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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Product: / lMpoaykr

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

NASIVIN® SENSITIVE

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

HA3SNBUH® CEHCUTUB,

crnpei HasanbHbIW 0O3UPOBaHHbINA, 22,5 MKr/ao3a

056502959
313260A

Manufacturing date (mm.yyyy): /

Oarta npousBoacTea (MM.ITTT):

01/2024

Expiry date (mm. 2
Cpok roaHoCTu (MM.rrrr):

01/2027

Manufacturer according to the

registration in Russia: /

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

MpouseoauTens B COOTBETCTBUU

C peructpaumen B Poccuu:

«®Pamap Xanc Kea CepBuces Maapua, C.A.Y.»

Parameter / lNapameTtp

Specifications / Cneuudunkauum

Results / PesynbTrathbl

Identification
Oxymetazoline
hydrochloride /
MoanuHHOCTb
OkcumeTasonvHa
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
yAepXUBaHWA OCHOBHOO NuKa Ha
XpoMaTorpamme UCMbITYEMOro pacTsopa
OOMKHO COOTBETCTBOBATb BPEMEHN
yAEpXKMBaHWA OCHOBHOrO NiKa Ha
XpomaTorpamme cTaHgapTHOro pacteopa
OKCUMETA30NNHa r’mapoxnopuaa,
Mony4YeHHOW NP1 KONUYECTBEHHOM
onpeaeneHun.

conforms / cooTBeTCTBYET

Clarity / Mpo3payHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuws npenapara He A4onKHa
npeebillaTe OnanecUeHUmio sTanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LieeTHOCTb pacTBOpa

The product should be not more colored than
color reference solution Y7 / MNMpenapart
pornkeH BbITb okpalleH He Gonee
WHTEHCWBHO, YeM 3TanoH Y.

conforms / cooTBeTCTBYET

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

(d 20/20)

pH / pH From5.61t06.1/0OT 5,6 00 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 293 mOsmol/kg / 293
OcmonsAnbHOCTD Ot 270 po 330 mOcmonb/kr MOCMonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJINIA

Product: / Npoaykr

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

HA3UBUH® CEHCUTUB,
cnpen HaszanbHbIR 4O3UPOBaHHbINW, 22,5 MKr/go3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptum: 313260A
Manufacturing date (mm.yyyy): /
Oata npousBoacTBa (MM.rTIIT): 01/2024
Expiry date (mm.yyyy): /
CpoK rogHoCTH (MM.ITTT): 01/2027

Manufacturer according to the

registration in Russia: /

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

ﬂpOH 3B0AUTENL B COOTBETCTBUM

c perucTpauuen B Poccuu:

«®amap Xanc Kea Cepeuces Maapun, CA.Y.»

Parameter / NapameTp Specifications / Cneundcdukauum Results / PesynbTaTthbl
Mean dose weight and Mean dose weight: 45 mg £15 %. 4402 mg/45.43 mr
uniformity of dose weight / | Uniformity of dose weight: mean dose weight
CpeaHss macca [osbl 1 + 25 %.
OAHOPOAHOCTb MAacehl Max. 2 from 10 doses > + 25 % from mean
0o3bl dose weight. 0

But always < £ 35 % from mean dose

weight. / 0

CpeaHsasa macca gosbl: 45 Mr+ 15 %.
OnHopopHOCTL Macchl 403bl: CpeaHAs
macca fo3bl £ 25 %.

He 6onee 2 us 10 gos > £ 25 % oT cpeaHen | ()
Macchl 403bl.
Ho Bcerga < + 35 % oOT cpefHeln macchl 0
003bl.

Related substances /
PoacTeeHHble npumecu

Impurity A (Hydrolysis product) — NMT 0.5 0.00 %
% / MNpumech A (NpoAyKT rmaponusa) — He
Bonee 0.5 %.

Impurity ZP-1 = NMT 0.5 % / 0.00 %
Mpumeck ZP-1 — He Gonee 0.5 %.

Single unidentified impurity — NMT 0.1 % / 0.0%
EfovHUYHas HempaeHTndUUmMpoBaHHas
npumeck — He bonee 0.1 %.

Total impurities — NMT 1.2 % / 0.0%
Cymma npumeceir — He 6onee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykt

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

HA3UBUH® CEHCUTUB,
crnpen HasanbHbIN OO03MPOBaHHLIN, 22,5 MKr/Ao3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne napTuu: 313260A
Manufacturing date (mm.yyyy): /
Dara npou3seoacTBa (MM.ITrT): 01/2024
Expiry date (mm.yyyy): /
Cpok rogHoCTH (MM.FTTT): 01/2027

Manufacturer according to the

reqgistration in Russia: /

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

MpouzsoauTensL B COOTBETCTBUMN

€ peructpauuei B Poccuu:

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

Microbial purity / TAMC — NMT 10? CFU/mi / 0 CFU/ml/
Mukpobuornornyeckas O6wee uncno aspobHbix BakTepun — He 0 KOE/mn
yucroTa 6onee 102 KOE/mn
TYMC — NMT 10! CFU/ml / 0 CFU/ml/
Obwee uMcno gpoXcKEBbIX U NNECHEBbIX 0 KOE/mn
rpn6os — He Gonee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OtcyTctBue Pseudomonas aeruginosa/mn. | OtcytcteyeT B 1,0 Mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OTcytcTBue Staphylococcus aureus/mn. OTtcyTterayeT B 1,0 Mn1
Assay 450 — 525 ug of oxymetazoline 509 pg/ml/ 510 Mkr/mn
Oxymetazoline hydrochloride/ml. /
hydrochloride / 450 - 525 MKr okcumeTasonuHa
KonunyectBeHHoe rugpoxnopuaa/mn.
onpepeneHve
OkcumeTasonuHa
rugpoxnopug




Page 4 of 5/ CtpaHuua 4 us 5

CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHAIIN3A

Product: / MpoaykT NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /
HA3SWBUH® CEHCUTUB,
crnpen Ha3anbHbIA BO3UPOBaHHbLIA, 22,5 MKr/go3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptuu: 313260A
Manufacturing date (mm.yyyy): /
Hara npousBoacTea (MM.ITIT): 01/2024
Expiry date (mm.yyyy): /
Cpok rogHoCcTH (MM.FTTT): 01/2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MNpoussoauTenb B COOTBETCTBUU
c peructpauuenn B Poccuu: «®amap Xanc Kea Cepsuces Magpua, C.A.Y.»
Parameter / NapameTp | Specifications / Cneuundukauuu [ Results / Pesynbtarbl
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 chnakoH | Mo 10 mn npenaparta Bo hnakoH
13 NONN3TUIIEHa BbICOKOWN 13 NONNITUNEHA BbICOKOM
NAOTHOCTM C [O3MPYHOLLUM NNOTHOCTY C AO3UPYIOLLIMM
YCTPONCTBOM U C 3aLLIUTHOMN YCTPOWCTBOM W C 3aLLUTHOW
KPbILLKOW 43 NONMaTuneHa KPbILLKOW 13 NonuaTuneHa
BbICOKOW MJIOTHOCTMW. BbICOKOWA MNMOTHOCTH.
Mo 1 donakoHy BmecTe ¢ Mo 1 donakoHy BMecTe C
MHCTPYKUMER NO MPUMEHEHNIO B | MHCTPYKUMER NO NPUMEHEHWIO B
nayky KapTOHHY!O. nayKy KapTOHHYIO.
Labeling / MapkupoBka In accordance with ND. / Complies as prescribed /
B cooTtBeTcTBUM C HOpMmaTuBHOM | COOTBETCTBYET NpeanucaHHoMy
OOKYMeHTauunen.
Storage conditions / At the temperature not more than 30°C. /
Ycnosua xpaHeHus Mpy Temnepatype He Bbiwe 30 °C.
Shelf-life / Cpok xpaHeHus | 3 years / 3 roga
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATINU3A

Product: / MNpoavkr

SAP-Code: /| Kog SAP:
Batch no.: / Ne naptuu:
Manufacturing date (mm.yyyy)

2/

Data npoussoacTea (MM.rrrr):

Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.rrrr):

Manufacturer according to the
reqgistration in Russia: /

Mpoun3soauTens B COOTBEeTCTBUU

c peructpauuen 8 Poccuu:

NASIVIN® SENSITIVE

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

cnpen HasanbHbLIX OO3UPOBaHHLINA, 22,5 MKr/ao3a

05502959
313260A

01/2024
01/2027
Famar Health Care Services Madrid, S.A.U./

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

AP! name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTasonuHa

rmapoxnopua
INN / MHH: Oxymetazoline / OkcumeTtasonuH
API manufacturer batch number I
Homep cepuu npoussogurens A®C: 2o20aiiS
FP Manufacturer API Batch number / 2301624

Homep cepuu cy6ctaHumumn nponssoautens MNo:

Siegfried PharmaChemikalien Minden GmbH,

APl Manufactured by & country 1 Germany /
Mpouzsoautens A®C, cTpaHa: 3urcbpug PapmaXemukanueH MuHgeH M'méX,
FepmaHns

Assessment: / 3aknioyeHue:

The batch complies with the specification according to ND J11-
000511-211022 / MapTua cooTseTCTBYET cneyudukaLmam
HopmaTuUBHOro fokymeHTa J1M-000511-211022

Date / Signature of Qualified Person: / /—X-Ci’ R
Oata / nognuch ynonHOMOYEHHOro nuua: " BrEs2024

J
E:_/D‘\ !MA%R

Health Care Services

Avda. Leganés, 62

28023 Alcorcon, Madrid, Spain




