FAMAR

Certificate of Conformity

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

Customer material code: 80781185

Batch: 340540A

Date of manufacture: 27.01.2025

API Batches used

Code Description
10501253 OXIMETAZOLINA CLORHIDRATO

Quantity released:

Batch Nr
2401719

26.400 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 5,9

AVERAGE MASS OF DELIVERED DOSE INTRA 38,25-51,75 mg 45,35 mg

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

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

OSMOLALITY (mosm/kg) 270 - 330 mOsmol/Kg 293

AVERAGE NUMBER OF DOSES PER CONTAINER Min. 143 deliveries 205

FILLING VOLUME >=10 ml 12ml

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 237,5 - 262,5 pg/ml 2517

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 0.0 %
Oxymethazoline hydrochloride

TOTAL DEGRADATION PRODUCTS <=1,2% 0,0 %

PSEUDOMONA AERUGINOSA IN 1 ML Absence/ml| Absence

STAPHYLOCOCCUS AUREUS IN 1ML Absence/mi Absence

Microbial Contamination BACTERIA (TAMC) <= 1072 CFU/mI 0 cfu

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

STERILITY TEST Complies Conforms

Deviations: NO [<] YES
Description of the event:

[ 1 Ifsignificant deviations (which may have an impact on the quality of product).
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Certificate of Conformity
05503228 NASIVIN SENSITIVE 0,025% 10ML(RU)P&G-Nw2

Customer material code: 80781185 Marketing Auth. N°.: JIII-000511
Batch: 340540A Quantity released: 26.400 UN
Date of manufacture: 27.01.2025 Expiry Date: 12.2027

AP| Batches used

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

IKALIEN MINDEN GmBH

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

Certification statement:
I 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)

gu C.AchLupe, goqeélf;t

o7 HMAML20D%
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTIU3A

Product: / Mpoaykr

SAP-Code: | Kog SAP:
Batch no.: / Ne naprum:

NASIVIN® SENSITIVE

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

HA3SNBUH® CEHCUTUB,

cnpei HazanbHbI oo3upoBaHHbIN, 11,25 Mkr/gosa

05503228
340540A

Manufacturing date (mm.yyyy): /

ODarta npouzsoacTea (MM.ITrr):

01.2025

Expiry date (mm.yyyy): /
CpoK rogHOCTU (MM.IrIT):

12.2027

Manufacturer according to the

registration in Russia: /

[Mpou3BoauTesib B COOTBETCTBUU

c perucTpaumei B Poccuu:

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

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

Parameter / MapameTtp

Specifications / Cneundumkauum

Results / PeaynbtaThl

Identification
Oxymetazoline
hydrochloride /
MoannHHoCTL
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. / Bpems
yAEPKUBAHWA OCHOBHOIMO NUKa Ha
XpomaTorpaMmMe UCnbITyeEMOro pacTeopa
HAOMKHO COOTBETCTBOBATE BPEMEHMU
yAepXKuBaHUs OCHOBHOIO NWKa Ha
XpomaTorpamme CTaHgapTHOro pacresopa
OKCMMETa30MMHa rmapoxnopuaa,
Mory4eHHOW NpW KONMYECTBEHHOM
onpegeneHuu.

conforms / cooTBeTCTBYET

Clarity / MpospayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuus npenaparta He 40IDKHa
npeBsbIWaTh onanecueHuuio aTanoxa
cpaBHeHus 1.

conforms / cooTBeTCTBYET

Color of the solution /
LieeTHocTb pacTBopa

The product should be not more colored than
color reference solution Y7 / Npenapart
JorxkeH 6bITb okpalleH He Gonee
WHTEHCMBHO, YeM 3TaroH Y.

conforms / cooTBeTCTBYET

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

(d 20/20)

pH / pH From56t06.1/0T 5,6 oo 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 293 mOsmol/kg /
OcmonsanbHOCTb Ot 270 po 330 mOcmonb/kr 293mOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / MpogyKr

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

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

crnpen HasanbHbIA 4O3MPOBaHHbIN, 11,25 MKr/go3a

05503228
340540A

Manufacturing date (mm.yyyy): /

gaTa npoun3soacTBa ! MM. rrrr[:

Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.rTTT):

01.2025

12.2027

Manufacturer according to the

registration in Russia: /

Mpoussoautens B COOTBETCTBUM

c peructpauuven B Poccuu:

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

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

Parameter / NapameTp

Specifications / Cneundukaumu

Results / PesynbTaTthl

Mean dose weight and
uniformity of dose weight /
CpenHsst macca ao3bl 1
O0AHOPOAHOCTb Maccehl
Aosbl

Mean dose weight: 45 mg £15 %.

Uniformity of dose weight: must comply.

OZ[HOpOJIHOCTB MaccChl JO3BI:

COOTBCTCTBOBATH

JOJKHa

45.35 mg / 45.35 mr

Number of doses per pack
/ KonuyecTteo 03 B
ynakoBKe

Not less than 143 doses per container./

He menee 143 nos Bo pnakoHe

205 doses/ 205 pos

Related substances /
PogcrseHHble npumecu

Impurity A (Hydrolysis product) — NMT 2.0
% / Mpumeck A (NPoayKT ruaponusa) — He
Bonee 2,0 %.

0.0%

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

0.0%

Single unidentified impurity —= NMT 1.0 % /
EAvHWYHas HemaeHTUULMpPOBaHHas
npumeck — He 6onee 1,0 %.

0.0%

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

0.0%

Microbial purity /
Mukpoburonoruyeckas
4yucroTa

TAMC — NMT 10? CFU/ml /
O6Lee 4ncno aapobHbix bakTepuii — He
6onee 102 KOE/mn

0 CFU/ml/
OKOE/mn




Page 3 of 5/ CtpaHuua 3 ua 5

CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHATTU3A

Product: / Mpoaykr

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

HA3UBUH® CEHCUTUB,
cnpen HasanbHbIW 4O3UPOBaHHbIN, 11,25 Mkr/no3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne napruu: 340540A
Manufacturing date (mm.yyyy): /
Oata npoussoacTea (MM.rrrr): 01.2025
Expiry date (mm.yyyy): /
CpoOK rogHoCTU (MM.Irrr): 12.2027

Manufacturer according to the

registration in Russia: /

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

lMpousBoauTENnb B COOTBETCTBUM

¢ peructpauven B Poccum:

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

TYMC — NMT 10 CFU/ml / 0 CFU/ml /
ObLyee Yncno opoXokeBbIX U NNecHeBbIX OKOE/mn
rpuboe — He 6Gonee 10" KOE/Mn

Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OtcyTctBue Pseudomonas aeruginosa/mn. | Otcytctayet B 1,0 mn

rMapoxnopung

Staphylococcus aureus — absence/ml. / Absent in 1.0 ml/
OtcytctBue Staphylococcus aureusimn. OtcyTtcteyer B 1,0 M1
Assay 225 - 262.5 g of oxymetazoline 251.7 pg/ml/ 251.7
Oxymetazoline hydrochioride/ml. / MKr/MIN
hydrochloride / 225 — 262,5 mMKr okcumeTasonvHa
KonnyectseHHoe ruapoxnopviaa/mn.
onpegeneHve
OxcumeTasonvHa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / MpoAaykT NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 yg/dose /
HA3WBUH® CEHCUTUB,
crnpen HasanbHbIW A03UpOBaHHbIW, 11,25 MKr/ao3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuum: 340540A
Manufacturing date (mm.yyyy): /
Oara npou3BoacTBa (MM.IITT): 01.2025
Expiry date (mm.yyyy): /
Cpok rogHocTn (MM.ITIT): 12.2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpoussoaguTens B COOTBETCTBUMU
C perucrTpauuen B Poccum: «®amap Xanc Kea CepBuces Maapun, C.A.Y.»
Parameter / Napametp | Specifications / Cneundukaumm | Results / PesynbTath!
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 dnakoH |[lo 10 mn npenapaTta BO pnakoH
13 NONUaTHUIEeHa BbICOKOM 13 NONU3TUNEHA BbICOKOM
NAOTHOCTU C AO3NPYIOWNM NNOTHOCTX C AO3MPYIOLWUM
YCTPOWCTBOM U C 3aLL{UTHON YCTPOWCTBOM U C 3aLUTHOMN
KPbILLKOW U3 NonmaTuneHa KPbILLKOW U3 nonnatuneHa
BbICOKOW MITOTHOCTY. BbICOKOW MMOTHOCTW.
Mo 1 chnakoHy BmecTe ¢ Mo 1 dhnakoHy BMmecTe C
WHCTPYKUMEN NO NPUMEHEHWNIO B | MHCTPYKLIMEN NO NPUMEHEHUIO B
nayky KapTOHHYIO. nayKy KapTOHHYIO.
Labeling / MapkupoBka In accordance with ND. / Complies as prescribed /
B cooTBeTcTBUM C HOpMaTuBHON | CoOTBETCTBYET NpeanucaHHoOMY
OOKYMeHTauunen.
Storage conditions / At the temperature not more than 25°C. /
Ycnosua xpaHeHns Mpu Temnepatype He Bbiwe 25 °C.
Shelf-life / Cpok xpaHeHwusi | 3 years / 3 roga
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAITU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3UBUH® CEHCUTUB,

cnpen HasanbHbIA O3UpPOBaHHbIW, 11,25 MKr/no3a

05503228
340540A
s f

Oara npou3BoacTBa (MM.ITTT):

Expiry date (mm.yyyy): /
Cpok rogHoCTU (MM.ITrT):

Manufacturer according to the

reqistration in Russia: /
Mpou3BoauTenbL B COOTBETCTB

01.2025
12.2027

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

Cc pernctpauuen B Poccum:

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

APIl name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTasonuHa

ruapoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepuu nponssoautena A®C: gazaalis
FP Manufacturer  API Batch number / 2401719

Homep cepum cy6cTaHuuu npounzsoautens MMo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country 1 Germany /
Mpoussogutens A®C, cTpana: 3urcppug PapmaXemukanmer Mungen M'vbX,
"epmaHus

Assessment: / 3akntoyeHue:

The batch complies with the specification according to ND J1I1-
000511-211022 amendment 1 from 03.11 .2023 // NapTus
COOTBETCTBYET cneundukaumsm HopmaTuBHoOro gokymerTa Jill-
000511-211022 nameHeHune Ne1 ot 03.11 .2023

Date / Signature of Qualified Person: / \ acas
Oara / nognuck yrnonHoMoYeHHOro nuua: AR =

Suc.c\c.Lupc- gomaclt&e sar

FAMAR MARNQIN







