L | FAMAR

Certificate of Conformity

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

Customer material code: 81775842 Marketing Auth. N°.: JIII-000511
Batch: 315800A Quantity released: 39.068 UN
Date of manufacture: 27.02.2024 Expiry Date: 01.2027

API Batches used

Code Description Batch Nr Supplier Batch Nr
10501253 OXIMETAZOLINA CLORHIDRATO 2301796 23202111

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
I

RELATIVE DENSITY d 20/20 1.006-1,010 1,008
PH 56-6,1 59
AVERAGE MASS OF DELIVERED DOSE 38.25mg - 51.75mg 43,77
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 292
FILLING VOLUME >=10mi 117
OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conforms Conforms
OXYMETAZOLINE HYDROCHLORIDE ASSAY 475-525,0 pg/ml 508
HYDROLISIS PRODUCT <=0.5% related to the content of 0.00 %
Oxymethazolyne hydrochloride
ZP-1 <=0.5% related to the content of 000%
- oOxymethazolyne 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/ml Absence
STAPHYLOCOCCUS AUREUS IN 1ML Absence/ml Absence
Microbial Contamination FUNGI (TYMC) <=10" CFU/mlI 0 cfu
Microbial Contamination BACTERIA (TAMC) <=10"2 CFU/m| 0 cfu
STERILITY TEST Complies Conforms
Deviations: NO P YES [ ] Ifsignificant deviations (which may have an impact on the quality of product).

Description of the event:

PNT:
This product has been analized by SOP: WIN-0000677 / WIN-0009323
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Manufacturing License 6481E / GMP Certificate Number ES/083HV1/21
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05502959 NASIVIN SENSITIVE 0,05% 10ML(RU)P&G-NEW

Customer material code: 81775842 Marketing Auth. N°.: JIII-000511
Batch: 315800A Quantity released: 39.068 UN
Date of manufacture: 27.02.2024 Expiry Date: 01.2027

API| Batches used

Code Description Batch Nr Supplier Batch Nr
10501253 OXIMETAZOLINA CLORHIDRATO 2301796 23202111

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)

gu c.c) c.Lu (36. gc r\(;C._LQE,

NG MARQ2CIR
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CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHAITU3IA

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTMUB,

cnpeil HasanbHbIA AO3UMPOBaHHbLIN, 22,5 MKr/ao3a

05502959
315800A

Manufacturing date (mm.yyyy): /

gara npoussoacTsa (MM.IIT r):

Expiry date (mm. 2/

Cpok rogHocTH (MM.rrrr):

02/2024

01/2027

Manufacturer according to the

reqgistration in Russia: /

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

[IpoussoaunTens B COOTBETCTBUM

¢ peructpauuei B Poccuu:

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

Parameter / Napamertp

Specifications / Cneundukauumu

Results / Pesynbrathl

Identification
Oxymetazoline
hydrochloride /
MoanuHHOCTL
OkcumeTasonuHa

ruapoxnopus,

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
yAEepXUBaHUA OCHOBHOIO NUKa Ha
XpomaTrorpaMmmMe UCNbITyeMOro pacTeopa
AOMKHO COOTBETCTBOBATL BPEMEHMU
yAepX1BaHUS OCHOBHOIO NUKa Ha
XpomarorpaMmme CTaHaapTHOro pacTeopa
OKCUMETa30onuHa rugpoxnopuaa,
NONy4YeHHON NpU KONMYECTBEHHOM
lonpefeneHun. . am

conforms / cooTBeTCTBYET

Clarity / Npospa4HocTb

The product should be not more opalescent
than reference suspension . /
OnanecueHuus npenapaTa He AoMmKHa
npesbilWwaTb onanecLUeHumio aTanoHa
cpaBHeHus |.

conforms / cooTBeTcTBYET

Color of the solution /
LiseTHOCTb pacTBopa

The product should be not more colored than
color reference solution Y7 / MNpenapat
[onxeH ObiTb OKpaLleH He Gonee
WHTEHCWBHO, YeM 3TanoH Y7.

conforms / cooTBeTcTBYET

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

(d 20/20)

pH/pH From5.6t06.1 /01 5,6 806,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 292 mOsmol/kg / 292
OcmMmonanbROCTb Ot 270 po 330 mOcmonb/kr mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

cnpew Ha3anbHbIN 4O3UPOBaHHbLIW, 22,5 MKr/Qo3a

05502959
315800A

Manufacturing date (mm.yyyy): /

Qara npoussogcrea (MM.Irrr):

Expiry date (mm.yyyy): /

Cpok rogHocTy (MM.rrrr):

02/2024

01/2027

Manufacturer according to the

reqistration in Russia: /

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

MpoussoauTensL B COOTBETCTBUM

¢ perucrpaumein B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneuundukauunm

Results / Pe3ynbrarhl

Mean dose weight and
uniformity of dose weight /
CpepHas macca aosbt 1
OQHOPOAHOCTb MacCh!
£03bl

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. /

CpenHsan macca gosbl: 45 mr £ 15 %.
OaHOPOAHOCTL MacChl A03bl: CpeaHsis
mMacca possl + 25 %.

He 6onee 2 13 10 go3 >+ 25 % oT cpeaHen
Macchbl 4O3bi.

Ho Bcerpa < + 35 % oT cpefHe macchl
[03bl.

43.77 mg / 43.77 mr

Related substances /
PopacTeeHHbie npumecn

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

0.0%

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

00%

Single unidentified impurity - NMT 0.1 % /
EgvHuyHas HemgeHTMMUMpoBaHHas
npumech — He bonee 0.1 %.

0.0%

Total impurities - NMT 1.2 % /
Cywmma npumeceit — He 6onee 1.2 %.

0.0%
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANTU3A

Product: / Mpogykr

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTMUB,

crpew HasanbHbIW OO3UPOBaHHbLIN, 22,5 MKkr/go3a

05502959
315800A

Manufacturing date (mm.yyyy): /
Qava npoussoactea (Mm.rrrr): 02/2024

Expiry date (mm.yyyy): /

Cpok roaHocTy (Mm.rrrr):

01/2027

Manufacturer according to the

registration in Russia: /

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

ﬂgouasogurenb B COOTBETCTBUMN

€ perucrpaumeit B Poccuu:

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

Microbial purity / TAMC - NMT 102 CFU/mI / 0 CFU/ml /
Mukpo6uronoruuyeckas O6wee yncno aspobHbix HakTepuii — He 0 KOE/mn
yucToTa 6onee 102 KOE/mn
TYMC — NMT 10" CFU/ml / 0 CFU/mI /
Obwee yncno ApoxoKeBbIX U NNEcHeBbIX 0 KOE/mn
rpubos — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
Ortcytcteue Pseudomonas aeruginosa/mn. | Otcytcreyet 8 1,0 Mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 mi/
Ortcytcreue Staphylococcus aureus/imn. Otcyrcreyet 8 1,0 Mn
Assay 450 - 525 ug of oxymetazoline 510 pg/mi / 510 mkr/mn
Oxymetazoline hydrochloride/ml. /
hydrochloride / 450 - 525 mkr okcumeTaszonvHa
| KonuuecTseHHoe ruapoxnopuaa/mn. e s e e
onpeaenexue
OkcumeTasonuHa
rmgpoxnopug
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAITU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /
HA3MBUH® CEHCUTUB,

cnpeit HazanbHbIN AO3UPOBaHHbLIRA, 22,5 MKr/ao3a

05502958
315800A

Manufacturing date (mm.yyyy): /

ga'ra npou3soacrTea ‘MM.I‘I’I’I‘[:

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

02/2024

01/2027

Manufacturer according to the

registration in Russia: /

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

MNpoussoguTens B COOTBETCTBUMN

¢ peructpauue 8 Poccuu:

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

Parameter / Napamerp

Specifications / Cneuucukaumn

Results / PesynbTtath!

Packaging / Ynakoska

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 npenaparta Bo pNakoH
13 NONMU3TUNEHA BbICOKON
NNOTHOCTY C A03MPYIOLLIUM
YCTPOWCTBOM U C 3aLLUTHON
KPbILUKOW U3 NONUaTUNEHa
BbICOKOI NNOTHOCTW.

Mo 1 conakoHy BMecTe ¢
WHCTPYKLMEN NO NPUMEHEHWIO B
Nnayky KApTOHHYO.

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 npenaparta Bo ¢akoH
13 NONU3ITUIIEHA BbICOKOMN
NNOTHOCTU C A03UPYIOLLUM
YCTPOWCTBOM U C 3aLUTHOW
KPbILLKOW U3 NONU3TUNEHa
BbICOKOV/ NNOTHOCTU.

Mo 1 dbnakoHy BmecTe €
VHCTPYyKUMen No NPpUMEHEHUIo B
navky KapTOHHYIO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBeTCTBNM C HOPMATUBHOW
LOKyMeHTaunen.

Complies as prescribed /
CooTBeTcTBYET NpeanucaHHoMy

Storage conditions /
Ycnosus XpaHeHuUs!

At the temperature not more than 30°C. /

Mpu Temnepatype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3 roga
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAITU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /
HA3SUBWH® CEHCUTUB,
cnpei HasanbHbIN O3UPOBaHHbIW, 22,5 MKr/ao3a

05502959
315800A

SAP-Code: / Koa SAP:

Batch no.: / Ne naptum:
Manufacturing date (mm.yyyy): /
Oava npoussogcTsa (Mm.rrrT):
Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rrrT):

Manufacturer according to the
registration in Russia: /
MpoussoauTens B COOTBETCTBUM
€ peructpauuen B Poccuu:

02/2024

01/2027

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

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

APl name / HaumeHoBaHue A®C:

Oxymetazoline hydrochloride / OkcumeTasonuHa

rugpoxnopuva
INN / MHH: Oxymetazoline / OkcumeTtazonuH
API manufacturer batch number /
Homep cepuu npoussogurtens A®C: s
FP Manufacturer API Batch number / 2301796

Homep cepum cy6ctanumu nponssogutens FNo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
Mpoussogurenb APC, crpaHa: 3urcbpun PapmaXemukanuer MungeH MubX,
T . - L e = = B 'epmaHnus

Assessment: / 3akntoueHue:

The batch complies with the specification according to ND M-

000511-211022 / NapTua cooTBETCTBYET Cneundukaumam
HopmaTusHoro gokymenta J1M-000511-211022

Date / Signature of Qualified Person: /
Oara / nognuch ynonHOMOYeHHOro nuua:

A4 1t AR 202

gucc‘)C.Ly()e_ SCF\EC:L_:‘_E /QP
FAMAR HARRIN




