— FAMAR

Certificate of Conformity

05503227 NASIVIN SENSITIVE 0,05% 10ML(RU)P&G-NEW?2
Marketing Auth. N°.: JIII-000511
Quantity released: 37.725 UN

Customer material code: 80781183

Batch: 320020A

Date of manufacture: 22.04.2024

APl Batches used

Code Description
10501253 OXIMETAZOLINA CLORHIDRATO

Supplier
Batch Nr Batch Nr
2400549 23202119

Expiry Date: 03.2027

Manufacturer Country

ES

ANALYTICAL RESULTS

TEST RELEASE RESULTS
SPECIFICATIONS
APPEARANCE OF SOLUTION CLARITY Solution should be transparent or not Conforms
more opalescent than reference suspension
|
APPEARANCE OF SOLUTION COLOR Not more colored than reference Conforms
solution Y7
RELATIVE DENSITY d 20/20 1,006 - 1,010 1,007
PH 5,6-6,1 59
AVERAGE NUMBER OF DOSES PER CONTAINER Min. 143 deliveries 197
AVERAGE MASS OF DELIVERED DOSE INTRA 38,25-51,75 mg 45,81 mg
INTRAVIAL UNIFORMITY OF DOSAGE (+/-25 %) 0-1 0
INTRAVIAL UNIFORMITY OF DOSAGE (+/-35 %) 0-0 0
OSMOLALITY (mosm/kg) 270 - 330 mOsmol/Kg 291
FILLING VOLUME Min. 10 mi 12ml
OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms
OXYMETAZOLINE HYDROCHLORIDE ASSAY 475 - 525 ug/mi 500
HYDROLISIS PRODUCT <= 0,5% related to the content of 0,0 %
- ~ Oxymethazoline hydrochioride
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 <=12% 0,0 %
Microbial Contamination BACTERIA (TAMC) <= 102 CFU/mi 0 cfu
Microbial Contamination FUNGI (TYMC) <= 10" CFU/ml 0cfu
PSEUDOMONA AERUGINOSA IN 1 ML Absence/ml| Absence
STAPHYLOCOCCUS AUREUS IN 1ML Absence/m| Absence
STERILITY TEST Complies Conforms
Deviations: NO P YES [ ] Ifsignificant deviations (which may have an impact on the quality of product).
Description of the event:
1/2
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Manufacturing License 6481E / GMP Certificate Number ES/083HV1/21




FAMAR

Certificate of Conformity

05503227 NASIVIN SENSITIVE 0,05% 10ML(RU)P&G-NEW2

Customer material code: 80781183
Batch: 320020A
Date of manufacture: 22.04.2024

API Batches used

Marketing Auth. N°.: JIII-000511
Quantity released: 37.725 UN
Expiry Date: 03.2027

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2400549 23202119 BASF ES
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 80781183, 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:
(Qualified person)

gymAcLupc gfﬁzébx_

Signature:

OB DU QoI

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

Manufacturina License 6481E / GMP Certificate Number ES/083HVI/21
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANKN3A

Product: / MNpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /
HA3MBUH® CEHCUTUB,
cnpei HasanbHbLIA AO3UPOBaHHbIN, 22,5 MKr/Qo3a
SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne naptuu: 320020A

Manufacturing date (mm.yyyy): /
Qara npoussoacrea (MM.ITrT): 04/2024

Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.ITFr): 03/2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
[poussoauTens B COOTBETCTBUU
¢ pervcrtpauuen B Poccuu: «®Pamap Xanc Kea Cepsuces Magpua, C.A.Y.»
Parameter / MapameTp Specifications / Cneundukaumm Results / PeaynbtaTtbi
Identification The retention time of the main peak on the | conforms / cooTBeTcTBYET
Oxymetazoline chromatogram of the tested solution is
hydrochloride / required to correspond to the retention time
MognuHHoCTh of the main peak on the chromatogram of the
OxcumeTasonuHa oxymetazoline hydrochloride standard
rugpoxnopug solution, received at assay testing. / Bpems

yOEPXKXMBAHUSA OCHOBHOTO NUKa Ha
XpomaTtorpamme UCNbLITYEMOro pacTeopa
AOMKHO COOTBETCTBOBATL BPEMEHW
YAEPXUBaHNS OCHOBHOrO NuKa Ha
Xpomarorpamme CTaHAapTHOro pacTeopa
OKCUMeTa3onuHa rugpoxnopunaa,
NONYy4YeHHON NPU KOMMYECTBEHHOM
T onpepenea .
Clarity / Npo3spadHocTb The product should be not more opalescent |conforms / cooTsercTayeT
than reference suspension |. /
OnanecueHuwns npenapara He 4ormkHa
npesbilLaTh onanecueHuUmio atanoHa

cpaBHeHus |.
Color of the solution / The product should be not more colored than | conforms / cootsetcTayeT
LiBeTHoCcTb pacTBopa color reference solution Y7 / MNpenapar

pomkeH BbITb okpalleH He Bonee
WHTEHCUBHO, Yem 3TanoH Y.

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007
OtHocuTenbHas nnotHocTts | OT 1,006 ao 1,010

(d 20/20)

pH/pH From 5.6t06.1/0T1 5,6 no 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg / 291

OcmonanbHOCTb Ot 270 po 330 mOcmonb/kr mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pyg/dose /

HA3NBUH® CEHCUTMUB,

cnpei HasanbHbIN AO3UPOBaHHbLINA, 22,5 MKr/no3a

05503227
320020A

Manufacturing date (mm.yyyy): /

ga'ra npoussoacrea !MM.I’I’I’I’!I

Expiry date (mm.yyyy): /

Cpok rogHocTy (MM.ITIT):

04/2024

03/2027

Manufacturer according to the

registration in Russia: /

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

MNpoussogutens B COOTBETCTBUM

c peruMcrpauumei B Poccuu:

«®amap Xanc Kea CepBuce3 Manpua, C.A.Y.»

Parameter / Mapametp

Specifications / Cneuundpunkaumnm

Results / PesynbTaTbl

Mean dose weight and
uniformity of dose weight /
CpegaHsisi macca Ao3bl v
0AHOPOAHOCTb MacCh!
[o3bl

Mean dose weight: 45 mg 15 %.

Uniformity of dose weight: mean dose weight
+25 %.

Max. 2 from 10 doses > + 25 % from mean
dose weight.

But always < + 35 % from mean dose
weight. /

CpenHsis macca fo3bl: 45 mr + 15 %.
OaHOPOQHOCTH MAcChl [03bl: CPEeaHAA
macca 4o3bl + 25 %.

He 6onee 2 u3 10 o3 > + 25 % oT cpeaHein
Macchi 403bl.

Ho Bcerga < + 35 % ot cpepHei macchl
003bl.

45.81 mg/45.81 mr

Related substances /
PopncteeHHble npumecu

Impurity A (Hydrolysis product) — NMT 0.5
% / Mpumeck A (NpoayKT ruaponusa) — He
6onee 0.5 %.

00%

Impurity ZP-1 — NMT 0.5 % /
Mpumeck ZP-1 — He Gonee 0.5 %.

0.0%

Single unidentified impurity = NMT 0.1 % /
EavHniHas HenaeHTUULMpOBaHHas
npumecb — He 6onee 0.1 %.

0.0%

Total impurities — NMT 1.2 % /
Cymma npumeceii — He 6onee 1.2 %.

0.0%
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /

HA3UBUH® CEHCUTWUB,

cnpei HasanbHbI 4O3UPOBaHHLIN, 22,5 MKr/ao3a

05503227
320020A

Manufacturing date (mm.yyyy): /

gaTa npoussoAcTea (MM.ITIT):

Expiry date (mm.yyyy): /

Cpok roaHOCTYH (MM.ITIT):

04/2024

03/2027

Manufacturer according to the

registration in Russia: /

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

l'lgoussogmenb B COOTBETCTBUU

¢ perucrpauuei 8 Poccuu:

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

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml /
Mukpobuonornyeckas ObLee uncno aspobHiix 6akTepuin — He 0 KOE/mn
uucToTa G6onee 102 KOE/mn
TYMC — NMT 10" CFU/mI / 0 CFU/mt/
O6Lyee YNCNo LPOXOKEBbLIX ¥ NNECHEBbIX 0 KOE/mn
rpv6os — He 6onee 10' KOE/mn
Pseudomonas aeruginosa — absence/m| / Absentin 1.0 ml/
OTcyTtcteue Pseudomonas aeruginosa/mn. | OtcytcTayet B 1,0 Mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OrtcyTcrBue Staphylococcus aureus/mn, Otcyrcreyer B 1,0 Mn
Assay 450 - 525 pg of oxymetazoline 500 pg/ml / 500 mkr/mn
Oxymetazoline hydrochloride/ml. /
hydrochloride / 450 - 525 mkr okcmeTasonuHa
KonuuecTteeHHoe rugpoxsnopuga/mn. - o
onpeaenexve —
OkcumeTasonuHa
rmgpoxnopua
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / MpoAaykr

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

Manufacturing date (mm.

Oara npou3ssoactea ( MM.ITIT):

Expiry date (mm. )
Cpok rogHocTH (MM.rrrr):

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pyg/dose /
HA3UBUH® CEHCUTUB,

cnpew Ha3anbHbI 4O3MPOBaHHbINA, 22,5 MKr/no3a

05503227
320020A

:/
04/2024

03/2027

Manufacturer according to the

registration in Russia: /

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

n pousBoauTesnb B COOTBETCTBUN

c perucrpauuei 8 Poccuu:

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

Parameter / I'IapémeTp

Specifications / Cneundukaunmn

Results / Peaynbrartb!

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 npenapaTta 8o ¢nakoH
13 NONUaTUNEHa BbICOKON
NAOTHOCTU C A03UPYIOLLUM
YCTPOWCTBOM ¥ C 3aLLMNTHOM
KPLILLKOW M3 NONuaTuneHa
BbICOKOW MNMOTHOCTW.

Mo 1 conakoHy BmecTe C
VHCTPYKUMEN NO NPUMEHEHUIO B
NayKy KAPTOHHY!IO.

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 80 hnakoH
13 NONN3TUNEHa BbICOKON
NMOTHOCTY C [O3VNPYIOLLUM
YCTPOWCTBOM U C 3aLUTHON
KPLILLKOW 13 nonuatunexHa
BbICOKOW NMOTHOCTW.

Mo 1 pnakoHy BmecTe C
WHCTPYKLUMEN NO NPUMEHEHWIO B
nNayky KapTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBeTCTBMM C HOPpMATUBHON

OOKyMEHTaumen.

Complies as prescribed /
CooTBeTcTBYET NpeanucaHHoMy

Storage conditions /
YcnoBus xpaHeHnsi

At the temperature not more than 30°C. /

Mpwn Temnepatype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3years/3 ropa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANNU3A

Product: / Mpogykr

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /
HA3UBUH® CEHCUTUB,
cnpen HasanbHbI 4O3UPOBaHHbLIR, 22,5 MKr/no3a

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

Manufacturing date (mm.yyyy): /
Oara npoussoacrea (MM.rrrT):

Expiry date (mm.yyyy): /

Cpok rogHocTy (MMm.rrrr):
Manufacturer according to the
registration in Russia: /
[pousBoAuTens B COOTBETCTBUMN

C perncrpauymein B Poccuu:

320020A

04/2024

03/2027

05503227

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

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

APl name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTtasonuHa

ruapoxnopua
INN / MHH: Oxymetazoline / OkcumeTaszonuH
API manufacturer batch number /
Homep cepuu npoussogutens A®C: 23202119
FP Manufacturer APl Batch number / 2400549

Homep cepuu cy6ctaHuum npoussogutens Mo:

Siegfried PharmaChemikalien Minden GmbH,

APl Manufactured by & country / Germany /
Mpoussoautrens ADC, cTpana: 3urdpug PapmaXemukanuer MunaeH Mi6X,
T O e i I'epmanus

Assessment: / 3aknioueHue:

The batch complies with the specification according to ND J111-

000511-211022 / MapTtua cooTeBeTCTBYET CNELMdUKaLMSM
HopmarusHoro Aokymenta JIM-000511-211022

Date / Signature of Qualified Person: /
dara / nognuch YNonHOMOYEHHOro finua:

FAM AR MMANQUN




