FAMAR

Certificate of Conformity

05503228 NASIVIN SENSITIVE 0,025% 10ML(RU)P&G-Nw2
Marketing Auth. N°.: JIII-000511

Customer material code: 80781185

Batch: 325890A

Date of manufacture: 05.07.2024

API Batches used

Code Description
10501253 OXIMETAZOLINA CLORHIDRATO

Quantity released:

Batch Nr
2400609

38.876 UN
Expiry Date: 06.2027

Supplier
Batch Nr Manufacturer Country
23212090 SIEGFRIED PHARMACHEM DE

IKALIEN MINDEN GmBH

ANALYTICAL RESULTS

TEST RELEASE RESULTS
SPECIFICATIONS

APPEARANCE OF SOLUTION COLOR Not more colored than purified Conforms
water/reference solution Y7

APPEARANCE OF SOLUTION CLARITY Not more opalescent than purified Conforms
water/reference suspension |

RELATIVE DENSITY d 20/20 1,006 - 1,010 1,007

PH 5,6-6,1 59

AVERAGE MASS OF DELIVERED DOSE INTRA 38,25-51,75 mg 45,84 mg

INTRAVIAL UNIFORMITY OF DOSAGE (+/-25 %) 0-1 0

INTRAVIAL UNIFORMITY OF DOSAGE (+/-35 %) 0-0 0

OSMOLALITY (mosm/kg) 270 - 330 mOsmol/Kg 293

AVERAGE NUMBER OF DOSES PER CONTAINER Min. 143 deliveries 210

FILLING VOLUME >=10 ml 12 ml

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 237,5 - 262,5 pg/ml 255,0

HYDROLISIS PRODUCT <= 0,5% related to the content of 00 %
Oxymethazoline hydrochloride

ZP-1 <= 0,5% related to the content of 0.0 %
Oxymethazoline hydrochloride

LARGEST UNIDENTIFIED DEGRADATION PRODUCT <= 0,1% related to the content of 0,0%
Oxymethazoline hydrochloride

TOTAL DEGRADATION PRODUCTS <=1,2% 00 %

PSEUDOMONA AERUGINOSA IN 1 ML Absence/mi Absence

STAPHYLOCOCCUS AUREUS IN 1ML Absence/ml Absence

Microbial Contamination BACTERIA (TAMC) <= 102 CFU/ml 0 cfu

Microbial Contamination FUNGI (TYMC) <= 10* CFU/mlI 0 cfu

STERILITY TEST Complies Conforms

Deviations: NO [p(] YES
Description of the event:

[ 1 If significant deviations (which may have an impact on the quality of product).
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Customer material code: 80781185 Marketing Auth. N°.: JIII-000511
Batch: 325890A Quantity released: 38.876 UN
Date of manufacture: 05.07.2024 Expiry Date: 06.2027

API| Batches used

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2400609 23212090 SIEGFRIED PHARMACHEM  DE
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PNT:
This product has been analized by SOP: WIN-0000677 / WIN-0009323

Certification statement:
I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the MSM
product data sheet 80781185, with the GMP requirements of the EU and (when within the EU) with the requirements of the Marketing
Authorization(s) of the destination country/countries.

Released by: QS0 %\‘9‘\ C‘\QMU\“Q‘A‘ Signature:

(Qualified person)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / NMpooyvkr

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

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

cnpen HasanbHbIA OO3MPOBaHHbINA, 11,25 MKr/go3a

05503228
325890A

Manufacturing date (mm.yyyy): /

Hara npoussogcTsea (MM.rrrr):

07.2024

Expiry date (mm.yyyy): /
Cpok rogHoCTH (MM.rrrT):

06.2027

Manufacturer according to the

reqistration in Russia: /

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

MpoussoauTenb B COOTBETCTBUM

¢ peructpauuei B Poccuu:

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

Parameter / MNapameTtp

Specifications / Cneundomkauum

Results / PeaynbTaThl

ldentification
Oxymetazoline
hydrochloride /
MopgnunHHOCTL
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
YAESPXKUBaHUS OCHOBHOIO MyKa Ha
XpoMmaTorpamme UCnbITyeMoro pactsopa
AOMXKHO COOTBETCTBOBATbL BPEMEHM
yAepXKnBaHNsa OCHOBHOIO MUKa Ha
Xpomarorpamme CTaHAAPTHOro pacTeopa
OKCMMETAa30Mn1Ha ruapoxnopuaa,
rosTy4eHHO? NpY KONNYECTBEHHOM
onpeaeneHuun.

conforms / cooTBeTCTBYET

Clarity / MpospayHocTb

The product should be not more opalescent
than reference suspension 1. /
OnarnecueHuns npenapaTta He [OMKHA
npeBbIWaTh onanecueHLUunio aTarnoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTbL pacTBopa

The product should be not more colored than
color reference solution Y7 / Mpenapar
fomxkeH 6biTb oKpalueH He Gonee
WHTEHCUBHO, Yem 3TanoH Y.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007
OTHocutenbHasa nnotHoctk | OT 1,006 oo 1,010

(d 20/20)

pH / pH From56106.1/0T1 56 006,1 5.9




Page 2 of 5/ CtpaHuua 2 u3 5

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

cnpen HasanbHbIA 0O3UPOBaHHbIN, 11,25 MKr/no3a

HA3SUBUH® CEHCUTUB,
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne napTuu: 325890A
Manufacturing date (mm.yyyy): /
[ata npoussoacTea (MM.ITIT): 07.2024
Expiry date (mm.yyyy): /
Cpok rogHocTy (MM.FTTT): 06.2027

Manufacturer according to the

registration in Russia: /

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

lpoussoauTenL B COOTBETCTBUM

¢ perucTpauuen B Poccuu:

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

Parameter / MNapamertp

Specifications / Cneundukaunm

Results / Pe3ynbTaThl

uniformity of dose weight /
CpenHsia macca fo3bl 1
O4HOPOOHOCTbL Macchl
0,03bl

Uniformity of dose weight: must comply./
CpepnHsist macca nosbl: 45 Mr+ 15 %.
OaHOpOAHOCTE Macchl [O3bl A0MKHa
COOTBETCTBOBAaTL.

Osmolality / From 270 to 330 mOsmol/kg / 293 mOsmol/kg /
OcmonsnbHOCTb Ot 270 go 330 MOcmonb/kr 293mMOcmonb/kr
Mean dose weight and Mean dose weight: 45 mg +15 %. 45.84 mg / 45.84 mr

conforms / cooTBeTCTBYET

Related substances /
PoacTteeHHbIe npumMech

Impurity A (Hydrolysis product) — NMT 2.0
% / MNMpumeck A (NpoAayKT ruaponmsa) — He
6onee 2,0 %.

0.0%

Related substances /
PoacteeHHbIe npumecn

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

0.0%

Single unidentified impurity — NMT 1.0 % /
EovHuyHas HengeHTUUUMpPOBaHHASA
npumeck — He bonee 1,0 %.

0.0%

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

0.0 %
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTN3A

Product: / Mpoaykr

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

HA3NBUH® CEHCUTUB,
cnpewn Ha3anbHbIA AO3UPOBaHHbIN, 11,25 MKr/gosa
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne napTtuu: 325890A
Manufacturing date (mm.yyyy): /
Oara npou3BogcTBa (MM.ITrT): 07.2024
Expiry date (mm.yyyy): /
CpoK rogHOCTU (MM.ITTT): 06.2027

Manufacturer according to the

reqgistration in Russia: /

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

lMpoussogutens B coOoTBETCTBUMK

¢ perucrpauuen B Poccuu:

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

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml/
MukpoBuonorunyeckas O6bLyee yncno aspobHbix BakTepuii — He OKOE/mn
yucroTa 6onee 102 KOE/mn
TYMC - NMT 10! CFU/ml / 0 CFU/ml/
ObLee Yncno ApoicKeBbIX U NIECHEeBbIX OKOE/mn
rpnbos — He 6onee 10" KOE/Mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 mi/
OTcyTcreue Pseudomonas aeruginosa/mn. | OtcytcreyeT B 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OrcytcrBue Staphylococcus aureus/mn. Otcytcteyet B 1,0 Mn
Assay 225 — 262.5 ug of oxymetazoline 255.0 pyg/ml /1 255.0
Oxymetazoline hydrochloride/ml. / MKr/mMn
hydrochloride / 225 — 262,5 mKr okcumeTasonvHa
KonuuectBeHHoOe rmgpoxnopuga/mn.
ornpepenexHve
OxkcumeTtasonuHa
rmapoxnopua
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

cnpen HasanbHbIM AO03UPOBaHHbLINA, 11,25 MKr/go3a

05503228
325890A

Manufacturing date (mm.yyyy): /

Harta npou3BoacTea (MM.rrrr):

07.2024

Expiry date (mm.yyyy): /
CpOK rogHOCTU (MM.ITIT):

Manufacturer according to

06.2027
the

registration in Russia: /

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

MpousBoauTensb B COOTBETCTBUM

¢ perncrpauuei B Poccuum:

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

Parameter / NapameTtp

Specifications / Cneundomkaumnmn

Results / PesyneTathbl

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. /

Mo 10 mn npenapata Bo ¢hnakoH
13 NONNaTUNEHa BbICOKOM
NNOTHOCTY C A03MPYOLLUM
YCTPOWCTBOM W C 3aLNTHON
KPbILLKOW U3 nonuatuneHa
BbICOKOW NITOTHOCTW.

Mo 1 cbnakoHy BmecTe ¢
VHCTPYKLMEN MO MPUMEHEHUIO B
nayKy 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 npenapata Bo hriakoH
U3 NONNITUNEHA BbICOKON
NNOTHOCTW C A03VPYIOLLM
YCTPOWCTBOM W C 3aLUMTHOMN
KPbILLKOA U3 nonnatuneHa
BbICOKOW MNOTHOCTY.

Mo 1 onakoHy BMecTe C
WHCTPYKUMER MO NPUMEHEHWIO B
NayKy KapTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBeTCTBMU C HOPMATUBHON
OOKYMeHTaLUunen.

Complies as prescribed /
CooTBeTcTBYET NpeanucaHHoMy

Storage conditions /
Ycnosusi XpaHeHus

At the temperature not more than 25°C. /

Mpu TemnepaTtype He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3roga
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

Product: / MpoayKr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pug/dose /
HA3UBUH® CEHCUTUB,
cnpen HasanbHbIW 4O3UpoBaHHbINX, 11,25 MKr/ao3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 325890A
Manufacturing date (mm.yyyy): /
Oata npoussoacTea (MM.ITTT): 07.2024
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.TTrT): 06.2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpousBoauTen B COOTBETCTBUMU
c perucrtpauuen B Poccuu: «®amap Xanc Kea Cepeuces Magpua, C.A.Y.»
APl name / HaumeHoBaHue ADC: Oxymetazoline hydrochloride / OxcumeTasonuHa
rugpoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepuu npoussoautens A®C: 23212090
FP Manufacturer  API Batch number / 5400609
Homep cepumn cybctanuum nponssogutena FNo:
Siegfried PharmaChemikalien Minden GmbH,
API Manufactured by & country / Germany /
Mpoussoautens A®C, crpaHa: 3urcdpua PapmaXemukanuer Mungex MmbX,
"epmaHusa
Assessment: / 3akniouyeHue: The batch complies with the specification according to ND JIIM-

000511-211022 amendement Ne1 from 03.11.2023 / MNapTua
COOTBETCTBYET crieyudmKkaumam HopmaTueHoro gokymeHTa JM-
000511-211022 nameHeHune Ne1 ot 03.11.2023

Date / Signature of Qualified Person: / M,
[ata / nognuck ynonHOMOYEHHOro Nuua: QS EP2o2U d ULCon ™S

Menca. Sawdrez /@D,
FhMAe MAD e ©







