FAMAR

Certificate of Conformity

05502960 NASIVIN SENSITIVE 0,025% 10ML(RU)P&G-NEW
Marketing Auth. N°.: JIII-000511
Quantity released: 39.152 UN
Expiry Date: 02.2027

Customer material code: 81775841
Batch: 317540A
Date of manufacture: 17.03.2024

API| Batches used

Code Description Batch Nr Supplier Batch Nr
10501253 OXIMETAZOLINA CLORHIDRATO 2400215 23202119

ANALYTICAL RESULTS

Manufacturing License 6481E / GMP Certificate Number ES/083HV1/2 1

TEST RELEASE RESULTS
SPECIFICATIONS
APPEARANCE OF SOLUTION Not more colored than purified Conforms
water/reference solution Y7
APPEARANCE OF SOLUTION CLARITY Not more opalescent than purified Conforms
water/reference suspension |
RELATIVE DENSITY d 20/20 1.006-1.010 1,007
PH 5,6-6,1 5.9
AVERAGE MASS OF DELIVERED DOSE 38.25mg - 51.75 mg 44,94
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 289
FILLING VOLUME >=10,0 ml 11,7 mi
OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms
OXYMETAZOLINE HYDROCHLORIDE ASSAY 237 5-262.5 pg/ml 248 1
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 <=12% 0.0 %
PSEUDOMONA AERUGINOSA IN 1 ML Absence/ml Absence
STAPHYLOCOCCUS AUREUS IN 1ML Absence/ml| Absence
Microbial Contamination BACTERIA (TAMC) <=10"2 CFU/mI 0 cfu
Microbial Contamination FUNGI (TYMC) <=10*1 CFU/mI 0 cfu
STERILITY TEST Complies Conforms
Deviations: NO [P YES [ ] Ifsignificant deviations (which may have an impact on the quality of product)
Description of the event:
PNT:
This product has been analized by SOP: WIN-0000677 / WIN-0009323
Famar HCS, S.A.U. - Avenida Leganés 62-28923-Alcorcon-Madrid-Spain www.famar-group.com 1/2



FAMAR

Certificate of Conformity

05502960 NASIVIN SENSITIVE 0,025% 10ML(RU)P&G-NEW

Customer material code: 81775841 Marketing Auth. N°.: JIII-000511
Batch: 317540A Quantity released: 39.152 UN
Date of manufacture: 17.03.2024 Expiry Date: 02.2027

APl Batches used

Code Description Batch Nr Supplier Batch Nr
10501253 OXIMETAZOLINA CLORHIDRATO 2400215 23202119

Compliance statement:
| hereby certify that the above information is authentic and accurate according to MSM product data sheet 81776841. 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 / CEPTUOUKAT AHANU3A

Product: / [TpoaykT

SAP-Code: [ Kog SAP:
Batch no.: / Ne napruu:

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 yg/dose /

HA3UBUH® CEHCUTMWB,

cnpei HasanbHbIN 4O3UPOBaHHbLIN, 11,25 MKr/no3a

05502960
317540A

Manufacturing date (mm.yyyy): /

gara npoun3soacrea ‘MM.I’I’I‘I‘[Z

Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.rrrT):

03/2024

02/2027

Manufacturer according to the

registration in Russia: /

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

l'lgouaaogwrenh B COOTBETCTBMMU

¢ perucrpauuveu 8 Poccuu:

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

Parameter / MapameTp

Specifications / Cneuudunkauun

Results / Peaynbrarbl

ldentification
Oxymetazoline
hydrochloride /
MognuHHoCTL
OkcumeTtazonuHa
TMAPOXITIOPUA,

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
yAEepXNBaHNUA OCHOBHOIO Nuka Ha
XpoMaTtorpamme MCnbITyeMOoro pactsopa
A0MKHO COOTBETCTBOBATHL BPEMEHU
YAEPXXUBaAHNS OCHOBHOIO MNyKa Ha
XpomaTorpamme CTaHAapTHOro pacTeopa
OKCUMETa30NHa rMapoxXnopnaa,
Nosy4eHHOW Npu KOMUHECTBEHHOM

conforms / cooTeeTcTByeT

Clarity / Mpo3pavHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuus npenapara He A0NXHa
npesbIWaTh onafecuyeHUno aTanoHa
cpasHeHus |.

conforms / cooTeBeTcTayeT

Color of the solution /
LiseTHOCTb pacTBOpa

The product should be not more colored than
color reference solution Y7 / MNpenapar
fAorkeH ObiTb OKpaleH He 6onee
WHTEHCUBHO, Yem 3TanoH Y7.

conforms / cooTBeTcTByeT

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

(d 20/20)

pH / pH From56t06.1 /0T 5,6 o 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 289 mOsmol/kg / 289
OcMonanbHOCTL Ot 270 po 330 mOcmonb/kr mOcMonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTUDOUKAT AHAITU3A

Product: / MpogykTt

NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 yg/dose /

HA3UBUH® CEHCUTUB,
cnpeit HasanbHbIW AO03MpPOBaHHbIA, 11,25 MKkr/no3a
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne napTtum: 317540A
Manufacturing date (mm.yyyy): /
Oara npounssogcrea (MM.ITrr): 03/2024
Expiry date (mm. !
Cpok roaHocTu (MMm.rrrr): 02/2027

Manufacturer according to the

reqistration in Russia: /

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

MNpousBogutens B COOTBETCTBUN

¢ perucrpauuei B Poccuu:

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

Parameter / MNapametp Specifications / Cneundukaumnmn Resuits / PesynbtaTb!
Mean dose weight and Mean dose weight: 45 mg +15 %. 44.94 mg/ 44.94 mr
uniformity of dose weight / | Uniformity of dose weight: mean dose weight
CpenHsas macca Ao3bl U 1+ 25 %.
OAHOPOAHOCTb MacCht Max. 2 from 10 doses > + 25 % from mean
Do3bl dose weight. 0

But always < + 35 % from mean dose

weight. / 0

CpegnHsa macca aosbl: 45 mr+ 15 %.
OnHopoAHOCTb Macchl 403kl CpeaHsA
macca fosbl £ 25 %.

He Gonee 2 u3 10 go3 > + 25 % ot cpeaxen |
MaccCh! A03b.
Ho Bcerpa < + 35 % ot cpeaHei maccol 0
003bl.

Related substances /
PoacTteeHHblEe npumecu

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

Impurity ZP-1 = NMT 0.5 % / 0.0%
Mpumeck ZP-1 — He Gonee 0.5 %.

Single unidentified impurity = NMT 0.1 %/ [0.0%
EanHuuHan HenpeHTuuunposaHHan
npumecs — He 6onee 0.1 %.

Total impurities — NMT 1.2 % / 0.0%
Cymma npumecei — He 6onee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / [poayxr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 yg/dose /

HA3UBUH® CEHCUTUB,

Cnpen HasanbHbIW A03UpoBaHHbIW, 11,25 MKr/go3a

05502960
317540A

Manufacturing date (mm.yyyy): /
dara npoussogcrea (MM.rrrr): 03/2024

Expiry date (mm.yyyy): /
Cpok roaHocTH (MM.rrTT):

02/2027

Manufacturer according to the

registration in Russia: /

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

Npoussogurent B COOTBETCTBUMU

C perucrpauven 8 Poccuu:

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

Microbial purity / TAMC — NMT 102 CFU/mi / 0 CFU/ml/
Mukpo6uonoruyeckan O6uwee yncno aspobHbIx bakTepui — He 0 KOE/mn
yucToTa Gonee 102 KOE/mn
TYMC -~ NMT 10" CFU/mli / 0 CFU/mi/
O6buyee yncno ApoXOKEBbIX U NECHeBbIX 0 KOE/mn
rpubos — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 mi/
OrtcyrcTene Pseudomonas aeruginosa/mn. | Orcytcteyer 8 1,0 mn
Staphylococcus aureus — absence/ml. / Absent in 1.0 ml/
Otcyrecraue Staphylococcus aureus/mn. Otcyrcrayet B 1,0 mn
Assay 225 — 262.5 ug of oxymetazoline 248.1 yg/ml /2481
Oxymetazoline hydrochloride/ml. / MKr/mn
hydrochloride / 225 — 262,5 MKr okcuMeTasonvHa
KonuuecteeHHoe rugpoxnopuaa/mn.
onpeaenexve | )
OkcumeTasonuHa
ruapoxnopug
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr

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

ga'ra npon3soncTea !MM.I’ITI"!I

Expiry date (mm.yyyy): /

Cpok roaHocTu (MM.rrrr):

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 yg/dose /
HA3UBUH® CEHCUTUB,

cnpewn Ha3anbHbIA KO3UpoBaHHbIA, 11,25 MKr/ao3a

05502960

317540A
2/

03/2024

02/2027

Manufacturer according to the

registration in Russia: /

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

nEOH:!BOBHTeﬂb B COOTBETCTBUM

¢ peructpayueit B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundunkauun

Results / PesynbTartbi

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 (hnakoH
"3 NONUaTUNEeHa BbiCOKON
NNOTHOCTU C [O3UPYIOLUM
YCTPOICTBOM U C 3aLUTHON
KPbILLKOM W3 NonnaTuneHa
BbICOKOW NNOTHOCTW.

Mo 1 dnakoHy BmecTe ¢
MHCTPYKLMER No NPUMEHEHUIO B
MaYKy KapTOHHY!IO.

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 hnakoH
13 NONNATUNEHA BbICOKON
NNOTHOCTYW C A03VPYIOLLUM
YCTPOACTBOM U C 3aUTHON
KPbiLLKOW M3 nonuaTuneHa
BbICOKOI NNOTHOCTW.

Mo 1 dnakoHy BmecTe €
WHCTPYKLUWEHA NO NPUMEHEHMIO B
NaJKy KapTOHHYIO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBeTCTBUM C HOPMaTUBHOM
AOKyMeHTauven.

Complies as prescribed /
CootBeTcTByeT NpeanMcaHHoMy

Storage conditions /
YCrnoBsus xpaHeHus

At the temperature not more than 30°C. /

Mpu Temnepartype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHerus

3 years /3 roga
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3UBUH® CEHCUTUB,
cnpew Ha3anbHbIW O3MPOBaHHbLIN, 11,25 MKr/go3a

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

Manufacturing date (mm.yyyy): /
fOara npouasoncrtea (Mm.rrrr):

Expiry date (mm.yyyy): /

Cpok rogHoCcTH (MM.rrrr):

Manufacturer according to the
reqgistration in Russia: /
MpoussoauTens B COOTBETCTBUMU
c perncrpauuen 8 Poccuu:

05502960
317540A

03/2024

02/2027

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

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

APl name / HanmeHnoBanne A®C:

Oxymetazoline hydrochloride / OxcumerazonuHa

rugpoxiopua
INN / MHH: Oxymetazoline / OkcumeTaszonuH
API manufacturer batch number /
Homep cepuu npoussoaurens A®C: e
FP  Manufacturer APl Batch  number / 2400215

Homep cepuu cy6ecranumu npoussogutens Mo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
MNpoussoautens ADC, cTpana: 3urcdbpua ®apmaXemukanueH Muraen MbX,
' TepmaHua

Assessment: / 3aknioueHue:

The batch complies with the specification according to ND JiMN-

000511-211022 / lMapTua coOTBETCTBYET crieundukaumsam
HopmatusHoro gokymenta J1M-000511-211022

Date / Signature of Qualified Person: /

gaTa / nognuc,L ynonHOMO4YeHHOro nuua:

cAaArA 02 / @

Sue,éc.Lupe. Sc,r\éc‘lce /ar

FAMAR MARRIN




