FAMAR

Certificate of Conformity

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

Customer material code: 81775842 Marketing Auth. N°.: JIII-000511
Batch: 310840A Quantity released: 38.449 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
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 6,0

AVERAGE MASS OF DELIVERED DOSE 38.25 mg - 51.75 mg 45,12

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 293

FILLING VOLUME >=10 ml 11,7

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conforms Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 475-525,0 pg/ml 500

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/mI 0 cfu

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

STERILITY TEST Complies Conforms

Deviations: NO [u] 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 62-28823-Alcorcon Madrid Spain www.famar-group.com

Manufacturing License 6481E / GMP Certificate Number ES/083HVI1/21

[ 1 Ifsignificant deviations (which may have an impact on the quality of product).
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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.

= r
Released by: LOWUGk Pefeﬂc J:&u heA Signature:
(Qualified person) \
\
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Manufacturing License 6481E / GMP Certificate Number ES/083HVI/21
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / TpoayKT

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

NASIVIN® SENSITIVE

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

HA3NBUH® CEHCUTUB,

cnpeil HasanbHbIA A03UMPOBaHHbINA, 22,5 MKr/Qo3a

05502959
310840A

Manufacturing date (mm.yyyy): /

gaTa Nnpou3BoACTEA !MM.I'ITI'II

Expiry date (mm.yyyy): /
Cpok rogHocTH (MMm.rrrr):

12/2023

12/2026

Manufacturer according to the

registration in Russia: /

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

MpousBoauTens B COOTBETCTBUM

¢ perucrpauuvei B Poccuu:

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

Parameter / MNapametp

Specifications / Cneundukauumn

Results / PesynbTrathl

Identification
Oxymetazoline
hydrochloride /
MognuHHOCTL
OkcumeTasonuHa
rmapoxnopug

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 OCHOBHOMO NUKa Ha
XpomaTorpamme MCrbITyemMoro pactsopa
AOMKHO COOTBETCTBOBATL BPEMEHMU
yAepKUBaHWA OCHOBHOIO NuKa Ha
XpomaTtorpamme cTtaHgapTHOro pacreopa
OKCMMETa30nuHa rugpoxnopuaa,
nony4YeHHoW Npu KONNYECTBEHHOM
onpeaeneHun.

conforms / cooTBeTCcTBYET

Clarity / Mpospay4HocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHuUmsa npenapara He 4omkHa
npeBbilaTh onanecueHUMio aTanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTb pacTBoOpa

The product should be not more colored than
color reference solution Y7 / Mpenapat
AomkeH ObITb OkpalleH He 6onee
WHTEHCUBHO, YeM 3TanoH Y.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.009
OTHocuTtenbHaa nnoTtHocTs | OT 1,006 no 1,010

(d 20/20)

pH / pH From 5610 6.1 /0T 5,6 po 6,1 6.0

Osmolality / From 270 to 330 mOsmol/kg / 293 mOsmol/kg / 293
OcmonanbHOCTb Ot 270 go 330 mOcmonb/kr MOCMonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHAJTU3A

Product: / Mpoaykr

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

HA3NBUH® CEHCUTUB,
Cnpein Ha3anbHbIA [O3UPOBaHHbIN, 22,5 MKr/ao3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptuu: 310840A
Manufacturing date (mm.yyyy): /
Hdarta npouzeoacTea (MM.rrrr): 12/2023
Expiry date {mm.yyyy): /
CpokK rogHocTH (MM.FrTT): 12/2026

Manufacturer according to the

reqistration in Russia: /

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

lMpoussoguTesnb B COOTBETCTBUMK

¢ perucTpauuen B Poccum:

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

Parameter / NMapameTp Specifications / Cneuucukauum Results / PesynbTtaTthl
Mean dose weight and Mean dose weight: 45 mg 15 %. 4512 mg /4512 mr
uniformity of dose weight / | Uniformity of dose weight: mean dose weight
CpeaHsa macca gosbl U + 25 %.
OAHOPOAHOCTL MacChl Max. 2 from 10 doses > £ 25 % from mean
A0o3bl dose weight. 0

But always < £ 35 % from mean dose

weight. / 0

CpeaHsana macca nosbl: 45 mr+ 15 %.
OaHopoAHOCTL Macchl A03bi: CpeaHss
macca go3sbl + 25 %.

He 6onee 2 u3z 10 go3 >+ 25 % oT cpegHen |
mMaccbl 403bl.
Ho Bcerpa < t 35 % oT cpenHen macchl 0
003bl.

Related substances /
PopacTtBeHHbIe npumeck

Impurity A (Hydrolysis product) — NMT 0.5 0.09 %
% / Mpumeck A (npodyKT rngponuaa) — He
bonee 0.5 %.

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

Single unidentified impurity — NMT 0.1 % / 0.0%
EovHnyHasa HemaeHTUULUMpOBaHHasA
npumece — He 6onee 0.1 %.

Total impurities — NMT 1.2 % / 00%
Cymma npumecen — He 6onee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNTN3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

cnpen HasanbHbIA AO3MPOBaHHbLIN, 22,5 MKr/no3a

HA3NBUH® CEHCUTMUB,
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptum: 310840A
Manufacturing date (mm.yyyy): /
dara npousBoacTBa (MM.Irrr): 12/2023
Expiry date (mm.yyyy): /
CpoK rogHoCTH (MM.rrrr): 12/2026

Manufacturer according to the

registration in Russia: /

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

MpouzeoauTens B COOTBETCTBUU

C perucrTpauuen B Poccuum:

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

Microbial purity / TAMC — NMT 10? CFU/ml / 0 CFU/ml/
MukpoBuronornyeckas O6uee uncno aspobHbix GakTepuii — He 0 KOE/mn
yucroTa 6onee 102 KOE/mn
TYMC — NMT 10! CFU/ml / 0 CFU/ml/
O6Lee Yncno ApoXoKEBLIX U NNECHEBbIX 0 KOE/mn
rpuéos — He Gonee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absent in 1.0 ml/
OtcyTcTBre Pseudomonas aeruginosa/mn. | OtcytcteyeT B 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OtceytecTtBue Staphylococcus aureus/mn. Otcytcreyer B 1,0 Mn
Assay 450 — 525 ug of oxymetazoline 500 pg/ml / 500 mKkr/mn
Oxymetazoline hydrochloride/ml. /
hydrochloride / 450 - 525 mKr okcuMeTasonuHa
KonuuectBeHHOe rmgpoxnopuga/mn.
onpeaeneHve
OxkcnmeTtasonuHa
rnapoxnopug
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATNIU3A

Product: / NMpoaykr

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

NASIVIN® SENSITIVE

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

cnpen HasanbHbIN 4O3MPOBaHHbIA, 22,5 MKr/ao3a

05502959
310840A

Manufacturing date (mm.yyyy): /

Oara npousBoacTBa (MM.ITTT):

12/2023

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

Manufacturer according to

12/2026
the

registration in Russia: /

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

ﬂpousBogMTen b B COOTBETCTBUMU

¢ perucrpaumei B Poccum:

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

Parameter / NapameTtp

Specifications / Cneuudukaumnmn

Results / Pesynbrathl

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 npenapara 8o thnakoH
13 NONU3TUNEHa BbICOKON
NNOTHOCTY C A03UPYIOLLIMM
YCTPOWCTBOM U C 3aLUTHOM
KPBILLKOW U3 NOonmMaTuneHa
BbICOKOW NMOTHOCTU.

Mo 1 donakoHy BmecTe ¢
WHCTPYKUMER NO NPUMEHEHNIO B
Nayky KapTOHHY!O.

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 pnakoH
N3 NONNITUNEHA BbICOKON
NAOTHOCTW C AO3VPYOLLM
YCTPOWCTBOM U C 3aLLUTHOW
KPbILIKON U3 NONuaTuneHa
BbICOKOW MMOTHOCTY.

Mo 1 donakoHy BMecTe C
WHCTPYKLUMEN NO NPUMEHEHWIO B
nayky KapTOHHY!O.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBETCTBMM C HOPMATUBHOM
AOKyMeHTauuen.

Complies as prescribed /
CooTBeTCTBYET NPEANUCAHHOMY

Storage conditions /
Ycnosus XxpaHeHns

At the temperature not more than 30°C. /

Mpwn TemnepaTtype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3roga




Page 5 of 5/ CtpaHMua 5 us 5

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / MpoayKr

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

Manufacturing date (mm.yyyy): /

Hata npoussoacTea (MM.ITIT):
Expiry date (mm.yyyy): /
Cpok rogHocTy (MM.rrrr):

Manufacturer according to the
registration in Russia: /

MpoussoauTens B COOTBETCTBUM

C perucrtpauuen B Poccuu:

NASIVIN® SENSITIVE

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

crnpen HasanbHbIA AO3UPOBaHHbLIN, 22,5 MKr/go3a

05502959
310840A

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

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

APl name / HamumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTasonuHa

rmgpoxnopua
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepum npoussoautTens APC: ROR0RANID
FP Manufacturer API Batch number / 2301269

Homep cepuu cy6cTaHuum nponssoauTtens MNao:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country 1 Germany /
MpounzsoauTenb APC, cTpaHa: 3urdpup PapmaXemukanued MunaeH MibX,
"epmaHus

Assessment: / 3aknioueHue:

The batch complies with the specification according to ND J1IM-
000511-211022 / MNapTua cooTBeTCTBYET CneumduKaLmsm
HOpMaTuBHOro gokymenta JIM-000511-211022

Date / Signature of Qualified Person: /
dara / nognucb YNONHOMOYEHHOro nuua:

A_@ JFaaNzozU
NV






