FAMAR

Certificate of Conformity

05502960 NASIVIN SENSITIVE 0,025% 10ML(RU)P&G-NEW
Marketing Auth. N°.: JIII-000511

Customer material code: 81775841

Batch: 317630A

Date of manufacture: 21.03.2024

API| Batches used

Quantity released:

39.032 UN

Expiry Date: 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 1,008

PH 5,6-6,1 59

AVERAGE MASS OF DELIVERED DOSE 38.25mg - 51.75 mg 46,43

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 11,7 mi

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 237.5-262.5 pg/ml 251,0

HYDROLISIS PRODUCT <=0.5% related to the content of 0,00 %
Oxymethazolyne hydrochioride

ZP-1 <=0.5% related to the content of 0,00 %
Oxymethazolyne hydrochioride-

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/m{ Absence

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

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

STERILITY TEST Complies Conforms

Deviations: NO [<] YES
Description of the event:

PNT:

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

Procter & Gambliz
DZ - ALTFELD

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

29 Aprk’ #0724

WAREN ANG

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

Michael Fuchs
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Certificate of Conformity

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

Customer material code: 81775841 Marketing Auth. N°.: JIII-000511
Batch: 317630A Quantity released: 39.032 UN
Date of manufacture: 21.03.2024 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)

Su cdelope Ceneiler @

A ACR DTN

Famar HCS, S.A.U. - Avenida Leganés 62-28923-Alcorcon-Madrid-Spain www.famar-group.com 2/2

Manufacturing License 6481E / GMP Certificate Number ES/083HVI1/21
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJTU3A

Product: / MpoaykT

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

NASIVIN® SENSITIVE

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

HA31BUH® CEHCUTMUB,

cnpei HasanbHbIN 4O3UPOBaHHLINA, 11,25 MKkr/ao3a

05502960
317630A

Manufacturing date (mm.yyyy): /

Qara npou3soacrasa ‘MM.I’I’IT!:

Expiry date (mm.yyyy): /
Cpok rogHocTy (MM.rrrT):

03/2024

02/2027

Manufacturer according to the

reqistration in Russia: /

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

ﬂgousaogmenb B COOTBETCTBUMN

€ perucrpaumnei 8 Poccuu:

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

Parameter / MapameTp

Specifications / Cneuvcukauum

Results / PesynbTarthl

Identification
Oxymetazoline
hydrochloride /
MoanuHHOCTL
OkcumeTtasonuHa

ruapoxnopus,

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
YAEPXWUBAHWA OCHOBHOrO MNKKa Ha
XpomaTtorpaMme MCnbITyeMOoro pacTeopa
AOIMKHO COOTBETCTBOBATL BPEMEHU
yAepXWBaHWA OCHOBHOrO NMKa Ha
XpomaTorpamMme CTaHAapTHOro pacTeopa
OKCUMETa30MuHa rmapoxnopuaa,

onpefeneHun.

conforms / cooTBeTCcTBYET

Clarity / Mpo3spadHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHurs npenapara He gomkHa
npesbilLaTh OnanecLUeHuunio aTanoHa
CpaBHeHus |.

conforms / cooTseTcTBYET

Color of the solution /
LiseTHocTs pacTeopa

The product should be not more colored than
color reference solution Y7 / Mpenapat
AomxkeH 6bITb OkpalleH He Gonee
VHTEHCUBHO, Yem 3TanoH Y.

conforms / coorBeTcTBYET

Relative density (d 20/20) / { From 1.006 to 1.010/ 1.008
OTtHocuTensHas nnotHocTs | OT 1,006 ao 1,010

(d 20/20)

pH / pH From56t06.1/0T1 5,6 no 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 290 mOsmol/kg / 290
OcmonanbHOCTL Ot 270 pno 330 mOcmonb/kr MmOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

cnpen HasanbHbIW 4O3MPOBaHHLIN, 11,25 MKr/ao3a

05502960
317630A

Manufacturing date (mm.yyyy): /
Oarta npou3sogcrea (MM.rrrr): 03/2024

Expiry date (mm.yyyy): /
Cpok rogHoCTM (MM.TTTT):

02/2027

Manufacturer according to the

registration in Russia: /

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

ngouaaogm'enb B COOTBETCTBUN

¢ perucrpauuei 8 Poccun:

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

Parameter / Mapametp Specifications / Cneundunkauum Results / Peaynbrarthbl
Mean dose weight and Mean dose weight: 45 mg 15 %. 46.43 mg/46.43 mr
uniformity of dose weight / | Uniformity of dose weight: mean dose weight
CpepgHnasa macca A03bl 1 + 25 %.
O/HOPOAHOCTL MACCh! Max. 2 from 10 doses > + 25 % from mean
403b! dose weight. 0

But always < + 35 % from mean dose

weight. / 0

CpeaHsas macca gosul: 45 Mr £ 15 %.
OnHopoaHOCTL MacCh! [O3bl; CPEAHAR
macca Aosbl £ 25 %.

He Gonee 2 u3 10 no3s > + 25 % ot cpeaHen |
Maccbl 403b!.
Ho scerpa < + 35 % ot cpeaHei macchl 10
003bl.

Related substances /
PoacTeeHHbIe NpumMec

Impurity A (Hydrolysis product) — NMT 0.5 0.0%
% I/ Mpumecsk A (NPOAYKT 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%
EnnnnyHan HenpeHTuduumposaHHas
npumecst — He 6onee 0.1 %.

Total impurities — NMT 1.2 % / 0.0%
Cymma npumeceit — He 6onee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / [pogykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3SUBUH® CEHCUTUB,

cnpew HasanbHbIW QO3UPOBaHHbLINA, 11,25 MKkr/go3a

05502960
317630A

Manufacturing date (mm.yyyy): /
Oara npouasoacrea (Mm.rrrr): 03/2024

Expiry date (mm. 1l
Cpok rogxocTu (Mm.rrrr}:

02/2027

Manufacturer according to the

reqgistration in Russia: /

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

n pou3soauTenb B COOTBETCTBUK

C perncrpaiueni 8 Poccum:

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

Microbial purity / TAMC — NMT 10?2 CFU/mI / 0 CFU/ml/

Mukpobuonoruueckan Obuee 4neno aspobHeix GakTepuin — He 0 KOE/mn

yucroTa 6onee 102 KOE/mn
TYMC = NMT 10! CFU/ml / 0 CFU/ml/
Obuiee 4ncno ApoRoKeBbIX W NNECHEeBbIX 0 KOE/mn
rpuboe — He Gonee 10' KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OrtcytctBue Pseudomonas aeruginosa/mn. | Otcyrcteyet B 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
Ortcytcreune Staphylococcus aureus/mn. Orcyrcreyer B 1,0 Mn

Assay 225 — 262.5 ug of oxymetazoline 251.0 pg/mi /251.0

Oxymetazoline hydrochloride/ml. / MKr/mn

hydrochloride / 225 - 262,5 MKr oKkCMeTa3onuHa

- KonuuecteeHHoe  THAPOXNOPUASHA.

onpeaeneHve

OkcumeTtasonunHa

rMapoxnopua
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATTN3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pyg/dose /
HASUBWUH® CEHCUTUB,
crnpei HasanbHbIVW [O3NMPOBaKHHbLIN, 11,25 MKr/ao3a
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptuu: 317630A

Manufacturing date (mm.yyyy): /
Qara nponssoacrsa (MM.ITIT): 03/2024

Expiry date (mm. o
CDOK roAHOCTY (MM.ITrT): 02/2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
Mpoussoautens B COOTBETCTBUN
¢ perucrpaumein 8 Poccum: «®amap Xanc Kea Cepeuces Magpua, C.A.Y.»
Parameter / lNapametp | Specifications / Cneuncdukauun | Results / PesynbraThl
Packaging / YnakoBka Per 10 ml into a bottle of high- Per 10 mi 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 npenapara so dnakoH |Mo 10 Mn npenapaTa Bo hnakoH
U3 nonuaTuneHa BbICOKOIA ¥3 NONUITUNEHA BbICOKONW
NNOTHOCTU C RO3UPYIOLLIUM NNOTHOCTY C BO3MPYIOLLAM
YCTPOWCTBOM U C 3aLWUTHON YCTPOCTBOM W C 3aLUTHON
KPbILLKOWA U3 NONNaTuneHa KPBILLKOW U3 NOonnaTuieHa
BbICOKOI MMOTHOCTU. BbICOKOI NNOTHOCTHK.
1Mo 1 hnakoHy BmecTe ¢ Mo 1 conakoHy BMecTe ©
WHCTPYKUMER NO NPUMEHEHNI0 B | MHCTPYKUMER No NPUMEHEHWIo B
NauKy KapTOHHYIO. Navky KAPTOHHYIO.
Labeling / MapkupoBka In accordance with ND. / Complies as prescribed /
B cooTBeTcTBUM C HOpMaTMBHOW | CooTBETCTBYET NPpeAnucaHHoOMY
OOKymMeHTaumen.
Storage conditions / At the temperature not more than 30°C. /
Ycnosua XxpaHeHus Mpu Temnepartype He Boiwe 30 °C.
Shelf-life / Cpok xpaHeHxwus | 3 years / 3 rona
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / [Ipoaykr

SAP-Code: / Kog SAP:

Batch no.: / Ne napTuu:

Manufacturing date (mm.yyyy): /
dara npoussoncrtea (Mm.rrer):

Expiry date (mm. )
Cpok rogHocTy (MM.rrrr):

Manufacturer according to the
reqistration in Russia: /
Mpoussogurens B8 COOTBETCTBUM
¢ perucrpauueit B Poccuu:

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3NBUH® CEHCUTUB,

cnpei HalanbHbIA 4O3MPOBaHHbLIW, 11,25 MKr/no3a

05502960
317630A

03/2024
02/2027
Famar Health Care Services Madrid, S.A.U./

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

APl name / HaumeHosanne A®DC:

Oxymetazoline hydrochloride / OkcumeTasonuxa

rmgpoxnopua
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number 1
Homep cepun npouasogurens A®C: GERE
FP  Manufacturer APl Batch number / 2400215

Homep cepuun cy6cTaHummn nponasogutens MNd:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country I Germany /
Npoussoautens APC, cTpana: 3urchpun PapmaXemukanued Munaen TmEX.
Fepmanust

Assessment: / 3aknioueHue: The batch complies with the specification according to ND J1-
000511-211022 / NapTua cooTBeTCTBYET cReLudukaumsam
HopmaTueHoro gokymeHTa J1IM-000511-211022

Date / Signature of Qualified Person: / n
Qara / noanuchL ynonHoOMOYeHHOro nuua: A2 APRIO

S\JQQ\C.L\;(D'L Qonaé.b’»l 7GR

FAMAQ HMARNRIN




