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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / [1poaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 uag/dose /
HA3UBWH® CEHCUTUB,
: crpei HasanbHbIV JO3UPOBaHHbLIN, 22,5 MKr/go3a
SAP-Code: / Kop SAP: 05502959
Batch no.: / No mnaptuu: 295660A
Manufacturing date (imm.yyyy): /
HDara npovsBoacTBa (MM.ITIT): 06/2023
Expiry date (mm. 2/
Cpok rooHoCcTH (MM.ITIT): 06/2026

Manufacturer according to the
— registrationinRussiar/ — FamarHealth Care Services Madrid, S.AUL
Mpounasonutent B COOTBETCTRUU

c perucrpauunen B Poccuu: «®amap Xanc Kea Cepeuces Magpua, C.AY.»
Parameter / NapameTp Specifications / Cneuntukaunnu Resuits / PesynbTathi
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
MNoanMHHOCTL of the main peak on the chromatogram of the
OxkcumeTtazonuHa oxymetazoline hydrochloride standard
rmgpoxnopup solution, received at assay testing. / Bpems

P

XpomaTorpamme UCnbiTyeMoro pactsopa
OOMKHO COOTBETCTBORBATL BpeMeH!
YASPKMBAHWSA OCHOBHOIO Nuka Ha
XPOMaTOrpaMMe CTaHAAPRTHOMS pacTeopa
OKCUMETAa30MnHa rugpoxnopuaa,
MOSYYEHHOW NPK KONMYECTBEHHOM
onpepeneHun.

Clarity / lNpospayHocTb The product should be not more opalescent |conforms / cooTBeTcTBYET
than reference suspension 1./
OnanecueHuUuWa npenapaTta He Ao/MKHa
npesbILiaTh onanecyeHumto atTanoHa

cpaBHeHus |.
Color of the solution / The product should be not more colored than | conforms / cooTeeTcTBYET
LiBeTHOCTb pacTBopa color reference solution Y7 / MNMpenapart

JormkeH BbITk OKpalleH He Bornee
WHTEHCUBHO, YeM 3TanoH Ys.

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTHocutensHaa nnotHocth | OT 1,008 po 1,010

(d 20/20)

pH / pH From56106.1/0T 5,6 p06,1 59

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

OcmonsnbHOCTh Ot 270 no 330 mOcmonb/Kr MOCMORnb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTUSA

Product: [ MpoOyKTt

SAP-Code: / Kog SAP:
Batch no.: / N2 naptum:

NASIVIN® SENSITIVE

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

HA3MBUH® CEHCUTUB,

cnpen HazanbHbIN AO3UPOBaHHbIN, 22,5 MKI/ao3a

05502959
295660A

Manufacturing date (mm.yyyy): /

Nata npoussoacTBa (MM.TIIT);

06/2023

Expiry date (mm.yyyv): /

CpOK rogHOCTY (MM.ITIT):

06/2026

Manufacturer according to the

registration in Russia: /

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

MpounssoauTtenb B COOTBETCTBUM

C perucrTpaunein B Poccuu:

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

Parameter / NapameTp

Specifications / Cneuncpukauum

Results / Pe3ynbTtathl

Mean dose weight and
uniformity of dose weight /
CpenHsasa macca A03bl 1
OHOPOAHOCTL MaccCh!
£,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. /

CpegHss macca fosbl: 45 mr + 15 %.
OpHOpoaHOCTb Macchl [03bl: CcpeaHsa
Macca 103bl + 25 %.

He 6onee 2 n3 10 no3 > + 25 % ot cpegHen
Macchbl 403bl.

Ho Bcerna < + 35 % o7 cpegHen macchl
0035,

43.10 mg / 43.10 mr

Related substances /
PopacTteeHHble npuMec

Impurity A (Hydrolysis product) - NMT 0.5
% / Mpumech A (MPoAyKT rmapornunsa) — He
tonee 0.5 %.

0.0 %

Impurity ZP-1 — NMT 0.5 % /
Mpumecb ZP-1 — He Bonee 0.5 %.

0.0 %

Single unidentified impurity - NMT 0.1 % /
EavnnyHas HengentuduumuposaHHas
npumeck — He 6onee 0.1 %.

0.0 %

Total impurities — NMT 1.2 % /
Cymma npumecen — He bonee 1.2 %.

0.0 %
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATN3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

crnpen HasanbHbIN JO3UPOBaAHHbIN, 22,5 Mkr/nosa

HA3UBUH® CEHCUTIUB,
SAP-Code: /[ Kog SAP: 05502959
Batch no.: / No naprtun: 295660A
Manufacturing date (mm.vvvv): /
Hata npouvsBoacTBa (MM.TTIT): 06/2023
Expiry date (mm.yyvyy): /
Cpok rogHoCTy (MM.TTTT): 06/2026

Manufacturer according to the

registration inRussia:/  Famar Health Care Services Madrid, S.A.U./

Moou3soanTENiL B COOTBETCTRUNK

€ perucrpauuen B Poccuu:

«®amap Xanc Kea Cepeuces Magpua, C.ALY.»

rMapoXIopug,

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml/
Muxpobuonoruyeckas O6uwee Yncno aspobHbix HakTepuih — He 0 KOE/mn
yucToTa Bonee 10% KOE/mn
TYMC — NMT 10" CFU/mi / 0 CFU/mi/
ObLee Yncro gpoXOKEBLIX N NIECHEBLIX 0 KOE/mn
rpubos — He Gosnee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 mi/
OTcyteTene Pseudoinonas aeruginosaivn. | OtcyterayeT B8 1,0 M
Staphylococcus aureus — absence/ml. / Absentin 1.0 mi/
OTcyterue Staphylococcus aureusivn. Oteyrerayer 8 1,0 min
Assay 450 — 525 ug of oxymetazoline 503:9 pg/ml / 503.9
Oxymetazoline hydrochloride/ml. / K/ T
hydrochloride / 450 - 525 MKr oKCUMETa30MMHa
KonnyecrtseHHoe ruppoxnopuga/mn.
onpegeneHune
OxcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / MMpoaykTt

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

NASIVIN® SENSITIVE

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

cnpeii HasanbHbIN O3UPOBaHHbIW, 22,5 Mkr/ao3a

05502959
295660A

Manufacturing date (mm.yyyy): /

[Oara npou3BoAcTBa (MM.ITTT):

06/2023

Expiry date (mm. i
CpoK rogHOCTU (MM.ITTT);

06/2026

Manufacturer according to the

reaistration in Russia: /

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

[pon3BoauTesib B COOTBETCTBUK

¢ peructpauuen B Poccum:

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

Parameter / lMapameTp

Specifications / Cneundukaunu

Results / PesynbTarhbl

Packaging / Ynakosxa

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 bJ1akoH
13 NOrnmnaTuneHa BbICOKOW
NAOTHOCT € A03UPYIOLLUM
YCTPONCTBOM 1 C 3aLUUTHOM
KPbILLKO/ 13 NONnaTurieHa
BBICOKOW MMOTHOCTMU.

Mo 1 cdhnakoHy BMecCTe ¢
WHCTPYKLIMEN MO NPUMEHEHNIO B
nadky 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 pnakoH
N3 NONU3TUMNEHa BbICOKON
fINOTHOCTY C SO3MPYIOLLNM
YCTPONCTBOM U C 3aLLNTHOW
KPBILLIKOW 13 NonuaTuneHa
BbICOKOW MSIOTHOCTH.

o 1 dpnakoHy BmecTe C
NHCTPYKUKMEN NO NPUMEHEHUIO B
nayky KapTOHHYIO.

Labeling / MapkupoBska

In accordance with ND. /
B coOTBETCTBMN C HOPMaTUBHON
JOKyMeHTaLuunen.

Complies as prescribed /
CooTBeTcTBYET NpesnncaHHoOMy

Storage conditions /
YCnoBus XxpaHeHus

At the temperature not more than 30°C./

Mpw Temneparype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHexus

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

Product: / [poOyKr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /
HA3UBKH® CEHCUTHUB,
cripen HasanbHbI DO3MPOBaHHbLIN, 22,5 Mkr/go3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne napTuu: 295660A
Manufacturina date (mm.vvyv): /
Data npousBoacTBa (MM.ITIT): 06/2023
Expiry date (mm.yyyy): /
Cpok rogHocT¥ (MM.TTTT): 06/2026
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid,-S.A.U./
MpousBoOuTEnb B COOTRETCTBUMY
C perucrpauuein B Poccun: «®amap Xanc Kea Cepeuces Magpua, C.A.Y.»

Assessment: / 3akioueHue: The batch complies with the specification according to ND J1-

000511-211022 / IMapTua cooTBETCTBYET CreLudukaLmam

HopMaTtuBHOro gokymenTa Ji1-000511-211022
Date / Signature of Qualified Person: / A9 >u [7 212 / /74

Data / nognvich ViIoHOMOYSHHOIO nuua:

~

/s LA AT S

FARAL maolas






