FAMAR

Certificate of Conformity

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

Customer material code: 81775841

Batch: 311290A

Date of manufacture: 27.12.2023

API Batches used

Marketing Auth. N°.

: JITII-000511

Quantity released: 38.964 UN

Expiry Date: 12.2026

Code Description Supplier Batch Nr
10501253 OXIMETAZOLINA CLORHIDRATO 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 44,70
DELIVERED DOSE UNIFORMITY (WORT CASE) 25 0-2 o)
DELIVERED DOSE UNIFORMITY (WORT CASE) 35 0-0 0
OSMOLALITY (mosm/kg) 270-330 mosmol/kg 290
FILLING VOLUME >= 10,0 ml 11,7 mi
OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms
OXYMETAZOLINE HYDROCHLORIDE ASSAY 237.5-262.5 pg/ml 255,0
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
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/ml| 0 cfu
Microbial Contamination FUNGI (TYMC) <=10* CFU/mI 0 cfu
STERILITY TEST Complies Conforms
Deviations: NO [ YES [ 1 Ifsignificant deviations (which may have an impact on the quality of product).
Description of: e event:
PNT:
This product has been analized by SOP: 3756
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FAMAR

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

Customer material code: 81775841 Marketing Auth. N°.: JIIT-000511
Batch: 311290A Quantity released: 38.964 UN
Date of manufacture: 27.12.2023 Expiry Date: 12.2026

API Batches used

Code Description Batch Nr Supplier Batch Nr
10501253 OXIMETAZOLINA CLORHIDRATO 2301269 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)

s MARlaec

A9 2 200y
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / [MpoaykTt

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

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTMUB,

cnpei HasanbHbIA AO3UPOBaHHbLINA, 11,25 MKr/no3a

05502960
311290A

Manufacturing date (mm.yyyy): /

Harta npou3BoacTBa (MM.FTrT):

12/2023

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

12/2026

Manufacturer according to the

reqgistration in Russia: /

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

I'lpousaogmenb B COOTBETCTBUM

C peructpauven 8 Poccuu:

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

Parameter / NapameTp

Specifications / Cneundomkauum

Results / PesynbTathl

Identification
Oxymetazoline
hydrochloride /
MoanuHHOCTL
OkcumeTasonuHa
rugpoxnopug

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
yAepKnBaHWs OCHOBHOMO NUKa Ha
XpomaTtorpaMmmMe UCnbITyeMOro pacTteopa
AOIMKHO COOTBETCTBOBaTL BPEMEHN
yAepKUBaHUA OCHOBHOMO NUKa Ha
XpomaTorpamme ctaHgapTHOro pacreopa
OKCMMETa30/IMHa rmapoxnopuaa,
Noy4eHHOW NPY KONNYECTBEHHOM
onpeaeneHun.

conforms / cooTBeTCTBYET

Clarity / Mpo3payHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHunsa npenaparta He 4OormkHa
npesbiaTh onanecueHUMio 3TanoHa
cpaBHeHwus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHoCcTb pacTBopa

The product should be not more colored than
color reference solution Y7 / MNpenapat
JomnxeH BbITh okpaleH He Gonee
WHTEHCMBHO, YeM 3TarnoH Yy.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTtHocuTenbHasa nnotHocth | OT 1,006 go 1,010

(d 20/20)

pH /pH From 5.6t06.1 /0Tt 5,6 oo 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 290 mOsmol/kg / 290
OcMmonanbHOCTb Ot 270 po 330 mOcmonb/kr mOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpoaykr

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

HA3NBUH® CEHCUTUB,
cnpen HazalbHbIA JO3MpoBaHHbINA, 11,25 mkr/gosa
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne napTtum: 311290A
Manufacturing date (mm.yyyy): /
Hata npousBoAacTBa (MM.IITT): 12/2023
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrr): 12/2026

Manufacturer according to the

registration in Russia: /

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

[pousBoauTenb B COOTBETCTBUM

¢ peructpauuein B Poccum:

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

Parameter / Napametp Specifications / Cneundukaumm Results / PeaynbTarhl
Mean dose weight and Mean dose weight: 45 mg +15 %. 4470 mg/44.70 mr
uniformity of dose weight / | Uniformity of dose weight: mean dose weight
CpeaHsasa macca f03bl 1 25 %.
OLHODOAHOCTE MACCh! Max. 2 from 10 doses > £ 25 % from mean
003bl dose weight. 0

But always < £ 35 % from mean dose

weight. / 0

CpeaHrsia macca nosbl: 45 mr + 15 %.
OaHopoaHOCTE Macchl A03bl: CpeaHss
macca o3bl £ 25 %.

He 6onee 2 n3 10 no3 >+ 25 % ot cpepHen | (
Macchl 403bl.
Ho Bcerga < 1 35 % oT cpegHei macchl 0
[03bl.

Related substances /
PoacTteeHHbIE npumecK

Impurity A (Hydrolysis product) — NMT 0.5 0.0%
% / MNpumeck A (NpoayKT rupponusa) — He
6onee 0.5 %.

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

Single unidentified impurity — NMT 0.1 % / 0.0%
EAvHnyHas HempeHTUULMpoBaHHas
npumeck — He 6onee 0.1 %.

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

Product: / Mpoaykr

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

HA3WBUH® CEHCUTUB,
crnpeil HazanbHbIA 0O3UPOBaHHbIN, 11,25 Mkr/go3a
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne napTtuu: 311290A
Manufacturing date (mm.yyyy): /
fata npoussoacTBa (MM.ITIT): 12/2023
Expiry date (mm.yyyy): /
CpokK roagHoCTH (MM.IrrT): 12/2026

Manufacturer according to the

registration in Russia: /

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

lMpou3soauTens B COOTBETCTBUM

C perucrtpauuen B Poccuu:

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

rmapoxnopua

Microbial purity / TAMC — NMT 10?2 CFU/ml / 0 CFU/ml/
Mukpobuonornyeckas O6wee uncno aapobHbix OakTepuii — He 0 KOE/mn
yucToTa 6onee 102 KOE/mn
TYMC — NMT 10! CFU/ml / 0 CFU/ml/
O6Lwee Yncno opPoXCKEBBIX U MIECHEBbLIX 0 KOE/mn
rpubos — He 6onee 10" KOE/Mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OtcyTcTeue Pseudomonas aeruginosa/mn. | Otcytctayet 8 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
Otcytcreue Staphylococcus aureusimn. OtcyTcteyeT 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 okcMmeTasonuHa
KonunyectseHHoe rmapoxnopuaa/mn.
onpeneneHve
OkcumeTtasonuHa
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIN3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

cnpen HasanbHbIW 4O3MpPOBaHHbLINA, 11,25 MKkr/aoo3a

05502960
311290A

Manufacturing date (mm.yyyy): /

ODara npoussoacTBa (MM.ITIT):

12/2023

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

12/2026

Manufacturer according to the

registration in Russia: /

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

MpousBoauTens B COOTBETCTBUU

Cc peructpauuven B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundoukauum

Results / PesynbTaTthbl

Packaging / YnakoBka

Per 10 ml into a bottle of high-
density polyethylene with dosage
device and protective cap of high-
density polvethylene.

1 bottle enclosed with leaflet into
carton box. /

Mo 10 mn npenapaTa Bo (bnakoH
13 NONMaTUNeHa BbICOKON
NMOTHOCTY C A03UPYOLLUM
YCTPOWCTEBOM U C 3alUTHOMN
KPbILLKOW M3 NONMaTuneHa
BbICOKOW RMOTHOCTMW.

Mo 1 donakoHy BMmecTe C
MHCTPYKLUWEN 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 ¢riakoH
13 NONU3TUIIEHa BbICOKON
NMOTHOCTK C [O3VPYIOLLIUM
YCTPOWACTBOM U C 3aLLMTHOMN
KPbILLKOW U3 nonuatuneHa
BbICOKOW NITOTHOCTW.

Mo 1 dnakoHy BmecTe ¢
WHCTPYKLIMEN MO NPUMEHEHWUIO B
NaqKy KapTOHHYO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBeTCTBMMN C HOPMATUBHOW
LOKYMeHTaLuWen.

Complies as prescribed /
CooTBeTCTBYET NPeanncaHHoOMy

Storage conditions /
YcnoBus xpaHeHus

At the temperature not more than 30°C. /

Mpu TemnepaTtype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHusi

3 years / 3 roga
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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHAINTU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3SUBUH® CEHCUTUB,
crpeun HasanbHbIK 4O3UPOBaHHbIN, 11,25 MKkr/go3a

SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne napTtum: 311290A
Manufacturing date (mm.yyyy): /

Qarta npouzBogcrea (MM.ITrT): 12/2023
Expiry date (mm.yyyy): /

CpOoK roagHoCcTU (MM.ITrT): 12/2026

Manufacturer according to the
registration in Russia: /
Mpou3ssoauTenb B COOTBETCTBUM
C peructpauuein B Poccuu:

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

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

APl name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcvmeTasonuHa

rnapoxnopua
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number )
Homep cepuu npoussogutena A®C: 23202115
FP Manufacturer API Batch number / 2301269

Homep cepuu cybecTanumn npoussoauTtens Iod:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country 1 Germany /
NMpoussoantens APC, cTpaHa: 3urdppug dapmaXemukanmeH MunaeH MvbX,
repmaHus

Assessment: / 3aknioyeHume:

Date / Signature of Qualified Person: /
Qata / noagnuceL YyNONHOMOYEHHOIO nuua:

The batch complies with the specification according to ND J1T1-
000511-211022 / MapTua cooTBeTCcTBYET Cneumdukaumsm

HopmMaTusHoro AokymeHta JIM-000511-211022
A93a~ 2004/ «—C\,

Lu@,

Ramla=q /P
r’AI"lAfL PADA,

AG JAN 2oy







