FAMAR

Certificate of Conformity

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

Customer material code: 81775841

Batch: 317560A
Date of manufacture:

APl Batches used

18.03.2024

Marketing Auth. N°.
Quantity released:
Expiry Date:

: JIII-000511
38.880 UN
02.2027

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

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 59

AVERAGE MASS OF DELIVERED DOSE 38.25mg-51.75mg 45,93

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 290

FILLING VOLUME >= 10,0 mi 11,8 ml

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 237.5-262.5 pg/ml 248,0

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

[ARGEST UNIDENTIFIED DEGRADATION PRODUCT <=0.1% related to the content of 00%
Oxymethazolyne hydrochloride

TOTAL DEGRADATION PRODUCTS <=1.2% 0.0 %

PSEUDOMONA AERUGINOSA IN 1 ML Absence/m| Absence

STAPHYLOCOCCUS AUREUS IN 1ML Absence/m! Absence

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

Microbial Contamination FUNGI (TYMC) <=10* CFU/mI 0 cfu

STERILITY TEST Complies Conforms

Deviations: NO [D<] 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

Manufacturing License 6481E / GMP Certificate Number ES/083HVI/21
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05502960 NASIVIN SENSITIVE 0,025% 10ML(RU)P&G-NEW

Customer material code: 81775841 Marketing Auth. N°.: JIII-000511
Batch: 317560A Quantity released: 38.880 UN
Date of manufacture: 18.03.2024 Expiry Date: 02.2027

API 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 81775841. 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 / CEPTUDUKAT AHATIU3A

Product: / Mpogykr

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

NASIVIN® SENSITIVE

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

HA3WBUH® CEHCUTUB,

cnpeit Ha3anbHbIX 0O3MPOBaHHbIN, 11,25 Mkr/ao3a

05502960
317560A

Manufacturing date (mm.yyyy): /

gata npouisoancrea ‘MM.I’I’IT!:

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

03/2024

02/2027

Manufacturer according to the

reqgistration in Russia: /

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

ngouaaogwrenb B COOTBEeTCTBUN

C peructpauven 8 Poccuu:

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

Parameter / [Tapamerp

Specifications / Cneundukaummn

Results / Peaynbrathi

Identification
Oxymetazoline
hydrochloride /
MNoanuHHOCTL
OkcumeTasonuHa
rnapoxnopug

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
yAepXusaHUs OCHOBHOrO NuKa Ha
Xpomarorpamme UCnbiTyemoro pacteopa
AOMKHO COOTBETCTBOBATL BPEeMEHU
YASPXUBAHWUA OCHOBHOFO NMWKa Ha
XpomMarorpamme CTaHgapTHOrO pacTsopa
oKcumMeTasonuHa ruapoxnopuaa,
NONYyYEeHHON NPY KONUYECTBEHHOM

| onpenenenwm.

conforms / cooTeeTcTBYET

Clarity / Mpo3apayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuvs npenapaTa He AOMmKHa
NpeBbIWaTh onanecUeHUuo aTanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LibeTHoCTb pacTeopa

The product should be not more colored than
color reference solution Y / Mpenapar
AonxeH bbiTb okpalleH He 6onee
MHTEHCUBHO, YeMm 3TanoH Y.

conforms / cooTBeTCTBYET

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

(d 20/20)

pH/pH From5.6t06.1/01 56 no6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 290 mOsmol/kg / 290
OcmonsaneHoOCTL Ot 270 po 330 mOcmonb/kr MOcMonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UNKAT AHANTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

cnpeit Ha3anbLHbIW [O3UPOBaHHLIRA, 11,25 MKr/no3a

05502960
317560A

Manufacturing date (mm.yyyy): /

gaTa npou3soacrea ‘MM.rI’l‘I‘l:

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

03/2024

02/2027

Manufacturer according to the

registration in Russia: /

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

nQOH3BOBMTeIIb B COOTBETCTBUU

C perucrpauuen 8 Poccum:

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

Parameter / NapameTp

Specifications / Cneundukaunu

Results / Pesynbtathbl

Mean dose weight and
uniformity of dose weight /
CpepaHnas macca Ao03bl u
OAHOPOAHOCTb Macchl
Ao3bl

Mean dose weight: 45 mg £15 %.

Uniformity of dose weight: mean dose weight
125 %.

Max. 2 from 10 doses > £ 25 % from mean
dose weight.

But always s + 35 % from mean dose
weight. /

CpepgHsa macca go3bi: 45 mr £ 15 %.
OpaHopoaHOCTL Macchl A03bl: CPeaHAs
mMacca f03b! + 25 %.

He 6onee 2 u3 10 po3 > 1 25 % oT cpenHen
Maccbl 03bl.

45.93 mg/45.93 mr

0

Cymma npumecei — He Gonee 1.2 %.

Ho Bceraa < + 35 % oT cpeaHel maccel 0
£03bl.
Related substances / Impurity A (Hydrolysis product) — NMT 0.5 0.0%
PoacteeHHble npyumecu % / Mpymeck A (NpoAyKT ruaponusa) — He
6onee 0.5 %.
Impurity ZP-1 - NMT 0.5 % / 0.0%
MNpumeck ZP-1 - He Gonee 0.5 %.
Single unidentified impurity — NMT 0.1 % / 0.0%
EavHW4Has HewaeHTUdUUMpoBaHHas
npumeck — He 6onee 0.1 %.
Total impurities - NMT 1.2 % / 0.0%
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTIU3A

Product: / NMpoaykT

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

NASIVIN® SENSITIVE

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

HA3NBUH® CEHCUTUB,

cripeit Ha3anbHbLIA AO3UPOBaHHLIN, 11,25 Mmkr/go3a

05502960
317560A

Manufacturing date (mm.yyyy): /
fara npou3soacrtea (Mm.rrrr): 03/2024

Expiry date (mm. 2/
Cpok rogHocTy (Mm.rrrr):

02/2027

Manufacturer according to the

registration in Russia: /

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

Mponssoautenb B COOTBETCTBUN

¢ perucrtpauunen B Poccuu:

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

Microbial purity / TAMC - NMT 102 CFU/mi / 0 CFU/ml/
Mukpo6uonoruueckas Obuwee 4ucno aspobHbIX 6akTepuit — He 0 KOE/mn
yucToTa 6onee 102 KOE/mn
TYMC — NMT 10' CFU/mI / 0 CFU/ml/
Obuee Ynucno Apo)OKeBbIX U NNECHeBbIX 0 KOE/mn
rpubos — He Gonee 10! KOE/mn
Pseudomonas aeruginosa — absence/mi / Absentin 1.0 ml/
Orcytcteue Pseudomonas aeruginosa/mn. | Otcytcreyet B 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
Ortcytcreue Staphylococcus aureus/mn. OtcytcrayeT B 1,0 Mn
Assay 225 - 262.5 ug of oxymetazoline 248.0 ug/mi /248.0
Oxymetazoline hydrochloride/ml. / MKr/Mn
hydrochloride / 225 — 262,5 MKr okcumeTasonmHa
KonuyecteenHoe | rwapoxnopuaa/mn.
| onpenenexue
OkcumeTasonuHa
rTMAPOXNOpUL
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATTU3A

Product: / [Tpoaykt

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3VWBUH® CEHCUTUB,

cnpeit HaszanbHbIN 4o3upoBaHHbId, 11,25 mkr/aosa

05502960
317560A

Manufacturing date (mm.yyyy): /

ggTa npounissoacrea !MM.I’I’IT!:

Expiry date (mm. 2/
Cpok rogHoCTH (MM.TrIr):

03/2024

02/2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens 8 cOOTBETCTBUU

¢ perucrpauuei 8 Poccuu:

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

Parameter / NapameTp

Specifications / Cneuudukaunmn

Results / Pe3ynbTaTthl

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 leafiet into
carton box. /

Mo 10 mn npenapata 80 hnakoH
13 NONUaTUIeHa BbICOKOW
NNOTHOCTY C A4O3UPYIOLLUM
YCTPOMACTBOM U C 3aLUTHON
KPbILLKOW U3 NOMU3TUNEHa
BbICOKOW NNOTHOCTH.

Mo 1 cnakoHy BmecTe €
WHCTPYKUWel No NPUMEHEeHNIo B
NauyKy KapTOHHY!IO0.

Per 10 mi 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 80 (hnakoH
13 NonNuUaTUNEHa BbICOKOM
NNOTHOCTW C AO3UPYIOLINUM
YCTPOWUCTBOM U C 3aLUUTHOW
KPbILUKOW U3 NONuaTuneHa
BbICOKOIt MNOTHOCTHW.

Mo 1 dnakoHy BmecTe ¢
WHCTPYKUME NO NPUMEHEHUIO B
NayKy KapTOHHYIO.

Labeling / MapxupoBka

In accordance with ND. /
B cooTtBeTcTBUM C HOPMATUBHON
OOKyMeHTaLmein,

Complies as prescribed /
CoorBercrayeT npeanucasHomMy

Storage conditions /
Ycnosusa xpaHeHus

At the temperature not more than 30°C. /

MNpv Temnepatype He ebiwe 30 °C.

Shelf-life / Cpok xpaHeHus

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

Product: / MpogykT

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 yg/dose /
HA3UBUH® CEHCUTUB,
cnpei HasanbHbLIA AO03UPOBaHHbLINR, 11,25 mkr/no3a

SAP-Code: / Kog SAP:

Batch no.: / Ne naptuu:

Manufacturing date (mm.yyyy): /
Oarta npoussoacrea (MM.rrrr):

Expiry date (mm.yyyy): /

Cpok roaHocTu (MMm.rrrr):
Manufacturer according to the
reqistration in Russia: /
MpoussoauTent B COOTBETCTBUM

¢ perucrpauueit B Poccuu:

05502960
317560A

03/2024

02/2027

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

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

APl name / HanmeHoBaHue A®C:

Oxymetazoline hydrochloride / OkcumeTtasonuHa

rnapoxnopua
INN / MHH: Oxymetazoline / OkcumeTaaonuH
API manufacturer batch number /
Howmep cepuun npoussogurens A®C: i
FP Manufacturer APl Batch number / 2400215

Homep cepuu cy6ecTanuuu nponasoautens Mo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
Mpoussogurtens A®C, cTpana: 3urdppua PapmaxXemukanueH Muiaen MvbX,
- Tepmanug

Assessment: / 3aknioueHue:

The batch complies with the specification according to ND M-

000511-211022 / MapTus cooTBETCTBYET CneuudukaLmsam
HopmaTtusHoro aokymenta J1M-000511-211022

Date / Signature of Qualified Person: /
Oava / noanuck yNonHOMOYEHHOro nuua:

40 APR 2021 /ﬁ

Gyedelope Scr\eclca /af

FAM AR MAN RN




