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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATNIU3A

Product: / flpoaykr

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

crnpen HasanbHbIW AO3MPOBaHHLIA, 11,25 MKr/ao03a

05503228
329090A

Manufacturing date {(mm.yyyy): /

QaTa npou3aBoacrea !MM.I’ITI’!I

Expiry date (mm.yyyy): /

Cpok roaHocTu (MM.rrrr):

08.2024

07.2027

Manufacturer according to the

registration in Russia: /

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

l'lgoussogmenb B COOTBETCTBUMN

C perucrtpauuei 8 Poccum:

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

Parameter / Mapametp

Specifications / Cneuundukaumum

Results / PeaynuTaTil

Identification
Oxymetazoline
hydrochloride /
MoanuHHOCTL
OkcumeTasonuHa
rmapoxnopua,

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
YAEPXUBaHUA OCHOBHOrO NUKa Ha
XpomaTorpamme UcnsITyeMoro pacteopa
AOMKHO COOTBETCTBOBATL BPEMEHM
yAepXuBaHusi OCHOBHOMG NKa Ha
XpomarorpaMmmMme CTaHAapTHOroO pacTeopa
OKCVYMEeTa3onNuHa rMapoxnopuaa,
NONYYEHHOHA Npu KONUYECTBEHHOM
onpeaeneHuu.

conforms / cootBeTcTBYET

Clarity / Mpo3pauHocTs

The product should be not more opalescent
than reference suspension I. /
OnanecueHuuns npenaparta He 4omkHa
rpessilWaTte onanecLeHUmio 3TanoHa
cpasHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiseTHoCTE pacTBOpa

The product shouid be not more colored than
color reference solution Y, / Mpenapat
AomkeH BbITh okpaweH He Gonee
WHTEHCUBHO, YeM aTanoH Yy.

conforms / cooTBeTCcTBYET

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

(d 20/20)

pH / pH From5.6t06.1/0O71 56 no 6,1 5.9
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CERTIFICATE OF ANALYSIS / CEPTUDGUKAT AHAINU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

cnpei HasanbHbIN A403MpOBaHHbINA, 11,25 MKr/no3a

HA3NBUH® CEHCUTWB,
SAP-Code: | Kog SAP: 05503228
Batch no.: / Ne naprum: 329090A
Manufacturing date (mm. 2
Oarta npouszsoactsBa (MM.rrer): 08.2024
Expiry date (mm.yyyy): /
CpoK rogHOCTH (MM.rrrr): 07.2027

Manufacturer according to the

registration in Russia: /

nQOM3BOBIﬂT9ﬂb B COOTBETCTBUN

€ perncrpaumnen 8 Poccuu:

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

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

Parameter / NapameTp

Specifications / Cneundmkauumn

Results / PesynbtaTthb!

Osmolality /
OcmonanbHOCTL

From 270 to 330 mOsmol/kg /
Ot 270 no 330 mOcmonb/kr

292 mOsmol/kg /
292mOcmonb/kr

Mean dose weight and
uniformity of dose weight /
CpeaHan macca A03bl U
0AHOPOAHOCTL MacChl
£03bl

Mean dose weight: 45 mg +15 %.
Uniformity of dose weight: must comply./
CpegaHsas macca go3bl; 45 mr + 15 %.
OpHOpPOAHOCTL Macchl 403bl: ACMXKHA
COOTBETCTBOBATD.

46.88 mg / 46.88 mr

conforms / cooTBeTCTBYET

Related substances /
PoacteeHHble npumMech

Impurity A (Hydrolysis product) — NMT 2.0
% / Mpumecb A (NPoAYKT rnaponn3a) — He
6onee 2,0 %.

00%

Related substances /
PoacreeHHbie npumecu

Impurity ZP-1 = NMT 1.5 % /
MNpumecb ZP-1 — He 6onee 1,5 %.

00%

Single unidentified impurity — NMT 1.0 % /
EavHuiHan HengeHTuduunposaHHas
npumecs — He 6onee 1,0 %.

0.0%

Total impurities — NMT 4.9 % /
Cymma npumecei — He 6onee 4,9 %.

0.0%
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CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHANTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

cnpen HasanbHbLIW 4O3UPOBaHHLIW, 11,25 MKr/go3a
05503228

329090A

Manufacturing date (mm.yyyy): /
Qava npou3ssoncrea (MMm.rrrr): 08.2024

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

07.2027

Manufacturer according to the

registration in Russia: /

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

l'lgousaogwrenb B COOTBETCTBUMN

€ peruncrpauuen 8 Poccuu:

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

Microbial purity / TAMC — NMT 102 CFU/mi / 0 CFU/ml/
Mukpobuonornueckasn Obuwee uncno asapobHbix Gakrepuit — He OKOE/mn
yucroTa 6onee 102 KOE/mn
TYMC — NMT 10 CFU/ml / 0 CFU/mlt/
O6bLee 4UCNO APOXOKEBLIX U NNECHEBLIX OKOE/mn
rpuwbos — He Gonee 10! KOE/Mn
Pseudomonas aeruginosa — absence/mi / Absent in 1.0 ml/
Ortcytcteue Pseudomonas aeruginosa/mn. | Oteyrcreyet 8 1,0 Mn
Staphylococcus aureus — absence/ml. / Absentin 1.0ml/
Orcytcteue Staphylococcus aureusimn. Ortcyrereyetr 8 1,0 mn
Assay 225 - 262.5 ug of oxymetazoline 252.1 pg/ml /2521
Oxymetazoline hydrochloride/ml. / MKr/mn
hydrochloride / 225 - 262,5 mkr okcumeTasonuHa
KonudyecteseHHoe ruapoxnopuga/mn.
onpeaenexHne
Okcumetasonuna
rugpoxnopua
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATIU3A

Product: / MMpogyKT

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

NASIVIN® SENSITIVE

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

cnpeW Ha3anbHbI# [O3MPOBaHHbIN, 11,25 Mkr/go3a

05503228
329090A

Manufacturing date (mm.yyyy): /

gaTa npou3soncrsa ‘MM.l‘ﬂ'l"!:

Expiry date (mm. |l
Cpok rogHocTu (Mm.rrrr):

08.2024

07.2027

Manufacturer according to the

registration in Russia: /

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

Mpoussogurens B cOOTBETCTBUM

c perucrpauyuven B Poccum:

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

Parameter / MapameTp

Specifications / Cneundunkauum

Results / PeaynbTathbl

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 80 ¢nakoH
13 NONU3TUNEHa BLICOKON
NNOTHOCTH C [O3UPYIOLLIUM
YCTPOACTBOM W C 3aLLUTHOW
KPbILLIKO/ U3 NOAM3TUNEHA
BbICOKOI NNOTHOCTW.

Mo 1 cbnaxkoHy Bmecre ¢
WHCTPYKUMENR 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 npenapara 8o ¢rakoH
13 NoNM3TUIEHa BbICOKON
MNOTHOCTY C AO3VPYIOWNM
YCTPOCTBOM ¥ C 3aLLUTHON
KPbILUKOW W3 nonuatuneHa
BbICOKOW NNOTHOCTH.

Mo 1 ¢pnakoHy BmecTe C
WHCTPYKUWEN MO NPUMEHERWIO B
naJKy KapTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBetcTBUN C HOPMATUBHON
DOKYMEHTaLuen.

Complies as prescribed /
CooTeetcTBYyeT npeanucaHHoOMy

Storage conditions /
Ycnosus xpaHeHus

At the temperature not more than 25°C. /

Mpu Temnepatype He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3ropa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 yg/dose /
HA3UBUH® CEHCUTUB,
cnpei HasanbHLIW AO3UPOBaHHbLINK, 11,25 Mkr/no3a

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

Manufacturing date (mm.yyyy): /
Oara npoussogcTtea (MM.rrrr):
Expiry date (mm.yyyy): /

Cpok rogHocTh (MM.rrrr):

Manufacturer according to the
reqistration in Russia: /

MpoussoguTenb B COOTBETCTBUMN
¢ perucrpauuen B Poccuu:

05503228
329080A

08.2024

07.2027

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

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

APl name / HaumeHoBanune ADC:

Oxymetazoline hydrochloride / OkcumeTtasonuHa

rugpoxnopug
INN / MHH: Oxymetazoline / OkcumeTaaonuH
APl manufacturer batch number )
Homep cepun npoussoaurtens A®C: 23212090
FP Manufacturer AP} Batch  number / 2401174

Homep cepuu cyGeraHuuu npouasogurens FNo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country 1 Germany /
MpouzBoautens A®C, cTpaHa: 3urcbpug OapmaXemukanmed MungeH MmbX,
epmaHnsn

Assessment: / 3aknioyeHue:

The batch complies with the specification according to ND JIMN-

000511-211022 amendement Ne1 from 03.11.2023 / NapTus
COOTBETCTBYET cneuvduKkaunsiM HopmMaTuBHOro gokymenTa JIM-
000511-211022 nsmerenue Ne1 ot 03.11.2023

Date / Signature of Qualified Person: /
Oava / noanuckL ynonHoOMOYeHHOro nuua:

roaseaoan /KO
—

BVQAQLU e %OEQ:,.LCQ

FAMAR  YABRRIN




