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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIUSA

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3NBUH® CEHCUTUB,

cnpeil Ha3asnbHbIA 4O3UPOBaHHbIX, 22,5 MKr/ao3a

05503227
320050A

Manufacturing date (mm.yyyy): /

Oara npousBoacTBa (MM.ITrT):

04.2024

Expiry date (mm.yyyy): /
Cpok rogHocTy (Mm.rrrr):

03.2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTenb B COOTBETCTBUMU

C peructpauuvein B Poccuu:

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

Parameter / Mapametp

Specifications / Cneundukauum

Results / PesynbTaThl

Identification
Oxymetazoline
hydrochloride /
MognnHHOCTL
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 OCHOBHOrO NUKa Ha
XpomaTorpamme MCnbiTyemoro pacresopa
AOIMKHO COOTBETCTBOBAaTL BpEMEHU
yAEPKNBaAHWA OCHOBHOIO NUKa Ha
XpomaTtorpaMmme CTaH4apTHOFO pacTBopa
OKCUMEeTas3onNuHa ruapoxrnopuaa,
Nony4YeHHOW NpY KOrNM4YeCcTBEHHOM
onpegeneHun.

conforms / COOTBETCTBYET

Clarity / Mpo3payHocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHuuns npenapaTta He 4omkHa
npeBbIaTh onanecueHUmo 3TanoHa
cpaBHeHwUs |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTb pacTBOpa

The product should be not more colored than
color reference solution Y7 / MNMpenapaTt
AonxkeH 6bITe okpalueH He Bonee
WHTEHCUBHO, Yem 3TasnoH Y.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007
OTHocuTtenbHas nnoTtHocTtb | OT 1,006 go 1,010

(d 20/20)

pH/pH From 5.61t06.1/0T1 5,6 no 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg /
OcmonanbHOCTb Ot 270 po 330 mOcmonb/kr 291MOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJTU3A

Product: / Npoaykr

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

cnpen HasanbHbIA 4O3UPOBaHHbINU, 22,5 MKr/ao3a

056503227
320050A

Manufacturing date (mm.yyyy): /

Harta npoussogcTea (MM.ITIT):

04.2024

Expiry date (mm.yyyy): /

CpokK rogHoCTH (MM.FrrT):

03.2027

Manufacturer according to the

reqgistration in Russia: /

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

MpouzBoauTENb B COOTBETCTBUM

C perucrpauunen B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuucukaumm

Results / PeaynbtaTthbl

Mean dose weight and
uniformity of dose weight /
CpenHas macca gosbl n
OOHOPOAHOCTb Macchl
A03bl

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

comply.CpenHsis macca go3sbl: 45 mr £ 15 %.

OpaHopoaHOCTbL Macchl [O3bl: AOMMKHA
COOTBETCTBOBATD.

4557 mg/ 45.57 mr

conforms / cooTBeTCTBYET

rpuboB — He Gonee 10! KOE/mn

Related substances / Impurity A (Hydrolysis product) — NMT 2.0 0.0%
PoacTtseHHble npumecu % / Mpumecb A (NpoayKT rMaponusa) — He
tonee 2,0 %.
Impurity ZP-1 = NMT 1.5 % / 0.0 %
Mpumecb ZP-1 — He Gonee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EavHuyHasa HenaeHTUd MUMpOBaHHAs
npumech — He 6onee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%
Cymma npumecen — He 6onee 4,9 %.
Microbial purity / TAMC — NMT 10?2 CFU/ml / 0 CFU/ml/
Mukpobuonoruyeckas Obwee uncno aspobHbix GakTepuii — He OKOE/mn
yncToTa 6onee 102 KOE/mn
TYMC = NMT 10" CFU/ml / 0 CFU/ml/
OObLee 4MCno APONCKEBLIX U NNECHEBLIX OKOE/mn

Pseudomonas aeruginosa — absence/ml /

OtcyTctBre Pseudomonas aeruginosa/mn.

Absentin 1.0 ml/
OTcytcteyeT B 1,0 Mn

Staphylococcus aureus — absence/ml. /
OtcyTcTBue Staphylococcus aureus/imn.

Absentin 1.0 ml/
OtcyTctByeT B 1,0 Mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJNIN3A

Product: / Mpoaykr

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

HA3WBUWH® CEHCUTMUB,
cripen HasanbHbIW 4O3UPOBaHHbLINA, 22,5 MKr/go3a
SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne naptuu: 320050A
Manufacturing date (mm.yyyy): /
Oara npoussogcTea (MM.Irrr): 04.2024
Expiry date (mm.yyyy): /
CpoK roqHOCTU (MM.ITIT): 03.2027

Manufacturer according to the

reqistration in Russia: /

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

Mpoussogurtens B COOTBETCTBUM

c peructpauuei 8 Poccuu:

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

Assay
Oxymetazoline
hydrochloride /
KonunyecTtseHHoe
onpegeneHune
OkcumeTasonuHa
rugpoxnopug

450 - 525 ug of oxymetazoline 499 pg/ml / 499 mkr/mn
hydrochloride/ml. /
450 - 525 MKr okcumeTasonuHa
rugpoxnopuga/mn.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / lNMpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal

spray 22,5 ug/dose /

HA3SUBUWH® CEHCUTUB,
cnpemn HasanbHbIN 4O3MpPOBaHHbINA, 22,5 MKr/ao3a

05503227
320050A

Manufacturing date (mm.yyyy): /

Harta npouzsoacTea (MM.rrrr):

04.2024

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

03.2027

Manufacturer according to the

registration in Russia: /

lMpousBoauTesnik B COOTBETCTBUU

C perucrtpauunen B Poccuu:

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

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

Parameter / MapameTtp

Specifications / Cneuundomnkaumm

Results / PeaynbTaTb!

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 npenapaTta Bo ¢hrnakoH
13 NONNITUNEHA BbICOKON
MNOTHOCTU C AO3UPYIOLINM
YCTPO#CTBOM ¥ C 3aLMTHON
KPbILLKOW 13 nonuatuneHa
BbICOKOW MIIOTHOCTW.

Mo 1 dhnakoHy BMecCTe C
WHCTPYKUMEN 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 npenapara Bo ¢bnakoH
13 NONMaTuneHa BbICOKON
NAOTHOCTMN C AO3MPYIOLLIMM
YCTPOWCTBOM W C 3aLLMTHOW
KPbILLKOW U3 NonmaTuneHa
BbICOKOM MNOTHOCTW.

Mo 1 dbnakoHy BmecTe ¢
WHCTPYKLMEN NO MPUMEHEHUIO B
nayky KapTOHHYO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBETCTBMW C HOPMATUBHOWM

OOKYMeHTaLuen.

Complies as prescribed /
CooTBeTCTBYET NpeanucaHHoOMY

Storage conditions /
Ycnosusi XpaHeHust

At the temperature not more than 25°C. /

[Mpu TemnepaTtype He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3 roga
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpoaykr

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

Manufacturing date (mm.yyyy): /
Oata npou3BogcTBa (MM.ITIT):
Expiry date (mm.yyyy): /

Cpok roaHocT# (MM.rrrT):
Manufacturer according to the
registration in Russia: /
NMpoussoauTenb B COOTBETCTBUM
C peructpauuen B Poccuu:

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /
HA3SUBUWH® CEHCUTUB,

cnpen HasanbHbIN 4O3UPOBaHHbIN, 22,5 MKr/[o03a

056503227
320050A

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

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

APl name / HaumeHoBaHue A®C:

Oxymetazoline hydrochloride / OkcumeTtasonuna

rmapoxnopua
INN / MHH: Oxymetazoline / OkcumeTa3onuH
API manufacturer batch number /
Homep cepuun npoussBogutensa ADPC: 22040
FP Manufacturer API Batch number / 2400549

Homep cepumn cy6cTaHumm npoussogurens MNo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /

Mpouzsogutens ADC, cTpaHa: 3urcopug PapmaXemukanueH MuHgeH MTméX,
"epmaHus

Assessment: / 3aknoyeHue: The batch complies with the specification according to ND J111-

000511-211022 amendement Ne1 from 03.11.2023 / NapTuga

COOTBETCTBYET cneundukaumam HopMaTUBHOrO AokymeHTa J1Il-
000511-211022 uam. Ne1 ot 03.11.2023

Date / Signature of Qualified Person: / /
Hara / nognuch ynonHOMOYEHHOro nuua: AG P30 202N

%\_} cdelo pe, or\ ‘EQLC_E

FAMAR MMASQUN







