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05503228 NASIVIN SENSITIVE 0,025% 10ML(RU)P&G-Nw2

Customer material code: 80781185

Marketing Auth. N°.:

JITII-000511

Batch: 358080A Quantity released: 37.920 UN
Date of manufacture: 08.10.2025 Expiry Date: 09.2028
API Batches used

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2500951 24272100 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 1,008

PH 5,6-6,1 59

AVERAGE MASS OF DELIVERED DOSE INTRA 38,25-51,75mg 44,73 mg

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

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

OSMOLALITY (mosm/kg) 270 - 330 mOsmol/Kg 292

AVERAGE NUMBER OF DOSES PER CONTAINER Min. 143 deliveries 180

FILLING VOLUME >=10 ml 12 ml

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 237,5 - 262,5 pg/mi 252,6

HYDROLISIS PRODUCT <= 0,5% related to the content of 0.0 %
Oxymethazoline hydrochloride

ZP-1 <= 0,5% related to the content of 00%
Oxymethazoline hydrochloride

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

TOTAL DEGRADATION PRODUCTS <=1,2% 0,0 %

PSEUDOMONA AERUGINOSA IN 1 ML Absence/mi| Absence

STAPHYLOCOCCUS AUREUS IN 1ML Absence/ml Absence

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

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

STERILITY TEST Complies Conforms

Deviations: NO [ ] YES [gQ If significant deviations (which may have an impact on the quality of product).

Description of the event: D_\_M T /l éj‘_ _gq é 0 —~e f\g\.\ \+ ove. -\'L\a
[;\(,'{\-\QA L\p_aé ]t (- J—Q/-‘\Tecfeé &~ A\ o 'Pfe,_\cz:\G‘\ Op:s'\Q_L\o_aa
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Manufacturing License 6481E / GMP Certificate Number ES/115HV1/24
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05503228 NASIVIN SENSITIVE 0,025% 10ML(RU)P&G-Nw2
Customer material code: 80781185 Marketing Auth. N°.,: JITII-000511
Batch: 358080A Quantity released: 37.920 UN
Date of manufacture: 08.10.2025 Expiry Date: 09.2028
AP} Batches used

Supplier

Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2500951 24272100 SIEGFRIED PHARMACHEM  DE

IKALIEN MINDEN GmBH

PNT:
This product has been analized by SOP: WIN-0000677 / WIN-0009323

Certification statement:
| hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance 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: Signature:
(Qualified person)
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Manufacturing License 6481E / GMP Certificate Number ES/115HVI/24
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CERTIFICATE OF ANALYSIS / CEPTUDUNKAT AHATIU3A

Product: / Mpoaykr

SAP-Code: / Kog SAP:
Batch no.: / Ne naptuu:
Manufacturing date (mm.

Oata npoussogcTea (MM.ITTT):

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

crnpen HasarnbHbIA 0O3UpPOBaHHbIN, 11,25 Mkr/gosa

05503228

358080A
1

10.2025

Expiry date (mm.yyyy): /
CpoK rogHoOCTU (MM.rrrr):

09.2028

Manufacturer according to the

registration in Russia: /

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

MpoussoguTent B COOTBETCTBUM

c peructpauveini B Poccuu:

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

Parameter / lNapametp

Specifications / Cneundomkaumnmu

Results / PeayneTathl

Identification
Oxymetazoline
hydrochloride /
MNoannHHOCTL
OkcumeTasonuHa
rmapoxnopun

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
yOEpXKUBaHUA OCHOBHOIO NWKa Ha
XpomaTorpamme UCNbITYEMOro pacTsopa
AOIMKHO COOTBETCTBOBATE BPEMEHU
yAEPKUBaHUA OCHOBHOTO NyKa Ha
XpomaTorpamme cTaH4apTHOro pacTeopa
OKCMMEeTa30nuHa ruapoxnopuaa,
MOy4YEHHOA NPU KONTMYECTBEHHOM
onpeaeneHuu.

conforms / cooTBeTCTBYET

Clarity / MNpo3payHocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHuUns npenapaTta He AOoMKHA
npeBbiluaTe ONanecueHLUMIo 3TanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTb pacTBopa

The product should be not more colored than
color reference solution Y7 / MNpenapat
AornxkeH 6bITb okpalleH He Gornee
WHTEHCUBHO, YeM 3TanoH Y.

conforms / cooTBeTcTBYET

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

(d 20/20)

pH /pH From56t06.1/0T 5,6 80 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 292 mOsmol/kg /
OcMonsanLHOCTL Ot 270 po 330 mOcmonb/kr 292 mOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTU3A

Product: / MpogykT

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

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

cnpeil Ha3anbHbIA 4O3UPOBaHHbIA, 11,25 MKr/gosa

056503228
358080A

Manufacturing date (mm.yyvyy): /

Qata npousBoacTBa (MM.ITTT):

10.2025

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

09.2028

Manufacturer according to the

registration in Russia: /

MNpou3soguTtens B COOTBETCTBUMN

C peructpauuein B Poccuu:

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

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

Parameter / NapameTtp

Specifications / Cneundukaumm

Results / PeaynbTaThl

Mean dose weight and
uniformity of dose weight /
CpenHsas macca gosbi n
O0AHOPOAHOCTb MacChl
[O3bl

Mean dose weight: 45 mg £15 %.

Uniformity of dose weight: must comply.

OI[HOpOlIHOCTB Macchl JO3BI:

COOTBCTCTBOBATh

JOJDKHA

44.73 mg/ 44.73 mr

Number of doses per pack
/ Konnyectso o3 B
ynakoBKke

Not less than 143 doses per container/

He meHee 143 n03 BoO (hnakoHe

180 doses/ 180 no3

Related substances /
PoacreeHHbIe npumecu

Impurity A (Hydrolysis product) — NMT 2.0
% I Mpumeck A (NpoAyKT rmaponusa) — He
oonee 2,0 %.

0.0 %

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

0.0 %

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

0.0%

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

0.0%

Microbial purity /
Mukpoburonorvyeckas
4yncToTa

TAMC — NMT 10?2 CFU/ml /
O6Lwee uncno asapobHbix bakTepuii — He
6onee 102 KOE/Mn

0 CFU/ml/
0 KOE/mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANN3A

Product: / NMpoavkr

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

HA3UBUH® CEHCUTUB,
crnpeun HasanbHbIW 4O3UPOBaHHbIW, 11,25 Mkr/gosa
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 358080A
Manufacturing date (mm.yyyy): /
Oara npouzeogcTea (MM.ITTT): 10.2025
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.ITrT): 09.2028

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUU

c perucTpauuven B Poccuu:

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

TYMC — NMT 10" CFU/ml / 0 CFU/ml/
Ob6Lwee yncno ApoXokeBbIX U NITECHEBbIX 0 KOE/mn
rpu6oB — He Gonee 10" KOE/mn

Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OtcytctBre Pseudomonas aeruginosa/mn. | OtcytcteyeT B 1,0 mn

rMapoXnopus,

Staphylococcus aureus — absence/ml. / Absent in 1.0 mi/
OtcytctBue Staphylococcus aureus/mn. Otcytcreyet B 1,0 mn
Assay 225 — 262.5 ug of oxymetazoline 252.6 pyg/ml/
Oxymetazoline hydrochloride/ml. / 252.6 mxr/mn
hydrochloride / 225 — 262,5 MKr oKCMMETa3onnHa
KonuuectseHHoe rupapoxnopuaa/mn.
onpenenexHve
OxcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A

Product: / NMpoaykTt

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

NASIVIN® SENSITIVE

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

cnpewn HasanbHbIA 0O3MpoBaHHbINR, 11,25 Mkr/go3a

05503228
358080A

Manufacturing date (mm.yyyy): /

Oara npouzsogcTea (MM.ITrT):

10.2025

Expiry date (mm.yyyy): /
CpoOK rogHOCTU (MM.ITTIT):

09.2028

Manufacturer according to the

registration in Russia: /

[poussoauTens B COOTBETCTBUU

c peructpauuven B Poccuu:

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

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

Parameter / lapameTtp

Specifications / Cneuudbukaumuu

Results / Peaynbtathl

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 8o ¢hnakoH
13 NONMaTUNEHA BbICOKOW
NNOTHOCTU C A03UPYIOLLIUM
YCTPOWCTBOM 1 C 3aLUMTHOW
KPbILLIKOW U3 NONUaTuneHa
BbICOKOW MIIOTHOCTW.

Mo 1 donakoHy BMeCTe €
WHCTPYKLUMUEN 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 (prnakoH
13 NONN3TUNEHA BLICOKON
NAOTHOCTU C [O3UPYIOLLINM
YCTPOMCTBOM 1 C 3aLUTHOM
KPbILLKOW U3 NoNuaTuneHa
BbICOKOWA MMOTHOCTH.

o 1 ¢pnakoHy BmecTe ¢
WHCTPYKLMeR No NPUMEHEHNIO B
NayKy KapTOHHYIO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBETCTBUM C HOPMATUBHOM
LOKyMeHTauven.

Complies as prescribed /
CooTBeTcTBYyeT NpeanucaHHoMy

Storage conditions /
Ycnosua xpaHeHus

At the temperature not more than 25°C. /

Mpu Temnepatype He Bhiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years /3 ropa
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pyg/dose /
HA3UBUH® CEHCUTUB,
crpen HasanbHbIA 4O3UPOBaHHbINW, 11,25 Mkr/go3sa
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne napTuu: 358080A
Manufacturing date (mm.yyyy): /
[ata npoussoacTea (MM.ITTT): 10.2025
Expiry date (mm.yyyy): /
CpoK rogHocTu (MM.ITTT): 09.2028
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpousBoauTens B COOTBETCTBUU
€ perucTtpauuven B Poccuu: «®amap Xanc Kea Cepeuces Maapun, C.A.Y.»
APl name / HanmeHoBaHue A®C: Oxymetazoline hydrochloride / OkcumeTtasonuHa
ruapoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepum npouzeogutens APC: 2erging
FP Manufacturer API Batch number / 2500951
Homep cepum cy6ecTaHuuu npoussogutena MNMo:
Siegfried PharmaChemikalien Minden GmbH,
API Manufactured by & country / Germany /
Mpoussoautens APC, cTpaHa: 3urdpug PapmaXemukanuer MuHageH MbX,
epmaHus
Assessment: / 3aknoyeHue: The batch complies with the specification according to ND J1I'1-

000511-211022 amendment 1 from 03.11 .2023 // NMapTuA
COOTBETCTBYET crneuyidrkaLsiM HOpMaTBHOIo gokymMeHTta Jl-
000511-211022 nameHeHune Ne1 ot 03.11 .2023

Date / Signature of Qualified Person: / Z SV 2672 5 / /
Jarta / noanuck YNOoNHOMOYEHHOro nuua: -
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