FAMAR

Certificate of Conformity

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

Customer material code: 81775842

Batch: 303070A

Date of manufacture: 06.10.2023

API Batches used

Marketing Auth. N°.:
Quantity released:

JIII-000511
38.007 UN

Expiry Date: 10.2026

Code Description Batch Nr Supplier Batch Nr
10501253 OXIMETAZOLINA CLORHIDRATO 2301110 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 1,007

PH 5,6-6,1 58

AVERAGE MASS OF DELIVERED DOSE 38.25 mg - 51.75 mg 43,97

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 ml 11,8

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conforms Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 475-525,0 pug/ml 509

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

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/ml| Absence

STAPHYLOCOCCUS AUREUS IN 1ML Absence/ml| Absence

Microbial Contamination FUNG! (TYMC) <=10* CFU/mlI 0 cfu

Microbial Contamination BACTERIA (TAMC) <=10"2 CFU/mI 0 cfu

STERILITY TEST Complies Conforms

Deviations: NOo DKl YES
Description of the event:

PNT:

This product has been analized by SOP: QAM_01019 01039 SOP 0758 0657

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

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

[ 1 Ifsignificant deviations (which may have an impact on the quality of product).
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Customer material code: 81775842 Marketing Auth. N°.: JIII-000511
Batch: 303070A Quantity released: 38.007 UN
Date of manufacture: 06.10.2023 Expiry Date: 10.2026

API Batches used

Code Description Batch Nr Supplier Batch Nr
10501253 OXIMETAZOLINA CLORHIDRATO 2301110 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: l\/\ c»rU\.\ ca gO_V\.OL/\.e 2 Signature:
(Qualified person)

Ao ecr201),
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Manufacturing License 6481E / GMP Certificate Number ES/083HVI/21
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3NBUH® CEHCUTUB,

cripei HasanbHbIN AO3UPOBaHHLIN, 22,5 MKr/no3a

05502959
303070A

Manufacturing date (mm.yyyy): /

farta npoussoacTea (MM.ITrT):

10/2023

Expiry date (mm.yyyy): /
CpoK rogHOCTH (MM.TITT):

10/2026

Manufacturer according to the

reqgistration in Russia: /

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

MpousBoauTen B COOTBETCTBUM

c peructpauuven B Poccum:

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

Parameter / NapameTtp

Specifications / Cneundukauum

Results / PeaynbTathl

Identification
Oxymetazoline
hydrochloride /
MognuHHOCTL
OkcumeTasonuHa
rmapoxrnopng

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
yAEpXUBAHUA OCHOBHOIO MNKa Ha
XpomaTorpamme UCnbITyemoro pactsopa
[OMKHO COOTBETCTBOBATL BPEMEHMU
YAEPXKNBaAHNA OCHOBHOMO NUKa Ha
XpomaTtorpamme ctaHfapTHOro pacteopa
OKCUMEeTa3onuHa rugpoxnopuaa,
nony4yeHHow Npy KONNYECTBEHHOM
onpeaeneHwn.

conforms / cooTBeTCcTBYET

Clarity / Npo3spa4HocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHunsa npenaparta He A0oMmKHa
npeBbIWaTh onanecueHUMo 3TanoHa
cpaBHeHuUs |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTb pacTBoOpa

The product should be not more colored than
color reference solution Y7 / lMpenapar
normkeH bbiTb okpalleH He Bonee
WHTEHCWNBHO, YeM STarnoH Y.

conforms / cooTBeTcTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007
OTtHocuTenbHasa nnotHocTk | OT 1,006 Ao 1,010

(d 20/20)

pH / pH From5.6t06.1/0T1 5,6 0o 6,1 58

Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg / 291
OcMonsnbHOCTb Ot 270 po 330 mOcmonb/kr MOcCmonb/Kr




Page 2 of 5/ CtpaHuua 2 us 5

CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHAJTU3A

Product: / [TpoayKT

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

HA3BUH® CEHCUTUB,
cnpei HazanbHbLIA 4O3UMPOBaHHbLIN, 22,5 MKr/ao3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptuu: 303070A
Manufacturing date (mm.yyyy): /
Oara npousBogcTea (MM.ITrIT): 10/2023
Expiry date (mm.yyyy): /
Cpok rogHocTy (MM.rIIrT): 10/2026

Manufacturer according to the

registration in Russia: /

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

lMpou3BoauTenL B COOTBETCTBUU

¢ perucrpauuen B Poccuu:

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

Parameter / MNapameTp Specifications / Cneundunkauunu Results / PesynbTaTthl
Mean dose weight and Mean dose weight: 45 mg £15 %. 43.97 mg/ 43.97 mr
uniformity of dose weight / | Uniformity of dose weight: mean dose weight
CpepnHaa macca 4osbl 1 + 25 %.
OLHOPOAHOCTE MacCChl Max. 2 from 10 doses > + 25 % from mean
0o3bl dose weight. 0

But always < + 35 % from mean dose

weight. / 0

CpepHsia macca posbl: 45 mr + 15 %.
OpHopoaHOCTL Macchl A03bl: CpeaHAS
mMacca fosbl + 25 %.

He Gonee 2 ns 10 gos > £ 25 % oT cpenHen |
Macchl 403bi.
Ho Bcerga < £ 35 % OT cpeaHeln maccel 0
003bl.

Related substances /
PoacTteeHHbIe npumec

Impurity A (Hydrolysis product) — NMT 0.5 0.0%
% / Tprmeck A (NpoaYyKT ruaponusa) — He
6onee 0.5 %.

Impurity ZP-1 — NMT 0.5 % / 0.0%
Mpumecb ZP-1 — He 6orniee 0.5 %.

Single unidentified impurity — NMT 0.1 % / 0.0%
EAvHW4Has HengeHTunumMpoBaHHas
npumect — He 6onee 0.1 %.

Total impurities — NMT 1.2 % / 0.0%
Cymma npumecen — He 6onee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / Mpoaykr

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

HA3UBUH® CEHCUTUB,
crnpen HasanbHbIA [O3UPOBaHHLIN, 22,5 MKr/no3a
SAP-Code: / Kon SAP: 05502959
Batch no.: / Ne naptuu: 303070A
Manufacturing date (mm.yyyy): /
Lara npou3BoacTBa (MM.FTTT): 10/2023
Expiry date (mm.yyyy): /
Cpok rogHoCTU (MM.rrrT): 10/2026

Manufacturer according to the

registration in Russia: /

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

I'lpouaaogmenb B COOTBETCTEMMU

c perucTpauven B Poccuu:

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

Microbial purity / TAMC — NMT 10% CFU/ml / 0 CFU/ml/
Mukpobuonornueckas Obwee 4ncno aspobHbix bakTepuii — He 0 KOE/mn
yucToTa 6onee 102 KOE/mn
TYMC — NMT 10" CFU/ml / 0 CFU/ml /
ObLee Yncno ApodoKEBbIX U MIECHEBLIX 0 KOE/mn
rpubos — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 mi/
OtcytcTBue Pseudomonas aeruginosa/mn. | OtcytcTtByeT B 1,0 Mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OtcytctBue Staphylococcus aureus/vn. OtcytcteyeT B 1,0 Mn
Assay 450 — 525 g of oxymetazoline 508.9 pug/ml / 508.9
Oxymetazoline hydrochloride/ml. / MKr/Mn
hydrochloride / 450 - 525 MKr okcumeTasonvHa
KonuuectseHHoe rmgpoxnopuna/mn.
onpegerneHue
OkcumeTasonuHa
ruapoxnopug




Page 4 of 5§/ CtpaHuua 4 n3 5

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJIU3A

Product: / lpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pyg/dose /
HA3UMBUH® CEHCUTMUB,

crnpeu HasanbHbIA 0O3MPOBaHHbINW, 22,5 MKr/ao3a

05502959
303070A

Manufacturing date (mm.yyvyy): /

Oara npou3BoacTBa (MM.ITIT):

10/2023

Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.ITIT):

Manufacturer according to

10/2026
the

registration in Russia: /

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

MNpouasoauTens B COOTBETCTBUM

c perucTtpaumein B Poccuum:

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

Parameter / MapameTtp

Specifications / Cneuudunkauuu

Results / Pesynbtatbl

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 dnakoH
13 NONN3TUIEHA BLICOKOW
MAOTHOCTKU C 4O3MPYIOLLUM
YCTPOWCTBOM W C 3aLUTHOW
KPbILLKOM 13 NOMMaTuneHa
BbICOKOW MITOTHOCTW.

o 1 donakoHy BmecTe ¢
WHCTPYKLMER No NPUMEHEHWUIO B
NayKy KapTOHHYHO.

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 BO nakoH
13 NONM3TUINEHE BbICOKOW
MIOTHOCTMN C A03MPYIOLWLUM
YCTPOWCTBOM U1 C 3aLUTHOM
KPbILLKOW U3 MonuaTuneHa
BbICOKOW MIIOTHOCTW.

Mo 1 pbnakoHy BMecTe C
WHCTPYKLMEN MO NPUMEHEHNIO B
nayKy KapTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBeTCTBMM C HOPMaTUBHOM
OOKYMeHTaLUuen.

Complies as prescribed /
CooTBeTcTBYET NpeanucaHHoMy

Storage conditions /
Ycnosua XxpaHeHus

At the temperature not more than 30°C. /

Mpu Temnepatype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3years/3roga
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAITU3A

Product: / Mpoaykr

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

2

Manufacturing date (mm.yyyy)
Qara npoussoacTea (MM.ITIT):

Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.TrTT):

Manufacturer according to the
reqgistration in Russia: /

MpousBoauTenbL B COOTBETCTBUMU

¢ peructpauvein B Poccuu:

NASIVIN® SENSITIVE

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

cnpen HasanbHbIN JO3UPOBaHHbLIN, 22,5 MKr/go3a

05502959
303070A

10/2023
10/2026
Famar Health Care Services Madrid, S.A.U./

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

APl name / HaumeHoBanue ADC:

Oxymetazoline hydrochloride / OkcumeTasonvHa

rmapoxnopua
INN / MHH: Oxymetazoline / OkcumMeTasonuH
API manufacturer batch number /
Homep cepun nponsBogutens AGC: AL
FP Manufacturer  API Batch number / 2301110

Homep cepumn cy6cTaHuum npomussoautena FNo:

API Manufactured by & country I Germany /
Mpoussoautens A®C, cTpaHa: 3urdpug ®apmaXemukanued MuHgern M'moX,
| [epmaHus

Siegfried PharmaChemikalien Minden GmbH,

Assessment: / 3aknio4yeHue:

Date / Signature of Qualified Person: /

The batch complies with the specification according to ND J1I1-
000511-211022 / MapTus cooTBETCTBYET cneundukaumsam
HopmMaTusHoro gokymerta J1M-000511-211022

farta / noanucb yNnonHOMOYEHHOIo nuua: (BNavze2? ,-/

[\Ac{mt"cm QSawndn e? /@P_
AR MADR (D .






