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CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHATTU3A

Product: / Npoavkr

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

NASIVIN® SENSITIVE

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

HA3SWBUWH® CEHCUTHKB,

cripey HazanbHbI SO3UpPOBaHHbIN, 11,25 mkr/oosa

05502960
293830A

Manufacturing date (mm.yvyyy):/

Hara npoussogcTea (MM.ITIT):

06/2023

Expiry date (mm.vyyy): /

Cpok rogHocTh (MM.ITIT):

06/2026

Manufacturer according to the

reqistration in Russia: /

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

MpousBoouTEenb B COOTBETCTBUMU

C peruicrTpauyeil B Poccuii:

«®awmap Xarnc Kea Cepsuices Magpug, C.AY.»

Parameter / lapameTp

Specifications / Cneundukauuu

Results / Pe3ynbTaThl

Identification
Oxymetazoline
hydrochioride /
MNognuHHOCTD
OkcumeTtasonuHa
rmgpoxnopug

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
YAEPXUBaHMS OCHOBHOIO NMuka Ha
XpomaTtorpaMmme UCrnbiTYyeMoro pactsopa
[OIPKHO COOTBETCTBOBATL BPEMEHMU
yAepXnBaHWs OCHOBHOTIO MyiKa Ha
XpomarorpaMmme CTaH4apTHOro pacTBopa
OKCUMETa30onnHa rmapoxnopuaa,
MONy4YeHHON NpU KOMYECTBEHHOM
onpeaeneHunn.

conforms / cooTBETCTBYET

Clarity / MNpospayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecleHuya npenaparta He JOMKHa
npeBbillaTh onanecUeHunto sTanoHa
cpaBHeHus 1.

conforms / cCOOTBETCTBYET

Color of the solution /
LiseTHOCTb pacTBOpa

The product should be not more colored than
color reference solution Y7 / IpenapaTt
JormkeH BbiTh okpalleH He Gonee
WMHTEHCUBHO, YeM 3TarnoH Yy.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / |From 1.006 to 1.010/ 1.008
OTHocuTenbHas nrotHocTb | OT 1,006 go 1,010

(d 20/20)

pH / pH From5.6106.1/0T1 5,6 o 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 290 mOsmol/kg / 290
OcMOnANbHOCTb Ot 270 po 330 mOcmonb/Kr MmOcnvonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIU3A

Product: / [IpoaykTt

NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pg/dose /

HA3VBWH® CEHCUTUB,
cnpei HasanbHbIA O03UpoBaHHbIX, 11,25 Mkr/gosa
SAP-Code: / Kon SAP: 05502960
Batch no.: / Ne naptuu: 293830A
Manufacturing date (mm.yyyy): /
NaTta npou3BoacTBa (MM.ITIT): 06/2023
Expiry date (mm.yyyy): /
Cpok rogHocT (MM.ITIT): 06/2026

Manufacturer according to the

reqgistration in Russia: /

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

MpousBoauTens B COOTBETCTBUU

c pernctpauueli B Poccuu:

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

Parameter / lapameTp Specifications / Cneyugukaumu Results / PeaynbTaTthl
Mean dose weight and Mean dose weight: 45 mg 15 %. 4423 mg/44.23 mr
uniformity of dose weight/ | Uniformity of dose weight: mean dose weight
CpepnHasa macca [osbl # +25 %.
O[HOPOAHOCTb Macchl Max. 2 from 10 doses > * 25 % from mean
[03bl dose weight. 0

But always < + 35 % from mean dose

weight. / 0

CpepHsist macca fo3bl: 45 mr + 15 %.
OaHOPOAHOCTb MacCht 403bl: CpeaHAdA
mMacca [,03bl £ 25 %.

He 6onee 2 n3 10 po3 >+ 25 % ot cpepHen |
Macchl [03bl.
Ho Bcerga < = 35 % oT cpegHen maccol 0
003bi.

Related substances /
PopacTBeHHbIe nMpumech

Impurity A (Hydrolysis product) — NMT 0.5 0.0%
% [ Tpumechb A (MpoAyKT rmAponnsa) — He
6onee 0.5 %.

Impurity ZP-1 = NMT 0.5 % / 0.0 %
Mpumeck ZP-1 — He 6onee 0.5 %.

Single unidentified impurity — NMT 0.1 % / 0.0%
EnvHuyHas HenageHTUULMPOBaHHas
npumeck — He 6onee 0.1 %.

Total impurities — NMT 1.2 % / 0.0%
Cymma npumecen — He Bonee 1.2 %.
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CERTIFICATE OF ANALYSIS /| CEPTUOUKAT AHAITU3A

Product: / MponvkT

NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 ug/dose /

HA3WBUH® CEHCUTHUB,
cripe# HazanbHbIK [O3UpPOBaHHLIN, 11,25 MKr/gosa
SAP-Ceode: | Kog SAP: 05502960
Batch no.: / Ne naptuu: 293830A
Manufacturing date (mm.yyyy): /
Harta npoussoncrea {MM.FITT): 06/2023
Expiry date (mim.yyyy): /
CpoK rogHoCTH (MM.ITIT): 06/2026

Manufacturer according to the

registration in Russia: /

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

pou3BoaUTeslL B COOTBETCTBUU

C perucrpauven B Poccuu:

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

Microbial purity / TAMC — NMT 10% CFU/ml / 0 CFU/ml/
Mukpobuonoruyeckas Ob6Lwee uncno aspobHbix BakTepuin — He 0 KOE/mn
yucToTa Gonee 102 KOE/mn
TYMC — NMT 10" CFU/ml / 0 CFU/mi/
O6bLiiee HICTIO GPOXOKEBbIX 1 MIECHEBbIX 0 KOE/mi
rpnbos — He Gornee 10" KOE/Mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OtcyrecrBue Pseudomonas aeruginosalmn. | Otcytcteyet B 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OTtcyterBue Staphylococcus aureusivn. OTcyteteyet B 1,0 Mn
Assay 225 - 262.5 ug of oxymetazoline 246.6 pg/mi/ 246.6
Oxymetazoline hydrochloride/ml. / MKr/mn
hydrochloride / 225 — 262,5 MK OKCUMETa30MNHa
KonuuecTtseHHoe rupgpoxnopuga/mn.
onpegeneHune
OxcumeTtasonuxa
rMApoOXIopus
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJTTU3A

Product: / MMpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3/BUH® CEHCUTWB,

cnpeii HasanbHbI go3MpoBaHHbIn, 11,25 MKkr/go3sa

05502960
293830A

Manufacturing date (mm.yyyy): /

NaTta npousBogcTBa (MM.ITIT):

06/2023

Expiry date (mm.yyyy): /

CpoK rogHOCTU (MM.FTTT):
Manufacturer according to

06/2026
the

reqgistration in Russia: /

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

MNpounseogmTernb B COOTBETCTBUN

¢ pernctpauuein B Poccuu:

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

Parameter / MapameTp

Specifications / Cneuvcukaumnu

Results / PesynbTathl

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 npenapara Bo J1akoH
13 NONNITUNEHE BbICOKON
NAOTHOCTN C JO3UPYIOLLIAM
YCTPOWCTBOM Y C 3aLLUTHOW
KPbILLUKOM 13 nonnaTuneHa
BbICOKOW NMOTHOCTH.

Mo 1 chnakoHy BMeECTE C
WHCTPYKLMENR MO NPUMEHEHNIO B
Nayky KapTOHHYIO.

Per 10 ml into a bottle of high-
density polyethylene with dosage
device and protective cap of high-
density polyethylene.

1 boftle enclosed with leaflet into
carton box. /

Mo 10 mn npenapata BO dhrakoH
13 NONNITUIIEHA BLICOKON
MNOTHOCTY C AO3UPYIOLLUM
YCTPONCTBOM U C 3aLNTHON
KPbILLIKOW 13 NonuatuneHa
BbICOKON MMAOTHOCTH.

Mo 1 chnakoHy BMECTE C
WHCTpYKUMUEN No NPUMEHEHWIO B
nayky KapTOHHYIO.

Labeling / MapknpoBka

In accordance with ND. /
B cootBeTCTBUM C HOPMATUBHOM
LOKYMEHTaLMen.

Complies as prescribed /
CooTBeTCTBYET NpegrnucaHHomy

Storage conditions /
YcnoBmsa xpaHeHus

At the temperature not more than 30°C. /

Mpu Temnepatype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHws

3 years/ 3 roga
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 ug/dose /

Product: / [IpoaykT

HA3WBWH® CEHCUTUB,
crnpei HasanbHblA [4O3UPOBaHHLIN, 11,25 Mkr/go3a
SAP-Code: / Kog SAP: 05502960
Baich no.: / Ne naptuu: 293830A
Manufacturing date (mm.yyvyy): /
Hbara npoussoncrea {(MM.rrrr): 06/2023
Expiry date (mm.yvvy): /
Cpok roaHocTU (Mm.rrrr): 06/2026

Manufacturer according to the
redistration in Russia: /

lpoussoauTesnb B COOTBETCTBUM

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

C perucipaulieil B8 Poccuu;

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

APl name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTasonnua

rmgpoxrnopua
INN / MHH: Oxymetazoline / Okcumerasonux
API| manufacturer batch number /
Homep cepumn npounssogutens A®C: 21392088
FP Manufacturer API Batch number / 2300648

Homep cepum cybctaHumuu npoussoaurtens i lio:

Siegfried PharmaChemikalien Minden GmbH,

APl Manufactured by & country ! Germany /
MpouzBoauTtens, A®C, cTpana: 3urcbpua PapmaXemukanveH Mudger MibX,
[epmaHusn

Assessment: / 3akntoyeHue:

The batch complies with the specification according to ND 1I1-

000511-211022 / MapTus COOTBeTCTByeT cneyudukaumnam

A~ s
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BAcTIA ] I7e T nn Lo}
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Date / Signature of Qualified Person: /
Hara / noanuck ynonyHoMoUYeHHoro nuua:

48ﬂ0é>20g3//<\,

L was

FArAA Map s

(AN F’\f{,i <A







