FAMAR

Certificate of Conformity

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

Customer material code: 81775842

Batch: 310820A

Date of manufacture: 20.12.2023

API Batches used

Marketing Auth. N°.:
Quantity released:

JIII-000511
39.149 UN

Expiry Date: 12.2026

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 5,9

AVERAGE MASS OF DELIVERED DOSE 38.25mg - 51.75 mg 45,98

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 295

FILLING VOLUME >=10ml 12,7

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conforms Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 475-525,0 pyg/mi 504

HYDROLISIS PRODUCT <=0.5% related to the content of 0,09 %
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/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/mI 1cfu

STERILITY TEST Complies Conforms

Deviations: NO [x<] 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

Manufacturina License B481E / GMP Certificate Number ES/083HVI1/21

[ 1 If significant deviations (which may have an impact on the quality of product).
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Customer material code: 81775842 Marketing Auth. N°.: JIII-000511
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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)

Cuedelvpe Conedle )

A2 DA IC2Y
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

crpei HasanbHbIA 0O3UPOBaHHbIN, 22,5 MKr/ao3a

05502959
310820A

Manufacturing date (mm.yyyy): /

QaTa npoun3BoncTea !MM.FFFF!:

Expiry date (mm.yyyy): /
CpoK rogHOCTU (MM.TTTT):

12/2023

12/2026

Manufacturer according to the

reqgistration in Russia: /

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

lMpousBoauTens B COOTBETCTBUMU

c perucrtpauuen B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundmkaumnmn

Results / PeaynbTtaTthl

Identification
Oxymetazoline
hydrochloride /
MNMognuHHOCTL
OkcumeTasonuHa
rmapoxnopung

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
YAEPXKMBaHNA OCHOBHOMO NUKa Ha
XpomMaTorpamme UCnbITyemMoro pacteopa
AOMMKHO COOTBETCTBOBATb BPEMEHMU
yAEPXNBaAHUA OCHOBHOMO MWKa Ha
XpomaTorpamme CTaHAapTHOro pacrsopa
OKCMMeTa3onmHa rugpoxnopuaa,
NONy4EHHOW NpY KONMNYECTBEHHOM
onpeaeneHuu.

conforms / cooTBeTCTBYET

Clarity / Mpo3spayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuUus Nnpenaparta He A0IMKHa
NpeBbIWaTh onanecLeHLuo aTanoHa
cpaBHeHus |.

conforms / cooTBETCTBYET

Color of the solution /
LiBeTHOCTb pacTBopa

The product should be not more colored than
color reference solution Y7 / lNpenapat
nomkeH 6biTb okpalleH He 6onee
WHTEHCUBHO, YeM 3TarnoH Y.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTtHocuTenbHas nnotHocTtb | OT 1,006 oo 1,010

(d 20/20)

pH / pH From56t06.1/0T1 5,6 no 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 295 mOsmol/kg / 295
OcMOoNANLHOCTL Ot 270 po 330 mOcmonb/kr mOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HASNBUH® CEHCUTMUB,

crnpen HasanbHbIN OO3UPOBaHHbINA, 22,5 MKr/ao3a

05502959
310820A

Manufacturing date (mm.yyyy): /

Oara npousBoncTBa (MM.ITIT):

12/2023

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

12/2026

Manufacturer according to the

registration in Russia: /

MpousBoauTens B COOTBETCTBUM

Cc perucrtpauuein B Poccuum:

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

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

Parameter / NMapameTtp

Specifications / Cneundukauunmn

Resuits / PeaynbTathbl

Cymma npumecen — He 6onee 1.2 %.

Mean dose weight and Mean dose weight: 45 mg £15 %. 45.98 mg / 45.98 mr
uniformity of dose weight / | Uniformity of dose weight: mean dose weight
CpepnHsas macca 4o3bl 1 + 25 %.
0AHOPOAHOCTbL Macchl Max. 2 from 10 doses > + 25 % from mean
[o3bl dose weight. 0
But always =< 1 35 % from mean dose
weight. / 0
CpepHss macca oosbl: 45 mr+ 15 %.
OAaHOpoAHOCTL Macchl [O3bl: CPEQHASA
macca o3sbl + 25 %.
He 6onee 2 n3 10 gos >+ 25 % ot cpegHen |
Macchbl 403bl.
Ho Bcerga < + 35 % oT cpegHeir maccol 0
A03bl.
Related substances / Impurity A (Hydrolysis product) — NMT 0.5 0.09 %
PogcTteeHHbIe npumMecy % / MNpumeck A (NpoayKT ruaponusa) — He
6onee 0.5 %.
Impurity ZP-1 — NMT 0.5 % / 0.0%
Mpumeck ZP-1 — He 6onee 0.5 %.
Single unidentified impurity — NMT 0.1 % / 0.0%
EauHnyHaa HeumaeHTUbMUmpoBaHHas
npumeck — He 6onee 0.1 %.
Total impurities — NMT 1.2 % / 0.0%
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Product: / lNpoaykr

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

HASUBUH® CEHCUTUB,
cnpe# HasanbHbIN AO3UPOBaHHbIN, 22,5 MKr/ao3a
SAP-Code: /| Kog SAP: 05502959
Batch no.: / Ne napTtuum: 310820A
Manufacturing date (mm.yyyy): /
fdara npousBoAcTBa (MM.Irrr): 12/2023
Expiry date (mm.yyyy): /
CpoK rofHOCTH (MM.FTIT): 12/2026

Manufacturer according to the

reqistration in Russia: /

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

MNpouszBoauTenbL B COOTBETCTBUM

¢ peructpauuen B Poccuu:

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

Microbial purity / TAMC — NMT 10? CFU/ml / 0 CFU/ml/
MukpoBuonornyeckas Obwee uncno aspobHbix BakTepuin — He 0 KOE/mn
yucToTa 6onee 102 KOE/mn
TYMC — NMT 10! CFU/ml / 0 CFU/ml /
ObLee Yncno ApoxoKEBbIX U NNECHEBbIX 0 KOE/mn
rpu6os — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
Otcytcteue Pseudomonas aeruginosa/mn. | OtcyteteyeT B 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OtcytctBue Staphylococcus aureus/mn. OTtcytcteyet B 1,0 Mn
Assay 450 — 525 ug of oxymetazoline 504 pg/ml / 504 mkr/mn
Oxymetazoline hydrochloride/ml. /
hydrochloride / 450 - 525 MKr oKCUMeTa30nuHa
KonuuecTteeHHoe rmapoxnopuna/mn.
onpeaenexve
OkcumeTasonuHa
rmapoxnopus,
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHATTU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /
HA3UBUH® CEHCUTUB,
crnpen HasanbHbIA 403UPOBaHHbINA, 22,5 MKr/go3a
SAP-Code: /| Kog SAP: 05502959
Batch no.: / Ne naptum: 310820A
Manufacturing date (mm.yyyy): /
Oara npoussoacTBa (MM.rrrr): 12/2023
Expiry date (mm.yyyy): /
Cpok rogHoCTH (MM.TTTT): 12/2026
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpoussoauTens B COOTBETCTBUM
C perucTpauuvein B Poccuu: «®amap Xanc Kea Cepsuces Maapua, C.A.Y.»
Parameter / Mapametp | Specifications / Cneundmkaumu | Results / PesynsTtats!
Packaging / YnakoBka Per 10 ml into a bottle of high- Per 10 ml into a bottle of high-
density polyethylene with dosage |density polyethylene with dosage
device and protective cap of high- | device and protective cap of high-
density polyethylene. density polyethylene.
1 bottle enclosed with leaflet into | 1 bottle enclosed with leaflet into
carton box. / carton box. /
Mo 10 mn npenapata Bo ¢nakoH |Io 10 mn npenaparta Bo ¢nakoH
13 NONN3TUNEHA BbICOKOW 13 NONUaTUNEHa BbICOKON
NOTHOCTU C A03UPYHOLLIMM MMOTHOCTW C AO3UPYHOLLMM
YCTPOWNCTBOM U C 3aLLUNTHOMR YCTPOWCTBOM U C 3aLLMTHOWN
KPBILLKOW U3 NonuaTuneHa KPbILUKOW U3 NonuaTuneHa
BbICOKOW MMNOTHOCTW. BbICOKOA MIOTHOCTH.
Mo 1 cdnakoHy BMecTe C Mo 1 dnakoHy BmecTe C
WHCTPYKUMEN Mo NPUMEHEHUIO B | MHCTPYKUMER NO NPUMEHEHMIO B
NayKy KapTOHHYIO. Nayky KapTOHHYIO.
Labeling / MapkupoBka In accordance with ND. / Complies as prescribed /
B cooTBeTcTBUM € HopmaTuBHOW | CooTBETCTBYET NpeanMcaHHoOMy
OOKYMEHTaUnen.
Storage conditions / At the temperature not more than 30°C. /
Ycnosusi XxpaHeHus Npu Temnepatype He Bbiwe 30 °C.
Shelf-life / Cpok xpaHeHwus | 3 years / 3 roga
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / MpoAykr

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

Manufacturing date (mm.yyyy): /

Oarta npouszeoacTea (MM.rrrr):

Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.ITIT):

Manufacturer according to the
reqgistration in Russia: /

MpoussoauTenb B COOTBETCTBUMN

Cc perucrpauuen B Poccuu:

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 yg/dose /
HA3SUBUH® CEHCUTUB,

crnpei HasanbHbIA [O3MPOBaHHbINA, 22,5 MKr/no3a

05502959
310820A

12/2023
12/2026
Famar Health Care Services Madrid, S.A.U./

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

API name / HaumeroBaHue A®C:

Oxymetazoline hydrochloride / OkcumeTasonuHa

rmapoxnopua
iNN / MHH: Oxymeiazoline / OkcrmeTasonuH
API manufacturer batch number !
Homep cepun npoussoantena A®C: 2a20ailS
FP Manufacturer  API Batch number / 2301269

Homep cepuu cy6cTaHumm npoussoauTtens MNo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
Mpoussogutens ADC, cTpaHa: 3urcppupn GPapmaxXemukanmer MunaeH MmbX,
epMaHus

Assessment: / 3akntoyeHue:

The batch complies with the specification according to ND JII-
000511-211022 / NapTua cooTBeTCTBYET cneumdukaumnsam
HopmMaTtumeHoro aokymenTa J1M-000511-211022

Date / Signature of Qualified Person: / , ‘Céz@,
A2 S AN202M b

ga'ra / noanucb ynonHOMO4YeHHOro nuua:

SUQQ\Q,.LUPL SoﬁECLLQZ /Qp

FAMAR MARRIN







