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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATTU3A

Product: / [poaykr

SAP-Code: / Kon SAP:
Ratch no.: / No nanTum:

NASIVIN® SENSITIVE

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

TIAD
HASMBUH® CEHCUTHUB,

cripei HasalbHbIM 03MPOBaHHKIN, 11,25 MKkr/go3a

05502960
293810A

Manufacturing date (mm.yyyy): /

DaTa NpovisBOLACTBa (MM.TTiT):

06/2623

Expiry date (mm.yyyy): /
Cpok roaHocTi (MM.ITT):

06/2026

Manufacturer according to the

regisiration in Russia: /

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

Mpouasoaurent B COOTBETCTBUM

¢ perucrpauueli 8 Poccuu:

«Damap Xanc Kea Cepsuces Magpug, C.A.Y.»

Parameter / Mapametp

Specifications / Cneuundmkauuu

Results / PesynbTaTthi

ldentification
Oxymetazoline
hydrochloride /
[ToanyHHOCTL
OkcnmeTasonunHa
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
YAEPXXNBaHNSA OCHOBHOFO NiKa Ha
XpomarorpamMmme UCnbITyeMoro pactsopa
JOIMKHO COOTBETCTBOBATL BPEMEH!
YAEPKMBAHNSA OCHOBHOTO NMYKa Ha
XpomarorpammMe CTaHfapTHOro pacTteopa
OKCHMETa30ITviHa MMapoXnopnaa,
MONYYEHHOW NPU KOMMYECTBEHHOM
onpegeneHuu.

conforms / cooTBeTCTBYET

The nrndnr\‘} chot x!d b not

more-opalescent—

I/
He JoMKHa

AT Ce
Jiclivna

o
PRIV UoT oo A |

than reference suspension
OnanecueHuus npenapar.

apesLillaTh ohanecuenynio

cpasHeHus |.

j)

-conforms-/-cooTBeTCTBYET

Color of the solution /
LiBeTHOCTE pacTeopa

The product should be not more colored than
color reference solution Y7 / Mpenapart
AomkeH 6biTe okpalleH He 6onee
VHTEHCUBHO, YeM 3TanoH Y.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTtHocuTtenbHaa nnoTHocTs | OT 1,006 fo 1,010

(d 20/20)

pH / pH From561t06.1/071 5,6 70086,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg / 291
QCcMOnANbHOCTb Ot 270 po 330 mOcmonb/kr MOCMonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / MpoayKT

NASIVIN® SENSITIVE

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

cnpei HasanbHbIN JOo3UpoBaHHbIi, 11,25 MKr/po3a

HA3NBNH® CEHCUTUB,
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptunu: 293810A
Manufacturing date (mm.yyyy): /
HaTta npoussBoacTBa (MM.IITT): 06/2023
Expiry date (mm.yyyy): /
Cpok rogHoCcTu (MM.ITIT): 06/2026

Manufacturer according to the

registration in Russia: /

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

MNpounssoauTesib B COOTBETCTBUU

c perncTpaumnen B Poccum:

«®amap Xasic Kea Cepsuces Magpug, C.AY.»

Parameter / NMapameTp

Specifications / Cneuudunkaumm

Results / Pe3ynbTtarhbl

Mean dose weight and
uniformity of dose weight /
CpenHss macca 4,03bl U
0JHOPOLHOCTL MacChl
B03bl

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. /

CpenHsia macca [03bl: 45 mr £ 15 %.
OAaHOPOAHOCTL Macchl 103bl: CPefHARA
Macca 403bi £ 25 %.

He Gonee 2 13 10 o3 >+ 25 % oT cpegHew
Macchl 4036l

Ho Bcerga < + 35 % oT cpefHeil macchbl
003bl.

4519 mg/ 45.19 mr

Related substances /
PopacTteeHHbIe npumecut

Impurity A (Hydrolysis product) — NMT 0.5
% / TMpvimecb A (NPOAYKT rMMAponusa) — He
6onee 0.5 %.

0.0 %

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

0.0 %

Single unidentified impurity = NMT 0.1 % /
EfnHnuHas HeupeHTudvumposaHHas
npumeck — He Bonee 0.1 %.

0.0 %

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

0.0%
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATU3A

Product: / Mponoykr

SAP.-Code: /| Kon SAP:
BRatch no.: / Ne nantuu:

NASIVIN® SENSITIVE

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

LIASIAINL AL 1N

NASVNBVIH® CEHCIATVIB,

crnpeil HazankLHLIN 4O3UPOBaHHbLIN, 11,25 MKr/0o3a

05502960
293810A

Manufacturing date (mm.vyvyy): /

gata fipoM3BOACTBA (MM.ITIT):

06/2023

Expiry date (mm.vvyvy): /

Cpok rogHOCTH (MM.ITFT):

06/2026

Manufacturer according to the

reqistration in Russia: /

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

MpoussoauTens 8 COOTBETCTBUM

C pervctpauvie B Poccuu:

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

Oxymetazoline
hydrochioride /
KonuecTeeHHoe
onpegeneHne

hydrochloride/ml. /
225 — 262,5 MKI OKCUMETa30/IMHa
rugpoxnopwga/mn.

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/mi/
Mukpobuornoruyeckas OBLuee uncro aspobHbIx GakTepnii — He 0 KOE/mn
yucToTa Bonee 102 KOE/mn
TYMC — NMT 10" CFU/m! / 0 CFU/ml/
OBLee unCno OpO)OKEBLIX U NNECHEBbLIX 0 KOE/mn
rpubos — He Gonee 10! KOE/mn
Pseudomonas aeruginosa — absence/m! / Absentin 1.0 m!/
OrcyrctBue Pseudomonas aeruginosal/mn. OtcytctByet B 1,0 Mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 mi/
OrtcytctBue Staphylococcus aureusimvn. Otcytcteyet B 1,0 Mn
Assay 225 - 262.5 ug of oxymetazoline 246.5 ug/ml / 246.5

MKT/Mn

—-OKeUmMeTasonuHa

rmgpoxnopung
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIN3A

Product: / [1poayKT

SAP-Code: / Kon SAP:
Batch no.: / N2 napiuu:

NASIVIN® SENSITIVE

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

cnpei HasanbHbLIA f[o3upoBaHHbii, 11,25 mKr/gosa

05502960
293810A

Manufacturing date (mm.yyyy): /

Narta npou3BoACTBA (MM.TTIT):

06/2023

Expiry date (mm.yyyy): /
CpoK rogHoCTu (MM.rrrr):

Manufacturer according to

06/2026
the

registration in Russia: /

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

MpousoauTenk B COOTBETCTBUN

[ perMCTpaLuneﬁ B Poccuu:

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

Parameter / [NapameTp

Specifications / Cneundukauuu

Results / PesynbTathbl

Packaging / Ynakoeka

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 mr npenapaTa BO (nakoH
3 NONU3TUNEHA BbICOKON
ANOTHOCTM C AO3UPYIOLLIMM
YCTPOMCTBOM 1 C 3ALUNTHON
KpbILLUKOW 13 MonuaTuneHa
BbICOKOW MIOTHOCTH.

Mo 1 doriakoHy BMECTE C
WHCTPYKLMEen no npumeHeHuto B
flaqKy 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 (IIAKoH
13 NONMaTUIIEHA BbICOKON
MAOTHOCTI C JO3UPYIOLLAM
YCTPOCTBOM 1 C 3aLLATHON
KPbILLKOW 13 nonuatnneHa
BbICOKOW MOTHOCTA.

Mo 1 pnakoHy BMeECTE C
WHCTPYKUMEN NO NMPUMEHEHNIO B
Nayky KapPTOHHYHO.

Labeling / Mapkuposka

In accordance with ND. /
B cOOTBETCTBUAN C HOPMATUBHOM
AOKyMeHTaLVen.

Complies as prescribed /
CooTBeTCTBYeT NpeanncaHHomy

Storage conditions /
Ycnosusi XpaHeHus

At the temperature not more than 30°C. /

Mpu Temnepartype He Boiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3ropa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHASU3A

Product: / Mpoaykr

SAP-Code: / Kon SAP:

Batch no.: / Ne napTtuu:
Manufacturing date (mm.yyyv): /
Dara npouseocacTsa {Mm.rrm):
Expiry date (mm.yyyv): /

CpoK roaHoOCTY {MM.ITIT):

Manufacturer according to the
registration in Russia: /

lMpounsBoauTenb B COOTBETCTBUU

¢ perucrpauuei 8 Poccuu:

NASIVIN® SENSITIVE

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

1AD
HASMBUH® CEHCHUTUB,

crpei HaszanbHbIA 4O3MpPOBaHHbLIN, 11,25 MKr/noza
05502960
293810A

06/2023
06/2026
Famar Heaith Care Services Madrid, S.A.U./

«®anap Xaric Kea CepBuces Magpug, C.A.Y.»

AP! name / HaumeHoBauue ADC:

Oxymetazoline hydrochloride / OkcumeTasonnna

rugpoxnopug
INN 7 MHH: Oxymetazoline / OkcumeTazonuH
APl manufacturer batch number /
Howmepb cepuu npouzsogurens ADC: 21392088
FP Manufacturer API Batch number / 2300648

Homep cepuu cyBeraniun nponasoautens [fe:

Siegfried PharmaChemikalien Minden GmbH,

AP! Manufactured by & Country i Germany /
lponzsoautens A®C, cTpaHa: 3urdopug PapmaXemukanuern Munger MubX,
"epmaHus

Assessment: / 3aknovenue:

The batch complies with the specification according to ND J11-

000511-211022 / MapTua cooTBETCTBYET cheunduKkaLmsm
HopmaTuBHOIO AokymeHTa J171-000511-211022 -

Date / Signature of Qualified Person: /

A9 D\,\\7 203 / ——

farta / nognyck YNosiHOMOYEHHOTO nvua:

—

L (VO

Ramlacs 2 /&(’2

FARAR Maoap







