FAMAR

Certificate of Conformity

05503227 NASIVIN SENSITIVE 0,05% 10ML(RU)P&G-NEW2
Marketing Auth. N°.: JIII-000511

Customer material code: 80781183

Batch: 320040A

Date of manufacture: 24.04.2024

API Batches used

Quantity released:

39.098 UN

Expiry Date: 03.2027

Code Description Batch Nr Supplier Batch Nr
10501253 OXIMETAZOLINA CLORHIDRATO 2400549 23202119
ANALYTICAL RESULTS

TEST RELEASE RESULTS
SPECIFICATIONS

APPEARANCE OF SOLUTION CLARITY Solution should be transparent or not Conforms
more opalescent than reference suspension
|

APPEARANCE OF SOLUTION COLOR Not more colored than reference Conforms
solution Y7

RELATIVE DENSITY d 20/20 1,006 - 1,010 1,007

PH 5,6-6,1 59

AVERAGE NUMBER OF DOSES PER CONTAINER Min. 143 deliveries 191

AVERAGE MASS OF DELIVERED DOSE INTER 38,25-51,75 mg 47,17 mg

AVERAGE MASS OF DELIVERED DOSE INTRA 38,25-51,75 mg 45,59 mg

INTERVIAL UNIFORMITY OF DOSAGE (+/-25 %) 0-1 0

INTERVIAL UNIFORMITY OF DOSAGE (+/-35 %) 0-0 0

INTRAVIAL UNIFORMITY OF DOSAGE (+/-25 %) 0-1 0

INTRAVIAL UNIFORMITY OF DOSAGE (+/-35 %) 0-0 0

OSMOLALITY (mosm/kg) 270 - 330 mOsmol/Kg 293

FILLING VOLUME Min. 10 ml 12ml

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 475 - 525 pg/ml 502

HYDROLISIS PRODUCT <= 0,5% related to the content of 00%
Oxymethazoline hydrochloride

ZP-1 <= 0,5% related to the content of 0,0%
Oxymethazoline hydrochloride

LARGEST UNIDENTIFIED DEGRADATION PRODUCT <= 0,1% related to the content of 0,0 %
Oxymethazoline hydrochloride

TOTAL DEGRADATION PRODUCTS <=1,2% 0,0 %

Microbial Contamination BACTERIA (TAMC) <= 102 CFU/mlI 0 cfu

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

PSEUDOMONA AERUGINOSA IN 1 ML Absence/ml Absence

STAPHYLOCOCCUS AUREUS IN 1ML Absence/ml Absence

STERILITY TEST Complies Conforms

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

Description of the event:
Famar HCS, S.A.U. - Avenida Leganés 62-28923-Alcorcon-Madrid-Spain www.famar-group.com 1/2

Manufacturina License 6481E / GMP Certificate Number ES/083HVI/21



FAMAR

Certificate of Conformity

05503227 NASIVIN SENSITIVE 0,05% 10ML(RU)P&G-NEW2

Customer material code: 80781183 Marketing Auth. N°.: JIII-000511
Batch: 320040A Quantity released: 39.098 UN
Date of manufacture: 24.04.2024 Expiry Date: 03.2027

API| Batches used

Code Description Batch Nr Supplier Batch Nr
10501253 OXIMETAZOLINA CLORHIDRATO 2400549 23202119
PNT:

This product has been analized by SOP: WIN-0000677 / WIN-0009323

Compliance statement:
| hereby certify that the above information is authentic and accurate according to MSM product data sheet 80781183. 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)

h)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HASUBUH® CEHCUTUB,

cnpen HasanbHbIA 0O3NMPOBaHHbLIN, 22,5 MKr/ao03a

05503227
320040A

Manufacturing date (mm.yyyy): /

04/2024

farta npou3BoAcTBa (MM.TTTT):

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

03/2027

Manufacturer according to the

reqistration in Russia: /

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

MpouzsoauTens B COOTBETCTBUM

c perucrpauuen B Poccum:

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

Parameter / lapameTp

Specifications / Cneuuncukayum

Results / PeaynbTaTthb!

Identification
Oxymetazoline
hydrochloride /
NMoanuHHOCTL
OkcnmeTasonuHa
rmapoxnopun

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
yAEPXMBaAHUSI OCHOBHOIO NKKa Ha
XpoMaTorpaMmme UCMbITYEMOro pacTeopa
AOMKHO COOTBETCTBOBATE BPEMEHMN
YAEPKMBAHNA OCHOBHOIO MUKa Ha
XpomaTorpamme CTaHAapTHOro pacTesopa
OKCMMETa3onuHa ruapoxnopuaa,
Mony4eHHOW NpyY KONUYECTBEHHOM
onpegeneHun.

conforms / cooTBeTCTBYET

Clarity / MNpospayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuna npenaparta He AormkHa
npeBbillaTh OnanecuyeHumio aTanoHa
cpaBHeHwus .

conforms / cooTBeTcTBYET

Color of the solution /
LiBeTHOCTL pacTeopa

The product should be not more colored than
color reference solution Y7 / [Mpenapat
AomkeH BbiTb oKpaLleH He bonee
WHTEHCMBHO, YeM 3TanoH Yy.

conforms / cooTBeTCTBYET

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

(d 20/20)

pH / pH From5.6106.1/01 5,6 o 6,1 59

Osmoilality / From 270 to 330 mOsmol/kg / 293 mOsmol/kg / 293
OcmonanbHOCTL Ot 270 po 330 mOcmonb/kr mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHATIU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

cnpei HasanbHbIN 0O3UMPOBaHHbINW, 22,5 MKr/ao3a

HA3WBUH® CEHCUTUB,
SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne naptum: 320040A
Manufacturing date (mm.yyyy): /
Oara npoussogcTea (MM.Irrr): 04/2024
Expiry date (mm.yyyy): /
Cpok rogHocT# (MM.ITIT): 03/2027

Manufacturer according to the

registration in Russia: /

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

MpouszBoauTenbk B COOTBETCTBUM

€ perucrTpauuven B Poccum:

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

Parameter / MapameTtp

Specifications / Cneundmxkaumm

Results / PesynbTaThl

Mean dose weight and
uniformity of dose weight /
CpeaHsist Macca nosbl n
OAHOPOAHOCTb MaccChl
A03bl

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. /

CpeaHsa macca gosbl: 45 mr+ 15 %.
OaHopoaHOCTL Macch! A403bl CpenHss
macca fo3bl = 25 %.

He 6onee 2 u3 10 o3 >+ 25 % oT cpegHeln
Macchl A03bl.

Ho Bceraa < + 35 % oT cpenHeli macchl
003bl.

45.59 mg / 45.59 mr

Related substances /
PoacTeBeHHble npumecu

Impurity A (Hydrolysis product) — NMT 0.5
% I Mpumechb A (NpoAyKT rmaponusa) — He
6onee 0.5 %.

0.0%

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

0.0 %

Single unidentified impurity — NMT 0.1 % /
EavHWyHas HempaeHTUUMpoBaHHas
npumeck — He 6onee 0.1 %.

0.0%

Total impurities — NMT 1.2 % /
Cymma npumecen — He bonee 1.2 %.

0.0 %
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / MpogyKt

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

HA3UBUH® CEHCUTUB,
crnpen HasanbHbIA 4O3UPOBaHHbIN, 22,5 MKr/ao3a
SAP-Code: /| Kog SAP: 05503227
Batch no.: / Ne napTuu: 320040A
Manufacturing date (mm.yyyy): /
HData npouzBoacTea (MM.ITIT): 04/2024
Expiry date (mm.yyyy): /
Cpok rogHoCcTU (MM.ITTIT): 03/2027

Manufacturer according to the

registration in Russia: /

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

MpousBoauTenb B COOTBETCTBUM

c perucrtpauuvein B Poccuum:

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

Microbial purity / TAMC — NMT 10? CFU/ml / 0 CFU/ml/
Mukpobuonoruyeckas Obwee uncno aspobHbix GakTepun — He 0 KOE/mn
yucroTa 6onee 102 KOE/mn
TYMC — NMT 10" CFU/ml / 0 CFU/ml /
Obwee uncno ApoXcKEBbIX U NNECHEBbIX 0 KOE/mn
rpubos — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OtcyTcTeue Pseudomonas aeruginosa/mn. | OtcytcteyeT B 1,0 mni
Staphylococcus aureus — absence/ml. / Absentin 1.0 mi/
OTcytctBue Staphylococcus aureus/mn. OTcytcteyeT B 1,0 Mn
Assay 450 — 525 ug of oxymetazoline 502,0 yg/mi / 502,0
Oxymetazoline hydrochloride/ml. / MKr/MI
hydrochloride / 450 - 525 MKr okcuMeTasonuHa
KonuyecTteeHHoe ruapoxnopuga/mn.
onpegperieHve
OkcumeTtasonuHa
ruapoxnopua
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

cnpein HasanbHbIM 4O3UPOBaHHbIN, 22,5 MKr/no3a

05503227
320040A

Manufacturing date (mm.yyyy): /

gaTa npou3BoacTea (MM.rrrT):

04/2024

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

03/2027

Manufacturer according to the

registration in Russia: /

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

MpoussoguTenb B COOTBETCTBUM

C perucTpauuven 8 Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundukauum

Results / PeaynbTaTthbl

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. /

1o 10 mn npenaparta Bo ¢nakoH
13 NONU3TUNEHA BLICOKOW
MNOTHOCTU C A03VNPYIOLLMM
YCTPOWCTBOM U C 3aLUUTHON
KPBILLKON U3 NONWaTureHa
BbICOKOW MIOTHOCTM.

Mo 1 dnakoHy BmecTe C
WHCTPYKLIMEn No NPUMEHEHUIO 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 npenapaTa Bo dnakoH
13 NONNaTUNEeHa BbICOKOW
NNOTHOCTU C A03UNPYIOLLNM
YCTPOWCTBOM U C 3aLUUTHON
KPbILLKOM U3 NONUaTuneHa
BbICOKOW MMOTHOCTH.

Mo 1 conakoHy BMecTe C
VHCTPYKUMEN NO NPUMEHEHUIO B
MaYKy KApTOHHY!IO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBeTCTBUM C HOPMATHBHOW
LOKYMEHTaLWEN.

Complies as prescribed /
CooTBeTcTBYET NPEeanucaHHoOMy

Storage conditions /
Y Ccrnosust XpaHeHus

At the temperature not more than 30°C. /

Tpu TemnepaTtype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3 rona
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 pg/dose /
HA3UBUH® CEHCUTUB,
crnpei HasanbHbIN OO3MPOBaHHbLIN, 22,5 MKr/a03a
SAP-Code: / Koag SAP: 05503227
Batch no.: / Ne naptum: 320040A
Manufacturing date (mm.yyyy): /
[Oara npou3BoacTBa (MM.rrrr): 04/2024
Expiry date (mm.yyyy): /
Cpok rogHoCTH (MM.ITTT): 03/2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MNpoussoauTens B COOTBETCTBUM
c peructpauuei B Poccum: «®amap Xanc Kea Cepsuces Magpua, C.A.Y.»
APl name / HaumeHoBanune A®C: Oxymetazoline hydrochlioride / OkcumeTtasonuHa
ruapoxnopua
INN / MHH: Oxymetazoline / OxkcumeTasonuH
API manufacturer batch number /
Homep cepuun npoussoautens A®C: 23202119
FP Manufacturer  API Batch number / 2400549
Homep cepuu cybcTaHuum npoussogutens MNiod:
Siegfried PharmaChemikalien Minden GmbH,
API Manufactured by & country / Germany /
Mpounssoaurens ADC, cTpaHa: 3urdppug PapmaXemukanuen MuraeH MmoX,
epmaHus
Assessment: / 3aknoveHue: The batch complies with the specification according to ND JI-

000511-211022 / MapTua cooTBETCTBYET creLuurkaLmsam
HopMaTuBHoro gokymenTa J1M-000511-211022

Date / Signature of Qualified Person: / M A .
Oata / nognuchb YNosiHOMOYEHHOro nuua: /’? \7 2=y / -

Lw‘q) RAaltee [Qf
FARAR naoe:p
AFAT 2oy







