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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ua/dose /
HA3WNBH® CEHCUTNB,
cnpei HasanbHbIN O3UPOBAHHLIN, 22,5 MKI/ao3a
SAP-Code: / Kon SAP: 05502959 :
Batch no.: / Ne napruu: 295640A
Manufacturing date (mm.yyyy): /
Darta npousBoncTea (MM.ITIT): 06/2023
Expiry date {mm.yyvy): /
Cpok ronHocTH (MM.Irrr): 06/2026
Manufacturer according to the
e pegisitation-in Russia:-/ Famar-Health-Care-Services-Madrid-SAUVSf—— oo
MpoussoauTent B COOTBETCTRBUYU
¢ perucrpauuei B Poccuu: «®amap Xanc Kea Cepeuces Magpug, C.A.Y.»
Parameter / NMapameTtd Specifications / Crneuudiikauuu Results / Peaynstathl
identification The retention time of the main peak on the | conforms / cooTBeTcTBYET
Oxymetazoline chromatogram of the tested solution is
hydrochioride / required to correspond to the retention time
MMoanMHHOCTL of the main peak on the chromatogram of the
OxkcumeTasonuHa oxymetazoline hydrochloride standard
rugpoxropug solution, received at assay testing. / Bpems

yaepxrsaHiia OCHOBHOIO Mlika Ha
XpomaTorpamme ncnblTyeMoro pacteopa
ACJKHO COOTBETCTBOBATL BpeMeHi
yaepxueaHa OCHOBHOTO Nka Ha

VINARMAIATAFNARMAO ATALUOAONTUNARN NANnTDNAND
AMVIVIU T VI PAIVTIVID WEQNGUN TV YV UV wv e

OKCMMETa30NNHA rMapOoXopuaa,
rMOMy4YeHHO Npu KONUYeCTBEHHOM
onpeaeneHnu.

Clarity / MpospavHocTb The product should be not more opalescent |conforms / cooTBeTcTBYET
than reference suspension . /
OnanecueHUMs nNpenaparta He A0MKHA
npesbillaTh onanecueHuyio atanoHa

cpasHeHus |
Color of the solution / The product should be not more colored than | conforms / cooTBeTcTBYET
LiBeTHOCTb pacTeopa color reference solution Y7 / MNpenapat

nomkeH BbiTb OKpalleH He Bonee
WHTEHCUBHO, YeM 3TanoH Y.

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

(d 20/20)

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

Osmolality / From 270 to 330 mOsmol/kg / 296 mOsmol/kg / 296

OcMonsanbHOCTL Ot 270 po 330 mOcmons/kr mOcMmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / TIpoaykKT

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

NASIVIN® SENSITIVE

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

HA3UMBUH® CEHCUTUB,

cnpen HazanbHbIA 4O3UPOBaHHbIW, 22,5 MKr/po3a

05502959
295640A

Manufacturing date (mm.yyvyy): /

[ata npousBoacTBa (MM.IFIT):

06/2023

Expiry date (mm. 2/
CpoK rogHoCcTU (MM.ITIT);

06/2026

Manufacturer according to the

registration in Russia: /

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

MpousBoautTesnb B COOTBETCTBUU

¢ perucrpauuenn B Poccuu:

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

Parameter / Napametp

Specifications / Cneundukaumn

Results / Pesynbrarhi

Mean dose weight and
uniformity of dose weight /
CpegHsas macca fo3bl
OLHOPOZHOCTb Macchl
£03bl

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. /

CpepfHsa macca go3sbl: 45 mr = 15 %.
OpHOPOOHOCTL Maccehl [03bl: CpefHan
Macca fo3sbl + 25 %.

He 6onee 2 s 10 no3 > * 25 % ot cpepHen
Macchbl 403bl.

Ho Bcerpa < £ 35 % oT cpeaHeln macchl
L03bl.

44.40 mg / 44.40 mr

Related substances /
PopcreeHHble npyumeck

Impurity A (Hydrolysis product) — NMT 0.5
% / Mpumechb A (NPOAYKT rMAponunsa) — He
Bonee 0.5 %.

0.0%

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

0.0 %

Single unidentified impurity — NMT 0.1 % /
EnnHndHag HempeHTudulmposarHasa
npumeck — He Bonee 0.1 %.

0.0 %

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

0.0%
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATNN3A

Product: / MpoaykTr

NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /

HASUBMH® CEHCUTIB,
crnpeu HasanbHbIA JO3UPOBaHHLIN, 22,5 MKr/oos3a
SAP-Code: / Kon SAP: 05502959
Batch no.: / Ne naptuu: 295640A
Manufacturing date (mm.yyvv): /
Data npoussogcrea (MM.ITIT): 06/2023
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.Irrr): 06/2026
Manufacturer according to the
e vegistration in Russia: / Famar Health Care Services Madrid, S.A. U/

MpousroaMTENb B COOTRETCTBUM

C berncrpauven B Poccuu:

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

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml/
Muxpobuonoruseckas Obee 4ricno aspobHblx SakTepuli — He 0 KOE/wni
yucroTa 6onee 10?2 KOE/mn
TYMC — NMT 10" CFU/mi / 0 CFU/mi /
Obwee Yncno aporoKeBbiX U NIECHEBbIX 0 KOE/mn
rpubos — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OTcyrciBiie Pseudoimnionas aeruginosaimn. | Otcyteteyet B 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
Ortcytersue Staphylococcus aureusivin. Otcyicieyet & 1,0 mn
Assay 450 — 525 ug of oxymetazoline 502.9 pg/mi/ 502.9
Oxymetazoline hyarochioriage/ml. / KT/ T
hydrochloride / 450 - 525 MKr okcyMeTasonuHa
KonuyecteeHHoe rugpoxnopuaa/mn.
onpegesneHue
OxkcumeTazonuHa
rMapoxnopug
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINU3A

Product: / [IpoaykKkT

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /
HA3NBUH® CEHCUTUB,

cnpe HasanbHbIA J03MPOBaHHbLIN, 22,5 MKr/go3a

05502959
295640A

Manufacturing date (mm.yyyy): /

HNarta npousBogcTBa (MM.ITIT):

06/2023

Expiry date (mm.yyyy): /
CpoK rogHoCcTn (MM.ITIT):

Manufacturer according to

06/2026
the

reqistration in Russia: /

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

MNponsBoauTesib B COOTBETCTBUM

c peructpaumen B Poccuu:

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

Parameter / NapameTp

Specifications / Cneuundmkaummn

Results / Pe3yneTathl

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 mr npenapaTa BO hnakoH
13 NONN3TUIIEHA BLICOKOW
NNOTHOCTY € AO3VPYIOLLMM
YCTPOWCTBOM 1 C 3aLLUTHON
KpbILLKOW U3 NonuaTuneHa
BbICOKOW NMOTHOCTH.

Mo 1 dhnakoHy BMecTe ¢
WHCTPYKUMEN 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 bottle enclosed with leaflet into
carton box. /

Mo 10 mn npenapaTa Bo hnakoH
N3 NMONNaTunEHa BbICOKON
MNOTHOCTY C SO3UPYIOLLUM
YyCTPOWCTBOM 1 C 3aLUUTHON
KPBILUKOIA U3 NonnatuneHa
BbICOKOW MIOTHOCTW.

o 1 dnakoHy BmecTe ¢
WHCTPYKLIEN NO MPUMEHEHWIO B
nadky KapTOHHYIO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBETCTBUW C HOPMaTWUBHOM
JOKYMEHTaLUENR.

Complies as prescribed /
CooTBEeTCTBYET NpegnucaHHoMy

Storage conditions /
YcrnoBusa XpaHeHus

At the temperature not more than 30°C. /

Mpu Temnepatype He Bbiwe 30 °C.

Shelf-life / Cpok XpaHeHus

3years/3roga
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJTU3A

Product: / [TpoaykT NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /
HA3WBUH® CEHCUTUB,
cnpen HasanbHbLIA NO3UPOBaHHbIN, 22,5 MKr/oo3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptuu: 295640A
Manufacturina date (mm.vvvv): /
Hata npoussoacrTBa (MM.ITTT): 06/2023
Expiry date (mm.yyyy): /
Cpok rogHocTU (MM.ITTT): 06/2026

Manufacturer according to the

registrationinRussia:/ ~ Famar Health Care Services Madrid, S.A.U./

MpoussoauTenb B COOTBETCTBUM
C perycTpauyiein B8 Poccuu: «®amap Xarnc Kea CepBuces Magpua, C.AY.»

Assessment: / 3aknoueHue: The batch complies with the specification according to ND J1I1-

000511-211022 / MapTia COOTBETCTBYET CcrieLmpuKaLmsim
HopmaTueHoro fokymenTa J1M-000511-211022

Date / Signature of Qualified Person: /|  [Y Dulq 2572 /
Dara [ nopnyck yRonHCMOUYSHHOrC nyua: 7 )

Luﬁn amiac /ae

(=~ mAA LAD LA






