FAMAR

Certificate of Conformity

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

Customer material code: 81775842

Batch: 303050A

Date of manufacture: 05.10.2023

API Batches used

Marketing Auth. N°.
Quantity released:

: JIII-000511
37.914 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
I

RELATIVE DENSITY d 20/20 1.006-1,010 1,007

PH 5,6-6,1 58

AVERAGE MASS OF DELIVERED DOSE 38.25mg - 51.75 mg 44,03

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 >=10ml 11,8

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conforms Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 475-525,0 ug/ml 505

HYDROLISIS PRODUCT <=0.5% related to the content of 0,00 %
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/mi Absence

STAPHYLOCOCCUS AUREUS IN 1ML Absence/ml| Absence

Microbial Contamination FUNGI (TYMC) <=10"1 CFU/ml 0 cfu

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

STERILITY TEST Complies Conforms

Deviations: NO ﬁpé YES [ ] If significant deviations (which may have an impact on the quality of product).

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

Customer material code: 81775842 Marketing Auth. N°.: JIII-000511
Batch: 303050A Quantity released: 37.914 UN
Date of manufacture: 05.10.2023 Expiry Date: 10.2026

API Batches used

Code Description Batch Nr Supplier Batch Nr
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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)
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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHATTU3A

Product: / MpoayKT

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

NASIVIN® SENSITIVE

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

HASUBUH® CEHCUTUB,

cnpen HasanbHbIX A03MPOBaHHbIN, 22,5 MKr/ao3a

05502959
303050A

Manufacturing date (mm.yyyy): /

Hara npou3BoAcTBa (MM.ITrT):

10/2023

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

10/2026

Manufacturer according to the

registration in Russia: /

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

_rlQOH3BO,ﬂHTEHb B COOTBETCTBUMN

c perucrpauuei B Poccuum:

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

Parameter / MapameTtp

Specifications / Cneundmkaunm

Results / PeaynbtaThl

Identification
Oxymetazoline
hydrochloride /
MopgnuHHOCTL
OkcumeTasonuHa
rmapoxnopus

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. / Bpewms
YAEpXMBaHNA OCHOBHOMO Nuka Ha
XpomaTorpamMmme UCnbITYyeMOoro pacteopa
AOMMKHO COOTBETCTBOBATL BPEMEHMU
YASPXKUBAHWA OCHOBHOrO NMWKa Ha
XpoMaTorpamme CTaH4apTHOro pacTtsopa
OKCMMEeTa30n1Ha rugpoxnopuaa,
MONyYEHHOW NMpW KONUYECTBEHHOM
onpegeneHuu.

conforms / cooTBeTCcTBYET

Clarity / lNpo3payHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuus npenaparta He AOMKHa
npeBbIWaTh OnanecueHUMIo 3TanoHa
CcpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTL pacTeopa

The product should be not more colored than
color reference solution Y7 / MNpenapat
AornxeH 6bITh okpalleH He Gonee
MHTEHCUBHO, YeM 3TanoH Y.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010 / 1.007
OtHocutenbHas nnotHocTs | OT 1,006 go 1,010

(d 20/20)

pH / pH From56t06.1/0T1 5,6 no 6,1 58

Osmolality / From 270 to 330 mOsmol/kg / 292 mOsmol/kg / 292
OcmonsanbHOCTb Ot 270 go 330 mOcmonb/kr mOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIN3A

Product: / MpoaykT

SAP-Code: /| Kon SAP:
Batch no.: / Ne naptum:

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

cnpen HasanbHbLIN OO3UPOBaHHbIN, 22,5 MKr/ao3a

05502959
303050A

Manufacturing date (mm.yyyy): /

[Hata npouasoacTea (MM.rrrr):

10/2023

Expiry date (mm.yyyy): /
CpokK rogHocTH (MM.rrrr):

10/2026

Manufacturer according to the

registration in Russia: /

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

lMpousBoauTens B COOTBETCTBUU

c perucTtpauuven B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneumndomkaumm

Results / PeaynbTathbl

Mean dose weight and
uniformity of dose weight /
CpenHas macca 0osbl U
OAHOPOLHOCTb Macchl
[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. /

CpepnHsas macca nosbl: 45 mr = 15 %.
OpaHopoaHoCTb Macchl 403bl: CPeaHss
macca fo3bl + 25 %.

He 6onee 2 n3 10 gos > + 25 % ot cpegHen
Macchbl 003bl.

Ho Bcerpa < x 35 % ot cpeaHen macchl
003bl.

44.03 mg/44.03 mr

Related substances /
PopacteeHHble npyMecn

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

0.0%

Impurity ZP-1 — NMT 0.5 % /
Mpumeck ZP-1 — He 6onee 0.5 %.

0.0%

Single unidentified impurity — NMT 0.1 % /
EavHWYHasa HemaeHTUMLMPOBaHHas
npumechk — He bonee 0.1 %.

0.0 %

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

0.0%
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINU3A

Product: / [poaykr

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

HA3NBUH® CEHCUTUB,
crnpeun HasanbHbIA A4O3MpPOBaHHbLIN, 22,5 MKr/Qo3a
SAP-Code: / Koag SAP: 05502959
Batch no.: / Ne naptuu: 303050A
Manufacturing date (mm.yyyy): /
Oara npousBogcTea (MM.Irrr): 10/2023
Expiry date (mm.yyyy): /
CpoK rogHOCTU (MM.TTTT): 10/2026

Manufacturer according to the

registration in Russia: /

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

NMpou3BoauTENL B COOTBETCTBUMU

¢ peructpauuent B Poccuum:

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

Microbial purity / TAMC — NMT 10? CFU/ml / 0 CFU/mI/
Mukpoburonornyeckas Ob6Lee yncno aspobHbix GakTepuii — He 0 KOE/mn
yucToTa 6onee 102 KOE/mn
TYMC — NMT 10* CFU/ml / 0 CFU/ml/
OObwee Yncno apoXcKkeBbIX U NNecHeBbIX 0 KOE/mn
rpuboB — He 6onee 10" KOE/mMn
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/
OtcytcTtBue Staphylococcus aureus/mn. OTcytcteyeT B 1,0 Mn
Assay 450 — 525 pg of oxymetazoline 505.1 pg/ml / 505.1
Oxymetazoline hydrochloride/ml. / MKT/MI1
hydrochloride / 450 - 525 MKr oKCuMeTasonMHa
KonunuecTteeHHoe rugpoxnopvaa/mn.
onpepeneHue
OxcumeTtasonuHa
rmapoxnopung
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITIU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /
HA3MBUH® CEHCUTUB,
cnpei HasanbHbIW A4O3UPOBaHHbIN, 22,5 Mkr/ao3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptum: 303050A
Manufacturing date (mm.yyyy): /
Jata npou3soacTBa (MM.ITIT): 10/2023
Expiry date {(mm. iy
CpoOK rogHOCTH (MM.ITTT): 10/2026
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpousBoauTensL B COOTBETCTBUMU
c perucrpauuei B Poccuu: «®amap Xanc Kea Cepsuces Maapua, C.A.Y.»
Parameter / Napametp | Specifications / Cneundukaumm | Results / Pesaynbrathl
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 dnakoH | Mo 10 mn npenapaTta Bo hnakoH
13 NMosiMaTuneHa BbICOKON 13 NONUaTUIIEHa BbICOKOW
NAOTHOCTYN C A03UPYIOLLUM MMOTHOCTMN C A03MPYIOLLUM
YCTPONCTBOM U C 3aLMTHOMN YCTPOWCTBOM U C 3aLLUTHON
KPbILLKOW U3 NonunaTunexa KPbILUKOW U3 NOnMaTuneHa
BbICOKOW NNOTHOCTU. BbICOKOM NIIOTHOCTW.
Mo 1 dnakoHy BmecTe C Mo 1 cbnakoHy BMmecTe ¢
VHCTPYKLMEN NO NPUMEHEHWIO B | UHCTPYKLNEA NO NPUMEHEHWIO B
naJky KapTOHHYIO. nayky KapTOHHYIO.
Labeling / Mapkuposka In accordance with ND. / Complies as prescribed /
B cooTtBeTcTBUMM C HOpMmaTuBHOW | CooTBETCTBYET NpeanncaHHoMy
OOKyMeHTaumen.
Storage conditions / At the temperature not more than 30°C. /
Ycnosusa XpaHeHus Mpu Temnepatype He Boie 30 °C.
Shelf-life / Cpok xpaHeHus | 3 years / 3 roga
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATTU3A

Product: / MpoayKkr

SAP-Code: / Kog SAP:
Batch no.: / Ne naptuu:
Manufacturing date (mm.yyyy)

2/

Oara npousBoacTea (MM.rrrr):

Expiry date (mm.yyyy): /
Cpok rogHOCTU (MM.TTIT):

Manufacturer according to the
registration in Russia: /

[pou3BoaunTenb B COOTBETCTBUMN

c peructpauuei B Poccuu:

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 yg/dose /
HA3UWBUH® CEHCUTUB,

cnpei HasanbHbIA AO3UPOBaHHbINA, 22,5 MKr/ao3a

05502959
303050A

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

«®amap Xanc Kea Cepeuces Magpug, C.AY.»

APl name / HaumeHoBaHue A®C:

Oxymetazoline hydrochloride / OkcumeTasonuHa

rmapoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number )
Homep cepuu npousogutens ADC: ZEAIEE
FP Manufacturer API Batch number / 9301110

Homep cepumn cyb6cTanumnm npoussoautens Md:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
MpouzBogutens ADC, ctpaHa: 3urcbpup PapmaXemukanuen MuHaern MTvbX,
'epmaHusg

Assessment: / 3akniouyeHue:

The batch complies with the specification according to ND J[1-
000511-211022 / NapTna coOOTBETCTBYET crneuundukaLmsam
HopmaTusHoro gokymeHTa J1M-000511-211022

Date / Signature of Qualified Person: / . 5 O OCT 2622 /

[arta / noanucb ynonHOMOYEHHOro nuua:

FARAR Ao







