FAMAR

Certificate of Conformity

05502960 NASIVIN SENSITIVE 0,025% 10ML(RU)P&G-NEW
Marketing Auth. N°.:

Customer material code: 81775841 JIII-000511

Batch: 311340A
Date of manufacture:

API| Batches used

19.01.2024

Quantity released:
Expiry Date:

39.578 UN
01.2027

Code Description Batch Nr Supplier Batch Nr
10501253 OXIMETAZOLINA CLORHIDRATO 2301624 23202115
ANALYTICAL RESULTS

TEST RELEASE RESULTS
SPECIFICATIONS

APPEARANCE OF SOLUTION 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 1,009

PH 5,6-6,1 59

AVERAGE MASS OF DELIVERED DOSE 38.25 mg - 51.75 mg 45,78

DELIVERED DOSE UNIFORMITY (WORT CASE) 25 0-2 0

DELIVERED DOSE UNIFORMITY (WORT CASE) 35 0-0 0

OSMOLALITY (mosm/kg) 270-330 mosmol/kg 291

FILLING VOLUME >=10,0 mi 11,7 ml

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 237.5-262.5 pg/ml 249,2

HYDROLISIS PRODUCT <=0.5% related to the content of 0,00 %
Oxymethazolyne hydrochloride

ZP-1 <=0.5% related to the content of 0,00 %
Oxymethazolyne hydrochloride

LARGEST UNIDENTIFIED DEGRADATION PRODUCT <=0.1% related to the content of 0,0 %
Oxymethazolyne hydrochloride

TOTAL DEGRADATION PRODUCTS <=1.2% 0,0 %

PSEUDOMONA AERUGINOSA IN 1 ML Absence/mli 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 [ 1 YES T[> Iifsignificant deviations (which may have an impact on the quality of product). .
Description of the event: T W (\qQsos : e wlt 0,\o<>\1~Q aatan mr\-
MSPe /8¥  13MaNZeZYy

PNT:

FAMAMZ  MNAD 1D

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

Famar HCS, S.AU, - Avenida Leganés A?-2R923-Alnnrmnn-Madrid-Spain wans famar.granp com

Manufacturing License 6481E / GMP Certificate Number ES/083HV1/21



FAMAR

Certificate of Conformity
05502960 NASIVIN SENSITIVE 0,025% 10ML(RU)P&G-NEW

Customer material code: 81775841 Marketing Auth. N°.: JIII-000511
Batch: 311340A Quantity released: 39.578 UN
Date of manufacture: 19.01.2024 Expiry Date: 01.2027

API| Batches used

Code Description Batch Nr Supplier Batch Nr
10501253 OXIMETAZOLINA CLORHIDRATO 2301624 23202115

Compliance statement:
| hereby certify that the above information is authentic and accurate according to MSM product data sheet 81775841. This batch of
product has been manufactured, including packaging and quality control in full compliance with the GMP requirements of the local
Regulatory Authority and with the specifications in the Marketing Authorization of the importing country. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP.

Released by: “\/\ dwieca 90: W d\J\.e—% . Signature:

(Qualified person)

by

13 MAaN 2024

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/083HVI/21
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3SNBUH® CEHCUTMUB,

cnpei HasanbHbIA [O3UPOBaHHbIN, 11,25 MKr/go3a

05502960
311340A

Manufacturing date (mm.yyyy): /

farta npoussogcTea (MM.ITIT):

01/2024

Expiry date (mm.yyyy): /

Cpok roaqHocTH (MM.Frir):

01/2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUM

C perucrpauuen B Poccum:

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

Parameter / Napametp

Specifications / Cneundukaummn

Results / PeaynbTaThl

Identification
Oxymetazoline
hydrochloride /
MognnHHOCTL
OkcumeTasonuHa
ruapoxnopua

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
YAEPXUBaHNA OCHOBHOTIO MWKa Ha
XpomaTorpaMmme MCnbiTyeMoro pacTeopa
AOMMKHO COOTBETCTBOBATL BPEMEHMU
YAEPXMBaHUA OCHOBHOIO NuKa Ha
Xpomarorpamme CTaHAAPTHOro pacTeopa
OKCUMEeTa30nnHa rmgpoxnopunaa,
NonyYeHHoW Npu KONUYECTBEHHOM
onpeaeneHuu.

conforms / cooTBeTcTBYET

Clarity / NMpospayHocTs

The product should be not more opalescent
than reference suspension |. /
OnanecLeHunsa npenapara He AoMKHa
npesbilWaTs onanecueHLUnio 3TanoHa
CpaBHeHwus |.

conforms / cootBeTcTBYET

Color of the solution /
LiseTHocTb pacTBopa

The product should be not more colored than
color reference solution Y7 / Npenapat
AomxkeH 6blTb okpatleH He bonee
MHTEHCUBHO, YeM 3TanoH Y.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.009
OTHocuTenbHas nnotHocTk | OT 1,006 go 1,010

(d 20/20)

pH/ pH From5.6t06.1/0T 5,6 0o 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg / 291
OcmonsanbHOCTb Ot 270 po 330 mOcmonb/kr MOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAINU3A

Product: / Mpoaykr

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

HA3UBUH® CEHCUTUB,
crnpei HaszanbHbIN A03UpPOBaHHbIN, 11,25 mKr/ao3a
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptuu: 311340A
Manufacturing date (mm.yyyy): /
Oata npousBoacTBa (MM.ITrT): 01/2024
Expiry date (mm.yyyy): /
CpoK roqHOCTU (MM.[TTT): 01/2027

Manufacturer according to the

registration in Russia: /

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

lMpoussoguTenb B COOTBETCTBUM

C perucrpauuven B Poccuu:

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

Parameter / MapameTp Specifications / Cneundukaumnm Results / PesynbTaThl
Mean dose weight and Mean dose weight: 45 mg +15 %. 4578 mg/45.78 mr
uniformity of dose weight / | Uniformity of dose weight: mean dose weight
CpenHsis macca no3bl U + 25 %.
OAHOPOAHOCTL Macchl Max. 2 from 10 doses > + 25 % from mean
[03bl dose weight. 0

But always < £ 35 % from mean dose

weight. / 0

CpenHsisa macca gosbl: 45 mr £ 15 %.
OaHopoOHOCTE Macchl 403kl CpeaHsASs
macca fo3bl + 25 %.

He 6onee 2 n3 10 o3 > x 25 % oT cpeaHen |
Macchbl [03bl.
Ho Bcerpa < £ 35 % oT cpeaHer macchl 0
[03bl.

Related substances /
PoacteeHHble npumecu

Impurity A (Hydrolysis product) — NMT 0.5 0.0%
% / Mpumeck A (NPOAYKT rnpponusa) — He
tonee 0.5 %.

Impurity ZP-1 — NMT 0.5 % / 0.0%
Mpumecs ZP-1 — He 6onee 0.5 %.

Single unidentified impurity — NMT 0.1 % / 0.0 %
EAvHuYHasa HemaeHTMULMpoBaHHas
npumecb — He 6onee 0.1 %.

Total impurities — NMT 1.2 % / 0.0%
Cymma npumecei — He 6onee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAITU3A

Product: / MNpoaykr

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

HA3MBUH® CEHCUTUB,
cnpen HasanbHbIN A03UPOBaHHbLIN, 11,25 MKr/oo3a
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naprtuu: 311340A
Manufacturing date (mm.yyyy): /
darta npoussoacTea (MM.rrrr): 01/2024
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrr): 01/2027

Manufacturer according to the

registration in Russia: /

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

[Mpou3BoauTens B COOTBETCTBUU

c perucrpaumuein B Poccuum:

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

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml/
Mukpobuonoruyeckas O6Lwee uncno aspobHbIx GakTepuii — He 0 KOE/mn
yncToTa Honee 102 KOE/Mn
TYMC — NMT 10" CFU/ml / 0 CFU/ml /
O6Lee Yncno APOXOKEBBIX U MIIECHEBLIX 0 KOE/mn
rpubos — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OrtcytcTBue Pseudomonas aeruginosa/mn. | OtcyTtcteyet B8 1,0 Mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OTcyrcrBue Staphylococcus aureus/mn., Otcytcteyet B 1,0 M
Assay 225 — 262.5 pg of oxymetazoline 249.2 ug/ml /249.2
Oxymetazoline hydrochloride/ml. / MKr/Mn
hydrochloride / 225 - 262,5 MKr okcuMeTasonvHa
KonuyecTtseHHoe rmapoxnopuga/min.
onpegenexHve
OxkcumeTtasonuHa
rmapoxnopug
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

cnpei HasanbHbIA AO03UpPOBaHHbIN, 11,25 MKr/go3a

05502960
311340A

Manufacturing date (mm.yyyy): /

JaTta npou3soacTBa (MM.rrrr):

01/2024

Expiry date (mm.yyyy): /
CpokK rogHoCcT! (MM.ITTT):

01/2027

Manufacturer according to the

registration in Russia: /

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

lMpouzBoauTenb B COOTBETCTBUM

c perucrtpauuein B Poccuu:

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

Parameter / NMapameTtp

Specifications / Cneuudukaumum

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 leaflet into
carton box. /

Mo 10 mn npenapata Bo pnakoH
13 NONN3TUNEHA BbICOKON
MNOTHOCTY C AO3MPYOLLUM
YCTPOWCTBOM U C 3aLUTHOMN
KPbILLKOW U3 NonmMaTuneHa
BbICOKOW MIOTHOCTW.

Mo 1 conakoHy BmecTe C
WHCTPYKLMEN 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. /

Mo 10 mn npenapata BoO ¢riakoH
N3 NONNATUIEHA BbICOKON
MMOTHOCTM C A03VPYIOLLMM
YCTPOWNCTBOM U C 3aLLUTHON
KPbILLKOW U3 nonnaTuneHa
BbICOKOW MNOTHOCTH.

Mo 1 drnakoHy BMecTe C
WHCTPYKUMEN NO NPUMEHEHMIO B
NaYky KAPTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBEeTCTBUN C HOPMATUBHON
OOKYMeHTaunen.

Complies as prescribed /
CooTBeTCTBYET NpeanMcaHHoMy

Storage conditions /
YcnoBus XpaHeHns

At the temperature not more than 30°C. /

Mpw Temnepartype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHusi

3 years / 3 roaa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNIU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 ug/dose /
HA3UBUH® CEHCUTUB,
crnpeu HasanbHbIN 003UPOBaHHLIN, 11,25 Mkr/go3a
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne napTuu: 311340A
Manufacturing date (mm.yyyy): /
farta npousBoacTBa (MM.ITrT): 01/2024
Expiry date (mm.yyyy): /
CpoK rogHoCTH (MM.ITIT): 01/2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpoussoauTens B COOTBETCTBUU
¢ perucrpauueun B Poccuu: «®amap Xanc Kea Cepsuces Magpua, C.A.Y.»
API name / HaumeHoBaHue ADC: Oxymetazoline hydrochloride / OkcumeTasonuxa
rugpoxnopua
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepumn npounssoautens ADC: 23202115
FP Manufacturer  API Batch number / 2301624
Homep cepumu cybcTaHuum npoussoautens NMo:
Siegfried PharmaChemikalien Minden GmbH,
API Manufactured by & country / Germany /
MpounssoauTens A®C, cTpaHa: 3urcppua PapmaXemukanueH MungeH MibX,
lepmaxus
Assessment: / 3akntouyeHue: The batch complies with the specification according to ND JIM-

000511-211022 / MapTus cooTBETCTBYET cneumdukaumam
HopmaTtusHoro aokymenTa JM-000511-211022

Date / Signature of Qualified Person: / : _ )
[arta / noAnuch yNnonHOMOYeHHOro nuua: ZUMAN D202y / MSPO

M Sl L S:L\F\O{/l@g /@P tamal”

FAMAR

Health Care Sorvi

Avda. Legangs 52
28923 Alcorcon, Madrid, Spain






