FAMAR

Certificate of Conformity

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

Customer material code: 80781185

Batch: 345960A

Date of manufacture: 07.04.2025

API| Batches used

Code Description
10501253 OXIMETAZOLINA CLORHIDRATO

Quantity released:

Batch Nr
2401720

38.050 UN
Expiry Date: 03.2028

Supplier
Batch Nr Manufacturer Country
24272098 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 45,23 mg

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

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

OSMOLALITY (mosm/kg) 270 - 330 mOsmol/Kg 290

AVERAGE NUMBER OF DOSES PER CONTAINER Min. 143 deliveries 204

FILLING VOLUME >=10 ml 12 mil

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 237,5 - 262,5 ug/ml 252,8

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% 00 %

PSEUDOMONA AERUGINOSA IN 1 ML Absence/ml| Absence

STAPHYLOCOCCUS AUREUS IN 1ML Absence/ml Absence

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

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

STERILITY TEST Complies Conforms

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

[ 1 If significant deviations (which may have an impact on the quality of product).
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Manufacturing License 6481E / GMP Certificate Number ES/115HV1/24



FAMAR

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

Customer material code: 80781185 Marketing Auth. N°.: JIII-000511
Batch: 345960A Quantity released: 38.050 UN
Date of manufacture: 07.04.2025 Expiry Date: 03.2028

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: MC‘:U\.C& Q&QMZ

(Qualified person)

Signature:

T 20APR202S

Famar HCS, S.A.U. - Avenida Leganés 62-28923-Alcorcon-Madrid-Spain www.famar-group.com 2/2

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



Page 1 of 5/ CtpanHnua1 u3 5

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / MNpoavkr

SAP-Code: / Koo SAP:
Batch no.: / Ne napTtuu:

NASIVIN® SENSITIVE

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

HA3WBNH® CEHCUTUB,

crnpen HasanbHbIA 0O3UPOBaHHbIN, 11,25 Mkr/gosa

05503228
345960A

Manufacturing date (mm.yvvv): /

fata npoussoacTsa (MM.ITIT):

04.2025

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

03.2028

Manufacturer according to the

reqgistration in Russia: /

MpoussoauTenb B COOTBETCTBUM

C pbeructpauuen B Poccuu:

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

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

Parameter / MNapametp

Specifications / Cneundukaumm

Results / PesynbTathl

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
YAEpXnsaHua OCHOBHOMO NUKa Ha
XpomaTorpamme UCnbITYyeMOoro pacTeopa
AOIMKHO COOTBETCTBOBAaTL BpEMEHU
YAEPXNBaHUA OCHOBHOMO NUKa Ha
XpomaTorpaMmme CTaH4apTHOro pacTeopa
OKCMMETa30MMHa ruapoxnopuaa,
Nony4eHHOW Npv KONMYECTBEHHOM
onpeaeneHun.

conforms / cooTBeTcTBYET

Clarity / Mpo3payHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuus npenaparta He AOMKHA
npesbilaTh ONanecUeHLNo 3TanoHa
CpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LisBeTHoCTb pacTBopa

The product should be not more colored than
color reference solution Y7 / Mpenapar
AomkeH BblTb okpalLeH He Gonee
VHTEHCUBHO, YeM 3TaroH Y7.

conforms / cooTBeTcTBYET

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

(d 20/20)

pH / pH From 5.61t06.1/0T1 5,6 o 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 290 mOsmol/kg /
OcmonanbHoOCTb Ot 270 no 330 mOcmonb/kr 290mOcmonb/kr




Page 2 of 5/ CtpaHuua 2 us 5

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3UBNH® CEHCUTMKB,

cnpei HasanbHbIA Oo3uMpoBaHHbIv, 11,25 MKr/gosa

05503228
345960A

Manufacturing date (mm.yyyy): /

Oara npou3BoacTBa (MM.ITrT):

04.2025

Expiry date (mm. 2
Cpok rogHOCTH (MM.rrrT):

03.2028

Manufacturer according to the

registration in Russia: /

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

MNpou3eoguTens B COOTBETCTBUU

c perucrtpaumueil B Poccuu:

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

Parameter / MNapameTtp

Specifications / Cneuucuxaumm

Results / Pe3ynbTathl

Mean dose weight and
uniformity of dose weight /
CpepnHaa macca gossl n
OOHOPOAHOCTL Macchl
A03bl

Mean dose weight: 45 mg £15 %.

Uniformity of dose weight: must comply.

OnQHOpPOAHOCTE  Macchl

COOTBETCTBOBATH

JOO3bI:

JOJI2KHa

4523 mg/45.23 mr

Number of doses per pack
/ Konnyectso o3 B
yrnakoske

Not less than 143 doses per container./

He meHee 143 o3 Bo dhnakoHe

204doses/ 204 go3

Related substances /
PoacTteeHHble npumecu

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

0.0%

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

0.0%

Single unidentified impurity — NMT 1.0 % /
EpuHUYHasa HenaeHTdULmMposaHHas
npumeck — He bonee 1,0 %.

0.0%

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

0.0%

Microbial purity /
Mukpobuonorvyeckas
yucrToTa

TAMC — NMT 10% CFU/ml /
O6Lwee 4ncro aspobHbix BakTepuit — He
6onee 10% KOE/mn

0 CFU/ml/
OKOE/mn
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANINU3A

Product: / Ipoaykr

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

HA3UBUH® CEHCUTUB,
cnpen HasanbHbIA O3UPOBaHHbLIN, 11,25 MKr/Qo3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 345960A
Manufacturing date (mm.yyyy): /
Hara npowv3BoacTBa (MM.FTTT): 04.2025
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.rrrT): 03.2028

Manufacturer according to the

registration in Russia: /

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

MpoussoauTenb B COOTBETCTBUN

C perucTtpauuven B Poccuu:

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

TYMC — NMT 10 CFU/ml / 0 CFU/mI/
Ob6Lee Yncno ApOXOKEBbIX W MNECHEeBbIX OKOE/mn
rpn6os — He 6onee 10" KOE/mn

Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OrtcytcTBUe Pseudomonas aeruginosa/mn. | Otcytcreyet B8 1,0 Mn

rmapoxnopug

Staphylococcus aureus — absence/ml. / Absentin 1.0 mi/
OtcytctBue Staphylococcus aureus/mn. OrtcytcrayeT 8 1,0 Mn
Assay 225 - 262.5 pg of oxymetazoline 252.8 ug/ml/ 252.8
Oxymetazoline hydrochloride/ml. / MKr/Mn
hydrochloride / 225 — 262,5 MKr okcumeTasonuHa
KonwyecTBeHHoOe rugpoxnopuaa/mn.
onpepeneHve
OkcvmeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / TpogykT

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

NASIVIN® SENSITIVE

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

cnpeil HazanbHbI 4O3UPOBaHHbIN, 11,25 MKr/ao3a

05503228
345960A

Manufacturing date (mm.yyyy): /

farta npoussogcTBa (MM.ITIT):

04.2025

Expiry date (mm.yyyy): /
CpoK roaqHOCTH (MM.TTTT):

03.2028

Manufacturer according to the

reqgistration in Russia: /

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

MpoussoauTenb B COOTBETCTBUM

C perucrtpauuen B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukaumnm

Results / PesynbTaTbl

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 npenapara Bo ¢hnakoH
U3 NOSIN3TUNEHA BbICOKOW
NSIOTHOCTU C [O3UPYHOLLUM
YCTPONCTBOM U C 3aLLUTHOWN
KPbILLKOW U3 NonuMaTuneHa
BbICOKOW MMIOTHOCTW.

Mo 1 cpnakoHy BMecTe C
VHCTPYKLUMEN NO NPUMEHEHUIO 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 npenapaTa Bo driakoH
13 NONU3TUNEHA BbICOKOM
NNOTHOCTY C AO3MPYIOLLUM
YCTPOCTBOM Y C 3aLUTHOW
KPbILLKOW U3 NonuaTuneHa
BbICOKOW MAOTHOCTW.

Mo 1 dhnakoHy BMecTe €
WHCTPYKLMEN MO NPUMEHEHUIO B
nayKy KapTOHHYIO.

Labeling / Mapkupoeka

In accordance with ND. /
B cooTBeTCTBUN C HOPMATUBHOW
OOKYMeHTaLuuen.

Complies as prescribed /
CooTBeTCTBYET NPeANnUCcCaHHOMY

Storage conditions /
Ycnosua xpaHeHus

At the temperature not more than 25°C. /

[Mpu TemnepaTtype He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years/ 3 roaa
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANTU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 yg/dose /
HA3SUBUH® CEHCUTUB,
crpeu HaszanbHbIA 0O3UPOBaHHbIN, 11,25 Mkr/no3sa
SAP-Code: / Koo SAP: 05503228
Batch no.: / Ne naptuu: 345960A

Manufacturing date (mm.yyyy): /

dara npousBoacTBa (MM.Irrr): 04.2025

Expiry date (mm.yyyy): /

Cpok roaHoCTH (MM.ITTT): 03.2028
Manufacturer according to the
reqistration in Russia: / Famar Health Care Services Madrid, S.A.U./
[MpousBoauTenb B COOTBETCTBUM
c peructpauunei B Poccuu: «®amap Xanc Kea CepBuces Magpua, C.A.Y.»
APl name / HaumeHoBaHue ADC: Oxymetazoline hydrochloride / OkcumeTasonuxa
rugpoxnopug
INN / MHH: Oxymetazoline / OkcnmeTasonuH
API manufacturer batch number 1
Homep cepuu npoussoautens A®C: 2ERE0s8
FP Manufacturer  API Batch number / 2401720
Homep cepuu cy6cTaHuumn npounssogurtens [Td:
Siegfried PharmaChemikalien Minden GmbH,
API Manufactured by & country / Germany /
Mpouseogurens APC, cTpaHa: 3urcbpug PapmaXemukanver Munaer MméX,
epmaHus

Assessment: / 3aknioyeHume: The batch complies with the specification according to ND J11-
000511-211022 amendment 1 from 03.11 .2023 // MapTtus
COOTBETCTBYET cneundukaumam HopMaTMBHOro gokymexTa Jill-
000511-211022 nsmeHeHne Ne1 ot 03.11 .2023

Date / Signature of Qualified Person: /

Oara / noanuch YNonHOMOYeHHOro nuua: emanze2s /M wiea ch Nl

ATNA A R

Health Care Services

Avda. Leganés, 62
28923 Alcorcén, Madrid, Spain






