FAMAR
Ceprudukart cooTBeTCTBHS

05503273 HASUBUH CEHCHUTMHB, 0,025 %, 10 MJI, 1 ®JIAKOH CIIPES HA3BAJIBHOI'O (Poccus)
Kon marepuana nocrasmuka: 80819476

Cepust: 372490A Brinymennoe xonuuectBo: 39-040-w+-39 005 wim.
Jara npomssoactsa: 07.04.2026 Cpox rogroctu: Mapt 2029 1.
Hcnoan3oBanublie cepun ADC
Howmep cepun
Kon Omnwucanue Howmep cepun  mnocraBmuka [IpousBoaurens Crpana
10501253 OKCUMETA3OJIMHA 2600312 24282040 SIEGFRIED PHARMACHEMIKALIEN TEPMAHUA
TUAPOXJIOPU/L MINDEN GmbH

/noonucarno/ 21 masn 2026 2., JI. Pamupec / YVJI, FAMAR, MAJ[PUJ]

PE3YJIBTATBI AHAJIN3A
MMOKA3ATEJIb CIIEHU®UKALIUS ITPU PE3VYJIbTATBI
BBIIIYCKE
OIMMCAHUME PACTBOPA — IIBETHOCTb PactBOp okparen He 6oee COOTBETCTBYET

WHTEHCUBHO, Y€M BOJa
OYUILICHHAS/PACTBOP CPAaBHCHUS Y7

OIINCAHUME PACTBOPA — ITPO3PAUYHOCTbD PactBop He OoJiee OmaeCIUPYOLIHIA, CoOTBETCTBYET
YeM BOJIa OUYMIIEHHAS/CYCIICH3Us
cpaBHeHwUs I

OTHOCUTEJIBHAS TIJNIOTHOCTD (d 20/20) 1,006-1,010 1,008

PH 5,6-6,1 5,9

CPEJIHS151 MACCA BBICBOBOXJAEMOM JIO3bI 38,25-51,75 mr 47,14 mr

(V1A OAHOTI'O ©JTAKOHA)

OAHOPOIHOCTH AO3MPOBAHUA (JIJIA 0-1 0

OHOI'O ®JIAKOHA) (25 %)

OAHOPOIHOCTH AO3MPOBAHUA (JIJIA 0-0 0

OHOI'O ®JIAKOHA) (35 %)

OCMOJIAJIBHOCTD (MOcMmoib/Kr) 270-330 MOcMomb/Kr 293

CPEJIHEE KOJIMYECTBO J103 B KOHTEMHEPE He menee 143 103 185

OBBEM ®ACOBKU > 10 mn 12 mn

NAEHTUDOUKALIMA OKCUMETA3OJIMHA JomxkeH cOOTBETCTBOBATh CoOTBETCTBYET

T'MAPOXJIOPUA

KOJIMYECTBEHHOE OITPEJIEJIEHUE 237,5-262,5 MKr/mn 250,1

OKCUMETA3OJIMHA TUAPOXJIOPUJA

TTIPOAYKT I'MAPOJIN3A < 0,5 % OTHOCUTEILHO COACPKAHHS 0,0 %
OKCHMETa30JIMHA THAPOXIOpHIa

ZP-1 < 0,5 % OTHOCUTEILHO COACPKAHHS 0,0 %
OKCHMETa30JIMHA THAPOXIOpHIa

HEWJIEHTU®ULIMPOBAHHBIN [TPOJVKT < 0,1 % OTHOCUTENLHO COACPKAHUS 0,0 %

JETPAJALINN C HAUBOJIBILIMM OKCHMETA30JIMHA THAPOXJIOpUIa

COAEPXXAHUEM

CYMMA TTPOJAYKTOB JETPAJJALINN <1,2% 0,0 %

PSEUDOMONAS AERUGINOSA B 1 MJI OtcyrctBHe B 1 Mt OtcyTcTBHE

STAPHYLOCOCCUS AUREUS B 1 MJI OtcyrctBHe B 1 Mt OtcyTcTBHE

OBIIEE YNCJIO ASPOBHBIX He 6onee 10> KOE/mn 0 KOE

MUKPOOPTAHMU3MOB (TAMC)

OBILEE YMCJIO JPOXCOKEBBIX U INIECHEBBIX He 6onee 10! KOE/mn 0 KOE

I'PUBOB (TYMC)

CTEPMJIBHOCTb CoOTBETCTBYET COOTBETCTBYET

Otxnonenus: HET [x] A [ ] Ecnu cymecTBeHHbIE OTKIOHEHUS (KOTOPhIE MOTYT MOBJIHATH Ha
KauecTBO Ipernapara).

Ornucanue coOOBITUS:
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FAMAR

Ceprudukart cooTBeTCTBHS

05503273 HASUBUH CEHCHUTMHB, 0,025 %, 10 MJI, 1 ®JIAKOH CIIPES HA3BAJIBHOI'O (Poccus)
Kon marepuana nocrasmuka: 80819476

Cepust: 372490A Brinymennoe xonuuectBo: 39-040-w+-39 005 wim.
Jara npomssoactsa: 07.04.2026 Cpox rogroctu: Mapt 2029 1.
Hcnoan3oBanublie cepun ADC
Howmep cepun
Kon Omnwucanue Howmep cepun  mnocraBmuka [IpousBoaurens Crpana
10501253 OKCUMETA3OJIMHA 2600312 24282040 SIEGFRIED PHARMACHEMIKALIEN TEPMAHUA
TUAPOXJIOPU/L MINDEN GmbH

/noonucarno/ 21 mas 2026 2., JI. Pamupec / VJI, FAMAR, MAJ[PHUJ]
IMPUMEYAHUE:

Jaunbiii npenapat Obul mpoaHanu3upoBadH B coorBercTBuu ¢ COIl: WIN-0000677 /
WIN-0009323

3asiByieHHe 0 cepTHPUKALIUM:

Hactosammm ynocroBepsito, 4TO BCE JTambl IPOM3BOJCTBA JIaHHOM CEepUH TOTOBOTO
JIEKapCTBEHHOTO Ipernapara ObUIM BBIMOJIHEHBI B TOJTHOM COOTBETCTBHH C TPEOOBAHUSIMHU
[TpaBun Hamiexanieit mpousBoacTBeHHON npakTuku (GMP) EC u (B cimydae mpousBojicTBa
Ha Tepputopun EC) u TpeOOBaHMSMHU DPETHCTPALIMOHHOTO(-bIX) YIOCTOBEpEHUs(-Uil) B
cTpaHe(-ax) Ha3HAYCHUSI.

Brimmymeno: Jlyuc Pamupec [Toanucse:
(YrmonmHOMOYEHHOE JTUII0) /moonucarno/ 21 mas 2026 e.
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IIpenapat:

Kox SAP:
Homep cepuu:

JlaTa nmpou3BoACTBAa (MM.ITIT):

Ctp.1u32

CEPTUDUKAT AHAJIN3A

HA3UBUH® CEHCUTMUB, cnipeii Ha3aIbHbII
J103upoBaHHbI, 11,25 Mmkr/103a, 10 mu

05503273
372490A
04.2026

JlaTa HCTeYeHHs CPOKA TOAHOCTH (MM.ITIT):

03.2029

IIpou3BoauTEIb COIIACHO perucrpanuu B Poccumn:

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

Iloka3aTtenn Crnenunpukanuu PesyabTaThl
Unentudukanmys Bpewms ynepuBaHUsI OCHOBHOTO TTHKA Ha CooTBeTCTBYET
OKCHMETA30JIHHA XpOMaTOrpaMMe UCTIBITYEMOT0 PacTBOpa JOIKHO
THIPOXJIOpHIA COOTBETCTBOBAaTh BPEMEHH yJEPKUBAHUS OCHOBHOT'O
MUKa Ha XpOMaTOrpaMMe CTaHIapTHOTO pacTBoOpa
OKCHMETA30JIMHA THAPOXIIOPHIA, TOTYICHHOU TIPU
KOJIMYECTBEHHOM OTIPE/ICIICHHH.
[Ipo3paynocTsb OmnanecueHuys npenapara He JOJDKHA ObITH OOJIbIIe CooTBeTcTBYET
OIaJyIeClICHIINU CYCTIEH3UH cpaBHEHUS |.
[[BeTHOCTB pacTBOpa [[BeTHOCTH TIpeniapara He JOJDKHA OBITh OOJBIIE CooTBeTCTBYET
LIBETHOCTU PacTBOpPa CpaBHEHUS Y7
OrtHocurenpHas miotHocTh | OT 1,006 1o 1,010 1,008
(d 20/20)
pH Ot 5,6 10 6,1 5,9
OCMOJISIIIBHOCTD Ot 270 1o 330 MOcMoJIB/KT 293 MOcMOITB/KT
OaHOPOAHOCTH MacChl Cpennsis Macca 03bL: 45 Mr £ 15 %. 47,14 mr
BBICBOOOKAAEMOM 103BI OnHOPOJHOCTH Macchl I03bI: JOIKHA COOTBETCTBOBATD.
KommgecTBo 103 B He menee 143 103 B ymakoBKe. 185 mo3
KOHTEHepe
[Ipumecn [Tpumecs A (mpoaykT ruznponusa) — e 6onee 0,5 % 0,0 %
[Mpumeck ZP-1 — ue Gonee 0,5 % 0,0 %
Envanunas HewneHTHOUIIMPOBaHHAS TPUMECH — 0,0 %
He Ooxee 0,1 %
CymmMa npumeceii — He 6onee 1,2 % 0,0 %
Muxkpobuonoruyeckas O6miee uncio adpoOHBIX OakTepuii — He Oonee 0 KOE/mn
4UCTOTA 10> KOE/mn
OO0111ee YMCIIO APOKIKEBBIX U INIECHEBBIX TPHOOB — 0 KOE/mn
e Gonee 10! KOE/mn
OtcytcTBue Pseudomonas aeruginosa/Mi OTcyTCTBYIOT B
1,0 M
OtcyrctBue Staphylococcus aureus/mi OTCYTCTBYIOT B
1,0 mn
Konnuectsennoe 237,5-262,5 MKT OKCHMeTa30JIMHa ruapoxjaopuga/mi. | 250,1 Mkr/mi
orpeJieNieHue
OKCHMETa30JIHHA
THIPOXJIOpHIA

Haumenosanne ADC:

OKkcuMeTa30IMHa THAPOXIIOPHU/T

MHH: OKcumeTa3onnH
Howmep cepun npousBoautens ADC: 24282040
Howmep cepun APC npoussoautens ['T1: 2600312

[TpousBoauTens u crpana npousBoacTtsa ADC:

I'epmanus

Siegfried PharmaChemikalien Minden GmbH,




Ctp.2u32

CEPTUD®UKAT AHAJIN3A
IIpenapar: HA3UBUH® CEHCUTMUB, cnipeii Ha3aIbHbII
J103upoBaHHbI, 11,25 Mmkr/103a, 10 mu
Kon SAP: 05503273
Howmep cepumn: 372490A
JlaTa npou3BoaCTBAa (MM.ITIT): 04.2026
JlaTa ucTeyeHusi CPOKa rogHOCTH (MM.ITIT): 03.2029
IIpou3BoauTEIb COIIACHO perucrpanuu B Poccumn: Famar Health Care Services Madrid, S.A.U.
OneHka: Cepust cooTBeTcTBYeT crnenudukanuu cormacio HJ[ JIIT-

Ne(010335)-(PT-RU) ot 28.05.2025.

JlaTta / Hoanuchk YnojgHoMo4eHHoro jguma (YJI): 21 mas 2026 2. /noonucaro/

Jhyuc Pamupec / YJI
FAMAR, MAJIPU]]

ITamm:
FAMAR
Health Care Services

Avda. Leganés, 62
28923 Alcorcon, Madrid, Spain
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Certificate of Conformity
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05503273 NASIVIN SENS. 0,025% 10ML 1INH (RU)

Customer material code: 80819476

Batch: 372490A

Date of manufacture: 07.04.2026

API Batches used

Code Description
10501253 OXIMETAZOLINA CLORHIDRATO

Quantity released:
Expiry Date: 03.2029

Supplier
Batch Nr Batch Nr
2600312 24282040

L_. (fp.l“g
:5@_005 un

@AﬂFUN

Manufacturer Country
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 38,25-51,75 mg 47,14 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 185

FILLING VOLUME >=10 ml 12 ml

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 237,5 - 262,5 pg/ml 250,1

HYDROLISIS PRODUCT <= 0,5% related to the content of 0,0%
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 <=12% 0,0%

PSEUDOMONA AERUGINOSA IN 1 ML Absence/ml| Absence

STAPHYLOCOCCUS AUREUS IN 1ML Absence/ml Absence

Microblal Contamination BACTERIA (TAMC) <= 1042 CFU/mi 0clfu

Microbial Contamination FUNGI (TYMC) <= 101 CFU/mlI 0 cfu

STERILITY TEST Complies Conforms

Deviations:
Description of the event:

Famar HCS, S.A.U. - Avenida Leganés 62-28923-Alcorcon-Madrid-Spain www.famar-group.com

Manufacturing License 6481E / GMP Certificate Number ES/115HVI/24

NO [)(] YES [ ] Ifsignificant deviations (which may have an impact on the quality of product).
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Certificate of Conformity W ot o
e
05503273 NASIVIN SENS. 0,025% 10ML 1INH (RU) \’rP"’”>
Customer material code: 80819476 ;Q 0O85 vr!
Batch: 372490A Quantity released: w UN
Date of manufacture: 07.04.2026 Expiry Date: 03.2029
API Batches used
Supplier

Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2600312 24282040 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




Product:

SAP-Code:
Batch no.:

Manufacturing date (mm.yyyy):

Page 1 of 2

CERTIFICATE OF ANALYSIS

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pug/dose, 10 mi

056503273
372490A
04.2026

Expiry date (mm.yyyy):

03.2029

Manufacturer according to the

registration in Russia:

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

Parameter Specifications Results
Identification The retention time of the main peak on the | Conforms
Oxymetazoline chromatogram of the tested solution is
hydrochloride required to correspond to the retention time
of the main peak on the chromatogram of
oxymetazoline hydrochloride standard
solution, received at assay testing.
Clarity The product should be not more opalescent | Conforms
than reference suspension |.
Color of the solution The product should be not more colored than | Conforms
color reference solution Y-
Relative density (d 20/20) |From 1.006 to 1.010 1.008
H From 5.6 to 6.1 5.9
Osmolality From 270 to 330 mOsmol/kg 293 mOsmol/kg
Uniformity of dose weight [ Mean dose weight: 45 mg +15 %. 4714 mg
delivered (released) Uniformity of dose weight: must comply.
Number of doses per Not less than 143 doses per pack. 185 doses
container
Impurities Impurity A (Hydrolysis product) — NMT 0.5 00%
%
Impurity ZP-1 — NMT 0.5 % 0.0%
Single unidentified impurity — NMT 0.1 % 0.0%
Total impurities — NMT 1.2 % 0.0%
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CERTIFICATE OF ANALYSIS

Product: NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 yg/dose, 10 ml

SAP-Code: 05503273
Batch no.: 372490A
Manufacturing date (mm.yyyy): 04.2026
Expiry date (mm.yyyy): 03.2029
Manufacturer according to the
registration in Russia:_ Famar Health Care Services Madrid, S.A.U.
Microbial purity TAMC — NMT 10? CFU/ml 0 CFU/ml
TYMC — NMT 10" CFU/ml 0 CFU/ml
Pseudomonas aeruginosa — absence/ml| Absentin 1.0 ml
Staphylococcus aureus — absence/ml. Absent in 1.0 ml
Assay 237.5 — 262.5 ug of oxymetazoline 250.1 pg/mi
Oxymetazoline hydrochloride/mi.
hydrochloride
APl name : Oxymetazoline hydrochioride
INN: Oxymetazoline
API| manufacturer batch number : 24282040
FP Manufacturer APl Batch number: 2600312
API Manufactured by & country: glegfrled PharmaChemikalien Minden GmbH,
ermany
Assessment: The batch complies with the specification according to ND JIM-

N2(010335)-(Pr-RU) from 28.05.2025.
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Health Care Services FA AL 1A o o

Date / Signature of Qualified Person:

A}

Avda. Leganés, 62 ‘
28923 Alcorcon, Madrid, Spain




