FAMAR

Certificate of Conformity

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

Customer material code: 81775841

Batch: 311300A

Date of manufacture: 27.12.2023

API Batches used

Marketing Auth. N°.
Quantity released:

: JITI-000511
39.114 UN

Expiry Date: 12.2026

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 1,008

PH 5,6-6,1 59

AVERAGE MASS OF DELIVERED DOSE 38.25mg - 51.75 mg 44,06

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 294

FILLING VOLUME >=10,0 ml 11,7 mi

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 237.5-262.5 pg/mi 2550

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/m| Absence

STAPHYLOCOCCUS AUREUS IN 1ML Absence/ml Absence

Microbial Contamination BACTERIA (TAMC) <=10*2 CFU/ml 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: 3756

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

[ 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°.: JIII-000511
Batch: 311300A Quantity released: 39.114 UN
Date of manufacture: 27.12.2023 Expiry Date: 12.2026

APl 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)
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Manufacturing License 6481E / GMP Certificate Number ES/083HVI/21
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTU3A

Product: / poaykTt

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

NASIVIN® SENSITIVE

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

HASUBUH® CEHCUTMUB,

crnpen HasanbHbIA AO3UPOBaHHLINA, 11,25 MKr/no3a

05502960
311300A

Manufacturing date (mm.yyyy): /

Oarta npousBogcTea (MM.ITIT):

12/2023

Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.ITTT):

12/2026

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUM

c peructpauuen B Poccuu:

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

Parameter / Mapametp

Specifications / Cneundukaumn

Results / PesynbTaThl

Identification
Oxymetazoline
hydrochloride /

i 104/ TMHHOCTD
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
YAEPKNBAHWA OCHOBHOrO NMKa Ha
XpoMaTorpamme MCnbiTyemMoro pactsopa
AOMKHO COOTBETCTBOBATL BPEMEHMU
YAEPXUBaAHNA OCHOBHOrO NWKa Ha
XpomaTorpamme cTanfapTHOro pacteopa
OKCMMETa30MnuHa rmapoxnopuaa,
Nony4YeHHON NPy KONMYECTBEHHOM
onpegeneHmn.

conforms / cooTBeTCTBYET

Clarity / Npo3spa4yHocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHunsa npenaparta He A0MMKHa
npesbillaTh onanecueHUmMio aTanoHa
cpaBHeHus .

conforms / cooTBeTCTBYET

Color of the solution /
LiseTHocTb pacTBopa

The product should be not more colored than
color reference solution Y7 / MNpenapat
norxeH 6biTb okpaLleH He bonee
WHTEHCUBHO, YeM 3TanoH Y7.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTHocuTenbHas nnoTHocTs | OT 1,006 o 1,010

(d 20/20)

pH / pH From56to6.1/0T1 5,6 no 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 294 mOsmol/kg / 294
OcmonanbHOCTL 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 yg/dose /

cnpen HasanbHbIA 0O3UPOBaHHbLINA, 11,25 Mkr/go3a

HA3NBUH® CEHCUTUB,
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptuu: 311300A
Manufacturing date (mm.yyyy): /
Oara npoussogcTea (MM.ITrr): 12/2023
Expiry date (mm.yyyy): /
CpoK rogHocTU (MM.IITT): 12/2026

Manufacturer according to the

registration in Russia: /

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

MpousBoauTenb B COOTBETCTBUU

c peructpauuein B Poccuu:

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

Parameter / Mapametp

Specifications / Cneuudukauum

Results / PesynbTaTthbl

Mean dose weight and
uniformity of dose weight /
CpepHss macca posbl
0AHOPOAHOCTL Maccehl
A03bl

Mean dose weight: 45 mg +15 %.

Uniformity of dose weight: mean dose weight
1+ 25 %.

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

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

CpeaHss macca fo3bl: 45 mr+ 15 %.
OpHOpoAHOCTL MacChl A03bl: CPEHAS
mMacca fo3sl £ 25 %.

He 6onee 2 ns 10 o3 >+ 25 % oT cpegHen
Macchl A03bl.

Ho Bceraa < + 35 % oT cpefHel maccol
003bl.

44.06 mg / 44.06 mr

Related substances /
PopcTteeHHbIe npumecy

Impurity A (Hydrolysis product) — NMT 0.5
% / MNMpumeck A (NpoayKT ruaponusa) — He
6onee 0.5 %.

0.0%

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

0.0%

Single unidentified impurity — NMT 0.1 % /
EavHnyHas HempeHTUULMPOBaHHAS
npumeck — He 6onee 0.1 %.

0.0%

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

0.0%
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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHAJTU3A

Product: / MpoAaykr

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

HA3UBUH® CEHCUTUB,
cnpen HasanbHbIK OO3UpPOBaHHbIN, 11,25 Mkr/aosa
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptuu: 311300A
Manufacturing date (mm.yyyy): /
Oara npousBogcTBa (MM.TTrr): 12/2023
Expiry date (mm.yyyy): /
CpokK rogHocTu (MM.ITTT): 12/2026

Manufacturer according to the

registration in Russia: /

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

MpousBoauTensL B COOTBETCTBUM

C perucrpauvein B Poccuu:

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

Microbial purity / TAMC — NMT 10? CFU/ml / 0 CFU/ml/
Mukpobuonornyeckas O6Lyee yneno aspobHeix BakTepuin — He 0 KOE/mn
yucToTa 6onee 102 KOE/mn
TYMC — NMT 10" CFU/mI/ 0 CFU/ml/
O6uee Yncno APOXOKEBLIX U NNECHEBbIX 0 KOE/mn
rpmbos — He Gonee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OTeyrerBue Pseudomonas aeruginosa/mn. | Oteytereyet 8 1,0 Mn
Staphylococcus aureus — absence/ml. / Absent in 1.0 ml/
Otcytcteue Staphylococcus aureus/imn. OtcyTctByeT B 1,0 Mn
Assay 225 — 262.5 pg of oxymetazoline 255.0 pg/ml /255.0
Oxymetazoline hydrochloride/ml. / MKr/Mn
hydrochloride / 225 — 262,5 MKr okcumeTasonuHa
KonuuecTteeHHoe ruapoxnopuga/mn.
onpeaeneHue
OkcumeTtasonuHa
ruapoxnopug
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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHANUSA

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3WBUH® CEHCUTUB,

crnpeu HasanbHbIW OO3UPOBaHHbLIW, 11,25 MKr/go3a

056502960
311300A

Manufacturing date (mm.yyyy): /

Oara npousBoacrTea (MM.rrrr):

12/2023

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

12/2026

Manufacturer according to the

reqistration in Russia: /

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

Mpou3BoguTen B COOTBETCTBUM

¢ perucrtpauuen B Poccum:

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

Parameter / Mapametp

Specifications / Cneuudukaumm

Results / Pe3ynsTtaThl

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 ¢prakoH
13 NOMN3TUNEHA BbICOKON
MNOTHOCTY C AO3VPYIOLLUM
YCTPOWCTBOM ¥ C 3aLUTHOM
KPbILUKOA 13 NoNuaTuneHa
BbICOKOM NIIOTHOCTMW.

Mo 1 donakoHy BMecTe C
WHCTPYKLWEN MO NPUMEHEHUIO B
NayKy KAPTOHHYIO.

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 ¢rakoH
13 NOMN3TUINEHA BbICOKON
NMOTHOCTU C AO3UPYIOLLMM
YCTPOWCTBOM U C 3aLUTHOMN
KPbILUKOW U3 NONUaTUMNEHa
BbICOKOWN MSIOTHOCTH.

Mo 1 pnakoHy BmecTe €
NHCTPYKLMERN NO NPUMEHEHUIO B
Nayky KapTOHHYH).

Labeling / Mapkuposka

In accordance with ND. /
B cooTBETCTBMM ¢ HOPMATUBHOM
OOKYMEHTaUNEN.

Complies as prescribed /
CooTBeTcTBYET NpeannucaHHomy

Storage conditions /
Ycnosumsa XpaHeHus

At the temperature not more than 30°C. /

Mpu Temnepatype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3 roga
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANIU3A

Product: / MMpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 ug/dose /
HA3UBUH® CEHCUTWUB,
cnpei HasanbHbIA AO3UPOBaHHbIN, 11,25 MKr/go3a
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptum: 311300A
Manufacturing date (mm.yyyy): /
fara npoussoacTea (MM.rrrr): 12/2023
Expiry date (mm.yyyy): /
CpoK rogHocTu (MM.FrrT): 12/2026
Manufacturer according to the
reqistration in Russia: / Famar Health Care Services Madrid, S.A.U./
[Mpou3BoauTens B COOTBETCTBUMU
¢ perucrpauuein B Poccuu: «®amap Xanc Kea CepBuces Magpua, C.A.Y.»
API name / HaumeHoBaHue ADC: Oxymetazoline hydrochloride / OkcumeTtasonuHa
rugpoxnopva
INN / MHH: Oxymetazoline / OkcymeTtazonuy
API manufacturer batch number )
Homep cepun npoussogutens A®C: 2320240515
FP Manufacturer  API Batch number / 2301624
Homep cepun cy6cTaHumu npoussogaurtens MNo:
Siegfried PharmaChemikalien Minden GmbH,
API Manufactured by & country 1 Germany /
Mpoussoautens ADC, cTpaHa: 3urdopun PapmaXemukanmed Munaer MrmbX,
epmaHmna
Assessment: / 3aknioyeHue: The batch complies with the specification according to ND J1I1-

000511-211022 / MapTus cooTBETCTBYET cneumnpukaLmam
HopmaTuBHOro aokymeHTta JIMN-000511-211022

Date / Signature of Qualified Person: /
Qarta / noanuch yNONHOMOYEHHOrO Nnuua: 48 DAN 202 @
SUQCBC.LVPQ gor\‘éél('e S G

FAMAR MAKRRIN







