FAMAR

Certificate of Conformity

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

Customer material code: 80781185

Batch: 345940A

Date of manufacture: 04.04.2025

API Batches used

Marketing Auth. N°.: JIII-000511
Quantity released: 37.713 UN
Expiry Date: 03.2028

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2401720 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 59

AVERAGE MASS OF DELIVERED DOSE INTRA 38,25-51,75 mg 44,85 mg

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

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

OSMOLALITY (mosm/kg) 270 - 330 mOsmol/Kg 289

AVERAGE NUMBER OF DOSES PER CONTAINER Min. 143 deliveries 199

FILLING VOLUME >=10 ml 12 mi

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 237,5 - 262,5 ug/ml 252,7

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/mi Absence

STAPHYLOCOCCUS AUREUS IN 1ML Absence/ml Absence

Microbial Contamination BACTERIA (TAMC) <= 102 CFU/m| 0 cfu

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

STERILITY TEST Complies Conforms

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

Description of the event:
Famar HCS, S.A.U. - Avenida Leganés 62-28923-Alcorcon-Madrid-Spain www.famar-group.com 1/2

Manufacturing License 6481E / GMP Certificate Number ES/115HVI/24
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Certificate of Conformity
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Customer material code: 80781185 Marketing Auth. N°.: JIII-000511
Batch: 345940A Quantity released: 37.713 UN
Date of manufacture: 04.04.2025 Expiry Date: 03.2028

APl Batches used

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2401720 24272098 SIEGFRIED PHARMACHEM  DE
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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: “\A duica Sqrwm? Signature:

(Qualified person)
LionTa™
e i .

Z29pPR20LY
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

Cnpen HasanbHbLIK [O3UPOBaHHbLIN, 11,25 Mkr/go3a

05503228
345940A

Manufacturing date (mm.yyyy): /

Oara npousBoAcTBa (MM.ITTT):

04.2025

Expiry date (mm.yyyy): /
Cpok rogHoCTH (MM.rFrIT):

03.2028

Manufacturer according to the

registration in Russia: /

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

I'lpousaogmenb B COOTBETCTBUMK

¢ perucTpauven B Poccuu:

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

Parameter / Napametp

Specifications / Cneundukaumum

Results / PesynbTtaTthbl

Identification
Oxymetazoline
hydrochloride /
MNoonnHHOCTL
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. / Bpemsi
YAEPXXUBaAHNA OCHOBHOTO MNKa Ha
XpOMaTorpaMmmMme UCHbITyeMOro pacteopa
LOMKHO COOTBETCTBOBATL BPEMEHM
YAEPXMBaHWA OCHOBHOrO Nuka Ha
XpomaTorpamme CTaHgapTHOro pacteopa
OKCUMETasonuHa rugpoxnopuaa,
MONyYEHHOW NPW KONNYECTBEHHOM
onpeaeneHun.

conforms / cooTBETCTBYET

Clarity / Mpo3payHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuus npenaparta He 4oKHa
npesbllaTs onanecueHumio aTanoHa
cpasHeHwus |.

conforms / cooTBeTCcTBYET

Color of the solution /
LiBeTHOCTL pacTBopa

The product should be not more colored than
color reference solution Y- / Mpenapart
AomkeH 6bITe oKpalLeH He BGonee
WHTEHCWBHO, YeM 3TanoH Y.

conforms / cooTseTcTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTHocuTenbHas nnotHocTb | OT 1,006 no 1,010

(d 20/20)

pH / pH From 5.61t06.1/0T1 5,6 g0 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 289 mOsmol/kg /
OcmonanbHOCTb Ot 270 po 330 mOcmonb/kr 289mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3NBUH® CEHCUTUB,

cnpewn HasanbHbIN Ao3upoBaHHbIX, 11,25 Mkr/aosa

05503228
345940A

Manufacturing date (mm.yyyy): /

ga'ra npousBoacTea ! MM.TTTT):

04.2025

Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rrrr):

03.2028

Manufacturer according to the

registration in Russia: /

Mpowussoguten b B COOTBETCTBUU

C peructpaumnen B Poccuu:

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

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

Parameter / NapameTtp

Specifications / Cneuudumkaumm

Results / PesynbTath!

Mean dose weight and
uniformity of dose weight /
CpegHsis macca gosbl u
OLHOPOAHOCTE Macchi
[03bl

Mean dose weight: 45 mg £15 %.

Uniformity of dose weight: must comply.

O@HOPOAHOCTh  Macchl

COOTBETCTBOBATH

J03bI:

JOJIXKHa

44.85 mg/ 44.85 mr

Number of doses per pack
/ KonnyecTtso nos B
yraKoBKe

Not less than 143 doses per container./

He meHee 143 no3 Bo nakoHe

199 doses/ 199 pos3

YUCTOTA

Bonee 102 KOE/mn

Related substances / Impurity A (Hydrolysis product) — NMT 2.0 0.0%
PoacTteeHHble npumecy % / Tpumeck A (npogykT ruaponusa) — He
6onee 2,0 %.
Impurity ZP-1 —NMT 1.5 % / 0.0%
Mpumeck ZP-1 — He 6onee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EnuHudHas HeumpeHTuuumposaHHas
npumect — He 6onee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%
Cymma npumeceiri — He 6onee 4,9 %.
Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/mlI/
MukpoGuronoruyeckas O6uwee uncno as3pobHbIX BakTepnin — He OKOE/mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNU3A

Product: / Mpoaykr

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

HASUBUH® CEHCUTUB,
cnpew Ha3anbHbIM JO3MPOBaHHLIN, 11,25 MKr/Oo3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 345940A
Manufacturing date (mm.yyyy): /
dara npoussoacTea (MM.ITrT): 04.2025
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrr): 03.2028

Manufacturer according to the

registration in Russia: /

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

MNpoussoauTesnib B COOTBETCTEBUU

C perucrtpauuven B Poccuu:

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

TYMC - NMT 10" CFU/ml / 0 CFU/ml/
O6Lee YMCno ApPOXOKEBLIX W MMECHEBbIX OKOE/mn
rpuboe — He 6onee 10" KOE/mn

Pseudomonas aeruginosa — absence/mi / Absentin 1.0 ml/
OtcytctBue Pseudomonas aeruginosa/mn. | OtcytcTeyeT 8 1,0 Mn

rmgpoxnopug

Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
Ortcytcreue Staphylococcus aureus/vn. OtcytcteyeT B 1,0 Mn
Assay 225 - 262.5 g of oxymetazoline 252.7 ug/mi / 252.7
Oxymetazoline hydrochloride/ml. / MKr/Mn
hydrochloride / 225 — 262,5 MKr oKCUMeTas3onuHa
KonuuectseHHoe ruapoxnopuga/mn.
onpepeneHve
OkcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpooykr

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

NASIVIN® SENSITIVE

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

cnpeit HazanbHbIW A03MpoBaHHbINA, 11,25 Mkr/aosa

05503228
345940A

Manufacturing date (mm.yyyy): /

Oara npoussogcTea (MM.ITTT):

04.2025

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

03.2028

Manufacturer according to the

registration in Russia: /

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

MpoussoguTesnb B COOTBETCTBUM

c peructpauuei B Poccuu:

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

Parameter / lNapameTtp

Specifications / Cneundukaumu

Results / PesynbTaTthl

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 ¢hnakoH
13 NONU3TUIIEHA BbICOKOW
NAOTHOCTMW C A03MPYIOLLUM
YCTPOCTBOM 1 C 3aLUUTHOW
KPbILLKON N3 NONMaTuieHa
BbICOKOW NMOTHOCTW.

Mo 1 conakoHy BmecTe ¢
WHCTPYKLMEI NO NPUMEHEHUIO B
nayky KapTOHHYHO.

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 BoO pnakoH
U3 NONU3TUIEHa BbICOKOW
NAOTHOCTW C AO3MPYIOLLUM
YyCTPOWCTBOM U C 3aLUTHOM
KPbILLKOW 13 NONMaTuseHa
BbICOKOM NSIOTHOCTMK.

Mo 1 pnakoHy BmecTe C
WHCTPYKUMEN NO NPUMEHEHUIO B
nayky KapTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBETCTBUM C HOPMATUBHOWM
OOKYMEHTaUMEN.

Complies as prescribed /
CooTBeTCTBYET NpeanucaHHomy

Storage conditions /
Ycnosus XxpaHeHus

At the temperature not more than 25°C. /

Mpu Temnepatype He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3 roga




CERTIFICATE

Product: / Mpoaykr

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

Qa‘ra npoussoacTea (MM.ITIT):

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

Manufacturer according to the

registration in Russia: /
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OF ANALYSIS / CEPTUDPUKAT AHAJIU3A

NASIVIN® SENSITIVE

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

cnpewn HasanbHbIN 0O3MpPOBaHHbIX, 11,25 Mkr/ao3a

05503228
345940A

04.2025
03.2028

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

[MpousBoauTens B COOTBETCTBUM

¢ peructpauuven B Poccuu:

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

APl name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcuMeTasonuHa

rmgpoxnopua
INN / MHH: Oxymetazoline / OkcnmeTasonuvH
APl manufacturer batch number /
Homep cepuu npoussogurens APC: e
FP Manufacturer  API Batch number / 2401720

Homep cepuu cy6ecTaHumm npoussoautens [No:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
Mpoussoautens ADC, cTpaHa: 3urdppug PapmaXemukanued MuHageH MvoX,
epmanns

Assessment: / 3aknoyeHue:

Date / Signature of Qualified Person: /

The batch complies with the specification according to ND J1M1-
000511-211022 amendment 1 from 03.11 .2023 // MapTtus
COOTBETCTBYET cneundukaumam HopmaTuBHoro gokymexra J-
000511-211022 nameHeHne Ne1 ot 03.11 .2023

data / nognuchL yNnonHOMO4YEHHOro nuua:

FAMAR

Health Care Services

Avda. Leganés, 62
28928 Alcorcon, Madrid. Spain

Q6 MAN 2028 / M ca g\r;{v\('l.u&?
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