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CERTIFICATE OF ANALYSIS / CEPTUDOUKAT AHATNU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3WBUH® CEHCUTUB,

cnpen Ha3anbHbIA NO3UPOBaHHbLIN, 22,5 MKr/nosa

05502959
313350A

Manufacturing date (mm.yyyy): /

ggTa npoussoacrTsa (MM.r! rrr):

Expiry date (mm.yyyy): /
Cpok roaHocTy (Mm.rrrr):

01/2024

01/2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUMU

c perucrtpauuen B Poccum:

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

Parameter / MapameTp

Specifications / Cneunduxauum

Results / PesynbTaTbi

Identification
Oxymetazoline
hydrochloride /
MNoanuHHoOCTL
OkcvmeTaszonuHa
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
yAepXuBaHUs OCHOBHOTO MuKa Ha
Xpomartorpamme UcnbITYyeMoro pacteopa
AOMKHO COOTBETCTBOBATL BPEMEHM
YAEPXNBaHUA OCHOBHOIO NKKa Ha
Xpomarorpamme cTaHaapTHOro pacTsopa
OKCUMEeTa3onuHa rmgpoxnopuaa,
NONYYEHHOW NPY KONUYECTBEHHOM

conforms / cooTBeTCTBYET

onpegeneHun.

Clarity / MpospayvHocTb

The product should be not more opalescent
than reference suspension [. /
OnanecLeHuns npenaparta He fOMKHa
npesbilaTh onanecLeHyuio atTanoHa
cpasHeHus |.

conforms / cootBeTcTBYET

Color of the solution /
LiBeTHocTb pacTBopa

The product should be not more colored than
color reference solution Y7 / Mpenapat
AomxeH 6bITb OkpalleH He bonee
WHTEHCMBHO, YeM 3TanoH Ys.

conforms / cooTBeTcTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OtHocuTenbHas nnotHoctb | OT 1,006 Ao 1,010

(d 20/20)

pH/pH From56t06.1/0t1 5,6 oo 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 293 mOsmol/kg / 293
OcmonsanbHOCTB Ot 270 ao 330 mOcmonb/kr mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

cnpeit Ha3anbHbIN [O3MPOBaHHbINA, 22,5 MKr/ao3a

05502959
313350A

Manufacturing date (mm.yyyy): /

gara npou3soacTsea ‘MM.l’l’l’l‘!!

Expiry date (mm. 1|
CPpoK rogHOCTH (MM.rrrr):

01/2024

01/2027

Manufacturer according to the

reqgistration in Russia: /

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

MpoussoauTensL B COOTBETCTBUMN

€ peructpaumen B Poccuu:

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

Parameter / MNapametp

Specifications / Cneundukauum

Results / Pe3ynbrathi

Mean dose weight and
uniformity of dose weight /
CpepfHsist macca Ao3bl !
OAHOPOAHOCTb Macchl
A03bl

Mean dose weight: 45 mg 15 %.

Uniformity of dose weight: mean dose weight
+ 25 %.

Max. 2 from 10 doses > + 25 % from mean
dose weight.

But always < + 35 % from mean dose
weight. /

CpegHas macca fo3sbl: 45 mr+ 15 %.
OpHOPOAHOCTL Macchl A03bl: CpeaHAn
macca fo3bl + 25 %.

He 6onee 2 n3 10 o3 > £ 25 % oT cpeaHel
Maccbi 403bl.

Ho Bceraa < + 35 % oT cpegHen macchbl
0o3bl.

45.43 mg / 45.43 mr

Related substances /
PoacreeHHble npumecu

Impurity A (Hydrolysis product) = NMT 0.5
% / Mpumeck A (NPOAYKT ruaponusa) — He
6onee 0.5 %.

0.0%

Impurity ZP-1 —NMT 0.5 % /
Mpumecb ZP-1 — He Gonee 0.5 %.

0.0%

Single unidentified impurity — NMT 0.1 % /
EnuvHuyHas HengeHTudumposaHHas
npumeck — He Gonee 0.1 %.

0.0 %

Total impurities — NMT 1.2 % /
Cymma npumecei — He 6onee 1.2 %.

0.0 %
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. CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINU3A

Product: / [poaykr

SAP-Code: / Koa SAP:
Batch no.: / Ne napTum:

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /
HA3SUBUH® CEHCUTUB,

cnpei Ha3anbHbIW QO3UPOBaHHbIN, 22,5 MKr/no3a

05502959
313350A

Manufacturing date (mm.yyyy): /
Qara npoussoacrea (MM.IrrT): 01/2024

Expiry date (mm.yyyy): /

Cpok rogHoCTM (MM.ITTT):

01/2027

Manufacturer according to the

registration in Russia: /

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

[poussoauTenb B COOTBETCTBUU

€ perucrtpauuei B Poccuu:

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

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/mi /
Mukpobuonoruvyeckas Obwee uncno aapobHbix GakTepuit — He 0 KOE/mn
yucToTa 6onee 102 KOE/mn
TYMC — NMT 10! CFU/ml / 0 CFU/mi /
ObLuee uncno ApOXOKEBLIX U NMECHeBbIX 0 KOE/mn
rpu6os — He Gonee 10' KOE/mn
Pseudomonas aeruginosa — absence/ml / Absent in 1.0 ml/
Orcytctue Pseudomonas aeruginosa/mn. | OtcyTcteyeT B 1,0 Mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OrtcyterBue Staphylococcus aureus/imn. OrtcytcreyeT B 1,0 Mn
Assay 450 - 525 pg of oxymetazoline 510 pyg/ml / 510 mkr/mn
Oxymetazoline hydrochloride/ml. /
hydrochloride / 450 - 525 mkr okcumeTasonuHa
KonuyecteseHHoe rugpoxnopuaa/mn. § ~ e
onpeaeneHune
OkcumeTasonvHa
ruapoxnopug
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A

Product: / Mpoaykr

SAP-Code: / Koa SAP:
Batch no.: / Ne napTtum:

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /
HA3WBUH® CEHCUTUB,

cnpei Ha3anbHbIW 4O3UPOBaHHbIW, 22,5 MKr/ao3a

05502959
313350A

Manufacturing date (mm.yyyy): /

ga'ra npou3soactea (MM.rrrT):

Expiry date (mm.yyyy): /

CpoK rogHOCTH (MM.FrrT):

01/2024

01/2027

Manufacturer according to the

registration in Russia: /

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

ﬂmusaogmenb B COOTBETCTBUM

c perucrpauueu 8 Poccuu:

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

Parameter / MNapametp

Specifications / Cneuudurkaumnm

Results / PesynbTarthbl

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 Bo hnakoH
U3 NONM3aTUNEeHa BbICOKOW
NJIOTHOCTU C A03UPYIOLLUM
YCTPOWCTBOM ¥ C 3aLLUTHOM
KPbILLKOW U3 NoNuaTuneHa
BbICOKOI NAOTHOCTW.

Mo 1 dpnakoHy BmecTe C
WHCTPYKUMEN 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 ¢pnakoH
M3 NONUaTUNEHA BbICOKON
NNOTHOCTW C [O3UPYIOLLUM
YCTPOWCTBOM U C 3aLLWUTHOW
KPbILLKOW 13 nonvaTuneHa
BbICOKOW MSIOTHOCTM.

Mo 1 dnakoHy BmecTe C
WHCTPYKUMEA NO NPUMEHEHUIO B
Nayky KapTOHHY!IO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBeTCTBUM C HOPMATUBHOMN
OOKyMeHTauven.

Complies as prescribed /
CooTBeTcTByeT npeanucaHHoMy

Storage conditions /
Ycnosust XxpaHeHus

At the temperature not more than 30°C. /

Mpu Temnepartype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years /3 roga
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /
HA3UBUUH® CEHCUTUB,
cnpeun HasanbHbIA A03UPOBaHHbIN, 22,5 MKr/ao3a
SAP-Code: / Koa SAP: 05502959
Batch no.: / Ne naptuu: 313350A

Manufacturing date (mm.yyyy): /
Hdara npou3ssogcrea (Mm.rrrr): 01/2024

Expiry date (mm.yyyy): /

Cpok roaHOCTYU (MM.ITIT): 01/2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MNpoussoguTens B COOTBETCTBUU
€ perucrtpauuei B Poccuu: «®amap Xanc Kea Cepsuces Magpua, C.A.Y.»
APl name / HaumeHoBaHue ADC: Oxymetazoline hydrochloride / OkcumeTasonuHa
rmapoxnopua
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepun npoussogurens A®C: )
FP Manufacturer API Batch number / 2301253
HoMep cepum cyGecTaHumm npounssoautens Mo:
Siegfried PharmaChemikalien Minden GmbH,
API Manufactured by & country / Germany /
Mpoussogutens A®C, cTpaHa: 3urcopua PapmaXemukanuer MunaeH M6X,
o T epmaHus

Assessment: /| 3aknioyeHue: The batch complies with the specification according to ND JIr1-
000511-211022 / NapTus cooTBETCTBYET CneynduKkaLmsam
HopmaTusHOro gokymenta f1M-000511-211022

Date / Signature of Qualified Person: / / %
Qara / noanuch yNnonHoMo4eHHOro nuua: 27 FED 2O

Su Qé&l_upi Sc(\EC;LQE yd af

FAMAQR MADSRN




