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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pg/dose /

HA3SUBUH® CEHCUTMUB,

crnpei HasanbHbLIW A03UPOBaHHLIN, 22,5 MKr/ao3a

05503227
320080A

Manufacturing date (mm.yyyy): /

Qara npou3BoAcTBa (MM.FTTT):

04.2024

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

03.2027

Manufacturer according to the

registration in Russia: /

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

MNpoussoauTens B COOTBETCTBUM

C perucrtpauuei B Poccuu:

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

Parameter / NMapameTtp

Specifications / Cneundumkauumu

Results / PesynbTaTthl

Identification
Oxymetazoline
hydrochloride /
Mo nUHHOCTB
OkcumeTasonunHa
rmgpoxnopung

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. / Bpemsa
YAEPXKMBaAHUA OCHOBHOTO NKa Ha
XpomaTorpamme UCnbITyeMoro pacrsopa
OOMKHO COOTBETCTBOBATL BPEMEHMU
YAEPKUBAHNS! OCHOBHOIO MWKa Ha
XpomaTtorpaMmme cTaHAapTHOro pactesopa
OKCMMETA30mMHa rMapoxnopuaa,
MONYy4YEHHOW NPY KONMYECTBEHHOM
onpeneneHun.

conforms / cooTBeTCTBYET

Clarity / MpospayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuus npenapaTta He JOomKHa
npesbIWaTe onanecueHLUmnIo 3TanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHoCTb pacTBopa

The product should be not more colored than
color reference solution Y7 / Npenapat
JorkeH 6biTb okpawweH He Bonee
WMHTEHCUBHO, YeM 3TanoH Y.

conforms / cooTBeTCcTBYET

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

(d 20/20)

pH / pH From 5.6t06.1/0T1 5,6 no 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 294 mOsmol/kg /
OcmonanbHOCTb Ot 270 go 330 mOcmonb/Kr 294mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHATTU3A

Product: / Mpoaykt

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /

HASUBUH® CEHCUTUB,

cnpeu HasanbHbIN 0O3UPOBaHHbLIN, 22,5 MKr/go3a

06503227
320080A

Manufacturing date (mm.yyyy): /

Oara npoussogcTea (MM.Irrr):

04.2024

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

03.2027

Manufacturer according to the

registration in Russia: /

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

MpousBoauTens B COOTBETCTBUM

C peructpauuen B Poccuu:

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

Parameter / Mapametp

Specifications / Cneundukauum

Results / Pe3ynbTathl

Mean dose weight and
uniformity of dose weight /
CpepnHas macca gosbl 1
O0AHOPOAHOCTb MacChi
[03bl

Mean dose weight: 45 mg 15 %.
Uniformity of dose weight: must

comply.CpepnHsas macca fosbl: 45 mr + 15 %.

O[J,HOpOJJ,HOCTb MaccCbl AO3bl: O0MXHa
COOTBETCTBOBATD.

48.76 mg / 48.76 mr

conforms / cooTBeTCTBYET

rpnbos — He 6onee 10" KOE/mn

Related substances / Impurity A (Hydrolysis product) — NMT 2.0 0.0%
PoacreeHHble npumecu % / MNpumeck A (NPoAyKT rugponnsa) — He
bonee 2,0 %.
Impurity ZP-1 —= NMT 1.5 % / 0.0%
Mpumecb ZP-1 — He bonee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EavHuyHasa HevpeHTUdULMPOBaHHas
npumeck — He 6onee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%
Cymma npumeceli — He 6onee 4,9 %.
Microbial purity / TAMC — NMT 10?2 CFU/ml / 0 CFU/ml/
Mwukpobuonormueckas O6uwee yncno asapobHbix GakTepuii — He OKOE/mMn
yucroTa 6onee 102 KOE/mn
TYMC — NMT 10! CFU/ml / 0 CFU/ml/
Ob6Lee 4Mcno ApOXOKEBbIX U NNECHEBbIX OKOE/mn

Pseudomonas aeruginosa — absence/ml /

OrtcyTctBre Pseudomonas aeruginosa/mn.

Absentin 1.0 ml/
OtcytcreyeT B 1,0 mn

Staphylococcus aureus — absence/ml. /
OTcytcTeue Staphylococcus aureusimn.

Absent in 1.0 ml/
OTcytetryeT B 1,0 Mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 yg/dose /

HA3BUH® CEHCUTUB,
cnpen HasanbHbIA A03MPOBaHHbIN, 22,5 MKr/go3a
SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne naptuu: 320080A
Manufacturing date (mm.yyyy): /
Oata npou3soAcTBa (MM.ITIT): 04.2024
Expiry date (mm.yyyy): /
Cpok roaHoCcTH (MM.rrrr): 03.2027

Manufacturer according to the

registration in Russia: /

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

MNpousBoauTen B COOTBETCTBUMU

c pervcTpaumen B Poccuu:

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

Assay
Oxymetazoline
hydrochloride /
KonuyecteeHHOe
onpeneneHne
OkcvmeTasonuHa
rMAPOXIIOPUA,

450 — 525 g of oxymetazoline 503 pg/ml / 503 mkr/mn
hydrochloride/ml. /
450 - 525 Mkr okcumeTasonuHa
ruapoxnopuaa/mn.
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATNU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /
HA3UWBUH® CEHCUTUB,

Cnpen HasanbHbIN 0O03UPOBaHHbLIN, 22,5 MKr/go3a

05503227
320080A

Manufacturing date (mm.yyyy): /

Oata npou3BoacTea (MM.Irrr):

04.2024

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

03.2027

Manufacturer according to the

reqgistration in Russia: /

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

lMpoussoauTens B COOTBETCTBUM

C perucrtpauuein B Poccum:

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

Parameter / [MapameTtp

Specifications / Cneundukauumn

Results / Pesynbrarhl

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 (hnakoH
13 MNONNaTUNEHa BbICOKOM
NAOTHOCTM C A403UPYOLLUM
YCTPOWNCTBOM W C 3aLUWUTHOW
KPBILLKOM U3 NOnMaTuneHa
BbICOKOW MIOTHOCTN.

Mo 1 conakoHy BMecTe ¢
WHCTPYKLMEN No 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 npenapaTta BO thnakoH
13 NONUaTUMEHa BbICOKOW
NAOTHOCTY C 4O3VPYHOLLMM
YCTPOWCTBOM U C 3aLNTHON
KPLILLKOM U3 NonuaTuneHa
BbICOKOW NNOTHOCTYU.

Mo 1 driakoHy BMecTe C
WHCTPYKUWEN N0 NPUMEHEHWIO B
Nayky KapTOHHYHO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBeTCTBUM C HOPMATUBHOM
OOKyMeHTauuen.

Complies as prescribed /
CooTBeTCTBYET NPEeAnMCaHHOMY

Storage conditions /
Ycrnosus xpaHeHus

At the temperature not more than 25°C. /

Mpu TemnepaTtype He Boilwe 25 °C.

Shelf-life / Cpok xpaHeHus

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

Product: / Mpoaykr

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

Manufacturing date (mm.yyyy): /
Oata npoussoacTBa (MM.ITrT):

Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.rrrr):
Manufacturer according to the
registration in Russia: /

MpoussoauTens B COOTBETCTBUM
C perucTtpaumuein B Poccum:

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pg/dose /
HA3UBUH® CEHCUTUB,

cnpen HasanbHbIA 0O3UPOBaHHLINW, 22,5 MKr/ao3a

056503227
320080A

04.2024
03.2027
Famar Health Care Services Madrid, S.A.U./

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

APl name / HaumeHoBaHue A®C:

Oxymetazoline hydrochloride / QkcumeTasonuna

rmapoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepun npoussogutens A®C: AT
FP Manufacturer API Batch number / 2400549

Homep cepum cyb6ecTaHumm npousBogurtens MNMo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /

Mpoussoautens A®C, cTpaHa: 3urcppug PapmaXemukanueH MuHaeH MmoX,
epmaHun

Assessment: / 3aknioyeHue: The batch complies with the specification according to ND JII1-

000511-211022 amendement Ne1 from 03.11.2023 / MNapTtus

COOTBETCTBYET creLmdukaLmaM HopMmaTMBHOro gokymeHTa JM-
000511-211022 n3m. Ne1 o1 03.11.2023

Date / Signature of Qualified Person: / o) Do TR ’@

aTa / noanucb YNONHOMOYEHHOro Nuua:

.’_...-ﬂ"'"_
Su'OCBQLUPQ Sonaci(cz el

TAMAR MARNQIN




