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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr

SAP-Code: / Koa SAP:
Batch no.: / N2 napTtum:

NASIVIN® SENSITIVE

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

HASUBUH® CEHCUTUB,

cnpen HasanbHbIW A03UPOBaHHbIN, 11,25 MKr/go3a

05502960
303820A

Manufacturing date (mm.yyyy): /

Oarta npousBoacTBa (MM.ITrT):

10/2023

Expiry date (mm.yyyy): /
Cpok rogHocTy (MM.ITrr):

10/2026

Manufacturer according to the

registration in Russia: /

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

MNpoussoauTens B COOTBETCTBUM

C perucrpaumein B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneundukaumnmn

Results / PesynbTtaTthl

Identification
Oxymetazoline
hydrochloride /
MognuHHOCTL
OkcumeTasonuHa
rMAPOXIopuL,

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. / Bpemsa
YAEPXUBAHNA OCHOBHOMO MMKa Ha
XpOMaTorpaMmmMe UCMbITyEMOro pacTeopa
AOIMKHO COOTBETCTBOBATL BPEMEHMU
YAEpXKMBaHWA OCHOBHOIO NvKa Ha
XpomaTorpamme CTanfapTHOro pacteopa
OKCMMETa30NMHa rmapoxnopuaa,
NOMyYEHHOW NpY KONUYECTBEHHOM
onpegeneHuu.

conforms / cooTBeTCTBYET

Clarity / NMpo3pay4HocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuus npenapara He 4oIMKHa
npeBbIlaTh onanecueHUuo 3TarnoHa
cpaBHeHus |.

conforms / cooTBeTCcTBYET

Color of the solution /
LiBeTHOCTb pacTBOpa

The product should be not more colored than
color reference solution Y7 / MNpenapat
[omxkeH ObiTh OKpalleH He Gonee
WHTEHCUBHO, YeM 3TarnoH Y7.

conforms / cooTBeTcTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007
OTtHocutenbHas nnotHocTb | OT 1,006 go 1,010

(d 20/20)

pH / pH From5.61t06.1/0T1 56 no 6,1 5.8

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

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

Cnpen HaszanbHbIA 0O3UPOBaHHLINA, 11,25 MKr/go3a

HA3UBUH® CEHCUTUB,
SAP-Code: / Kon SAP: 05502960
Batch no.: / Ne naptuu: 303820A
Manufacturing date (mm.yyyy): /
Oarta npouzeogcTBa (MM.ITIT): 10/2023
Expiry date (mm.yyyy): /
Cpok rogHoCcTU (MM.ITTT): 10/2026

Manufacturer according to the

registration in Russia: /

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

MpouasoguTenk B COOTBETCTBUU

c perucrpauuei B Poccum:

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

Parameter / Napametp

Specifications / Cneundukaumm

Results / PesynbTathl

Mean dose weight and
uniformity of dose weight /
CpepHasa macca [o3bl n
04HOPOAHOCTb Macchl
A03bl

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. /

CpepaHsasa macca gosbi: 45 mr + 15 %.
OaHopoaHOCTb Macchl 403bl: CpeaHss
macca go3bi + 25 %.

He 6onee 2 u3 10 nos > £ 25 % oT cpeaHen
Macchbl 4,03bl.

Ho Bceraa < + 35 % oT cpenHen macchl
003bl.

44.03 mg/44.03 mr

Related substances /
PoacTteeHHble npumecu

Impurity A (Hydrolysis product) — NMT 0.5
% / Mpumechb A (NPOAYKT rmaponusa) — He
6onee 0.5 %.

0.0%

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

0.0 %

Single unidentified impurity — NMT 0.1 % /
EavHnyHas HengeHTuduumposaHHas
npumech — He 6onee 0.1 %.

0.0%

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

0.0%
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpoaykr

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

HA3UBUH® CEHCUTUB,
cnpei HasanbHbIW OO3UMPOBaHHbINA, 11,25 MKr/ao3a
SAP-Code: / Kon SAP: 05502960
Batch no.: / Ne naptum: 303820A
Manufacturing date (mm.yyyy): /
[arta npoussoacTsa (MM.rrrr): 10/2023
Expiry date (mm.yyyy): /
Cpok rogHoCTH (MM.FTIT): 10/2026

Manufacturer according to the

reqgistration in Russia: /

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

Hpouaaggurenb B COOTBETCTBUM

C perucTtpauuen B Poccuu:

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

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml/
Mukpobuonoruueckas OB6Lee uncro aspobHbix BakTepui — He 0 KOE/mn
yucToTa 6onee 102 KOE/mn
TYMC — NMT 10" CFU/mi / 0 CFU/ml/
ObLee umcno gpoXoKEBbIX Y MECHEBbIX 0 KOE/mn
rpuboB — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OtcytcTBue Pseudomonas aeruginosa/mn. | OtcytctByeT B 1,0 mMn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OtcyTcrBue Staphylococcus aureus/mn. Otcytcteyet B 1,0 Mn
Assay 225 - 262.5 pg of oxymetazoline 249.7 ug/ml 1249.7
Oxymetazoline hydrochloride/ml. / MKr/mMn
hydrochloride / 225 — 262,5 MKr okcMmeTasonuHa
KonuuecTteeHHoe ruapoxnopuaa/mn.
onpegeneHve
OkcumeTtasonuHa
rmapoxsnopua
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJIU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pg/dose /
HA3WBUH® CEHCUTUB,
crnpen HasanbHbIN go3upoBaHHbInA, 11,25 MKr/ao3a
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptuu: 303820A
Manufacturing date (mm.yyyy): /
Oara npou3BoacTBa (MM.IIrT): 10/2023
Expiry date (mm.yyyy): /
Cpok rogHOCTU (MM.FTTT): 10/2026
Manufacturer according to the
reqgistration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpoussoauTern B COOTBETCTBUM
c perucrpauuen B Poccuu: «®amap Xanc Kea CepBuces Magpua, C.A.Y.»
Parameter / Napametp | Specifications / Cneundukaumm | Results / PesynsTathl
Packaging / Ynakoska Per 10 ml into a bottle of high- Per 10 ml into a bottle of high-
density polyethylene with dosage |density polyethylene with dosage
device and protective cap of high- | device and protective cap of high-
density polyethylene. density polyethylene.
1 bottle enclosed with leaflet into | 1 bottle enclosed with leaflet into
carton box. / carton box. /
Mo 10 mn npenapata Bo ¢nakoH |[lMo 10 mn npenapaTa BO ¢rakoH
13 NONMW3THIEHA BbICOKON 13 NONUITUNEHA BbICOKOM
NNOTHOCTU C AO3UPYOLLIUM NNOTHOCTU C [O3UNPYHOLUUM
YCTPONCTBOM V1 C 3aLNTHON YCTPOWCTBOM 1 C 3aLLUTHOWN
KPbILLKON U3 NONMaTureHa KPbILLKOW U3 NONW3TUINEHa
BbICOKOM MIIOTHOCTW. BbICOKOW MNOTHOCTH.
Mo 1 dnakoHy BmecTe C Mo 1 dnakoHy BmecTe €
WHCTPYKUMEA NO NPUMEHEHWIO B | KHCTPYKUMEN MO NPUMEHEHWIO B
nayKy KapTOHHY!O. nayky KapTOHHYIO.
Labeling / MapkupoBka In accordance with ND. / Complies as prescribed /
B cooTtBeTcTBUM C HOpMmaTMBHON | COOTBETCTBYET NpeanucaHHomMy
OOKYMEHTauunedn.
Storage conditions / At the temperature not more than 30°C. /
Ycnosusi XxpaHeHust Mpw Temnepatype He Bbie 30 °C.
Shelf-life / Cpok xpaHeHus | 3 years / 3 roga
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3MBUH® CEHCUTUB,
cnpei HasanbHbIK JO3UPOBaHHLIN, 11,25 MKr/go3a

SAP-Code: / Kon SAP: 05502960
Batch no.: / Ne naptuu: 303820A
Manufacturing date (mm.yyyy): /

Qara npoussoacTea (MM.rrrr): 10/2023
Expiry date (mm.yyyy): /

Cpok roaHocTH (MMm.rrrr): 10/2026

Manufacturer according to the

registration in Russia: /
lMpou3ssoauTent B COOTBETCTBUM
C perucrtpauuvein B Poccuu:

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

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

APl name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTasonuHa

rmapoxnopua
INN / MHH: Oxymetazoline / OkcvmeTasonuH
API manufacturer batch number /
Homep cepum npouseogutens ADC: 23202115
FP Manufacturer  API Batch number / 2301110

Homep cepuu cy6cTaHuuu npoussogutens MMo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
Mpoussoautens A®C, cTpaHa: 3urdppug PapmaXemukanued MuHaeH MTmeX,
["epmaHus

Assessment: / 3aknrouyeHue:

The batch complies with the specification according to ND J1I1-

000511-211022 / MapTua cooTBeTCTBYET CneumdunkaLmsm
HopmaTtueHoro gokymeHTa JIM-000511-211022

Date / Signature of Qualified Person: /
[ara / noanuch yNONnHOMOYEHHOro nuua:

QA Noyzal3 /

Mcwica Sandnez /@_P

Fawor Madazial .




