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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJTTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTMUB,

Cnpen HasanbHbIA A03MPOBaHHLINA, 22,5 MKI/ao3a

05503227
323870A

Manufacturing date (mm.yyyy): /

Qa‘ra npousBoacTBea !MM. rrrr):

06.2024

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

05.2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUM

¢ peructpauumei B Poccum:

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

Parameter / Mapametp

Specifications / Cneuundunkaumm

Results / PeaynbTtarthbl

Identification
Oxymetazoline
hydrochloride /
MopgnuHHOCTL
OkcumeTasonuHa
rmppoxnopug

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
yAepXK1MBaHWA OCHOBHOMO Nuka Ha
XpomaTtorpaMmmMme UCMbITYyeMOro pacTeopa
AOIDKHO COOTBETCTBOBATE BPEMEHMU
YAEPXUBAHNA OCHOBHOMO NMWKa Ha
XpomaTorpaMMe CTaHAapTHOro pacTeopa
OKCUMETa30onuHa rugpoxnopunaa,
NONyYeHHOW NP KONIMYECTBEHHOM
onpegeneHun.

conforms / cooTBeTCTBYET

Clarity / NMpo3payHocTb

The product should be not more opalescent
than reference suspension 1. /
OnanecueHUna npenapaTta He A0SPKHa
npeBsbIWaTh onanecueHUMio sTanoHa
cpaBHEHUSA .

conforms / cooTBeTCTBYET

Color of the solution /
LiseTHoCTb pacTBopa

The product should be not more colored than
color reference solution Y7 / lNpenapar
aonxeH 6bITb oKkpaleH He Gonee
WHTEHCMBHO, YeM 3TanoH Y.

conforms / cooTBeTCTBYET

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

(d 20/20)

pH / pH From56to6.1/0OT1 56 0o 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 298 mQOsmol/kg /
OcMonsnNbHOCTb Ot 270 no 330 mOcmornb/Kr 298mOcmonb/kr
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CERTIFICATE OF ANALYSIS /| CEPTUDUKAT AHAIIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3NBUH® CEHCUTUB,

crnpen Ha3zanbHbIN 4O03UPOBaHHbIN, 22,5 MKr/Ao3a

05503227
323870A

Manufacturing date (mm.yyyy): /

Odarta npousBoacTBa (MM.ITIT):

06.2024

Expiry date (mm.yyyy): /
CpoK rogHoCTH (MM.ITTT):

05.2027

Manufacturer according to the

registration in Russia: /

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

MpoussoguTens B COOTBETCTBMU

c peructpauuen B Poccuu:

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

Parameter / Mapametp

Specifications / Cneuundovkaumm

Results / PeaynbTathbl

Mean dose weight and
uniformity of dose weight /
CpeaHsas macca [o3bl U
OAHOPOAHOCTL Macchl
003bl

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

comply.CpeaHssa macca no3bl: 45 Mr £ 15 %.

OAnHOPOAHOCTL Macchl 4O3bl: AOMKHa
COOTBETCTBOBATD.

49.03 mg /49.03 mr

conforms / cooTBeTCTBYET

rpnbos — He Bonee 10! KOE/mn

Related substances / Impurity A (Hydrolysis product) — NMT 2.0 0.0%
PoacTtBeHHbIe npumecu % / Mpumecsk A (NpoayKT rmaponnsa) — He
6onee 2,0 %.
Impurity ZP-1 = NMT 1.5 % / 0.0%
Mpumeck ZP-1 — He Gonee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EanHMYHan HenaeHTUULMpoBaHHas
npumeck — He 6onee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%
Cymma npumeceli — He bonee 4,9 %.
Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml/
MukpoGuronornyeckas O6uwee uncno aspobHeix 6akTepunin — He OKOE/mn
uyucToTa 6onee 102 KOE/mn
TYMC — NMT 10" CFU/ml / 0 CFU/ml/
Ob6wee ymcno apoioKeBbIX U NNECHEBbIX OKOE/mn

Pseudomonas aeruginosa — absence/ml /

OtcytcTBre Pseudomonas aeruginosa/mn.

Absentin 1.0 ml/
OtcytctByeT B 1,0 Mn

Staphylococcus aureus — absence/ml. /
OTeyterBue Staphylococcus aureus/mn.

Absentin 1.0 ml/
OtcytcteyeT B 1,0 Mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / MNpoaykr

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

HA3UBUH® CEHCUTUB,
crnpen HasanbHbIA AO3UPOBaHHbLIN, 22,5 MKr/ao3a
SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne naptum: 323870A
Manufacturing date (mm.yyyy): /
Oarta npoussoacTBa (MM.ITTT): 06.2024
Expiry date (mm.yyyy): /
CpoK rogHocTu (MM.ITrT): 05.2027

Manufacturer according to the

registration in Russia: /

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

[Mpou3soauTenb B COOTBETCTBUU

c perucrpauuei B Poccum:

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

Assay
Oxymetazoline
hydrochloride /
KonwyectBeHHoe
onpeaeneHue
OkcumeTasonuHa
rmapoxnopua,

450 — 525 ug of oxymetazoline 502 pg/ml / 502 mkr/mn
hydrochloride/ml. /
450 - 525 MKr okcumeTasonuHa
rmgpoxnopwuaa/mii.
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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHAJTU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /
HA3UBUH® CEHCUTUB,
cnpen HasanbHbIW OO3UPOBaHHbIN, 22,5 MKr/ao3a
SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne naptuu: 323870A
Manufacturing date (mm.yyyy): /
Dara npoussoacTea (MM.Irrr): 06.2024
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrT): 05.2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpousBoauTens B COOTBETCTBUM
¢ perucTpauuein B Poccuu: «®amap Xanc Kea Cepsuces Maapua, C.A.Y.»
Parameter / Mapametp | Specifications / Cneundomkauum | Results / Pesynbratbl
Packaging / YnakoBka Per 10 ml into a bottle of high- Per 10 ml into a bottle of high-
density polyethylene with dosage |density polyethylene with dosage
device and protective cap of high- | device and protective cap of high-
density polyethylene. density polyethylene.
1 bottle enclosed with leaflet into | 1 bottle enclosed with leaflet into
carton box. / carton box. /
Mo 10 mn npenapata Bo ¢dnakoH |IlMo 10 mn npenapaTa BO brnakoH
13 NONU3TUNEHA BbICOKON 13 NONNATUIEHA BbICOKOW
NAOTHOCTM C A03NPYHOLLUM MAOTHOCTK C 4O3MPYIOLLIUM
YCTPOWCTBOM Y C 3aLMTHOMN YCTPOWCTBOM U C 3aLLMTHOW
KPBILKON U3 NONMITUNEHa KPbILLKOW U3 NONUaTHNeHa
BbICOKOW MMOTHOCTW. BbICOKOW FIFIOTHOCTW.
Mo 1 donakoHy BmecTe ¢ Mo 1 hnakoHy BMecTe C
WHCTPYKLUMEN MO NPUMEHEHNIO B | UHCTPYKLUMEN NO NPUMEHEHMIO B
nayky KapTOHHYHO. nayky KapTOHHYIO.
Labeling / MapkupoBka In accordance with ND. / Complies as prescribed /
B cooTtBeTCcTBMM C HOpMmaTMBHOA | COoOTBETCTBYET NpeanMcaHHoMy
OOKYMEeHTauuven.
Storage conditions / At the temperature not more than 25°C. /
Ycnosus xpaHeHus MNpun Temnepatype He Bbilwe 25 °C.
Shelf-life / Cpok xpaHeHus | 3 years / 3 roga
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJTU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /
HA3UBUH® CEHCUTUB,
cnpen HasanbHbI A03UPOBaHHbIN, 22,5 MKr/ao3a
SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne naptuu: 323870A
Manufacturing date (mm.yyyy): /
Oata npoussoacTea (MM.rrrr): 06.2024
Expiry date (mm.yyyy): /
CpoK rogHOCTH (MM.TTTT): 05.2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpoussoauTenb B COOTBETCTEBUMU
c perucrpaumen B Poccuum: «®Pamap Xanc Kea Cepsuces Magpua, C.A.Y.»
APl name / HaumeHoBaHue A®C: Oxymetazoline hydrochloride / OkcumeTasonuHa
ruapoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepum npoussoautena A®C: 23202119
FP Manufacturer  API Batch number / 2400608
Homep cepuun cy6cTaHuum npoussogurens MNo:
Siegfried PharmaChemikalien Minden GmbH,
API Manufactured by & country / Germany /
Mpoussoautens ADC, cTpaHa: 3urdpua PapmaXemukanved MuHgeH MmbX,
"epmaHus
Assessment: / 3aknioyeHue: The batch complies with the specification according to ND J1I1-

000511-211022 amendement Ne1 from 03.11.2023 / MapTus
COOTBETCTBYET crneuuduKkaLmsam HopMmaTMBHOro gokymenTa J1lM-
000511-211022 nam. Ne1 ot 03.11.2023

Date / Signature of Qualified Person: / ) . .
Oarta / nognuck yNoriHOMOYEHHOro nuua: (BTULZaZW / MSPO







