
onpegeneHuu.

conforms / cooTBeTCTBYET

Clarity / MNMpoapayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHUns NnpenapaTta He A0IMPKHA
npesbilaTe onanecueHUmnio aTanoHa
cpaBHeHus |.

conforms / cooTBeTCcTBYET

Color of the solution /
LiBeTHoOCTb pacTeopa

The product should be not more colored than
color reference solution Y7 / MNpenapat
norxeH 6blTb okpalweH He 6onee
WHTEHCWUBHO, YeM 3TanoH Y7.

conforms / cooTBETCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.009
OtHocuTtenbHas nnotHocTb | OT 1,006 go 1,010

(d 20/20)

pH /pH From56t06.1/0T 5,6 no 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg /
OcmMonanbHOCTL Ot 270 po 330 mOcmonb/kr 291mOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTU3A

Product: / Mpogykr

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

[ara npoussoacTea (MM.ITIT):

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

Ccnpewn Ha3anbHbIA OO3UpoBaHHbIA, 11,25 MKr/nosa

05503228

340890A
il

01.2025

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

12.2027

Manufacturer according to the

registration in Russia: /

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

nDOH3BOEHTe.I'lb B COOTBETCTBUMN

¢ perucrpauuven B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukauum

Results / PesynbTarhl

Mean dose weight and
uniformity of dose weight /
CpeaHsis macca 0osbl
OAHOPOAHOCTL MaccChl
[o3bl

Mean dose weight: 45 mg +15 %.

Uniformity of dose weight: must comply.

OﬂHOpOﬂHOCTb MaccChl

COOTBCTCTBOBATH

JO3BbI:

JIOJDKHA

47.56 mg/47.56 mr

Number of doses per pack
/ KonnyecTtBo 003 B
ynaKoBKe

Not less than 143 doses per container./

He meHee 143 no3 Bo nakoHe

208 doses/ 208 po3

Related substances /
PoacreeHHble npumecu

Impurity A (Hydrolysis product) — NMT 2.0
% / Mpumeck A (NpoaykT rupponunsa) — He
6onee 2,0 %.

0.0%

Impurity ZP-1 = NMT 1.5 % /
Mpumeck ZP-1 — He 6onee 1,5 %.

0.0 %

Single unidentified impurity — NMT 1.0 % /
EnvHn4Has HempeHTUULUMpPOBaHHAS
npumeck — He 6onee 1,0 %.

0.0%

Total impurities — NMT 4.9 % /
Cymma npumeceit — He 6onee 4,9 %.

0.0 %

Microbial purity /
MukpoGuonoruyeckas
yucrota

TAMC — NMT 102 CFU/ml /
O6uee yncno aspobHbix BakTepun — He
6onee 102 KOE/mn

0 CFU/ml/
OKOE/mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTN3A

Product: / Mpoaykr

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

HA3NBUH® CEHCUTUB,
crnpeun HasanbHbIA [O3UPOBaHHbIN, 11,25 MKr/go3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptumu: 340890A
Manufacturing date (mm.vyyy): /
[ara npouasoacTBa (MM.ITrT): 01.2025
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.TITTT): 12.2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTent B COOTBETCTBUM

c perucrpauuen B Poccuu:

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

TYMC — NMT 10! CFU/mi / 0 CFU/ml/
O6uwee YnMcno OpoXOKEBbLIX U NNECHeBbIX OKOE/mn
rpubos — He Gonee 10" KOE/mn

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

rmagpoxnopug

Staphylococcus aureus — absence/ml. / Absentin 1.0 mi/
OTcyTtctBue Staphylococcus aureus/mn. OtcyTcTtByeT B 1,0 Mn
Assay 225 - 262.5 pg of oxymetazoline 249.9 ug/ml /249.9
Oxymetazoline hydrochloride/ml. / MKr/MIT
hydrochloride / 225 — 262,5 MKr oKcMMeTasonuHa
KonuuyectseHHoe rmagpoxnopwuga/mn.
onpepeneHuve
OkcvmeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykt NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pg/dose /
HA3UBUH® CEHCUTUB,
cnpew Ha3anbHbiA JO3upoBaHHbIA, 11,25 MKr/aosa
SAP-Code: /| Kog SAP: 05503228
Baich no.: / Ne naptuu: 340890A
Manufacturing date (mm.yyyy): /
HaTta npoussogcTsea (MM.rrrr): 01.2025
Expiry date (mm.yyyy): /
CpoOK roaHOCTH (MM.FTTT): 12.2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpoussoauTens B COOTBETCTBUM
C perucrpaumei B Poccuu: «®Pamap Xanc Kea Cepsuces Magpua, C.AY.»
Parameter / MapameTp | Specifications / Cneundunkauuum | Results / PesynbtaTthbl
Packaging / YnakoBka Per 10 ml into a bottle of high- Per 10 ml into a bottle of high-
density polyethylene with dosage | density polyethylene with dosage
device and protective cap of high- | device and protective cap of high-
density polyethylene. density polyethylene.
1 bottle enclosed with leaflet into | 1 bottle enclosed with leaflet into
carton box. / carton box. /
Mo 10 mn npenapata Bo ¢pnakoH | Mo 10 mn npenapaTa Bo ¢riakoH
13 NONN3TUIIEHA BbICOKOW 13 NONNITUNEHA BbICOKOW
NAOTHOCTU C AO3MPYIOLLUM NNOTHOCTU C AO3UPYIOLLMM
YCTPOWCTBOM U C 3aLUMTHOWA YCTPOWACTBOM W C 3aLLUTHOW
KPbILLKOW U3 NONUaTUneHa KPbILLKOW U3 NonMaTuneHa
BbICOKOW MIIOTHOCTMK. BbICOKOW MIOTHOCTMX.
Mo 1 donakoHy BMecCTe C Mo 1 dnakoHy BmecTe €
WHCTPYKUMER NO NPUMEHEHWIO B | UHCTPYKLUWE MO NPUMEHEHWIO B
nayKy KapTOHHYO. NavKy KAPTOHHY!O.
Labeling / Mapkupogeka In accordance with ND. / Compilies as prescribed /
B cooTtBeTcTBMM ¢ HOpmaTuBHol | CooTBeTCTBYET NpeanucaHHoMy
OOKYMeHTaUunen.
Storage conditions / At the temperature not more than 25°C. /
YcnoBusa XpaHeHus Mpu TemnepaTtype He Bbiwwe 25 °C.
Shelf-life / Cpok xpaHeHus | 3 years / 3 roga




CERTIFICATE

Product: / lNpoaykT

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

Manufacturing date (mm.yyyy): /
Hara npou3BogcTBa (MM.FITT):

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

Manufacturer according to the

registration in Russia: /
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OF ANALYSIS / CEPTU®UKAT AHAITN3A

NASIVIN® SENSITIVE

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

crpen HasanbHbIW AO3UpoBaHHbIN, 11,25 Mmkr/qosa

05503228
340890A

01.2025
12.2027

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

[poussoauTentL B COOTBETCTBUM

¢ perucrtpauuen B Poccuu:

«®amap Xanc Kea Cepeuces Maapun, CA.Y.»

APl name / HaumeHoBaHue A®DC:

Oxymetazoline hydrochloride / OkcumeTasonuna

ruapoxnopua
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepumn npouseoautenst A®C: RSSiR000
FP Manufacturer API Batch number / 2401720

Homep cepuu cybctaHuum npoussogurena MNMo:

API Manufactured by & country 1 Germany /
Mpousesoautens A®C, cTpaHa: 3urdpug PapmaXemukanuer MuHgeH M'méX,
epmaHns

Siegfried PharmaChemikalien Minden GmbH,

Assessment: / 3aknoueHue:

The batch complies with the specification according to ND [1I1-
000511-211022 amendment 1 from 03.11 .2023 // MNMapTus
COOTBETCTBYET cneuncukaumsMm HoOpMaTUBHOrO AoKymeHTa JIIM-

000511-211022 nsmeHerne Ne1 ot 03.11 .2023 .
Date / Signature of Qualified Person: / A Fr=
farta / noaAn1ch ynosHOMOYEHHOro nuua: /l CLZo ) ,/ 4

Au@j LA"Sdee /o

FAamad maoln
AS fed oy






