FAMAR

Certificate of Conformity

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

Customer material code: 80781185

Batch: 325820A

Date of manufacture: 01.07.2024

API Batches used

Code Description
10501253 OXIMETAZOLINA CLORHIDRATO

Quantity released:

2400609

38.366 UN
Expiry Date: 06.2027

Supplier
Batch Nr Manufacturer Country
23212090 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 1,007

PH 5,6-6,1 59

AVERAGE MASS OF DELIVERED DOSE INTRA 38,25-51,75 mg 50,32 mg

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

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

OSMOLALITY (mosm/kg) 270 - 330 mOsmol/Kg 295

AVERAGE NUMBER OF DOSES PER CONTAINER Min. 143 deliveries 217

FILLING VOLUME >=10ml 12ml

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 237,5 - 262,5 pg/ml 255,1

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/ml| Absence

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

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

STERILITY TEST Complies Conforms

[ 1 Ifsignificant deviations (which may have an impact on the quality of product).

Deviations:  NO LP(J YES
Description of the event:
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FAMAR

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

Customer material code: 80781185 Marketing Auth. N°.: JIII-000511
Batch: 325820A Quantity released: 38.366 UN
Date of manufacture: 01.07.2024 Expiry Date: 06.2027

APl Batches used

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2400609 23212090 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 / CEPTU®UKAT AHANTU3A

Product: / Npoaykr

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

NASIVIN® SENSITIVE

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

HA3WUBUH® CEHCUTMUB,

cnpewn Ha3anbHbIW 4O3MPOBaHHbIN, 11,25 Mkr/oo3a

05503228
325820A

Manufacturing date (mm.yyyy): /
Oara npousBoacTea (MM.Frrr): 01.07.2024

Expiry date (mm.yyyy): /
CpokK rogHoCcTH (MM.rrrT):

06.2027

Manufacturer according to the

registration in Russia: /

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

[Mpou3BoguTesnb B COOTBETCTBMM

c peructpauuei B Poccuu:

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

Parameter / NapameTp

Specifications / Cneundukayunn

Results / PesynbTaTthl

Identification

Oxymetazoline
hydrochloride /
[MoannHHOCTb

OkcumeTasonuHa
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. / Bpems
YAEPXUBaHWA OCHOBHOIO NuKa Ha
XpoMaTorpamme UCnbITYyemMoro pacteopa
AOIPKHO COOTBETCTBOBATL BPEMEHM
YAEPXKUBaAHUS OCHOBHOIO NuKa Ha
XpomaTtorpaMmmMme CTaHA4apTHOro pacteopa
OKCUMETAa30Mu1Ha rapoxnopuaa,
MOJSTY4YEHHOW NPY KONNYECTBEHHOM
onpegerneHuu.

Conforms /
COOTBETCTBYET

Clarity / Npo3payHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuusa npenapaTta He AOMKHa
npesbillaTh onasecueHuuo aTanoHa
cpasHeHusA |.

Conforms /
COOTBETCTBYET
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / Npoaykr

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

NASIVIN® SENSITIVE

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

HA3WBWUH® CEHCUTUB,

cnpei HasanbHbIA AO3MPOBaHHbLIN, 11,25 Mkr/po3a

05503228
325820A

Manufacturing date (mm.yyyy): /

Qara npoussogcrea (MMm.rrrr):

01.07.2024

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

06.2027

Manufacturer according to the

registration in Russia: /

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

[Mpou3BoguTEenL B COOTBETCTBUMU

C peructpauuen B Poccum:

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

Parameter / Mapametp

Specifications / Cneuyndukaumm

Results / PesynbTtath!

Color of the solution / The product should be not more colored than | Conforms /
LiseTHocTb pacTBopa color reference solution Y7 / Mpenapar COOTBETCTBYET
AornxeH BbITb OkpaLLeH He Gonee
MHTEHCUBHO, YeM 3TanoH Y7.
Relative density (d 20/20) / | From 1.006 to 1.010 / 1.007
OTtHocuTenbHas nnoTtHocTk | OT 1,006 go 1,010
(d 20/20)
pH / pH From5.6t06.1/0T1 5,6 a0 6,1 5.9
Osmolality / From 270 to 330 mOsmol/kg / 295 mOsmol/kg / 295
OcmonsanbHoCTb Ot 270 po 330 mOcmonb/kr MOcmonb/kr

Mean dose weight and
uniformity of dose weight /
CpeaHsist macca 403bl 1
OAHOPOAHOCTL MacChl
403bl

Mean dose weight: 45 mg £15 %.

Uniformity of dose weight: must comply./
CpenHasa macca o3bl: 45 mr+ 15 %.

OBHOPOAHOCTL Macchl A03bl: AOMKHA
COOTBETCTBOBATL.

50.32 mg / 50.32 mr

Conforms /
COOTBETCTBYET
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / Mpogykr

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,
cnpei HazanbHbIA 4O3MPOBaHHbIA, 11,25 MKr/go3a
SAP-Code: / Kon SAP: 05503228
Batch no.: / Ne napruu: 325820A
Manufacturing date (mm.yyyy): /
Hara npoussoacTaa (MM.rrrr): 01.07.2024
Expiry date (mm.yyyy): /
Cpok roaHocTH (MM.rrrr): 06.2027

Manufacturer according to the

registration in Russia: /

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

MNpoussoauTens B COOTBETCTBUMU

¢ perucrpauunen B Poccuu:

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

Parameter / Mapametp

Specifications / Cneuundunkauum

Results / PesynbTaThl

Related substances /
PoacreeHHbIe npumecy

Impurity A (Hydrolysis product) — NMT 2.0
% / Mpumeck A (NpoayKT ruaponnsa) — He
oonee 2,0 %.

0.0%

Cymma npumeceli — He Gonee 4,9 %.

Related substances / Impurity ZP-1 = NMT 1.5 % / 0.0%
PoacTBeHHbIe NpumecH Mpumecs ZP-1 — He Gonee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EovHnyHas HenpeHTUdbMUMpoBaHHas
npumecet — He 6onee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%

Microbial purity /
Mukpo6uronorvyeckas
ynucroTa

TAMC — NMT 102 CFU/ml /
O6Lwee uncno aspobHbix GakTepuih — He
6onee 102 KOE/mn

0 CFU/ml /0 KOE/mn

TYMC — NMT 10" CFU/ml /
O6Lwee yicno ApoxcKeBbIX U NINECHEBbLIX
rpuboe — He 6onee 10" KOE/mn

0 CFU/mI /0 KOE/mn
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATNU3A

Product: / Npoayxr

NASIVIN® SENSITIVE

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

HA3UBVH® CEHCUTUB,
cnpewn HasanbHbIW 4O3UPOBaHHbIN, 11,25 MKr/go3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 325820A
Manufacturing date (mm.yyyy): /
Oara npouzBoacTea (MM.ITIT): 01.07.2024
Expiry date (mm.yyyy): /
CpoK rogHoCcTu (MM.ITIT): 06.2027

Manufacturer according to the

registration in Russia: /

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

MpousBoauTens B COOTBETCTBUM

C peructpauuei B Poccuu:

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

Pseudomonas aeruginosa — absence/ml /
OtcyTtctBue Pseudomonas aeruginosa/mn.

Absentin 1.0 ml/

OrcyterayeTt B 1,0 Mn

Staphylococcus aureus — absence/ml. /
OtcyTcTeue Staphylococcus aureus/mn.

Absentin 1.0 ml/

Ortcyrcteyet B 1,0 Mn

Assay
Oxymetazoline

hydrochloride /
KonnuectBeHHOE
onpeaeneHve

OkcumeTasonuHa
rmgpoxsropug

225 — 262.5 ug of oxymetazoline
hydrochloride/ml. /

225 — 262,5 MKr okcumeTasonuHa
rmgpoxnopuaa/mn.

255.1 ug/ml /7 255.1
MKr/mn
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAINU3A

Product: / Npoayxkr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3NBUH® CEHCUTUB,
cnpei Ha3anbHbIA QO3UPOBaHHbIN, 11,25 MKr/go3a

05503228
325820A

Manufacturing date (mm.yyyy): /

Oarta npoussoacTea (MM.ITrr):

01.07.2024

Expiry date (mm.yyyy): /
CpoK rogHocTH (MM.rrrr):

Manufacturer according to

06.2027
the

registration in Russia: /

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

lMpouseoauTent B COOTBETCTBUMU

¢ perucrtpauuen B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuudunkauum

Results / PesynbTaThl

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 leafiet into
carton box. /

Mo 10 mn npenapata Bo dnakoH
W3 NONNaTUsIEHa BbICOKONW
NNOTHOCTK C [03UPYIOLUUM
YCTPONCTBOM U C 3aLUUTHON
KPbILLKOW U3 NONNaTuieHa
BbICOKOW NMNOTHOCTWN.

Mo 1 conakoHy BMecTe C
WHCTPYKLUWUER No NPUMEHEHNIO 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. /

o 10 mn npenapata BoO ¢hnakoH
13 NONM3TUNEHa BbICOKOWA
MMOTHOCTW C A4O3MPYHOLLUM
YCTPOWCTBOM U C 3aLUWTHOWN
KPBILLKOW 13 NONUaTUIEHa
BbICOKOW MMOTHOCTH.

Mo 1 chnakoHy BMecTe ¢
WHCTPYKLUMEN NO NPUMEHEHUNIO B
MaudKy KapTOHHY!O.

Labeling / Mapknposka

In accordance with ND. /
B cooTBeTCTBUM C HOPMaTUBHOM
OOKyMeHTaumen.

Complies as prescribed /
CooTtseTcTBYET NPeAnncaHHomMy

Storage conditions /
Ycnoens xpaHeHus

At the temperature not more than 25°C. /

Mpu TemnepaType He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHuWst

3 years /3 ropa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr

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

Manufacturing date (mm.yyyy): /
Oarta npouzBogcrea (MM.ITIT):
Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.ITIT):

Manufacturer according to the
registration in Russia: /

MNpouzeoauTens B COOTBETCTBUMU

C perucrpauuei B Poccuu:

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pyg/dose /
HA3WUBUH® CEHCUTUB,

cnpeun HazanbHbIW A4O3UpPOBaHHLIA, 11,25 Mkr/go3a

05503228
325820A

01.07.2024
06.2027
Famar Health Care Services Madrid, S.A.U./

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

APl name / HaumeHoBaHue ADC:

ruapoxnopua

INN / MHH:

Oxymetazoline / OkcumeTasonuH

APl manufacturer batch number /
Homep cepum npousBogutens APC:

23212090

FP Manufacturer APl Batch number/

2400609

Oxymetazoline hydrochloride / OkcumeTazonuHa

Homep cepumn cy6ctaHummu npounssogutens MNNo:

APl Manufactured by & country /
Mpoussoautenb ADC, cTpaHa:

Siegfried PharmaChemikalien Minden GmbH,
Germany /

3urdppug PapmaxXemukanueH MuHaeH MvoX,
FepMmaHus

Assessment: / 3aknioyeHue:

The batch complies with the specification according to ND JIl1-

000511-211022 amendement Ne1 from 03.11.2023 / MapTtua
COOTBETCTBYET cneumndukaunsm HopmaTuBHoro aokymenTa Jil-

000511-211022 nameHeHne Ne1 ot 03.11.2023
{

Date / Signature of Qualified Person: /
dara / noAnucb yNONnHOMOYEHHOTO Nuua:

.y

. ULy 1AM et /o

PAY“‘A‘& = A O




