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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNU3A

Product: / Mpoavkr

SAP-Code: / Koan SAP:
Batch no.: / Ne naptun:

NASIVIN® SENSITIVE

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

HA3SBUH® CEHCUTUB,

cnpen HasalbHbIN 403KpPOoBaHHbIN, 11,25 MKr/gosa

05502960
293860A

Manufacturing date (mm.yyyy): /

OdaTta npon3BoacTsa (MM.Irrr:

06/2023

Expiry date (mm.yyyy): /
Cpok regHocT¥ (MM.ITTT):

06/2026

Manufacturer according to the

registration in Russia: /

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

[ipou3BoauTeNb B COOTBETCTBUM

< perncrpaunei B Poccuin:

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

Parameter / fiapameTp

Specifications / Cneunudukauum

Resuits / PeaynbTaThl

Identification
Oxymetazoline
hydrochloride /
[MoanuHHOCTb
OkcumeTtasonuHa
ruapoxnopug

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
yOEPKMBaHUS OCHOBHOTO MNuka Ha
XpomaTorpamme UCnbITYeMoro pacrsopa
OOIMKHO COOTBETCTBOBATL BPEMEHU
YAEPXXMBAHNSA OCHOBHOTO MKa Ha
XpomaTorpamme CTaHgapTHOro pacTeopa
oKkcumMeTasoriHa ruapoxnopuaa,
NONy4YEHHON NPU KONMYECTBEHHOM
onpegeneHun.

conforms / cooTBeTcTBYET

Clarity / INpospavHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuus npenapara He OoMmKHa
npesbiwaTh onanecueHUno dTanoHa
cpasHeHus |.

conforms / cooTBeTcTBYET

Color of the solution /
LiBeTHOCTb pacTeopa

The product should be not more colored than
color reference solution Y / Ipenapat
JornkeH BbiTh okpalleH He Gonee
UHTEHCUBHO, Yem 3TanoH Ys.

conforms / cooTBeTCTBYET

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

(d 20/20)

pH / pH From5.6t06.1/071 56 p006,1 59

Osmolality / From 270 to 330 mOsmol/kg / 288 mOsmol/kg / 288
QOCcMoNsinbLHOCTb Ot 270 po 330 mOcmons/kr mOcMonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / MpoaykKT

NASIVIN® SENSITIVE

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

cnpei HasanbHbIV Jo3MpoBaHHbIk, 11,25 MKr/gosa

HA3UBWH® CEHCUTHUB,
SAP-Code: / Kog SAP: 05502960
Batch no.:/ Ne naptuu: 293860A
Manufacturing date (mm.yyyy): /
HMaTa npousBoAcTBa (MM.ITIT): 06/2023
- Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.IIIT): 06/2026

Manufacturer according to the

registration in Russia; /

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

fpousBoauTesib B COOTBETCTBUNU

¢ perucTpauuen B Poccuu:

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

Parameter / [lapameTp

Specifications / Cneuudmkaumnmn

Results / PesynbTarhl

Mean dose weight and
uniformity of dose weight /
- CpepnHsasi macca [03bl U

‘ OAHOPOAHOCTL Macchl
[,03bl

Mean dose weight: 45 mg 15 %.

Uniformity of dose weight: mean dose weight
125 %.

Max. 2 from 10 doses > £ 25 % from mean
dose weight.

But always < *+ 35 % from mean dose
weight. /

CpepHsist macca A03bl: 45 mr + 15 %.
OpHOPOAHOCTE MACcChl [03bl: CPEHSAA
macca fo3bl = 25 %.

He 6onee 2 u3 10 no3 > + 25 % ot cpepHen
mMacchl J03bl.

Ho Bceraa <+ 35 % OT cpegHei macchbl
[,03bl.

46.12 mg/ 46.12 mr

Related substances /
PoacTteeHHbIE NpyMmecH

Impurity A (Hydrolysis product) — NMT 0.5
% / Mpumeckb A (MPoAyKT ruaponnsa) — He
6onee 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 % /
EnnHuuHas HenaeHTuduumpoBaHHas
npumeck — He 6onee 0.1 %.

0.0 %

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

0.0 %
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CERTIFICATE OF ANALYSIS / CEPTU®GUKAT AHAITU3A

Product: / MpooavkT

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

HA3NBUH® CEHCUTIKB,
cripeu HaszanbHbI JO3UPOBaHHbLINA, 11,25 MKr/gosa
SAP-Code: / Kon SAP: 05502960
Baich no.: / Ne napruu: 293860A
Manufacturing date (mm.yyyy): /
LaTta npousronctBa (MM.ITIT): 06/2023
Expiry date (mm.yyyv): /
Cpok rogHocT (MM.TTIT): 06/2026

Manufacturer according to the

registration in Russia: /

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

[ibonzBoauTenks B COOTBETCTBUM

C pericTpaiveri B Poccui:

«®amap Xaric Kea Cepsuces Magpuag, C.AY.»

MViicrobial purity / TAMC — NMT 102 CFU/mI/ 0 CFU/ml/
Mukpobuonornyeckas Obwwee uncrio aspobHbix BakTepuii — He 0 KOE/mn
ynucToTa 6onee 102 KOE/mn
TYMC — NMT 10" CFU/ml / 0 CFU/mi/
O6biee uncno ApodoKeBblX U NIECHEBbLIX 0 KOE/mn
rpubos — He 6onee 10" KOE/mn
Pseudoimionas aeruginosa — absence/ml / Absent in 1.0 ml/
OtcyrctBue Pseudomonas aeruginosa/mn. | OteytcteyeT 8 1,0 Mn
Staphylococcus aureus — absence/mi. / Absentin 1.0 ml/
OtcytcTBue Staphylococcus aureus/min. OtcytctByer B 1,0 mn
Assay 225 — 262.5 jg of oxymetazoline 247.5 yg/ml/247.5
Oxymetazoline hydrochloride/ml. / MKE/MI
hydrochioride / 225 — 262,5 MKr okCcuMeTasonuHa
KonuuecrtsexHoe rmapoxnopuaa/mn.
onpegerneHne
OxcumeTasonuHa
rugpoxnopug
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CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHAITU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pyg/dose /
HA3NBWH® CEHCUTUB,

cnpeii HazanbHbI Ao03MpoBaHHbINn, 11,25 MKr/nosa

05502960
293860A

Manufacturing date (mm.yyyy): /

HaTta npouspoAcTBa (MM.IITT):

06/2023

Expiry date (mm.yyyy): /

CpoK rogHoCTU (MM.Frrr):
Manufacturer according to

06/2026
the

registration in Russia:/

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

NpousBoguTerb B COOTBETCTBUM

¢ peruncrpaunein B Poccuu:

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

Parameter / [lapameTp

Specifications / Cneuuncpukaumm

Results /| PesynbTtarhl

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. /

o 10 mn npenapaTta BO (hfiakoH
N3 MONMaTUNEHa BLICOKON
NNOTHOCTW C A03UPYIOLLAM
YCTPOWCTBOM W C 3aLLUTHOM
KPBILLKON Y3 NonuaTurieHa
BbICOKO MIOTHOCTY.

Mo 1 dhnakoHy BMecTe C
MHCTPYKUMER NO NPUMEHEHNIO B
navky 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 dnakoH
N3 ronuaTUneHa BLICOKON
NNOTHOCTY € A03UPYIOLLIM
YCTPONCTBOM U C 3aLLUTHON
KPBbILLKOW 13 MONUaTureHa
BLICOKOW MAOTHOCTMW.

(Mo 1 hnakoHy BMmecTe ¢
MHCTPYKUWEHR MO NPUMEHEHUIO B
nayky KapTOHHYIO.

Labeling / MapkupoBska

In accordance with ND. /
B cOOTBETCTBUM C HOPMATMNBHON
JOKyMeHTaumen.

Complies as prescribed /
CooTBeTCTBYET NpeanucaHHoMy

Storage conditions /
Ycnosusi XpaHeHns

At the temperature not more than 30°C. /

Mpn Temnepatype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years/ 3roga
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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHATTU3A

Product: / [TpoaykTt

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

Manufacturing date (mm.yyyy): /
Data npowu3Boactsa (MM.Irrr):
Expiry date (mm.yyvy): /

CpOK roaHOCTU (MM.ITIT):
Manufacturer according to the
registration in Russia: /

fipoyzBoguUTeNnb B COOTBETCTBUY
¢ perucrpaluey B Poccui:

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HASUBNH® CEHCUTUB,

cripeyi HasanbHbIl 0O3UPOBaHHbLIN, 11,25 MKr/go3a

05502960
293860A

06/2023
06/2026
Famar Health Care Services Madrid, S.A.U./

«Pamap Xarsic Kea CepBuces Magpua, C.AY.»

APl name / HaumeHoBaHue A®C:

Oxymetazoline hydrochloride / OkcumeTasonuna

rmapoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonunH
API manufacturer batch number /
Homep cepun npouzsogutena AGC: 21392088
FP Manufacturer API Batch number / 2300648

Howmep cepum cybeTarymu npoussoauTens MMo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
MpounssoguTens A®C, cTpaHa: 3urcbpug PapmaXemukanned MungeH MubX,
Cepmanus

Assessment: /| 3aknioyeHue:

The batch complies with the specification according to ND J11-

000511-211022 / MapTna cooTBETCTBYET CreLnduKaLmnsm

H

Date / Signature of Qualified Person: /

ANAIATIAD
Ul\lIVIG vip

Mr_NNNE44_244099
HCOIC ACKyMEeHTa s M-000511-211022

Hata / noanyuckL VNONHOMOYEHHOIO nuua:

AEAU & 20712 //74\

LM3

Lamsier /ae
FAMAR MADRLS







