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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTMUB,

cnpei HasanbHbIN JO3UPOBaHHbLIN, 11,25 MKr/go3a

05503228
324610A

Manufacturing date (mm.yyyy): /

Hara npousBoacTea (MM.rrrr):

06.2024

Expiry date (mm.yyyy): /
Cpok rogHocTH (Mm.rrrr):

05.2027

Manufacturer according to the

registration in Russia: /

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

MNpoussoauTens B COOTBETCTBUM

¢ peructpauuei B Poccuu:

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

Parameter / MNapameTtp

Specifications / Cneundukauum

Results / PeaynsTathl

ldentification
Oxymetazoline
hydrochloride /
MNoagsHHOCTL
OkcumeTasonuHa
rmapoxnopug

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
YAEPXKNBAHWA OCHOBHOMO NUKa Ha
XpomaTtorpamme UCnbITyeMoro pacTeopa
AOIMKHO COOTBETCTBOBATL BPEMEHM
yAepKMBaHUA OCHOBHOIO NMUKa Ha
XpomMaTorpamme CTaHfapTHOro pacTeopa
OKCMMETa30sMHa ruapoxnopuaa,
NOTy4YEHHOW NPU KOIMYECTBEHHOM
onpeaeneHun.

conforms / cooTBeTCTBYET

Clarity / Mpo3payHocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHunsa npenapaTta He A0oMmKHa
npesbilaTh onanecueHUuio 3TanoHa
cpaBHeHuS .

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTL pacTBopa

The product should be not more colored than
color reference solution Y7 / NpenapaTt
AormkeH 6bITe OKpalLeH He Gonee
WHTEHCUBHO, YeM 3TanoH Y7.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007
OTHocuTenbHasa nnoTHocTk | OT 1,006 ao 1,010

(d 20/20)

pH / pH From 5.6t06.1 /0Tt 5,6 no 6,1 5.9
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CERTIFICATE OF ANALYSIS / CEPTU®GUKAT AHAJTU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

cnpei HasanbHbI Ao3MpoBaHHbIX, 11,25 MKr/aosa

HA3WBUH® CEHCUTUB,
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptum: 324610A
Manufacturing date (mm.yyyy): /
Oara npou3soacTea (MM.ITrT): 06.2024
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrr): 05.2027

Manufacturer according to the

registration in Russia: /

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

MpousBoauTenb B COOTBETCTBUU

c perucrtpauuen B Poccuu:

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

Parameter / Napametp

Specifications / Cneundukaumnm

Results / PesynbTathbl

Osmolality /
OcmonanbHOCTb

From 270 to 330 mOsmol/kg /
OT1 270 no 330 mOcmonb/Kr

294 mOsmol/kg /
294mOcmonb/Kr

Mean dose weight and
uniformity of dose weight /
CpepnHss Macca fo3bl 1
OAHOPOAHOCTL Macchl
A03bl

Mean dose weight: 45 mg +15 %.
Uniformity of dose weight: must comply./
CpepnHsia macca gosbl: 45 mr + 15 %.
OaHOpoAHOCTb Macchl A03bl: AOMKHA
COOTBETCTBOBATD.

46.52 mg / 46.52 mr

conforms / cooTBeTCTBYET

Related substances /
PoacreeHHble npumecn

Impurity A (Hydrolysis product) — NMT 2.0
% / Mpumeck A (npoaykT ruaponusa) — He
6onee 2,0 %.

0.0%

Related substances /
PoacteeHHble npyumecu

Impurity ZP-1 — NMT 1.5 % /
Mpumeck ZP-1 — He Gonee 1,5 %.

0.0 %

Single unidentified impurity — NMT 1.0 % /
EavHnyHas HengeHTudLMpoBaHHas
npumeck — He 6onee 1,0 %.

0.0%

Total impurities — NMT 4.9 % /
Cymma npumeceli — He 6onee 4,9 %.

00%
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CERTIFICATE OF ANALYSIS / CEPTUGUKAT AHANU3A

Product: / Mpoaykr

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

HA3UBUH® CEHCUTUB,
crpei HasanbHbI OO3UPOBaHHbIN, 11,25 MKI/go3a
SAP-Code: / Koa SAP: 05503228
Batch no.: / Ne naptuu: 324610A
Manufacturing date (mm.yyvyy): /
dara npoussoacTBa (MM.ITrr): 06.2024
Expiry date (mm.yyyy): /
CpokK roaHOCTH (MM.ITFT): 05.2027

Manufacturer according to the

registration in Russia: /

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

Mpou3soauTens B COOTBETCTBUM

C perucrpauuein B Poccum:

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

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/mi/
Mukpoburonoruyeckas Ob6uwee uncno aapobHbix 6akTepuii — He OKOE/mn
yucToTa 6onee 102 KOE/mn
TYMC — NMT 10" CFU/ml / 0 CFU/ml/
O6Lee 4YnMcno ApoXOKEBLIX U NIIECHEBLIX OKOE/mn
rpnbos — He 6onee 10! KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OtcytctBue Pseudomonas aeruginosa/mn. | OtcytcteyeTt B 1,0 Mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OrtcytcTteue Staphylococcus aureus/mn. Otcytcteyet B 1,0 mn
Assay 225 — 262.5 pg of oxymetazoline 253.2 yg/ml / 253.2
Oxymetazoline hydrochloride/ml. / MKr/Mn
hydrochloride / 225 — 262,5 mkr okcMMeTasonvHa
KonnyectBeHHoe rmgpoxnopuga/mn.
onpeneneHve
OkcnmeTasonvHa
rugpoxnopug
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CERTIFICATE OF ANALYSIS / CEPTU®GUKAT AHAJTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3SUBUH® CEHCUTUB,

Cnpen Ha3anbHbIA 0O3UPOBaHHbIN, 11,25 MKr/go3a

05503228
324610A

Manufacturing date (mm.yyyy): /

Hara npousBoacTBa (MM.ITrT):

06.2024

Expiry date (mm. b |
Cpok rogHocTy (MM.ITIT):

05.2027

Manufacturer according to the

reqistration in Russia: /

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

MpousBoauTens B COOTBETCTBUU

¢ perucrpauumeit B Poccuu:

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

Parameter / Napametp

Specifications / Cneuudumkauum

Results / PesynbTaThl

Packaging / Ynakoska

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 8o ¢pnakoH
13 MONNITUNEHA BbICOKON
MNOTHOCTW C [O3UPYHOLLMM
YCTPOWCTBOM U C 3aLLMTHOWM
KPbILUKOW U3 NOSMaTUNeHa
BbICOKOW MMOTHOCTU.

Mo 1 conakoHy BmecTe €
WHCTPYKLMENR NO NPUMEHEHUIO B
nayky KapTOHHYHO.

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 NONU3TUNEHA BbICOKON
NNOTHOCTMN C A03MPYIOLLUM
YCTPOWCTBOM M C 3aLLWTHOIA
KPbILLKOW U3 NONuaTuneHa
BbICOKOM NJSIOTHOCTM.

Mo 1 pnakoHy BMmecTe C
WHCTPYKLMEN Mo NPUMEHEHUIO B
Nayky KapPTOHHYIO.

Labeling / Mapkupoeka

In accordance with ND. /
B cooTBETCTBMM ¢ HOPMATUBHOM
LOKYMEHTaUmen.

Complies as prescribed /
CooTBeTCcTBYET NpeAnncaHHoOMy

Storage conditions /
Ycnosusi XxpaHeHus

At the temperature not more than 25°C. /

[Mpu Temnepatype He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3 ropa




CERTIFICATE

Product: / Mpoaykr

SAP-Code: / Kog SAP:

Batch no.: / Ne napruu:
Manufacturing date (mm.yyyy): /
Oara npou3soacTea (MM.ITrT):

Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrr):

Manufacturer according to the
reqgistration in Russia: /
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OF ANALYSIS /| CEPTU®UKAT AHAJIU3A

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3WBUH® CEHCUTUB,

cnpen HasanbHbIA 4O3UpoBaHHbIN, 11,25 MKkr/gosa

05503228
324610A

06.2024
05.2027

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

[MpousBoauTenL B COOTBETCTBUM

C peructpauuen B Poccuu:

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

APl name / HaumeHoBaHue A®C:

Oxymetazoline hydrochloride / OkcumeTasonuHa

rugpoxnopug,
INN / MHH: Oxymetazoline / OkcumeTa3onuH
API manufacturer batch number / 23902119

Homep cepun npoussogutena A®C:

FP Manufacturer API Batch number /
Homep cepum cybcTaHuum npoussoautens MNMo:

2400608

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
Mpounssoautenb APC, cTpaHa: 3urcbpug PapmaXemukanueH MuHaeH M'mbX,
epmanus

Assessment: / 3aknoyeHue:

The batch complies with the specification according to ND J1M1-
000511-211022 amendement Ne1 from 03.11.2023 / MapTua
COOTBETCTBYET creymdukaLmam HopMaTUBHOrO AokymeHTa JM-
000511-211022 usmeHeHne Ne1 ot 03.11.2023

Date / Signature of Qualified Person: / AUG 2094 / ,
fata / noanucb YNONHOMOYEHHOrO nuua: 24 =

SV caclupe Sd\ edlez

FAMAR HAXNQALN







