FAMAR

Cepruduxkar cooTBeTCTBHUS
05503273 — HA3MBHUH CEHCUTHB, CIIPEN HA3AJIbHBIN JO3UPOBAHHBIM, 0,025 %, 10 MT,

1 ®JIAKOH (Poccust)

Kon marepuana nocrasmuka: 80819476
Cepus:375690A

Jara npomsBoactsa: 12.05.2026

Brinymennoe xonudectso: 38 147 mT.
Cpox rogaOCTH: anpeab 2029 r.

®opma seirycka: CTEPHJIBHAS XKUJAKOCTD _
Tun ynakosku: INIACTUKOBBIN ®JIAKOH C JO3UPYIOIIIMM YCTPOUCTBOM

Pa3smep ynaxoBku: 1

Buyrpennue crienndukanny u crangaptsl npoussoautens: SPE-0006739

VYcnoBust xpanenust: ot +2 go +25 °C

Hcnonb3oBannbie cepuu ADC

Howmep cepun
Kon Onucanne Howmep cepun [IOCTABIIMKA [IpousBoaurens Crpana
10501253 OKCHUMETA3OJIMHA 2600497 24282040 SIEGFRIED TEPMAHUSA
T'MAPOXJIOPUL PHARMACHEMIKALIEN
MINDEN GmbH
PE3YJIBTATBI AHAJIN3A
INOKA3ATEJIb CHEIUPUKALUSA ITPU BBIITYCKE PE3YJbTATBI
PacTBOp oxpameH He 6oee MHTEHCHBHO,
OIIMCAHUE PACTBOPA — LIBETHOCTb 4YeM BOJIa OYHIICHHAs/PacTBOP CooTBeTCTBYET
cpaBHEHuUs Y7
OIIMCAHUE PACTBOPA — ITPO3PAYHOCTD PactBop He Oosee onanecuupyromuii, yem CooOTBeTCTBYET
BOJIa OYHIICHHAS/CYCIICH3Hs CpaBHEHUS |
OTHOCHUTEJIbBHAA TINIOTHOCTS (d 20/20) 1,006-1,010 1,008
pH 5,6-6,1 5,9
CPEJIHSISI MACCA BBICBOBOXIAEMOM
JO3bI (AJI1 OJHOT'O ®JIAKOHA) 38,25-51,75 mr 47,34 mr
OAHOPOJIHOCTD JO3UPOBAHUA (IJIA
OHOI'O ®JIAKOHA) (£25 %) 0-1 0
OAHOPOJHOCTD JO3UPOBAHUA (JIJIA
OJHOT'O ®JTIAKOHA) (£35 %) 0-0 0
OCMOJIAJIBHOCTD (MOcm/kr) Ot 270 o 330 MOcm/kr 291
CPEAHEE KOJIMYECTBO /103 B He menee 143 BbICBOOOKIaEMBIX J103 186
KOHTEWHEPE
OBBEM HAIIOJIHEHI A >10 mn 12 mn
NAEHTUOUKAILIMSA OKCUMETA3OJIMHA JIoKHO COOTBETCTBOBATH TPEOOBAHUAM CooTBeTCTBYET
I'MAPOXJIOPUA
KOJIMYECTBEHHOE OITPEJIEJIEHUE
OKCUMETA3OJIMHA TUAPOXJIOPUIA 237,5-262,5 Mkr/min 251,6
ITPOAYKT I'MAPOJIM3A < 0,5 % OTHOCHUTENBHO COAEPIKAHUS 0,0 %
OKCHMETAa30JIMHA THAPOXIIOPHIIA
ZP-1 =0,5 % OTHOCHTEIBHO COJEPIKAHUS 0,0 %
OKCHMETa30JIMHA THAPOXJIOpHIA
HEUJEHTUO®ULIMPOBAHHBIN [TPOAYKT < 0,1 % OTHOCHUTENBHO COAEPIKAHUSA 0,0 %
JAET'PAJALIMN C HAUBOJIBIIMM OKCHMETAa30JIMHA THAPOXJIOpHIA
COEP>XXAHUEM
CYMMA IMIPOAYKTOB JETPAJAITUN <1,2% 0,0 %
PSEUDOMONAS AERUGINOSA B 1 MJI OtcyrcrBue B 1 M OtcyrcTBHE
STAPHYLOCOCCUS AUREUS B 1 MJI OtcyrcrBue B 1 M OtcyrcTBHE
OBLIEE UMCJIO ABDPOBHbIX
MUKPOOPI'AHN3MOB (TAMC) He Gonee 102 KOE/mi 0 KOE
OBUIEE UMCJIO APOXCKEBBIX 1
I[IJIECHEBBIX I'PUBOB (TYMC) He Gonee 10! KOE/mn 0 KOE
CTEPMJIBHOCTb CoOTBeTCTBYET CoOTBETCTBYET

Otknonenus: HET [X] JIA [ ] Ecim 3mauumble oTkioHeHHs (KOTOpbIE MOIYT TMOBJIHMATH HAa KayecTBO

npernapara).

Ornucanue COOBITHS:

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

Cepruduxkar cooTBeTCTBHUS

05503273 — HA3BUBHUH CEHCUTHUB, CIIPEM HA3AJIbHBIN JO3UPOBAHHBIN, 0,025 %, 10 MT,
1 ®JIAKOH (Poccust)

Kon marepuana nocrasmuka: 80819476

Cepus:375690A Brinymennoe xonudectso: 38 147 mT.
Jara npomsBoactsa: 12.05.2026 Cpox rogaOCTH: anpeab 2029 r.

®opma Beimycka: CTEPUJIBHAS dKUIKOCTD

Tun ynaxosku: ITACTUKOBBINA ®JIAKOH C JJO3UPYIOIIUM YCTPOHCTBOM
Pa3smep ynaxoBku: 1

Buyrpennue crienndukanny u crangaptsl npoussoautens: SPE-0006739

VYcnoBust xpanenust: ot +2 go +25 °C

Hcnonb3oBannbie cepuu ADC

Howmep cepun
Kon Ornucanue Howmep cepun  mocraBnimka [IpousBoaurens Crpana
10501253 OKCHUMETA3OJIMHA 2600497 24282040 SIEGFRIED TEPMAHUS
TUJIPOXJIOPU/] PHARMACHEMIKALIEN

MINDEN GmbH

MNPUMEYAHUE:
Jauubiii mpenapar Obu1 mpoaHanmusupoBaH B cootBercTBuu ¢ COIl: WIN-0000677 /
WIN-0009323

3asiByienne o ceprupukanum:

HacrosimuM  moaTBepkmar0, UYTO TPEJACTABICHHAs BbIe WHGOPMAIUS  SIBISETCS
JIOCTOBEpHOM W TouyHOW. JlaHHas cepusi mperapata ObLla HM3TOTOBJICHA/TIPOM3BENICHA W
Mpolia HUCIBITaHUS KadyecTBa, BKIIIOYAs YIMAKOBKY M KOHTPOJb KadecTBa, B IOJHOM
COOTBETCTBUU ¢ TpeOboBaHusiMU GMP, TpeOOBaHUSIMU MECTHOTO YITOJITHOMOYEHHOTO OpraHa,
TpeOOBAaHUSIMU HOPMATUBHOW JIOKYMEHTAlMU (KaK YacTh PErHCTPAIMOHHOTO JIOChE),
JNEUCTByIOIlE Ha Tepputopun Poccuiickoit ®enepanur, U B COOTBETCTBUU CO
cnenupuKalusIMd B PETHUCTPAIMOHHOM YIOCTOBEPEHUH CTPaHBI-UMIIOpTEpa. bbutn
MIPOBEPEHBI IPOTOKOJIBI TPOU3BOJICTBA, YIIAKOBKH M aHAIN3a CEpUH, U ObLIO YCTAaHOBJIEHO,
YTO OHHM COOTBETCTBYIOT TpeboBanusM GMP. Cepusi Takke COOTBETCTBYET TPEOOBAHUSIM
pasnenoB «YmakoBka» M «MapkupoBkay crenu@ukanud HOPMATUBHOM JOKYMEHTAIlUH,
JEUCTBYIOLLEH Ha Tepputopun Poccuiickoit @enepanuu.

Beinymeno: Jlyuc Pamupec IToamnucse:
(YromHOMOYEHHOE JTUIIO) /noonucano/ 29 mas 2026 .
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IIpenapar:

Kox SAP:
Homep cepumn:

Jata npousBoacrea (MM.ITTT):

Crpanuna 1 u3 2
CEPTUOUKAT AHAJIN3A

HA3BUBUH®

CEHCHUTHB,

crpeil  Ha3aJbHbIN

J03UpPOBaHHbIN, 11,25 Mkr/no3a, 10 mu

05503273
375690A
05.2026

JlaTa ucTeYeHHsl CPOKA FOHOCTH

04.2029

(MMLITIT):

IIpou3BoauTeah COrJIACHO

perucrpanuu B Poccumn:

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

Iloka3arenn Crnenudpuxanuu PesyabTarsl
Wnenrudukanms Bpewst yaepkrBaHMsI OCHOBHOTO TIHKa Ha CooTBETCTBYET
OKCUMETAa30JIMHA XpoMaTorpaMMe UCIIBITYEMOTO pacTBOpa
TUAPOXJIOPHIIA JIOJDKHO COOTBETCTBOBATh BPEMCHH
yAep>KUBaHHUSI OCHOBHOTO TIMKA Ha
XpoMaTorpaMMe CTaHIapTHOTO pacTBOpa
OKCHMETAa30JIMHA THIPOXIIOPU/IA,
MOJTy4EHHON TPU KOJIMYECTBEHHOM
OTIPCICIICHHM.
IIpo3padnocTs OmnazecreHIus npemnapara He 10JpKHa ObITE | COOTBETCTBYET
OOJIBITIC OTIAJICCIICHITIH CYCIICH3UH
cpaBHeHUs 1.
IlBeTHOCTE pacTBOpa L[BeTHOCTH TIpemapara He JOKHA OBITh CooTBeTCTBYET
0O0JIbIIIE IIBETHOCTH PAacTBOPA CPaBHEHUS Y7
OtHOCUTENIbHAS IIOTHOCTD Ot 1,006 1o 1,010 1,008
(d 20/20)
pH Ot 5,6 1o 6,1 5,9
OCMOISAIIBHOCTD Ot 270 1o 330 MOcm/kr 291 mOcMm/kr
OaHOPOAHOCTH MacChl Cpennsist Mmacca 03bL: 45 mr £ 15 %. 47,34 mr
BBICBOOOKIAaEMOI JO3EI OmHOPOAHOCTH MACCHI JIO3bI: JOJKHA
COOTBETCTBOBATD.
KommgecTBo 103 B He Menee 143 103 B ymakoBKe. 186 mo3
KOHTeHepe
IIpumecu [Tpumecs A (IPOIYKT THAPOIN3A) — 0,0 %
He 6oiee 0,5 %
[Ipumecs ZP-1 — we 6omee 0,5 % 0,0 %
Enunnynast HeuaeHTUUITUPOBAaHHAS 0,0 %
npumech — He 6onee 0,1 %
CymmMma npumeceit — He 6onee 1,2 % 0,0 %




Crpanuna 2 u3 2

CEPTU®UKAT AHAJIU3A
Ilpenapar: HABUBUH® CEHCHUTHUB, cnpeii Ha3albHbIA
J03UpPOBaHHbIN, 11,25 Mkr/no3a, 10 mu
Kox SAP: 05503273
Howmep cepumn: 375690A
JlaTa mpoussoacrea (MML.ITIT): 05.2026
JlaTa ucTeyeHHs1 CPOKA TOAHOCTH 04.2029
(MML.ITTT):
IIpou3BOANTENH COIJIACHO Famar Health Care Services Madrid, S.A.U.

perucrpanuu B Poccumn:

IToxa3zarennb Crnenuduxanumn PesyabTarsl
MukpoOuoornIecKast Ob6mIee 9nciIo adpOOHBIX OAKTEpHA — 0 KOE/mn
4UCTOTA ne 6onee 10> KOE/mn

OO6mIee 9MCIIO APOMIKEBBIX U INIECHEBBIX 0 KOE/mn

rpu6oB — He Gonee 10" KOE/mi

OtcyrctBue Pseudomonas aeruginosa/mi OrcyrctByroT B 1,0 Mt

OtcyrctBue Staphylococcus aureus/mi OrcytctByroT B 1,0 Mt
KonnuectBeHnoe 237,5-262,5 MKI' OKCMMETAa30/IMHa 251,6 MKr/mi
onpesencHNe THIPOXJIOPUAA/ MIL.
OKCUMCETA30JIMHA
TUIPOXJIOpUIA
Haumenosanue ADC: OkcumeTa3onrHa ruJIpoXJI0pUT
MHH: OxcuMeTa30JIMH
Howmep cepun npoussogutens APC: 24282040
Howmep cepun ADC npoussoaurens ['T1: 2600497
[IpouzBoautens u crpana npousBojacTBa ADC: | Siegfried PharmaChemikalien Minden GmbH,
I'epmanus
Ouenka: Cepust coorBercTByeT crneuudukanuu cornacio HJI
JITT-Ne(010335)-(PI'-RU) ot 28.05.2025.
JlaTa/moanuch ynmojanoMoueHHoro juna (YJI): 29 mas 2026 2./ /noonucarno/
Jhyuc Pamupec / YJI
ITamn:
FAMAR

Health Care Services
Avda. Leganes, 62
28923 Alcorcon, Madrid, Spain



FAMAR

Certificate of Conformity

05503273 NASIVIN SENS. 0,025% 10ML 1INH (RU)

Customer material code: 80819476
Batch: 375690A
Date of manufacture: 12.05.2026

Quantity released: 38.147 UN
Expiry Date: 04.2029

Form: STERILELIQUID

Packaging type: SPRAYPLASTICBOT

Packaging Size: 1

Manufacturer internal specifications and standards: SPE-0006739
Storage conditions: Between +2°C & +25°C

API Batches used

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2600497 24282040 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 47,34 mg

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

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

OSMOLALITY (mosm/kg) 270 - 330 mOsmol/Kg 291

AVERAGE NUMBER OF DOSES PER CONTAINER Min. 143 deliveries 186

FILLING VOLUME >=10ml 12ml

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 237,5 - 262,5 pg/ml 251,6

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

ZP-1 <= u 5% related to the content of G,C %
Oxymethazoline hydrochloride

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

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

PSEUDOMONA AERUGINOSA IN 1 ML Absence/ml Absence

STAPHYLOCOCCUS AUREUS IN 1ML Absence/ml| Absence

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

Microbial Contamination FUNGI (TYMC) = 10" CFU/mI 0 cfu

STERILITY TEST Complies Conforms

Deviations: [)g1 YES 1 If significant deviations (which may have an impact on the quality of product).
Descrlptlon of ) 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
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FAMAR

Certificate of Conformity

05503273 NASIVIN SENS. 0,025% 10ML 1INH (RU)

Customer material code: 80819476
Batch: 375690A Quantity released: 38.147 UN

Date of manufacture: 12.05.2026 Expiry Date: 04.2029

Form: STERILELIQUID

Packaging type: SPRAYPLASTICBOT

Packaging Size: 1

Manufacturer internal specifications and standards: SPE-0006739
Storage conditions: Between +2°C & +25°C

APl Batches used

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2600497 24282040 SIEGFRIED PHARMACHEM  DE

IKALIEN MINDEN GmBH

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

Certification statement:
| hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/manufactured and
tested for quality tests, including packaging and quality control in full compliance with the GMP requirements of the local Regulatory
Authority and the requiremetns of the Normative Document (as part of Regulatory dossier) currently registered in the Russian
Federation on the listed quality parameters in the Marketing Authorization of the importing country. The batch processing, packaging
and analysis records were reviewed and found to be in the compliance with GMP. The batch also meets the requirements of Sections
Packaging and Labelling of the Normative Document specification currently registered in Russian Federation.

Released by: Signature:
(Qualified person)

29 f’lA? U1 L

Famar HCS, S.A.U. - Avenida Leganés 62-28923-Alcorcon-Madrid-Spain www.famar-group.com 21712

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 ug/dose, 10 ml

05503273
375690A
05.2026

Expiry date (mm.yyyy):

04.2029

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 onthe | 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
pH From 5.6 to 6.1 5.9
Osmolality From 270 to 330 mOsmol/kg 291 mOsmol/kg
Uniformity of dose weight | Mean dose weight: 45 mg 15 %. 47.34 mg
delivered (released) Uniformity of dose weight: must comply.
Number of doses per Not less than 143 doses per pack. 186 doses
container
Impurities Impurity A (Hydrolysis product) — NMT 0.5 0.0%
%
Impurity ZP-1 — NMT 0.5 % 0.0%
Single unidentified impurity — NMT 0.1 % 0.0%
Total impurities — NMT 1.2 % 0.0%




Page 2 of 2

CERTIFICATE OF ANALYSIS

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

SAP-Code: 05503273
Batch no.: 375690A
Manufacturing date (mm.yyyy): 05.2026
Expiry date (mm.yyyy): 04.2029
Manufacturer according to the
registration in Russia: Famar Health Care Services Madrid, S.A.U.
Microbial purity TAMC — NMT 10? CFU/mli 0 CFU/ml
TYMC — NMT 10" CFU/ml 0 CFU/mI
Pseudomonas aeruginosa — absence/ml Absent in 1.0 ml
Staphylococcus aureus — absence/ml. Absent in 1.0 ml
Assay 237.5 - 262.5 ug of oxymetazoline 251.6 ug/mi
Oxymetazoline hydrochloride/ml.
hydrochloride
APl name : Oxymetazoline hydrochloride
INN: Oxymetazoline
API manufacturer batch number : 24282040
FP Manufacturer APl Batch number: 2600497
. Siegfried PharmaChemikalien Minden GmbH,
APl Manufactured by & country: Germany
Assessment: The batch complies with the specification according to ND JIN-
Ne(010335)-(PIr-RU) from 28.05.2025.

lamnayoeace )/

Date / Signature of Qualified Person:

Aui; [LA"'\EA/E’L/ Qe

FAMAR FAmar naciuy

Health Care Services

Avda. Leganés, 62
28923 Alcorcon, Madrid, Spain




CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOA

Name of the document / 375690A
Ha3BaHue gokymeHTa

This certificate confirms that the document 375690A originally written in English was translated in
accordance with service agreement in force from English into Russian by certified interpreter, who
has sufficient experience to perform translation and verify the document. This certificate also
confirms that translation was checked for correctness and completeness against the source
document / [aHHbIl cepTudukaT noaTeBepXaaeT, 4To A[okymeHT 375690A, wu3HayanbHo
HanMCaHHbIN Ha aHrnuickoMm si3blke, Obln NepeBefeH B COOTBETCTBUM C AeNCTBYOLMM
cornaiieHmem o6 okasaHUW YCryr C aHrnmuiAckoro s3blka Ha PycCKUii A3biK CepTUULMPOBAHHBIM
NepeBoAYMKOM, 0BnajaloLMM [OCTATOYHBIMU HaBblkaMi [Afs OCYLLECTBNEHUS MNepeBoda W
NPOBEPKN AOKyMeHTa. [laHHbIi cepTumkaT Taloke NOATBEPXKAAET, YTO NEPeBoA NPOLLEN NPOBEPKY
Ha NPaBUNbHOCTbL U MONHOTY OTHOCUTENBbHO UCXOAHOIO AOKYMEHTA.

Evdokimova Ksenia / Translator
Translation performed by /

EspokumoBa Kcenuns / Mepesoauy
MepeBop, BbINOMHEH: A P A WK

/

Date and Signature / [ata u 10.08.26 /
noAnuch /
Translation checked for Karim Halida / Head of duélity/Control Department

correctness and completeness
by / TlepeBops npoBepeH Ha
NPaBWbHOCTb U NOMHOTY:

b OTaena KoHtpons Kavectsa

Date and Signature / Jata wu
noanuce




