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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pg/dose /
HA3UBUH® CEHCUTUB,
cnpei HasanbHbIW AO3MPOBaHHbLIN, 11,25 MKr/ao3a
SAP-Code: / Kon SAP: 05502960
Batch no.: / Ne naptuu: 311330A
01/2024
01/2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
Npoussogurens B cooTseTcTBUM
€ peructpauuen 8 Poccuu: «®amap Xanc Kea Cepsuces Maapua, C.A.Y.»
Parameter / MapameTp Specifications / Cneundnkaumuu Results / PeaynbTaTthl
Identification The retention time of the main peak onthe | conforms / cooTsetcTayet
Oxymetazoline chromatogram of the tested solution is
hydrochioride / required to correspond to the retention time
MoanuHHOCTL of the main peak on the chromatogram of the
OxcumeTasonuHa oxymetazoline hydrochloride standard
rmapoxnepua solution, received at assay testing. / Bpems

YAEPXUBAHUA OCHOBHOrO NUKa Ha
Xpomartorpamme UCMNbLITYEMOro pactsopa
AOIMKHO COOTBETCTBOBATL BpEMEHU
YAEpXUBAHWUS OCHOBHOTO NuKa Ha
Xpomarorpamme CTaHAapTHOro pacTsopa
OKCUMETa30nMHa rnapoxnopuaa,
NOMy4YeHHOW NPU KONMMYECTBEHHOM

— — — -

Clarity / Mpo3payHocTs The product should be not more opalescent | conforms / coorseTcTayer
than reference suspension . /
OnanecueHuus npenaparta He AonxHa
NpeBbilaTh ONanecLUeHUWIo aTanoHa

cpasHeHwus |.
Color of the solution / The product should be not more colored than | conforms / cooTseTcTayeTt
LiBeTHoCTb pacTsopa color reference solution Y- / Mpenapat

AOMKeH ObiTb oKpaleH He Gonee
MHTEHCUBHO, YeM aTanoH Y.

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.009
OtHocutenbHana nnotHocTs | OT 1,006 go 1,010
(d 20/20)
pH/pH From 56t06.1 /0T 5,6 oo 6,1 59
Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg / 291
OcMonanbHOCTb Ot 270 o 330 mOcmonb/kr MOCMOnb/Kr
Procter & Gamble
DZ - ALTFELD
13 2024

WARENEINGANG
Michael Fuchs
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pg/dose /
HA3UBUH® CEHCUTMUB,
cnpei Ha3anbHbI AO3MPOBaHHLIA, 11,25 mkr/aosa
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptum: 311330A

Manufacturing date (mm.yyyy): /

aTa NpoM3BOACTBA (MM.IrrT): 01/2024

Cpok rogHocTy (MM.rrrr): 01/2027

Manufacturer according to the

registration in Russia: / Famar Health Care Services Madrid, S.A.U./

Mpouzsoaurens B COOTBETCTBUM

¢ perucTpauven 8 Poccuu: «®amap Xanc Kea Cepauces Mappug, C.A.Y.»
Parameter / Napamerp Specifications / Cneundukauuu Results / PeaynbTarbl
Mean dose weight and Mean dose weight: 45 mg £15 %. 4479 mg/ 44.79 mr

uniformity of dose weight / | Uniformity of dose weight: mean dose weight
CpeaHss macca go3bl U + 25 %.

OAHOPOAHOCTbL Macchl Max. 2 from 10 doses > + 25 % from mean
[03bi dose weight. 0
But always s + 35 % from mean dose
weight. / 0

CpegnHss macca gosbl: 45 mr + 15 %.
OaHOPOAHOCTL MacChl AO3bl: CPeAHAs
macca 403bl + 25 %.

He 6onee 2 u3 10 go3 > £ 25 % oT cpeaHen |0

Macchl A03bl.
Ho Bcerpa < + 35 % ot cpegHei maccht 0
A03bl.
Related substances / Impurity A (Hydrolysis product) —-NMT 0.5 |0.0 %
PoacTeeHHbie Npumecu % / NpumMecb A (NPOAYKT rmaponuaa) — He
6onee 0.5 %.
Impurity ZP-1 — NMT 0.5 % / 00%

MNpumecsy ZP-1 — He 6onee 0.5 %.

Single unidentified impurity — NMT 0.1 % / 0.0%
EavHuuHas HemaeHTUUMpoBaHHas
npumeck — He 6onee 0.1 %.

Total impurities — NMT 1.2 % / 0.0%
Cymma npumeceit — He 6onee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Mpogykry NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 ug/dose /
HA3UBUH® CEHCUTUB,
cnpe# HasanbHbIN QO3UPOBaHHbLIN, 11,25 Mkr/ao3a
SAP-Code: / Ko SAP: 05502960

Batch no.: / Ne naptuu: 311330A
Manufacturing date (mm. :

01/2024
Cpok rogHocTH z__s.:._“_. : 01/2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
Mpoussoaurens B COOTBETCTBUM
¢ perucTpauuen B Poccuu: «®amap Xanc Kea Cepsuces Magpug, C.A.Y.»
Microbial purity / TAMC — NMT 10? CFU/ml / 0 CFU/mi /
Mukpo6uonoruyeckas Ob6wee uncno aapobHbix GakTepuin — He 0 KOE/mn
yncToTa 6onee 102 KOE/Mn
TYMC — NMT 10' CFU/ml / 0 CFU/ml/
O6wwee uncno APONOKEBLIX U NECHEBbIX 0 KOE/mn

rpu6os — He 6onee 10' KOE/mn

Pseudomonas aeruginosa — absence/ml / Absent in 1.0 ml/
Otcytcreue Pseudomonas aeruginosa/mn. | OtcyTctayer B 1,0 mn

Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
Orcytereue Staphylococcus aureusimn. OrtcytcteyeT B 1,0 Mn
Assay 225 — 262.5 ug of oxymetazoline 249.7 ug/mi /249.7
Oxymetazoline hydrochloride/mi. / MKr/mn
hydrochloride / 225 — 262,5 mKr okcumeTasonuHa
KonuuecTteeHHoe ruapoxsiopvaa/mn.
onpeaeneHve
OkcumeTasonuHa

rMAPOXIIopUA
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

Product: / Mpoayxy

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

CpoK roaHOCTH (MM.rTrT):

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3WBUH® CEHCUTUB,

cnpeit HasanbHbIN f4O3MpoBaHHbIA, 11,25 Mkr/ao3sa

05502960
311330A

01/2024

01/2027

Manufacturer according to the

registration in Russia: /

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

NpounzsoanTent 8 COOTBETCTBUM

c peruncrpauuvesn 8 Poccun:

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

Parameter / NapameTtp

Specifications / Cneundukaumu

Results / PeaynbTaTthl

Packaging / Ynakoska

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 (GNAKOH
13 NONU3TUNEHA BbICOKOW
ANIOTHOCTW C A03UPYIOWUM
YCTPOWCTBOM ¥ C 3aLLNTHO
KPbILWKOW U3 NONW3TUNEHE
BbICOKOW NSIOTHOCTH.

Mo 1 cdbnakoHy BMecCTE C
WHCTPYKUWEeR No NPUMEHEHWIO 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 npenapaTa BO bNaKkoH
13 NONUITUNEHA BLICOKON
fINOTHOCTY C AO3NPYIOLLUM
YCTPOWCTBOM U C 3aLLUTHOW
KPbILLKOW W3 nonuatneHa
BbICOKOW NNOTHOCTHK.

Mo 1 dbnakoHy BmecTe ¢
WHCTPYKUMEN NO NPUMEHEHWIO B
NayKy KapTOHHY!IO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBeTCTBUN C HOPMATNBHON
OOKYMEHTauunen.

Complies as prescribed /
CooTseTcTBYET NPeanucaHHoMy

Storage conditions /
YcnoBua xpaHeHus

At the temperature not more than 30°C. /

MNpw Temnepartype He sbiwe 30 °C.

Shelf-life / Cpok xpaHerus

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

Product: / Mpoaykr

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3UBUH® CEHCUTUB,

cnpeu Ha3anbHbIW QO3UPOBaHHDbIN,

SAP-Code: / Kon SAP: 05502960

Batch no.: / Ne naptuu: 311330A
01/2024

Cpok roaHocTH (MM.IrrT): 01/2027

Manufacturer according to the
registration in Russia: /

MNpounssogurens B cooTBeTCcTBUU
¢ peructpauuei B Poccuu:

11,25 mkr/ipno3a

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

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

AP! name / HaumeHoBanue ADC:

Oxymetazoline hydrochioride / OkcumeTtaszonuHa

rmapoxnopua
INN / MHH: Oxymetazoline / OkcumeTtasonuH
API manufacturer batch number / 23202115
Homep cepuu npoussogurens A®C:
FP Manufacturer API Batch number / 2301624

Homep cepumn cy6cTaHuum npoussogurens Mo:

API Manufactured by & country I Germany /
Npoussoautens A®C, ctpana: 3urdpup PapmaXemukanmen Murgex TmoX,
— - - || Tepmanna

Siegfried PharmaChemikalien Minden GmbH,

Assessment: / 3aknioueHue;

The batch complies with the specification according to ND M-

000511-211022 / NapTus cooTBETCTBYET CneumdbuKaumam

FAMAR

Health Care Services

Avda. Leganes, ©
28923 Alcorcon. Madric

p

HopmaTtusHoro aokymeHTa J1M-000511-211022
Date / Signature of Qualified Person: / O¥ FEK (YA, \Xﬂ

N..)b.v fAarince /ap
VPJ\V?  Apasp
0¥ FE 201\



