. FAMAR

Certificate of Conformity
05502959 NASIVIN SENSITIVE 0,05% 10ML(RU)P&G-NEW

Customer material code: 81775842 Marketing Auth. N°.: JIII-000511
Batch: 310830A Quantity released: 34.830 UN
Date of manufacture: 21.12.2023 Expiry Date: 12.2026

APl Batches used

Code Description Batch Nr Supplier Batch Nr
10501253 OXIMETAZOLINA CLORHIDRATO 2301269 23202115

ANALYTICAL RESULTS

TEST RELEASE RESULTS
SPECIFICATIONS

APPEARANCE OF SOLUTION Not more colored than reference Conforms
solution Y7

APPEARANCE OF SOLUTION CLARITY Solution should be transparent or not Conforms

more opalescent than reference suspension
|

RELATIVE DENSITY d 20/20 1.006-1,010 1,009
PH 5,6-6,1 59
AVERAGE MASS OF DELIVERED DOSE 38.25mg - 51.75 mg 4536
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 294
FILLING VOLUME >= 10 ml 1.7
OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conforms Conforms
OXYMETAZOLINE HYDROCHLORIDE ASSAY 475-525,0 pyg/ml 503
HYDROLISIS PRODUCT <=0.5% related to the content of 0,08 %
Oxymethazotyne hydrochioride
ZpP-1 <=0.5% related to the content of 0,00 %
——————————————————Oxymethazolyne-hydrochtoride ——— —
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/ml Absence
STAPHYLOCOCCUS AUREUS IN 1ML Absence/m| Absence
Microbial Contamination FUNGI (TYMC) <=10*" CFU/ml 0 cfu
Microbial Contamination BACTERIA (TAMC) <=10"2 CFU/ml 0 cfu
STERILITY TEST Complies Conforms
Deviations: NO [ ] YES [?(‘If significant deviations (which may have an impact on the quality of product).
Description of the event:
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This product has been analized by SOP: WIN-0000677 / WIN-0009323 .
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Certificate of Conformity

05502959 NASIVIN SENSITIVE 0,05% 10ML(RU)P&G-NEW

Customer material code: 81775842 Marketing Auth. N°.: JIII-000511
Batch: 310830A Quantity released: 34.830 UN
Date of manufacture: 21.12.2023 Expiry Date: 12.2026

API| Batches used

Code Description Batch Nr Supplier Batch Nr
10501253 OXIMETAZOLINA CLORHIDRATO 2301269 23202115

Compliance statement:
| hereby certify that the above information is authentic and accurate according to MSM product data sheet 81775842 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: Signature:
(Qualified person)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3MBUH® CEHCUTUB,

cnpen HasanbHbI OO3UPOBaHHbIN, 22,5 MKr/Qo3a

05502959
310830A

Manufacturing date (mm.yyyy): /

Qara npou3sofAcTea (MM.Irrr !:

Expiry date (mm.yyyy): /

Cpok roaHocTy (MMm.rrrT):

12/2023

12/2026

Manufacturer according to the

registration in Russia: /

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

I'Igouaaogwrenb B COOTBETCTBUMN

¢ perucrpauuei 8 Poccuu:

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

Parameter / NapameTp

Specifications / Cneuudukaumnn

Results / Pesynbrathbl

Identification
Oxymetazoline
hydrochioride /
MoanuHHOCTL
OkcunmeTtasonuHa
rmapoxnopug

onpeaeneHn.

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
YAEPX1MBAHNA OCHOBHOTO NUKa Ha
XpoMaTorpammMe UCnbITYEMOro pacTeopa
[OMKHO COOTBETCTBOBATb BPEMEHU
yAepXMBaHUs OCHOBHOIO Nuka Ha
XpomaTorpamme CTaHAapTHOro pacTBopa
okcuMeTasonuHa rgpoxAopuaa,
nony4eHHoN Npy KONUYECTBEHHOM

conforms / cooTBeTcTBYET

Clarity / Mpo3spayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuus npenaparta He A0MXHa
npesbitlaTh onanecueHUmto atanoHa
cpasHeHwus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiseTHOCTb pacTBopa

The product should be not more colored than
color reference solution Y7 / Mpenapat
AormkeH BbITh okpalleH He Bonee
WHTEHCUBHO, Yem 3TanoH Y;.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.009
OTtHocuTenbHas nnoTHocTb | OT 1,006 ao 1,010

(d 20/20)

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

Osmolality / From 270 to 330 mOsmol/kg / 294 mOsmol/kg / 294
OcMonAnbHOCTb Ot 270 go 330 mOcmons/kr MOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIU3A

Product: / MpoayKkT

NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 pg/dose /

HA3NBVH® CEHCWUTUB,
cnpeli Ha3anNbHbIA NO3MPOBaHHbIN, 22,5 MKr/ao3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptuu: 310830A
Manufacturing date (mm.yyyy): /
Oarta npoussoacTBa (MM.IIrT): 12/2023
Expiry date (mm. 1
Cpok roaHocTH (MM.ITIT): 12/2026

Manufacturer according to the

reqistration in Russia: /

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

[poussoauTensL B COOTBETCTBUMN

c perucrpauuen B Poccuu:

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

Parameter / Napametp Specifications / Cneuundpukaumm Results / PesynbTaTthl
Mean dose weight and Mean dose weight: 45 mg +15 %. 45.36 mg / 45.36 mr
uniformity of dose weight / | Uniformity of dose weight: mean dose weight
CpepgHss macca f03bi U +25 %.
0AHOPOAHOCTbL MaCCh! Max. 2 from 10 doses > % 25 % from mean
£[03bl dose weight. 0

But always < + 35 % from mean dose

weight. / 0

CpenHsasa macca go3bi: 45 mr + 15 %.
OpHOPOAHOCTb Macchl A03bl: CPeAHARA
macca 4o3bl + 25 %.

He 6onee 2 13 10 o3 > + 25 % o1 cpeaHen |
Macchbl 403bl.
Ho Bceraa < + 35 % oT cpenHei macchbl 0
003bl.

Related substances /
PopacTteeHHbIE npumecu

Impurity A (Hydrolysis product) - NMT 0.5 0.08 %
% / Mpumechb A (NpoAyKT ruaponusa) — He
6onee 0.5 %.

Impurity ZP-1 — NMT 0.5 % / 0.0%
Mpumeck ZP-1 — He Bonee 0.5 %.

Single unidentified impurity — NMT 0.1 % / 0.0%
EavHnuHas HewpgeHTuduumposaHHas
npumech — He 6onee 0.1 %.

Total impurities — NMT 1.2 % / 0.0%
Cymma npumeceli — He Gonee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTTU3A

Product: / Mpogaykr

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

NASIVIN® SENSITIVE

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

HA3MBUH® CEHCUTMUB,

cnpe# HasanbHbIW AO3UPOBaHHbLIN, 22,5 MKr/Ao03a

05502959
310830A

Manufacturing date (mm.yyyy): /

ga'ra npoussogcrea ‘MM.I‘I"I’I‘[!

Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.rrrT):

12/2023

12/2026

Manufacturer according to the

registration in Russia: /

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

[pousBoAUTENL B COOTBETCTBUMN

C perucrpauven B Poccuu:

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

ruapoxnopua

Microbial purity / TAMC — NMT 102 CFU/mI / 0 CFU/ml/
Mukpobuonorvuueckas Obuiee uncno aspobHbix GakTepuit — He 0 KOE/mn
yucToTa b6onee 102 KOE/mn
TYMC — NMT 10" CFU/mi / 0 CFU/ml/
O6uwee YMCcno APONOKEBLIX U MECHEBbIX 0 KOE/mn
rpubos — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
Ortcytcteue Pseudomonas aeruginosa/mn. | OtcytcteyeT 8 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
Orcytcteue Staphylococcus aureusimn. OtcytcreyeT B 1,0 Mn
Assay 450 - 525 pg of oxymetazoline 503,5 pg/ml / 503,5
Oxymetazoline hydrochloride/ml. / MKr/mn
hydrochloride / 450 - 525 MKr oKCMMeTa3onuHa
KonuyecteeHHoe ruapoxnopuga/mn.
|onpenenene o S
OkcumeTasonuHa

@
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATTU3A

Product: / [poaykKTt

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

NASIVIN® SENSITIVE

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

cnpen HazanbHbIN 4O3UPOBaHHbIRA, 22,5 MKr/ao3a

05502959
310830A

Manufacturing date (mm.yyyy): /

gaTa npou3soncrsea (MM.rrrr !I

Expiry date (mm.yyyy): /

CpoK rogHOCTH (MM.ITrT):

12/2023

12/2026

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUMN

c perucrpauuei B Poccum:

«®amap Xanc Kea Cepsuces Magpua, C.AY.»

Parameter / [NapameTtp

Specifications / Cneundukaunm

Results / PesaynbTarbl

Packaging / Ynakoeka

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 npenapara Bo nakoH
13 NONN3TUNEHA BbICOKOW
NMOTHOCTU € A03UPYIOLLINM
YCTPONCTBOM U C 3aLLWUTHON
KPbILLKOW U3 NONuaTuneHa
BbICOKOW NMOTHOCTW.

Mo 1 dnakoHy BmecTe C
WMHCTPYKUWEeRn NO NPUMEHEHWNIO B
NayKky 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 npenapara Bo hnaxkoH
13 NONNaTUNEHa BbICOKOW
NNOTHOCTY C A03NPYIOLUM
YCTPOWCTBOM U C 3aLUTHOW
KPbILUKOW U3 NonuaTuneHa
BbICOKOW NAOTHOCTW.

Mo 1 dnakoHy BMecTe C
VHCTPYKLUWEN MO NPUMEHEHUIO B
nayYky KApTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cOOTBETCTBUU C HOPMATUBHOMN
DOKYMEHTaLUuen.

Complies as prescribed /
CooTBeTCTBYET NpeanucaHHoOMy

Storage conditions /
Ycnosusa xpaHeHus

At the temperature not more than 30°C. /

Mpv TemnepaType He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years /3 roaa
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / Mpogykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 uyg/dose /
HA3MBUH® CEHCUTUB,
cnpei HasanbHbIN 4O3UPOBaHHbLINW, 22,5 MKr/ao3a
SAP-Code: / Koa SAP: 05502959
Batch no.: / Ne naptuu: 310830A

Manufacturing date (mm.yyyy): /
Oara npoussoacrtea (mm.rrrr): 12/2023

Expiry date (mm.yyyy): /

Cpok roaHocTu (MM.rrrr): 12/2026
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MNpoussoauTens B COOTBETCTBUM
C perucrpauuei 8 Poccuu: «®Pamap Xanc Kea Cepsuces Magpug, C.A.Y.»
APl name / HaumeHoBaHne A®C: Oxymetazoline hydrochloride / OkcumeTasonuHa
rmgpoxnopua
INN / MHH: Oxymetazoline / OkcumeTtasonux
API manufacturer batch number /
Homep cepuu npouzsoaurtens A®C: 23202115
FP  Manufacturer APl Batch number / 2301269
Homep cepuu cybectanuum npoussogutens IMo:
Siegfried PharmaChemikalien Minden GmbH,
API Manufactured by & country / Germany /
Mpouazsoautens A®C, cTpaHa: 3urcppun dapmaXemukanuen Muraen MM6X,
' e w B F - . ~ Tepmanus

Assessment: /| 3aknioueHnne: The batch complies with the specification according to ND M-
000511-211022 / MapTusa cooTBeTCTBYET CneuunduKkaumam

HopmartusHoro gokymenta J1M-000511-211022
Date / Signature of Qualified Person: / 20 MAR 2oy // ,74
Jdara / nognucL ynonHOMO4YEeHHOro Auua: :

LMX) p\c\MQ«A/\-/QP
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