FAMAR

Certificate of Conformity

05503228 NASIVIN SENSITIVE 0,025% 10ML(RU)P&G-Nw2
Marketing Auth. N°.: JIII-000511
Quantity released: 38.645 UN
Expiry Date: 05.2028

Customer material code: 80781185
Batch: 352260A
Date of manufacture: 24.06.2025

API| Batches used

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2500671 24272100 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 48,32 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 163

FILLING VOLUME >=10 ml 12ml

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 237,5-262,5 yg/ml 250,3

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% 0.0 %

PSEUDOMONA AERUGINOSA IN 1 ML Absence/ml| Absence

STAPHYLOCOCCUS AUREUS IN 1ML Absence/m| Absence

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

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

STERILITY TEST Complies Conforms

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

Description of the event:
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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: 352260A Quantity released: 38.645 UN
Date of manufacture: 24.06.2025 Expiry Date: 05.2028

API Batches used

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2500671 24272100 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 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 AHAJTIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HASUBUH® CEHCUTUB,

crnpen HasanbHbIW A03MpoBaHHbIR, 11,25 Mkr/ao3a

05503228
352260A

Manufacturing date (mm.yyyy): /

Qa‘ra npoun3soacTea !MM.FI’!’I’!:

Expiry date (mm.yyyy): /
CpoK rogHOCTH (MM.ITrT):

06.2025

05.2028

Manufacturer according to the

registration in Russia: /

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

MNpoussoauTensb B COOTBETCTBUU

c peructpauven B Poccuu:

«®Pamap Xanc Kea Cepeuces Magpuag, C.A.Y.»

Parameter / MapameTp

Specifications / Cneundukaumm

Results / PesynbTathl

Identification
Oxymetazoline
hydrochloride /
MognunHHOCTL
OkcvmeTasonuHa
ruapoxnopug

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. / Bpema
yAepX1MBaHWA OCHOBHOrO MNUKa Ha
XpomaTorpaMmMe UCMbITYEMOro pacTsopa
OOIMKHO COOTBETCTBOBATbL BPEMEHN
yAEpXKMBaHNA OCHOBHOIO MWKa Ha
XpomaTorpamme CTaHf4apTHOro pacTsopa
OKCUMETA30NMHa rmapoxnopuaa,
MOJTy4eHHOW NPU KONMYECTBEHHOM
onpeaeneHuu.

conforms / cooTBeTCTBYET

Clarity / MNMpo3payHocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHuus npenapaTa He AoMmKHa
npeBbIWaTh onanecueHLWto aTanoHa
cpaBHeHus |.

conforms / cooTBETCTBYET

Color of the solution /
LiBeTHOCTL pacTBopa

The product should be not more colored than
color reference solution Y7 / Npenapat
OorkeH ObITe OKpalleH He bonee
WHTEHCUBHO, YeM 3TanoH Y.

conforms / cooTBeTCTBYET

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

(d 20/20)

pH / pH From56t06.1/0T1 5,6 no 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 290 mOsmol/kg /
OcmonsaneHoOCTb Ot 270 go 330 mOcmonb/kr 290mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A

Product: / Mpoavkr

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

NASIVIN® SENSITIVE

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

HA3WBUH® CEHCUTUB,

crnpei HazanbHbIA JO3UpPOBaHHbLIN, 11,25 Mkxr/ao3a

05503228
352260A

Manufacturing date (mm.yyyy): /

Oara npoussoacTea (MM.rrrr):

06.2025

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

05.2028

Manufacturer according to the

reqgistration in Russia: /

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

MpoussoaunTenb B COOTBETCTBUU

C peructpauuven B Poccuu:

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

Parameter / apametp

Specifications / Cneuuncukaumnm

Results / PesynbTaTthbl

Mean dose weight and
uniformity of dose weight /
CpegHsis macca gosbl 1
OQHOPOAHOCTb MacChl
A03bl

Mean dose weight: 45 mg 15 %.

Uniformity of dose weight: must comply.

OpHOpOAHOCTE  Macchl

COOTBCTCTBOBATH

JIO3BI:

JOJIDKHa

48.32 mg / 48.32 mr

Number of doses per pack
/ KonnyecTtso 03 B
yNaKoBKe

Not less than 143 doses per container./

He meHee 143 no3 Bo nakoHe

163 doses/ 163 pos3

Mukpoburonornyeckas
yucroTa

oonee 102 KOE/mn

Related substances / Impurity A (Hydrolysis product) — NMT 2.0 0.0%
PoacTtBeHHbIe npuMmecn % / Mpumeck A (MPOAayKT rmaponunsa) — He
6onee 2,0 %.
Impurity ZP-1 = NMT 1.5 % / 0.0 %
[Mpumeck ZP-1 — He Bonee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EAvHWYHas HemgeHTUdMUMpoBaHHas
npumeck — He 6onee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%
Cymma npumecein — He 6onee 4,9 %.
Microbial purity / TAMC — NMT 102 CFU/mi / 0 CFU/ml /
O6uwee uncno aspobHbIX BakTepuint — He OKOE/mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / NMpoavkr

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

HA3UBUH® CEHCUTUB,
cnpew HasalfbHbIN QO3MpoBaHHbINi, 11,25 MKr/go3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / N2 naptuu: 352260A
Manufacturing date (mm.yyyy): /
farta npoussoacTBa (MM.ITrT): 06.2025
Expiry date (mm.yyyy): /
CpoK rogHoCcTu (MM.ITIT): 05.2028

Manufacturer according to the

reqgistration in Russia: /

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

I'Ipousaog_menb B COOTBETCTEUM

c perucTtpauuen 8 Poccum:

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

TYMC — NMT 10! CFU/mI / 0 CFU/ml/
O6Lee 4ncno ApOoIOKEBbLIX W NIECHEBLIX OKOE/mn
rpubos — He Gonee 10" KOE/mn

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

ruapoxnopug

Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OrtcytctBue Staphylococcus aureus/mn. OtcyTcrByet B 1,0 Mn
Assay 225 - 262.5 pg of oxymetazoline 250.3 pg/ml / 250.3
Oxymetazoline hydrochloride/ml. / MKr/Mn
hydrochloride / 225 — 262,5 mKkr okcumeTasonuHa
KonuuectseHHoe rmapoxnopuaa/mn.
onpegeneHue
OkcunmeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTU3A

Product: / NMpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pyg/dose /
HA3UMBUH® CEHCUATUB,
cnpen HasanbHbIM A03UpPOBaHHbIN, 11,25 MKr/ao3a
SAP-Code: / Kog SAP: 05503228
Baich no.: / Ne naptuu: 352260A
Manufacturing date (mm.yyyy): /
Oarta npouasoacTea (MM.IIrT): 06.2025
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrr): 05.2028
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpousBoguTens B COOTBETCTBUMU
C perucrpauuen B Poccum: «®amap Xanc Kea Cepsuces Magpua, C.A.Y.»
Parameter / lapameTp | Specifications / Cneundukauuu | Resuits / PesynbraTthbl
Packaging / Ynakoska 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 ¢nakoH | Mo 10 mn npenapaTa BO pnakoH
13 MONMaTUNEHa BbICOKOW 13 MONMM3TUIIEHA BbICOKOWN
MNOTHOCTM C [O3MPYIOLLNM NNOTHOCTU C 403NPYIOLLUM
YCTPOWNCTBOM U1 C 3aLMTHON YCTPOWNCTBOM U C 3aLUTHOWN
KPBILLKOW 13 NonuaTuneHa KPbILLKOW U3 nonumaTuneHa
BbICOKOW NIIOTHOCTW. BLICOKOW MNOTHOCTW.
Mo 1 ¢pnakoHy BMecTe ¢ Mo 1 pnakoHy BMecTe ¢
WHCTPYKLUME MO NPUMEHEHWNIO B | UHCTPYKLUMEN MO NPUMEHEHNIO B
NayKy KapTOHHYH. navky KAPTOHHYIO.
Labeling / Mapkuposka In accordance with ND. / Complies as prescribed /
B cooTBeTCTBMM C HOpMaTuBHOW | CoOTBETCTBYET NPEeAnucaHHoMy
OOKYMEHTauunen.
Storage conditions / At the temperature not more than 25°C. /
Ycnosus xpaHeHus Mpu TemnepaTtype He Bbiwe 25 °C.
Shelf-life / Cpok xpaHeHus | 3 years / 3 roga
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / MpogykT

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

HA3UBUH® CEHCUTUB,
cnpei HasanbHbIK fo3MpoBaHHbIA, 11,25 mkr/aosa

SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne napTuu: 352260A
Manufacturing date (mm.yyyy): /

Oara npousBogcTBa (MM.ITIT): 06.2025
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.TTIT): 05.2028

Manufacturer according to the
registration in Russia: /
MpouzBoguTens B COOTBETCTBUM
c perucrpauuen B Poccuu:

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

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

API name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTasonuHa

rmgpoxnopua
INN / MHH: Oxymetazoline / OkcrumeTasonuH
API manufacturer batch number I
Homep cepun npouzsogutena AOC: 2saion
FP Manufacturer API Batch number / 2500671

Homep cepumn cybectaHumm npoussogutena MMo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country 1 Germany /
Mpoussoantens A®C, cTpaHa: 3urcppug PapmaXemukanueH MuHaeH TmbX,
epmaHus

Assessment: / 3akntoyeHue:

The batch complies with the specification according to ND J1I1-
000511-211022 amendment 1 from 03.11 .2023 // NapTus

COOTBETCTBYET cneumnpukaumam HopMmaTueHoro gokymenta Jirl-
000511-211022 n3meHeHue Ne1 ot 03.11 .2023

Date / Signature of Qualified Person: /
Oara / nognucb yNnonHOMOYEHHOIO Jinua:

O 3T 202H / @
/

gugdclupt C%O"\C;;..‘..LLE / QP

FATIAR FMADRUN







