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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHATIU3A

Product: / Mpoavkr

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

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

cnpen HasanbHbIA 4O3UPOBaHHbLIW, 22,5 MKr/go3a

05503227
334140A

Manufacturing date (mm.yyyy): /

Oarta npow3sogacTBa (MM.rirr):

10.2024

Expiry date (mm. i ]
CpoK rogHOCTU (MM.TTIT):

09.2027

Manufacturer according to the

registration in Russia: /

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

Mpoussoautens B CoO0TBeTCTBUU

C peructpauuein B Poccuu:

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

Parameter / lNapameTtp

Specifications / Cneundukauum

Results / PeaynbTaThl

Identification
Oxymetazoline
hydrochloride /
MNMognuHHOCTBL
OkcumeTasonuHa
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
YAEPXUBAHVSA OCHOBHOIO MNKa Ha
XpomaTtorpamme MCnbiTyemMoro pacrteopa
AOMKHO COOTBETCTBOBATL BPEMEHU
YAEpPKuBaHUA OCHOBHOIO NUKa Ha
XpomaTorpamme CTaHAapTHOro pacTtesopa
OKCMMEeTa30nnHa rmapoxIIopuaa,
nonyYeHHou Npu KONNYECTBEHHOM
onpeaeneHuu.

conforms / cooTBeTCTBYET

Clarity / MNMpospa4HocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHUns npenapara He fosmKHa
npeBbILWaTh onanecueHUuo 3TanoHa
cpaBHeHus |

conforms / cooTBETCTBYET

Color of the solution /
LiBeTHocTb pacTeopa

The product should be not more colored than
color reference solution Y7 / MNpenapaTt
nomkeH ObiTb okpalleH He Gonee
WHTEHCUBHO, Yem 3TanoH Y.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTtHocuTensHasa nnotHocTk | OT 1,006 ao 1,010

(d 20/20)

pH /pH From 5.6t06.1 /0Ot 5,6 o 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 294 mQOsmoi/kg /
OcmonsanbHOCTb Ot 270 po 330 mOcmonb/Kr 294mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

cnpen HasanbHbiA 4O3MPOBaHHbIN, 22,5 MKr/ao3a

05503227
334140A

Manufacturing date (mm.yyyy): /

Oarta npoussoacTea (MM.rrrr):

10.2024

Expiry date (mm.yyyy): /
CpoK rogHoCTH (MM.ITTT):

09.2027

Manufacturer according to the

reqgistration in Russia: /

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

HQOI&:{BOBHTGI'II_: B COOTBETCTBUM

c permcrpaumenn 8 Poccum:

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

Parameter / MNapameTtp

Specifications / Cneuundoukauunu

Results / PeaynbTtathbi

Mean dose weight and
uniformity of dose weight /
CpenHas macca gosbl 1
OOHOPOAHOCTb Macchl
403bl

Mean dose weight: 45 mg +15 %.

Uniformity of dose weight: must comply.

OaHOpPOHOCTE  Macchl

COOTBCTCTBOBATH

JIO35I:

JIOJKHA

4572 mg/ 45.72 mr

Number of doses per pack
/ Konvnyectso o3 B
ynakoBke

Not less than 143 doses per container./

He meHee 143 no3 8o dpnakoHe

210 doses/ 210 pos

Related substances /
PoncTtaeHHbIe npumMecn

Impurity A (Hydrolysis product) — NMT 2.0
% I MNpumechb A (NpodyKT rugponusa) — He
donee 2,0 %.

0.0%

Impurity ZP-1 = NMT 1.5 % /
MNpumeck ZP-1 — He 6oriee 1,5 %.

0.0%

Single unidentified impurity — NMT 1.0 % /
EavHnYHas HenfeHTUdhULMpoBaHHanA
npumect — He 6onee 1,0 %.

0.0%

Total impurities — NMT 4.9 % /
Cymma npumeceit — He 6onee 4.9 %.

0.0 %

Microbial purity /
MwukpoBuronoruyeckas
yucToTa

TAMC — NMT 102 CFU/mlI /
Ob6Lwee uncno aspobHbeix bakrepuii — He
Bonee 102 KOE/Mn

0 CFU/mi/
OKOE/mMn
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CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHAJIN3A

Product: / Npoaykr

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

HA3NBUH® CEHCUTUB,
cnpen HasanbHbIW AO3UPOBaHHbIN, 22,5 MKr/Qo3a
SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne naptuu: 334140A
Manufacturing date (mm.yyyy): /
Oara npou3BoacTBa (MM.ITrT): 10.2024
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.ITIT): 09.2027

Manufacturer according to the

registration in Russia: /

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

nQOH.'.iBOQIIITEﬂb B COOTBETCTBUM

€ perucrtpauuen B Poccum:

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

TYMC — NMT 10" CFU/ml / 0 CFU/ml/
ObLyee yncno apoiCKEBbIX U NMNECHEBbIX OKOE/mn
rpu6os — He 6onee 10! KOE/mn

Pseudomonas aeruginosa — absence/ml / Absentin 1.0 mi/
OTcytcTBue Pseudomonas aeruginosa/mn. | Otcytcreyet B 1,0 mn

ruapoxnopug

Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OTtcyTcTBUue Staphylococcus aureus/mn. OTcytcrayer 8 1,0 Mn
Assay 450 — 525 ug of oxymetazoline 510 pg/ml / 510 Mkr/mn
Oxymetazoline hydrochloride/ml. /
hydrochloride / 450 — 525 mKkr okcumeTasonuHa
KonnyectseHHoe rugpoxnopuga/mn.
onpeaeneHvie
OxkcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / NMpooykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 yg/dose /
HA3UBUH® CEHCUTUB,

cnpen HasanbHbIW AO03UPOBaHHbIN, 22,5 MKr/ao3a

05503227
334140A

Manufacturing date (mm.yyyy): /

Oara npoussoacTea (MM.IIrT):

10.2024

Expiry date (mm.yyyy): /
CpoK rogHoCTH (MM.FFTT):

09.2027

Manufacturer according to the

reqgistration in Russia: /

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

MpousBoauTENnL B COOTBETCTBUM

c peructpauuven B Poccuu:

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

Parameter / MNapameTtp

Specifications / Cneundukaumm

Results / PeaynbTtaThl

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 8o crakoH
13 NONMaTUIIEHA BbICOKON
MAOTHOCTM C JO3VPYIOLLM
YCTPOWCTBOM U € 3aLLUTHON
KPbILLKOW U3 nonuaTtuneHa
BbICOKOW NAOTHOCTM.

Mo 1 dnakoHy BmecTe ¢
WHCTPYKUUER NO NPUMEHEHUIO B
nayvky 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 BO nakoH
13 NONMaTUEHA BbICOKON
NAOTHOCTM C AO3NPYIOLLIUM
YCTPOWCTBOM ¥ C 3aLMTHON
KPbILLKONW U3 NonmaTuneHa
BbICOKOW NMOTHOCTW.

Mo 1 chnakoHy BMecTe C
WHCTPYKUMEN MO NPUMEHEHWIO B
nayky KapTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBeTCTBMM € HOPMATUBHOM
LOKYMEeHTaunen.

Complies as prescribed /
CooTBETCTBYET NpeAnnMcaHHoOMY

Storage conditions /
Ycnosusa xpaHeHns

At the temperature not more than 25°C. /

Mpw TemnepaType He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3 roga
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CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHAJIU3A

Product: / MpoaykT NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 yg/dose /
HA3NBUH® CEHCUTUB,
cnpeil HasanbHbIW 0O3UPOBaHHbINA, 22,5 MKr/ao3a
SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne naptum: 334140A
Manufacturing date (mm.yyyy): /
Oata npoussogcTea (MM.ITrIT): 10.2024
Expiry date (mm.yyyy): /
CpoK rogHoCTH (MM.ITTT): 09.2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MNpoussoauTensL B COOTBETCTBUM
c peructpauuein B Poccuu: «®amap Xanc Kea Cepsuces Maapuag, C.A.Y.»

API name / HaumeHoBaHune A®C:

Oxymetazoline hydrochloride / OkcumeTasonuna

rmapoxnopua
INN / MHH: Oxymetazoline / OkcumeTazonuy
API manufacturer batch number /
Homep cepuu npoussogutens A®C: 23212090
FP Manufacturer API Batch number ) 2401174

Homep cepum cybecTaHuum npousBoguTens MNo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /

Mpoussoautens ADC, cTpaHa: 3urcpug PapmaXemukanmer Musger M'mbX,
FepmaHus

Assessment: / 3aknioyeHue: The batch complies with the specification according to ND J1M-

000511-211022 amendment 1 from 03.11 .2023 // MapTuna

COOTBETCTBYET crneundukaumam HopmaTtueHoro gokymerta J1MMi-
000511-211022 uameHeHue Ne1 ot 03.11 .2023

Date / Signature of Qualified Person: /
Qata / noanucb yNONHOMOYEHHOIO Nuua:

2C WOV 2021 / . 1
o C
SUQAC.LQ P Scﬁedksl, / Qr

FARAR MALRIN




