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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

Product: / Mpoaykr

SAP-Code: [ Kon SAP:
Baich nio.: / Ne naptin:

NASIVIN® SENSITIVE

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

HA3BWH® CEHCIATHB,

cnpeit HasanbHbLIM O3UPOBaHHLIN, 11,25 MKkr/gosa

05502960
294430A

Manufacturing date {mm.vvyv): /

Darta npoussogcrtea (MM.ITIT):

06/2023

Expiry date (mm.yyyv): /
Cpok rogHocTu (MM.ITIT):

06/2026

Manufacturer according to the

registration in Russia: /

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

IipousBoauTesib B COOTBETCTBUM

C perucrpauyiei B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneuudpukaumm

Results / Pesynbrarhi

Identification
Oxymetazoline
hydrochloride /
MoanvMHHOCTb
OxcnmeTasonuHa
ruapoxnopus

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. / Bpema

LIV TY QL LGOSty OOy, T

YASPXKUBAHNA OCHOBHOIO NUKa Ha
XpomaTorpamMmme MCnbITyemoro pacTeopa
AOIMKHO COOTBETCTBOBATHL BPEMEHU
YAEPXUBaHA OCHOBHOTO Mkika Ha
XpomaTorpammMe CTaHAapTHOro pactsopa
OKCUMETa3oMHa rMapoxmopuaa,
Nony4eHHON Npu KONMMYECTBEHHOM
orpegeneHuny.

conforms / cooTBeTCTRBYET

Clarity / MpospayHocTb

The product should be not more opalescent
than reference suspension |. /
Onanecuernuus npenapara He 4omKHa
NpPeBbILIaTh OnanecUeHUmo 3TanoHa
CpaBHeHus |.

conforms / cooTBeTcTBYET

Color of the solution /
LiBeTHOCTb pacTBoOpa

The product should be not more colored than
color reference solution Y7 / Mpenapat
AorbkeH BbiTh OKpalleH He Bonee
VNHTEHCMBHO, YeM 3TanoH Ys.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / |From 1.006 to 1.010/ 1.008
OtHocutensHas nnoTtHocTs | OT 1,006 go 1,010

(d 20/20)

pH/ pH From5.6t06.1 /0T 5,6 5o 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 289 mOsmol/kg / 289
OcmonsnbHoOCTb Ot 270 po 330 mOcmonb/kr MOCMmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / [1poaykT

NASIVIN® SENSITIVE

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

chpeit HasanbHbLIN 003MPOBaHHbIN, 11,25 Mkr/go3a

HA3VIBMH® CEHCUTUB,
SAP-Code: / Koa SAP: 05502960
Batch no.: / Ne napTuu: 294430A
Manufacturing date (mm.yyyy): /
OaTta npoussoacTBa (MM.ITIT): 06/2023
Expiry date (mm.yyyy): /
Cpok rogHocTh (MM.ETIT): 06/2026

Manufacturer according to the

registration in Russia: /

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

MpounzsoguTenb B COOTBETCTBUN

¢ peructpaumen B Poccuu:

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

Parameter / NapameTp

Specifications / Cneuundmkauum

Results / Peaynbtarhbl

Mean dose weight and
uniformity of dose weight/
CpepHsas macca Ao3bl 1
O[IHOPOZHOCTb Macchbl
[,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. /

CpepHsasi macca [03bl: 45 mr + 15 %.
OaHOPOAHOCTL MacChl [03bl: CpefHsAs
mMacca 1036l + 25 %.

He 6onee 2 13 10 po3 > + 25 % oT cpeaHel
Macchbl A03bl.

Ho Bcerpa < + 35 % oT cpefHei macchl
403bl.

46.32 mg / 46.32 mr

Related substances /
PopcTBeHHbIe NPUMECH

Impurity A (Hydrolysis product) — NMT 0.5
% / Mpumecb A (MPOAYKT rMaponusa) — He
6onee 0.5 %.

0.0%

Impurity ZP-1 —NMT 0.5 % /
MNpumecs ZP-1 — ne 6onee 0.5 %.

0.0%

Single unidentified impurity — NMT 0.1 % /
EnvHnunas HengeHTuulmpoBaHHas
npumechb — He 6onee 0.1 %.

0.0 %

Total impurities — NMT 1.2 % /
Cymma npumeceit — He 6onee 1.2 %.

0.0%
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CERTIFICATE OF ANALYSIS /| CEPTUOUKAT AHATNU3A

Product: / [poaykr

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCITMB,

cnpen HasanbHbIN BO3MpoBaHHbIN, 11,25 MKr/no3a

SAP-Code: / Kog SAP: 05502960
Batch no.:/ Ne napruui: 284430A
Manufacturing date (imm.yyvyy): /

Hdarta npousBogactsa (MM.rrrr): 06/2023
Expiry date (mm.yyyy): /

CpoK rogHOCTU (MM.ITTT): 06/2026

Manufacturer according to the

reqistration in Russia: /

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

MpoK3BOAUTENL B COOTBETCTBUH

C perucrpauyen s Poccui:

«Pamap Xanc Kea Cepsuces Magpua, C.A.Y.»

Oxymetazoline
hydrochloride /
KonunvecTtBeHHoe
onpegenexdne
OkcnmeTtasonuHa
rugpoxnopug

hydrochloride/mi. /
225 — 262,5 wikr oKCiiMeTasonkHa
rugpoxnopuga/mn.

Microbial purity / TAMC — NMT 102 CFU/mi / 0 CFU/ml/
Mukpoburornoruyeckas ObLuee 4ncro aspobHbixX bakTepuit — He 0 KOE/mn
yucToTa Gonee 102 KOE/mn
TYMC — NMT 10" CFU/ml / 0 CFU/ml/
ObLee Yncno ApoXoKeBbIX ¥ NAeCHeBbIX 0 KOE/mn
rpnbos — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/m! / Absentin 1.0 ml/
OrcytetBre Pseudomonas aeruginosaimn. | Oteyterayet 8 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 mi/
Orcyrcteue Staphylococcus aureus/vn. OTtcyteteyeT B 1,0 Mn
Assay 225 - 262.5 |g of oxymetazoline 251.6 pg/mi/ 251.6

MKr/mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / MpogykT

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3UBUH® CEHCUTUB,

cnpe HasanbHbIN [O3MpoBaHHbIN, 11,25 mMKr/ao3a

05502960
294430A

Manufacturing date (mm.yyyy): /

OaTta npou3BogcTBa (MM.ITIT):

06/2023

Expiry date (mm.yyvyy): /
CpOK rogHoCTH {MM.IIIT):

06/2026

Manufacturer according to the

registration in Russia: /

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

Mponzsoautesib B COOTBETCTBUU

¢ peructpauueil B Poccuu:

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

Parameter / apamerp

Specifications / Cneuudurkaunmn

Results / PeaynbTraTthl

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 Bo rakoH
13 NONMUaTUMNEHA BbICOKON
NAOTHOCTU C JO3MPYHOLLIAM
YCTPOWCTBOM 1 C 3aLUUTHON
KPbILLKOW 13 nonnatuneda
BbICOKOWN NIOTHOCTY.

Mo 1 donakoHy BMecTe C
WHCTPYKLMWEN NO NPUMEHEHWIO B
nayvky KApPTOHHYIO.

Per 10 mi 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 dhI1akoH
U3 NOSINITUNEHA BbICOKON
NAOTHOCTW C AO3NPYIOLWIAM
YCTPOWCTBOM 1 C 3aLUTHON
KPbILLKON 13 NonuatureHa
BbICOKOW NSIOTHOCTMW.

Mo 1 chnakoHy BmecTe ¢
NHCTPYKUMEN NO NPUMEHEHNIO B
navky KapTOHHYIO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBETCTBUW C HOPMaTUBHOW
JOKyMeHTaumen.

Complies as prescribed /
CooTBeTCcTBYET NpeanncaHHomy

Storage conditions /
Ycnoeus xpaHeHus

At the temperature not more than 30°C. /

Npu Temnepatype He Bblwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years/ 3 roga
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

NASIVIN® SENSITIVE

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

HA3MBUH® CEHCHTUB,

crnpew HasanbHbIA 4O3UPOBaHHLIN, 11,25 MKr/nosa

Product: / Mpoaykr

SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptuu: 294430A
Manufacturing date (mm.yyyy): /

Harta npouzBoactea (MM.rrrr): 06/2023
Expiry date (mm.yyyy): /

Cpok rogHocTy (MM.ITIT): 06/2026

Manufacturer according to the
registration in Russia: /

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

Mpon3BoOnTelG B COOTBETCTENN

¢ perucrpauues 8 Poccuis:

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

APl name / HaumeHosanue ADC:

Oxymetazoline hydrochloride / OkcumeTtazonuta

ruapoxnopua
INN / MHH: Oxymetazoiine / OkcumeTazonuH
API manufacturer batch number /
Howmen cepuu nhouzsonurens A®C: 21392088
FP Manufacturer API Batch number / 2300648

Homep cepuu cybetanuuy npoussogurens ITo:

Siegfried PharmaChemikalien Minden GmbH,

APl Manufactured by & couniry H Germany /
lMponseoputent A®C, ctpaHa: 3urdppung PapmaXemukanen MuxgeH MM6X,
epmanunsa

Assessment: / aknoyedue: The batch complies with the specification according to ND J111-
000511-211022 / MapTus cooTBeTCTBYET CrieLmduKaLmsm

HopMaTuBHoOro gokymerTta JM-000511-211022

Date / Siganature of Qualified Person: /
HaTa / noaAnuch YNoaHOMOYEHHOIO LA

1294y 1012 |/

-

L uls Ramirer Jar

Fam ol mMAcls







