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CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHAITU3A

Product: / MpoovkT

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

NASIVIN® SENSITIVE

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

HA3VBUH® CEHCUTUB,

cripeit HasanbHbIW AO3WpoBaHHbIi, 11,25 MKr/gosa

05502960
293820A

Manufacturing date (mm.yyyy): /

Hara npousBoactsBa (MM.ITrr):

06/2023

Expiry date (mm.yyyy): /
CpoOK rofHoCTH (MM.FTIT):

06/2026

Manufacturer according to the

registration in Russia: /

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

lMpounapopuTenb B COOTBETCTBUM

C perucrpaumvein B Pocchu;

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

Parameter / MapameTp

Specifications / Cneuundukauum

Resuits / PeaynkTathl

Identification
Oxymetazoline
hydrochloride /
lNopgnrHHOCTL
OkcumeTasosimHa

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
sclution, received at assay testing. / Bpewmsn
yOEPXKMBaHWUS OCHOBHOIO Nuka Ha
XpomaTorpaMmmMe UCrbITyeMoro pacteopa
JOMKHO COOTBETCTBOBATb BPEMEHU
YAepXKMBaHWUS OCHOBHOIO NuKa Ha
XpomaTtorpamme CTaHZapTHOro pacrsopa
OKCHMMETa30NuHa rmapoxnopuaa,
MOMyyYeHHOo? NpY KONMYECTBEHHOM
onpegeneHun.

conforms / cooTBeTCTBYET

Clarity / NpospavHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuusa npenapata He 40KHa
npesbilaTh ONaneCUeHUMIo 3TanoHa
cpaBHeHMs |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTb pacTBOpa

The product should be not more colored than
color reference solution Y7 / INpenapart
nomieH BblTb oKpalleH He Bonee
UHTEHCUBHO, YeM aTanoH Ys.

conforms / cooTBeTCTBYET

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

(d 20/20)

pH / pH From5.6106.1/0T1 5,6 5o 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 289 mOsmol/kg / 289
OcmonsnbHOCTb Ot 270 po 330 mOcmonb/«r MOCMoOnb/Kr
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CERTIFICATE OF ANALYSIS /| CEPTUOUKAT AHATIU3A

Product: / TTpoaykr

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

HA3SUBWH® CEHCUTUB,
cnpen HasanbHbIM Jo3upoBaHHbLIN, 11,25 MKr/go3a
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptum: 293820A
Manufacturing date (mm.yyyy): /
DaTta npon3BoacTBa (MM.ITIT): 06/2023
Expiry date (mm.yyyy): /
CpoK rogHOCTU (MM.ITTT): 06/2026

Manufacturer according to the

registration in Russia: /

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

MponspoauTesb B.COOTBETCTBUU

c peructpauuen B Poccuu:

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

Parameter / MapameTp Specifications / Cneundukauumn Results / PesynbeTtarsl
Mean dose weight and Mean dose weight: 45 mg £15 %. 46.49 mg /46.49 wmr
uniformity of dose weight/ | Uniformity of dose weight: mean dose weight
CpegaHsia macca [03bi 1 + 25 %.
04HOPOJHOCTL Macchl Max. 2 from 10 doses > + 25 % from mean
[,03bl dose weight. 0

But always < £ 35 % from mean dose

weight. / 0

CpepHasa macca fosbt: 45 mr+ 15 %.
OpHOPOAHOCTE Macchl A03bl: CpeHas
Macca [o3bl + 25 %.

He bonee 2 n3 10 pos >+ 25 % ot cpegHen |
Macch! 003bl.
Ho Bcerga < = 35 % oOT cpegHeii maccesl 0
003bl.

Related substances /
PoacTeeHHbIE NpuMeci

Impurity A (Hydrolysis product) — NMT 0.5 0.0%
% I Mpumeck A (MPoayKT rnaponnusa) — He
Gonee 0.5 %.

Impurity ZP-1 — NMT 0.5 % / 0.0 %
Mpumech ZP-1 — He Gonee 0.5 %.

Single unidentified impurity — NMT 0.1 % / 0.0%
EanHnyHan HenmaeHTUdULMpPOBaHHas
npumechb — He 6onee 0.1 %.

Total impurities — NMT 1.2 % / 0.0%
Cymma npumecei — He 6onee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTA3A

Product: / Mpoaykr

SAP-Code: / Kog SAP:
Baich no.: / Ne naptTuu:

NASIVIN® SENSITIVE

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

HA3VIBMH® CEHCUTHB,

crpen HasanbHbi Oo3KpOoBaKHbiN, 11,25 MKr/gosa

05502960
293820A

Manufacturing date (mm.vvyvy): /

Harta npoussogcTea (MM.ITIT):

06/2023

Expiry date (mm.yyyy): /

CpoK rogHocTH (MM.ITIT):

06/2026

Manufacturer according to the

registiration in Russia: /

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

fiponsBoauTElib B COOTBETCTBUM

¢ perucrpaunen B Poccuu:

«®amap Xaric Kea Cepauces iagpua, C.AY.»

Microbial purity / TAMC — NMT 10% CFU/ml/ 0 CFU/mi/
Mukpobuoriornyeckasn O6wyee vncno asapobHbix bakTepuin — He 0 KOE/mn
yncrToTa Bonee 102 KOE/mn
TYMC — NMT 10" CFU/ml / 0 CFU/ml/
OBLyee YiCnC OPONOKEBLIX U NNecHeBLIX 0 KOE/mn
rpn6os — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 m!/
OtcyTcTBre Pseudomonas aeruginosa/mn. | Otcytcteyet B 1,0 Mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
Otcyreraue Staphylococcus aureus/vin. OtcyTeteyet B 1,0 Mn
Assay 225 - 262.5 ug of oxymetazoline 245.7 ug/iml [/ 245.7
Oxymetazoline hydrochloride/ml. / MKr/Mn
hydrochloride / 225 — 262,5 MKr oKcuMeTas3onnHa
KonuuyecteBeHHOS rugpoxnepuaa/mi.
onpegeneHne
OkcumeTasonvHa
rmapoxnopug
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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHAJTIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3WBWH® CEHCUTUB,

crnpei HasanbHbIA Ao3upoBaHHbLIK, 11,25 mkr/gosa

05502960
293820A

Manufacturing date (mm.yyyy): /

HNarta npousBoacTBa (MM.ITIT):

06/2023

Expiry date (mm.yyyy): /
CpoK rogHocT (MM.TTIT):

Manufacturer according to

06/2026
the

registration in Russia: /

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

[TpousBoauTElb B COOTBETCTBUM

C perucrpauueri B Poccun:

«®damap Xanc Kea CepBuces Magpug, C.A.Y.»

Parameter / apametp

Specifications / Cneuudukaumuu

Results / Pesynbrarthbi

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 hnakoH
13 MOMMaTUNEHa BLICOKOW
NNOTHOCTA C LO3UPYHOLLNM
YCTPOWUCTBOM U C 3aLUTHON
KPBILLKOW 13 NOnmnaTuieHa
BbICOKOW MNOTHOCTK.

Mo 1 chriakoHy BMecTe ¢
MHCTPYKUMEN 1O NPUMEHEHWIO B
na4vky KapTOHHYO.

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 qfiakoH
13 NONM3TUNEHA BbICOKON
MNOTHOCTY C OO3UPYIOLLAM
YCTPOWCTBOM U C 3aLLNTHON
KPbILLKOW U3 NOMM3TUNEHa
BbICOKOW NIIOTHOCTN.

Mo 1 hrnakoHy BmecTe ¢
WHCTPYKUMWEN MO NPUMEHEHWIO B
Na4yKy KAPTOHHYIO.

Labeling / MapkupoBska

In accordance with ND. /
B cOOTBETCTBUN C HOPMAaTUBHOM
[OKYMeHTaLnEN.

Complies as prescribed /
CooTBeTCTBYEeT NpeanucaHHoMy

Storage conditions /
Ycnosus xpaHeHus

At the temperature not more than 30°C. /

Mpun Temnepatype He Bbiwe 30 °C.

Shelf-life / Cpok xparerus

3 years/ 3 roga
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CERTIFICATE OF ANALYSIS /| CEPTUOUKAT AHANTU3A

Product: / [lpoaykr

SAP-Code: /| Koo SAP:
Batch no.: / Ne raptun:

Manufacturing date {mim.yvyv): /

Dara npounsBoncTBa (MM.ITIT):
Expiry date (mm.yyvyy): /

CpoK rogHOCTH (MM.ITTT):
Manufacturer according to the
registration in Russia: /

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pug/dose /
HA3SKBIWH® CEHCIHTUB,

crnpem HasanbHbLIN JO3upoBaHHbIiA, 11,25 Mkr/gosa
05502960

293820A
06/2023
06/2026

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

HpousBoauTesib B COOTBETCTBUHU

C pervicTpaunech 8 Poccui:

«®Damap Xaric Kea Cepsuces Magpug, C.A.Y.»

API name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OxkcumeTasonuxa

rnapoxnopug
INN / MHH: Oxymetazoline / OxcumeTasonunH
f\‘PI manufacturer bat?fl ~ number ! 21392088
Homep cepuun npouzsoautena APC:
FP Manufacturer  API Batch number [/ 2300648

Howep cepuu cyGeTaHumy npoussogutens Fo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by country / Germany /
MpouzeoauTens A®C, cTpaHa: 3urdopun QapmaXemvikanued Munger FubX,
"epmanus

Assessment: / 3aknoyeHue:

Date / Signature of Qualified Person: /

The batch complies with the specification according to ND Jil1-

000511-211022 / MapTua cooTBETCTBYET crieLudukaLmuam
HT MOA_NNNEA441_914N90

Darta / nognvick YAOSIHOMOYEHHOTO NKila:

18AVE 2512 / //4\

L LL{D

CAma

HAarlasy /ae

MAD Ly







