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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATTU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,
cnpei HazanbHbIA [O3UPOBaHHbIN, 11,25 MKr/go3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 325570A
Manufacturing date (mm.yyyy): /
Hara npou3BoacTsea (MM.rIrT): 27.06.2024
Expiry date (mm.yyyy): /
CpoK rogHOCTHU (MM.FTTT): 05.2027

Manufacturer according to the

registration in Russia: /

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

1] PpoOU3BOAUTENL B COOTBETCTBUM

c peructpauuven B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundomnkawuum

Results / PeaynbTarthbi

ldentification

Oxymetazoline
hydrochloride /
MNognuHHoOCTL

OkcumeTasonuHa
ruapoxnopug

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. / Bpemst
yAEPXUBaHWA OCHOBHOTO NUKa Ha
XpomaTorpaMmme UCrnbITyemoro pacTsopa
AOIMKHO COOTBETCTBOBATL BPEMEHM
YAepX1BaHWA OCHOBHOTO Nuka Ha
XpomaTorpaMmme cTaHgapTHOro pactsopa
OKCUMETAa30NNHa rmapoxnopuaa,
NONy4eHHON NPU KONINYECTBEHHOM
onpeaeneHun.

Conforms /
COOTBETCTBYET

Clarity / Mpo3spayvHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuunsa npenaparta He goMmKHa
npeBbilwaTbh onanecueHUMo aTanoHa
cpaBHeHus |.

Conforms /
COOTBETCTBYET
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

cnpen HasanbHbIW AO3MPOBaHHbIN, 11,25 MKr/go3a

05503228
325570A

Manufacturing date (mm.yyyy): /

Hata npou3Boaciea (MM.rrrT):

Expiry date (mm.yyyy): /
Cpok rogHocTy (MMm.rrrr):

27.06.2024

05.2027

Manufacturer according to the

registration in Russia: /

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

MpousBoauTens B COOTBETCTBUU

c peructpauuen B Poccum:

«®amap Xanc Kea Cepeuces Magpug, C.AY.»

Parameter / MapameTp

Specifications / Cneundomkauum

Results / PesynbTathl

cooTBETCTBOBATD.

Color of the solution / The product should be not more colored than | Conforms /
LiBeTHOCTb pacTBopa color reference solution Y7 / Npenapat CoOTBETCTBYET
LOIKEH ObITb OKpalleH He bonee
WHTEHCMBHO, YeM 3TanoH Y.
Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007
OTtHocuTenbHana nnoTHocTs | OT 1,006 oo 1,010
(d 20/20)
pH / pH From 5.6t06.1/0T1 5,6 no 6,1 59
Osmolality / From 270 to 330 mOsmol/kg / 292 mQOsmol/kg / 292
OcmonanbHOCTL Ot 270 oo 330 mOcmonb/kr MOcmonb/Kr
Mean dose weight and Mean dose weight: 45 mg +15 %. 48.70 mg / 48.70 mr
uniformity of dose weight / Uniformitv of d iaht: ./
CpenHss Macca [03bl 1 Cnl ormity of dose we|.g4;. must1c50;1p y.
OAHOPOAHOCTb MaCCh! peaHsas macca Ao3bl: 45 mr b. Conforms /
Ao3bl OaHopoaHOCTb Macchl A03bI: AOMKHA cooTBeTCTBYET
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

HA3UBWH® CEHCUTUB,
cnpew HazanbHbIK 0O03UPOBaHHbIN, 11,25 MKr/ao3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 325570A
Manufacturing date (mm.yyyy): /
fara npou3BoacTBa (MM.ITrIT): 27.06.2024
Expiry date (mm.yyyy): /
Cpok rogHocTy (MMm.rrrr): 05.2027

Manufacturer according to the

registration in Russia: /

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

n pou3BOOUTENbL B COOTBETCTEMU

c peructpauuen B Poccuu:

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

Parameter / MNapameTtp

Specifications / Cneundukauum

Results / PesynbTtathl

Related substances /
PopcteeHHLIe npumecu

Impurity A (Hydrolysis product) — NMT 2.0
% / lMpumeck A (NpoayKT ruaponusa) — He
6onee 2,0 %.

0.0 %

Related substances /
PoacTteeHHble Npumec

Impurity ZP-1 = NMT 1.5 % / 0.0%
Mpumeck ZP-1 — He Gonee 1,5 %.

Single unidentified impurity — NMT 1.0 % / 0.0%
EavHuyHas HempeHTUULMpPOBaHHas

npumeckt — He Bonee 1,0 %.

Total impurities — NMT 4.9 % / 0.0%

Cymma npumecei — He 6onee 4,9 %.

Microbial purity /
Mukpoburonorvnyeckas
yncroTa

TAMC — NMT 102 CFU/ml /
Ob6uee uncno aspobHbix bakTepuii — He
6onee 102 KOE/mn

0 CFU/mi / 0 KOE/mn

TYMC — NMT 10" CFU/ml /
Obuwee 4ncno ApoXCKEBLIX U MNNEeCHEBLIX
rpnbos — He 6onee 10" KOE/mn

0 CFU/ml /0 KOE/mn
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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHAJTU3A

Product: / MpoaykT

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

crnpei Has3anbHbLIA AO3MPOBaHHbIX, 11,25 MKr/go3a

SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 325570A
Manufacturing date (mm.yyyy): /

Oara npoussogcTBa (MM.IIrT): 27.06.2024
Expiry date (mm.yyyy): /

CpoK roaHocTu (MM.IrrT): 05.2027

Manufacturer according to the

registration in Russia: /

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

Mpouasoguren b B COOTBETCTEBUMU

c peructpauuei B Poccuu:

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

Pseudomonas aeruginosa — absence/ml /
OtcyTteTBue Pseudomonas aeruginosalmn.

Absentin 1.0 ml/

OtcyTtctayeT B 1,0 M

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

Absentin 1.0 ml/

OtcytcreyeT B 1,0 M

Assay
Oxymetazoline

hydrochloride /
KonuyectBeHHoe
onpeaeneHne

OkcumeTasonunHa
rmapoxnopua

225 - 262.5 ug of oxymetazoline
hydrochloride/ml. /

225 — 262,5 MKr OKCUMETa30onnHa
rmapoxnopuaa/mn.

251.4 ug/ml /251.4
MKr/Mn
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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHAITU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3MBUH® CEHCUTUB,
cnpeW HazanbHbIA 4O3MPOBaHHbLIN, 11,25 MKkr/go3a

05503228
325570A

Manufacturing date (mm.yyyy): /

Oara npousBoacTea (MM.Irrr):

27.06.2024

Expiry date (mm.yyyy): /
Cpok rogHocTu (MMm.rrrr):

05.2027

Manufacturer according to the

registration in Russia: /

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

lMpoussoauTens B COOTBETCTBUM

C peructpauuen B Poccum:

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

Parameter / Mapametp

Specifications / Cneuuduxauum

Results / PeaynbTaTthl

Packaging / YnakoBka

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 hakoH
13 NONN3TUNEHA BbICOKOWN
MNOTHOCTU C A03MPYIOLLINM
YCTPONCTBOM W C 3aLLUTHOMN
KPbILLKOW 13 NonuaTuneHa
BbLICOKOM MNOTHOCTW.

Mo 1 dnakoHy BmecTe €
WHCTPYKLUMEA N0 NPUMEHEHWUIO B
Mayky 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 npenaparta 8o ¢nakoH
M3 NonnaTuneHa BbICOKON
MNOTHOCTU C A03MPYIOLLM
YCTPOWCTBOM U C 3aLUUTHOWN
KPbILLKOA 13 NoNMaTUNEHa
BbICOKOM MMOTHOCTW.

1o 1 pnakoHy BmecTe ¢
WHCTPYKLUMER MO NPUMEHEHNIO B
nayKy KapTOHHYIO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTtBeTCcTBMM C HOPMaTUBHOM
[OKyMeHTaunen.

Complies as prescribed /
CooTBeTCTBYET NpeanucaHHomMy

Storage conditions /
Ycnosua xpaHeHns

At the temperature not more than 25°C. /

Mpu TemnepaTtype He Bobiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3years/3roga
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINTU3A

Product: / Mpoaykr

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

Hata npousBoncTBa (MM.I’ITF!:

Expiry date (mm.yyvyy): /
Cpok roaHoctu (MMm.rrrr):

Manufacturer according to the
registration in Russia: /

[MpousBoguTensL B COOTBETCTBUM

NASIVIN® SENSITIVE

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

cnpew HazanbHbIW 0O3UpPOBaHHbIN, 11,25 MKr/go3a

05503228
325570A

27.06.2024
05.2027

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

c peructpauuein B Poccuu:

«®amap Xanc Kea Cepeuces Maapun, C.AY.»

APl name / HammeHoBaHue A®C:

Oxymetazoline hydrochloride / OkcumeTtasonuxa

rmapoxnopus
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepuun npouseroautensa A®C: 2220249
FP Manufacturer APl Batch number / 2400608

Howmep cepum cybcTaHumm npoussogutens Mao:

Siegfried PharmaChemikalien Minden GmbH,

APl Manufactured by & country / Germany /

Mpouzsoauten, A®C, ctpaHa: 3urcbpug PapmaXemukanumeH MuHaer FméX,
epmatns

Assessment: / 3aknoyeHue: The batch complies with the specification according to ND JIM-

000511-211022 amendement Ne1 from 03.11.2023 / NapTus
COOTBETCTBYET cneyndmrkaumsamMm HopMmaTusHoro gokymenta JiM-
000511-211022 usmeHeHue Ne1 ot 03.11.2023
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 uyg/dose /
HA3UBUH® CEHCUTUB,
crnpel Ha3anbHbIA O3UPOBaHHbINA, 11,25 MKr/go3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 325570A
Manufacturing date (mm.yyyy): /
Oata npousBogcTBa (MM.Irrr): 27.06.2024
Expiry date (mm.yyyy): /
Cpok roaHocTH (MM.ITrT): 05.2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpoussoauTens B COOTBETCTBUU
c peructpauuen B Poccuu: «®amap Xanc Kea CepBuces Maapug, C.AY.»

Date / Signature of Qualified Person: /| O + AU & 2oUN / /
Oata / noanvuch ynoHOMOYEHHOrO nNMLa:

= M/‘\R FARaAL Ao

Health Care Services

Avda. Leganés, 62 .
28923 Alcorcon, Madrid, Spain

“—






