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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAITU3A

Product: / NMpoaykr

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

NASIVIN® SENSITIVE

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

HA3VWBUH® CEHCUTUB,

cnpei HasanbHbIN A403MPOBaHHbIN, 11,25 Mkr/no3a

05502960
317610A

Manufacturing date (mm.yyyy): /

gara npoussoacrea ‘MM.I’ITI'IZ

Expiry date (mm.yyyy): /

Cpok roqHoCT! (MM.ITTT):

03/2024

02/2027

Manufacturer according to the

registration in Russia: /

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

I'Igouzaogwrenb B COOTBETCTBUM

¢ perucrtpauuei B Poccuu:

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

Parameter / Mapametp

Specifications / Cneundpukaunu

Results / PeaynbTtarthl

than reference suspension |. /
OnanecueHuus npenapara He AoMmkHa
npesbiWaTh onanecueHUMIo aTanoHa
cpaBHeHus |.

Identification The retention time of the main peak on the | conforms / cooTseTcTByeT
Oxymetazoline chromatogram of the tested solution is
hydrochloride / required to correspond to the retention time
MognuHHoCTL of the main peak on the chromatogram of the
OkcumeTtasonuHa oxymetazoline hydrochloride standard
rmapoxropua solution, received at assay testing. / Bpems
YAEPKUBaHUS OCHOBHOIO NnKa Ha
XpomMaTtorpamme WUCMbITYeMOoro pactsopa
[OMKHO COOTBETCTBOBATb BPEMEHU
YAEPXKUBAHUA OCHOBHOIO NuKa Ha
XpomaTorpaMmme cTaHAapTHOro pacTeopa
OKCUMEeTa3onuHa rmapoxnopuaa,
ROAYYEeHHO RPN-KONMIYECTBEHHOM — = k& &
onpeaeneHun.
Clarity / NpospayHocTb The product should be not more opalescent | conforms / cooTeetcTayer

Color of the solution /
LiBeTHOCTb pacTeopa

The product should be not more colored than
color reference solution Y7 / Mpenapat
AomkeH 6blTb OkpaLleH He Gonee
WHTEHCUBHO, YeM 3TanoH Y7.

conforms / cooTBeTcTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTtHocuTenbHas nnoTHocTs | OT 1,006 ao 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 / 293 mOsmol/kg / 293
OcmonsanbHOCTbL Ot 270 po 330 mOcmonb/kr mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATTU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

cnpeit Ha3anbHbIW 403UPOBaHHbINA, 11,25 MKr/aosa

HA3UBUH® CEHCUTUB,
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptuu: 317610A
Manufacturing date (mm.yyyy): /
Qara npousBoacTBa (MM.rrrr): 03/2024
Expiry date (mm.yyyy): /
CpoK roaHoCTH (MM.rrrT): 02/2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUMN

C perucrpauuen B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuudukaumm

Results / PesynbTath!

Mean dose weight and
uniformity of dose weight /
CpeaHsisa macca A03bl U
OAHOPOAHOCTb Maccehbl
R03bl

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 s + 35 % from mean dose
weight. /

CpegHssa macca ao3bl: 45 mr £ 15 %.
OpHOPOAHOCTb MAacChl A03bl: CPEAHAR
macca ao3bi + 25 %.

He 6onee 2 us 10 0o3 > + 25 % oT cpegHewn
Maccb! 403bl.

Ho Bcerga < + 35 % ot cpeaHe maccbl
[03bl.

45.79 mg / 45.79 mr

0

Related substances /
PoacTBeHHbIe npumec

Impurity A (Hydrolysis product) — NMT 0.5
% / MpuMecb A (NpoAyKT ruaponunsa) — He
6onee 0.5 %.

0.0%

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

00%

Single unidentified impurity - NMT 0.1 % /
EavHuyHan HenaeHTUULMpOBaHHan
npumeck — He 6onee 0.1 %.

0.0%

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

0.0%
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CERTIFICATE OF ANALYSIS / CEPTUGUKAT AHATNTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

cnpei HasanbHbIN 403UMPOBaHHbIN, 11,25 MKr/no3a

05502960
317610A

Manufacturing date (mm.yyyy): /

ga'ra npoussoAcTBa (MM.IT rr):

Expiry date (mm.yyyy): /

Cpok roaHoCTU (MM.ITTT):

03/2024

02/2027

Manufacturer according to the

registration in Russia: /

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

[lpoussoaunTens B COOTBETCTBUMN

¢ perucrpauueu 8 Poccuu:

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

Microbial purity / TAMC — NMT 102 CFU/mi / 0 CFU/ml/
Mukpobnonoruyeckas Obuyee yncno aapobHbix 6akTepuii — He 0 KOE/mn
yucrora 6onee 102 KOE/mn
TYMC - NMT 10" CFU/mI / 0 CFU/ml/
Obuee uncno 4poXoKeBbIX ¥ NNECHEBbLIX 0 KOE/mn
rpv6oB — He 6onee 10! KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml /
OtcyrctBue Pseudomonas aeruginosa/mn. | Otcytctayet B 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
Ortcytcrsue Staphylococcus aureus/vn. Otcytcteyet B 1,0 MmN
Assay 225 — 262.5 ug of oxymetazoline 252.9 yg/ml /252.9
Oxymetazoline hydrochloride/ml. / MKT/MA
hydrochloride / 225 - 262,5 mMKkr okcumeTasonuHa
—+KonmdiecTBeHH - —[rugpoxnopvgalimm. = B
onpegenexHue
OkcnmeTasonuHa
ruapoxnopug
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpogykr

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

NASIVIN® SENSITIVE

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

cnpei HasanbHbI AO3UPOBaHHbIRA, 11,25 MKr/ao3a

05502960
317610A

Manufacturing date (mm.yyyy): /

Oara npoussoacTBa (MM.rrrr):

03/2024

Expiry date (mm. 2
CpoK ronHOCTY (MM.FrTT):

02/2027

Manufacturer according to the

registration in Russia: /

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

l'lgomaogmenb B COOTBETCTBUN

€ peructpauuen 8 Poccuu:

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

Parameter / MNapametp

Specifications / Cneundunkauum

Results / Pesynbrarthl

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
13 NONN3TUIIEHa BbICOKOW
MNOTHOCTY C AO3UPYIOLLINM
YCTPOWCTBOM ¥ C 3aLUTHOWN
KPbILLKOI U3 nonuaTuneHa
BbICOKON NNOTHOCTW.

Mo 1 dnakoHy BmecTe C
WHCTPYKLE N0 NPUMEHEHNIO B
Nauky 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 80 hriakoH
13 NONUaTUNEHa BbICOKON
MAOTHOCTU € A03UPYIOLLIUM
YCTPOWCTBOM U C 3aLLNTHON
KPbILUKOW W3 nonuaTtuneHa
BbICOKOU MNSIOTHOCTW.

Mo 1 conakoHy BMecTe €
WHCTPYKUU1E No NPUMEHEHUIO B
nayky KApTOHHYIO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBETCTBUN C HOPMATUBHON
DOKYMEHTaUNER.

Complies as prescribed /
CooTBeTcTByeT npeanucaHHomy

Storage conditions /
Ycnosusa xpaHeHus

At the temperature not more than 30°C. /

Mpu Temnepartype He Boiwe 30 °C.

Shelf-life / Cpok xpaHeHuUs

3 years / 3 roaa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpogykr

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3SNBUH® CEHCUTUB,
cnpen HasanbHbI A03UPOBaHHbLIN, 11,25 MKr/no3a

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

Manufacturing date (mm.yyyy): /
Oarva npou3ssoacvea (Mm.rrrr):

Expiry date (mm.yyyy): /
Cpok roaHocTyu (MM.ITIT):

Manufacturer according to the
reqistration in Russia: /

NpoussoauTens B COOTBETCTBUMN
C perucrpauueit B Poccuu:

317610A

03/2024

02/2027

05502960

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

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

APl name / HaumeHoBanue A®C:

Oxymetazoline hydrochloride / Okcumertazonuxa

rnapoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepuun npoussogurens A®C: i
FP Manufacturer API Batch number / 2400215

Homep cepuu cy6ctanuun npoussoaurens [Mo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
-+flpoussogurens A®C, crpana: — | 3urcpua GapmaXemmkanien Miraen FmEX;
"epmanus

Assessment: / 3aknoyeHue:

The batch complies with the specification according to ND -

000511-211022 / MapTus cooTBETCTBYET CneunuKaLmsm

Date / Signature of Qualified Person: /
fara / nognuch YNONHOMOYEHHOro nuua:

HopmaTtusHoro agokymenTa JIM-000511-211022
3anay 2oty // :

ZM.Q) RAalac /P

FAarnae macrin






