FAMAR

Certificate of Conformity

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

Customer material code: 81775841

Batch: 311350A

Date of manufacture: 20.01.2024

API Batches used

Marketing Auth. N°.:
Quantity released:

JIII-000511
38.062 UN

Expiry Date: 01.2027

Code Description Batch Nr Supplier Batch Nr
10501253 OXIMETAZOLINA CLORHIDRATO 2301624 23202115
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 1,009

PH 5,6-6,1 5.9

AVERAGE MASS OF DELIVERED DOSE 38.25mg - 51.75 mg 45,06

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 >=10,0 ml 11,7 mi

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 237.5-262.5 ug/ml 251,9

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 <=1.2% 0,0 %

PSEUDOMONA AERUGINOSA IN 1 ML Absence/ml| Absence

STAPHYLOCOCCUS AUREUS IN 1ML Absence/ml Absence

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

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

STERILITY TEST Complies Conforms

Deviations: NO [<] YES
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

Maniifacturing | icence BAR1F 7 CGMP Certificate Nirmber ES/OR3HV1/21

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



FAMAR

Certificate of Conformity

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

Customer material code: 81775841 Marketing Auth. N°.: JIIT-000511
Batch: 311350A Quantity released: 38.062 UN
Date of manufacture: 20.01.2024 Expiry Date: 01.2027

API Batches used

Code Description Batch Nr Supplier Batch Nr
10501253 OXIMETAZOLINA CLORHIDRATO 2301624 23202115

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)

guc.é Lo pe go azelee

AS FEM 2SN

Famar HCS, S.A.U. - Avenida Leganés 62-28923-Alcorcon-Madrid-Spain www.famar-group.com 2712

Maniifacturing | icanca RAR1FE / CMP Cerifirate Niimber EQ/OR2AHV/1/21
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3MBUH® CEHCUTUB,

crnpei HasanbHbIA JO3UpPOBaHHbINA, 11,25 mkr/aos3a

05502960
311350A

Manufacturing date (mm.yyyy): /

Hata npoussoacTBa (MM.ITrT):

01/2024

Expiry date (mm.yyyy): /

Cpok rogHoCcTU (MM.rTrT):

01/2027

Manufacturer according to the

reqgistration in Russia: /

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

MpouzsoauTenL B COOTBETCTBUMU

c perucTpauven B Poccuu:

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

Parameter / Napametp

Specifications / Cneundukauunmn

Results / Pe3ynbTaTthl

Identification
Oxymetazoline
hydrochloride /
MopnuHHOCTL
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
YAEPXKUBaHWA OCHOBHOIO MUKa Ha
XpomMaTorpamme UCnbITyeMoro pactsopa
AOMKHO COOTBETCTBOBATb BPEMEHM
YAEPXMBaHNA OCHOBHOIO NUKa Ha
XpomaTtorpaMmmMme CTaHAapTHOro pactsopa
OKCUMEeTasonuHa rugpoxnopuaa,
NOMYy4YEHHOR NPV KONNYECTBEHHOM
onpegeneHun.

conforms / cooTBeTCTBYET

Clarity / NMpo3spayvHocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHuuns npenaparta He AorkHa
npeBbIWaTe onanecUeHLUmMio 3TanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LIseTHOCTb pacTBOpa

The product should be not more colored than
color reference solution Y7 / MNpenapat
DormKkeH BbiTb okpaleH He 6onee
WHTEHCMBHO, YeM 3TarnoH Y7.

conforms / cooTBeTCcTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.009
OTHocuTenbHada nioTHocTk | OT 1,006 oo 1,010

(d 20/20)

pH / pH From56t06.1/01 5,6 4o 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 293 mOsmol/kg / 293
OcmonanbHOCTb Ot 270 po 330 mOcmonb/Kr mOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

cnpen HasanbHbIA OO3UPOBaHHLINW, 11,25 MKr/go3a

HA3UBUH® CEHCUTUB,
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne napTuu: 311350A
Manufacturing date (mm.yyyy): /
Oata npoussoacTea (MM.ITrr): 01/2024
Expiry date (mm.yyvyy): /
CpoK rogHOoCTU (MM.rrrr): 01/2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTentL B COOTBETCTBUM

¢ perucrtpaumei B Poccum:

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

Parameter / MapameTtp

Specifications / Cneundmkaumm

Results / PeaynbTtaTthbl

Mean dose weight and
uniformity of dose weight /
CpenHsa macca [03bl U
0AHOPOAHOCTL Macchl
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 < 1 35 % from mean dose
weight. /

CpegaHsia macca no3sbl: 45 mr £ 15 %.
OpHopoaHOCTL Macchl A03bl: CPeaHNAs
macca gosbl + 25 %.

He 6onee 2 3 10 gos > + 25 % oT cpepHein
mMacchbl fo03bl.

Ho Bcerpna < 35 % oT cpeaHelt Macchl
[03bl.

45.06 mg / 45.06 mr

Related substances /
PoacTBeHHble npumecu

Impurity A (Hydrolysis product) — NMT 0.5
% / Mpumeck A (NpogyKT rmaponunsa) — He
6onee 0.5 %.

0.0 %

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

0.0%

Single unidentified impurity — NMT 0.1 % /
EavHuyHas HempeHTMdUUMpOBaHHARA
npumech — He 6onee 0.1 %.

0.0%

Total impurities — NMT 1.2 % /
Cymma npumecen — He 6onee 1.2 %.

0.0 %
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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHATIU3A

Product: / Mpoaykr

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

HA3MBUH® CEHCUTUB,
cnpen HasanbHbIX A03UMpoBaHHbLIN, 11,25 MKr/ao3a
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptum: 311350A
Manufacturing date (mm.yyyy): /
Oata npouasogcTea (MM.Irrr): 01/2024
Expiry date (mm.yyyy): /
CpoK rogqHOCTU (MM.IrTT): 01/2027

Manufacturer according to the

registration in Russia: /

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

lMpouszBoAUTENbL B COOTBETCTBUU

¢ peructpauyuven B Poccuu:

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

ruapoxsopug,

Microbial purity / TAMC — NMT 10?2 CFU/ml / 0 CFU/ml/
Mukpobuonorvyeckas O6bLee uncno aspobHbix bakTepuin — He 0 KOE/mn
yucroTa 6onee 102 KOE/mn
TYMC — NMT 10" CFU/ml / 0 CFU/ml/
ObLwee uncno ApoMNoKeBbIX U NITECHEBLIX 0 KOE/mn
rpmboB — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OtcytctBue Pseudomonas aeruginosa/mn. | OtcytcteyeT B 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OtcytectBue Staphylococcus aureus/mn. OTtcyTctByeT B 1,0 Mn
Assay 225 - 262.5 ug of oxymetazoline 251.9 pg/ml /251.9
Oxymetazoline hydrochloride/ml. / MKr/Mn
hydrochloride / 225 — 262,5 MKr okcMMeTa3onuHa
KonnyectBeHHoe rmgpoxnopuaa/mn.
onpegenexve
OkcumeTtasonunHa
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CERTIFICATE OF ANALYSIS / CEPTUOGUKAT AHAINTU3A

Product: / NMpoAaykr

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

NASIVIN® SENSITIVE

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

cnpeu HasanbHbIA A03UPOBaHHLIN, 11,25 MKr/no3a

05502960
311350A

Manufacturing date (mm.yyyy): /

Oara npou3BoacTea (MM.ITrr):

01/2024

Expiry date (mm.yyyy): /

CpoK rogHoCTH (MM.rrrT):

01/2027

Manufacturer according to the

registration in Russia: /

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

Mpoussoaurtens B COOTBETCTBUM

¢ peructpauven B Poccuu:

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

Parameter / [Mapametp

Specifications / Cneundukauum

Results / PesynbTaTthbl

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 ¢nakoH
13 NONN3aTUNEHa BbICOKOM
MNOTHOCTU € A03UPYIOLLIM
YCTPOWCTBOM W C 3aLLMTHOWN
KPBILLKOW 13 NONNaTUNEHA
BbICOKOM NMIIOTHOCTM.

Mo 1 pnakoHy BmecTe ¢
WHCTPYKLWEN N0 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 npenaparta Bo ¢hnakoH
13 NONMaTUneHa BbICOKON
NAOTHOCTW C AO3UPYHOLLMM
YCTPOWCTBOM U C 3aLUMTHOWN
KPbILLKOW U3 NonuaTuneHa
BbICOKOW MITOTHOCTY.

Mo 1 donakoHy BMecTe ¢
WHCTPYKLUWER MO NPUMEHEHUIO B
nayky KapTOHHYIO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBeTCTBAN C HOPMATUBHOM
LOKYMEHTaLUmen.

Complies as prescribed /
CooTBeTcTBYET NPEeanMcaHHoMy

Storage conditions /
YenoBusa xpaHeHws

At the temperature not more than 30°C. /

[Mpu TemnepaTtype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years /3 roga
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAITU3A

Product: / MpoaykT NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pg/dose /
HA3MBUH® CEHCUTUB,
cnpei HasanbHbIA OO3UpPOBaHHbINA, 11,25 MKr/ao3a
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptuu: 311350A
Manufacturing date (mm.yyyy): /
Oara npou3BoacTBa (MM.ITIT): 01/2024
Expiry date (mm.yyyy): /
Cpok roaHocTH (MM.rrrr): 01/2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
[pouszBoAUTENL B COOTBETCTBUMU
c peructpauuen B Poccuum: «®amap Xanc Kea CepBuces Maapua, C.A.Y.»
APl name / HaumeHoBaHue ADC: Oxymetazoline hydrochloride / OkcumeTasonu+a
rMapoxXnopus
INN / MHH: Oxymetazoline / OkcumeTazonuH
API manufacturer batch number 1
Homep cepun npouzsoautens A®C: 23202115
FP Manufacturer APl Batch number / 5301624
Homep cepum cy6cTaHuum npoussoautens INo:
Siegfried PharmaChemikalien Minden GmbH,
API Manufactured by & country / Germany /
MpouzsoauTtens ADC, cTtpaHa: 3urcppua PapmaXemuxkanueH MungeH TmoX,
repmaHus
Assessment: / 3akntoyeHue: The batch complies with the specification according to ND J1I1-

000511-211022 / MapTus cooTBETCTBYET cneLmdukaumam
HopmaTueHoro gokymenta JIM-000511-211022

Date / Signature of Qualified Person: /
Oarta / noanucb ynonHOMoO4YeHHOro nuua: ADFED 2024 /@

gwciclupi cnecler / QP

FAMAR MARRIN







