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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTUIA

Product: / NMpoaykr

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

NASIVIN® SENSITIVE

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

HA3WBUH® CEHCUTUB,

cnpew HazanbHLIAR 4O3UPOBaHHbLINA, 22,5 MKr/ao3a

05503227
323850A

Manufacturing date {(mm.yyvyy): /

Qara npoussogcrea (MM.IrTT):

06.2024

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

05.2027

Manufacturer according to the

registration in Russia: /

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

[Mpov3BoauTEeNnL B COOTBETCTBUM

c perucrpauneii B Poccum:

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

Parameter / MNapameTp

Specifications / Cneundunkauum

Results / PeaynkbTarbl

Identification
Oxymetazoline
hydrochloride /
MNoanvHHoOCTL
OkcumeTasonuua
rTmapoxnopua

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 hydrochioride standard
solution, received at assay testing. / Bpems
YAEPXUBAHWA OCHOBHOIO NWKA Ha
XpomarorpamMme WCNbITYEMOro pactsopa
AOMKHO COOTBETCTBOBATL BpeMeHU
YAEPKUBAHUA OCHOBHOrO NWka Ha
Xpomarorpamme CTaHRapTHOro pacTeopa
OKCWMETa3onnHa ruapoxnopuaa,
NoNy4eHHOR Npu KONWYECTBEHHOM
onpegeneHni.

conforms / cooTBeTcTayeT

Clarity / NpospayHocTs

The product should be not more opalescent
than reference suspension |. /
OnanecueHuWs NnpenapaTa He AoMKHa
npesbillaTte onanecueHunto aTanoHa
cpasHeHus |

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTs pacTeOpa

The product should be not more colored than
color reference solution Y7 / IMpenapar
AonxeH BbiTe OkpaweH He Bonee
MHTEHCUBHO, YeM 3TaNoH Y7.

conforms / cooTBeTCTBYET

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

|pH / pH From 5.6 t0 6.1 /Ot 5,6 ao 6,1 5.9
Osmnlality / From 270 ta 330 mOsmnlikg / 294 mNsmnitkg /
OcMoNanNbHOCTL Ot 270 go 330 mOcmonb/kr 294m0Ocmonb/Kr




Page 2 of 5/ CtpaHuua 2 ua 5

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / NpoaykT

SAP-Code: | Kog SAP:
Batch no.: / N2 napruu:

NASIVIN® SENSITIVE

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

HASWBUH® CEHCUTKB,

cnpen HasanbHbIA AO3UPOBaHHbINA, 22,5 MKr/go3aa

05503227
323850A

Manufacturing date (mm.yvyyy): /

ga'ra npouw3asoacrea lMM.leI"[Z

Expi ate (mm. 2
CpOK rogHOCTH (MM.ITTT):

Manufacturer according to the

registration in Russia: /

06.2024

05.2027

(poussoguTensL B COOTBETCTBUMN

c perucrpauuen B Poccuu:

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

«®amap Xanc Kea Cepsuces Magpwua, C.AY.»

Parameter / MapameTp

Specifications / Cneuuduxkaumnn

Results / Peaynbrarts!

Mean dose weight and
uniformity of dose weight /
CpegHss macca [o3bl 1
0AHOPOAHOCTL Macehi
Jalek[S]

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

comply.CpegHasa macca ao3bl: 45 mr £ 15 %.

O.E\HODO,D,HOCTb Macchl 403kl AONXHA
COOTBETCTBOBATD.

47.25 mg / 47.25 mr

conforms / cooTeeTcTRYET

rpubos — He Gonee 10! KOE/mn

Related substances / Impurity A (Hydrolysis product) — NMT 2.0 0.0 %
PoncreerHble npumecy | % / Mpumeck A (NpoayKT ruApPonu3a) — He
Gonee 2,0 %.
Impurity ZP-1 —=NMT 1.5 % / 10.0%
Mpumecs ZP-1 — He Bonee 1,5 %.
Single unidentified impurity - NMT 1.0%/ [0.0%
EauHuyHas HevaeHTUdMUMpOBaHHan
npumecsk — He Bonee 1,0 %.
Total impurities —~ NMT 4.9 % / 0.0%
Cymma npumecei — He Gonee 4,9 %.
Microbial purity / TAMC — NMT 102 CFU/mi / 0 CFU/ml/
MukpoBuonoruyeckas Obwee unucno asapobHbix GakTepuii — He OKOE/mn
yncrToTa 6onee 10?2 KOE/mn
TYMC - NMT 10' CFU/mlI / 0 CFU/mI/
Obwee YUCno ApPoNOKEBbIX U NNECHEBbIX OKOE/mn

Pseudomonas aeruginosa — absence/ml| /

Otcyrereue Pseudomonas aeruginosain.

Absentin 1.0 ml/
Otcytereyer 8 1,0 Mmn

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

Absentin 1.0ml/
Otcytereyer e 1,0 mn
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJTHU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 pg/dose /
HA3WBWUH® CEHCUTUB,
cnpel HasanbHbLIA AO3MPOBaHHbIN, 22,5 MKr/no3a
SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne naptuu: 323850A
Manufacturing date (mm.yyyy): /

Qarva npou3soncrea (MM.rrrr): 06.2024

Expiry date (mm.yyyy): / :
Cpok rogHocTH (MMm.rrrr): 05.2027

Manufacturer according to the ,
reqgistration in Russija: / Famar Health Care Services Madrid, S.A.U./
[pon3BognTENL B COOTBETCTBUY '
€ perucrpayunen B Poccuu: «®amap Xanc Kea Cepeuces Magpug, C.A.Y.»
Assay 450 - 525 pg of oxymetazoline 506 pg/ml / 506 mkr/mn
Oxymetazoline hydrochloride/ml. /

hydrochloride / 450 - 525 MKr okcuMeTasonuHa

KonuyecTeeHHoe rmgpoxnopuaa/Mn.

onpepenexHve

OkcumeTasonuHa

ruapoxnopua
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANTU3A

Product: / lpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal

spray 22,5 pyg/dose /

HA3WBWUH® CEHCUTMUB,
cnpe# HasanbHblA 0O03MPOBaHHbIN, 22,5 MKr/ao3a

05503227
323850A

Manufacturing date (mm.yyyy): /

Dara npon3soncrTea !MM.I’TI’FI:

Expiry date (mm.yyyy): /

CpoK roaHOCTH (MM.ITIT):

06.2024

05.2027

Manufacturer according to the

registration in Russia: /

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

MNpown3BoAUTENb B COOTBETCTBUM

c percrpauven 8 Poccuu:

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

Parameter / Napamerp -

Specifications / Cneundunxaunn

Results / PeaynkraTthl

Packaging / Ynakoeka

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

1 bottle enclosed with leaflet into
carton box. /

o 10 mn npenapara Bo ¢naxkoH
W3 NONUaTUNEHA BLICOKOA
NNOTHOCTK C A03UPYIOLLMM
YCTPOWCTBOM W C 3aLUTHOM
KPbILUKOW U3 NONWaTUNEHa
BbICOKOW MNOTHOCTH.

Mo 1 pnakoHy BMecTe ¢
UHCTPYKLUMENR N0 NPUMEHEHNIO B
nayvKky KapTOHHYIHO.

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

1 bottle enclosed with leafiet into
carton box. /

Mo 10 mn npenapara Bo nakoH -
13 NONUATUMEHA BLICOKOM
NAOTHOCTA € AO3UPYIOLLUM
YCTPOWCTBOM U € 3aWUTHOW
KPbILIKOA U3 NonuaTuneHa
BbICOKOW NNOTHOCTW.

Mo 1 cdnakoHy BmecTe ¢
WMHCTPYKUMER No NpUMEHEHUIO B
NayKy KapToHHYHK.

Labeling / Mapkuposka

In accordance with ND. /
B cooTtBeTcTBMM C HOpMaTUBHOI
JOKyMEHTaumen.

Complies as prescribed /
CootsetcTayeT npegnucaHHoMy

Storage conditions /
YCcnoeus XpaHeHus

At the temperature not more than 25°C. /

MNpu Temnepartype He Bbie 25 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3 rona
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANTU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 pg/dose /
HA3UBWH® CEHCIATUB,
cnpei HasanbHbIA NO3UPOBaHHbLINR, 22,5 MKI/Qo3a
SAP-Code: / Koa SAP: 05503227
Batch no.: / Ne naptuu: 323850A

Manufacturing date (mm.yyyy): /

Qara npouasoncrea (mMm.rrir): 06.2024
Expiry date (mm.yyyy): /

Cpok roaHocTH (MM.rrIT): 05.2027
Manufacturer according to the ,
registration in Russia: / ‘ Famar Health Care Services Madrid, S.A.U./
Mpounasonutens B cooTBETCTAUM
c perucrpauueli 8 Poccum: «®amap Xanc Kea Cepsuces Maapup, C.A.Y.»

! APl name / HaumeHosaHue ADC: Oxymetazdline hydrochloride / OxkcumerasonuHa

L —— s o i I — . TMAPOXNOpWA

LLN_N_I MHH: o SRS Oxymetazoline / OxcumeTaszonuu J
API manufacturer batch number / 23202119 iI
Homop'cpuunpovasopiven e | el pued
Fp Manufacturer  API Batch number [ 2400608

Homep cepui cy6eTaHuuu nponasoanTens MNo:
|

Siegfried PharmaChemikalien Minden GmbH,

APl Manufactured by & country ! | Germany /
' Mpoussogurens A®C, crpaHa: b 3urdpug GapmaXemukanven Munger MMBX, _
I - S __ lepmanns .

Assessment: /| 3aknoueHue: The batch complies with the specification according to ND -
000511-211022 amendement Ne1 from 03.11.2023 / Maptus
COOTBETCTBYET crneulndukaLnsamM HOpMaTUBHOro AokymenTa JI1-
000511-211022 uam. Ne1 ot 03.11.2023

Date / Signature of Qualified Person: / 7 C/@
fata/ noanuck ynonHOMOYeHHOro nuua: A4 BUL 024 g
Svm\CLva- ﬂ; 7 e

FATADL HANRINS




