FAMAR

CepTudukar cOOTBETCTBHS ‘

05503273 — HA3BMBHUH CEHCHUTUB, CIIPEM HA3AJIbHBIN JTO3WPOBAHHBIN, 0,025 %, 10 MT,
1 ®JAKOH (Poccust)

Kon marepuana mocraBmuka: 80819476
Cepusa:375680A BrimymenHoe konuuecTBo: 25 855 miT.

Hata npousBoactsa: 11.05.2026 Cpok rogHoctu: Anpes 2029 r.
®opma Beimycka: CTEPUJIBHAS dKUIKOCTD

Tun ynakosku: INTACTHKOBBIN ®JIAKOH C JO3UPYIOIIUM YCTPONMCTBOM

Pa3smep ynaxoBku: 1

Buyrpennue crienudukanny u crauaaptel npoussoautens: SPE-0006739

VYcnoBust XxpaHeHWs: XpaHUTh MPH TeMmnepaTrype He Bole 25 °C

Hcnoan3oBanublie cepun ADC

Kon Onucanue Homep  Howmep cepun  IIpousBonuresns Crpana
cepun IIOCTaBIIMKa
10501253 OKCUMETA3OJIMHA 2600497 24282040 SIEGFRIED TEPMAHUSA
T'NAPOXJIOPU/L PHARMACHEMIKALIEN
MINDEN GmBH
PE3YJIBTATBHI AHAJIN3A
TTOKA3ATEJIb CHEUOUKALIM [TPU BBIITY CKE PE3VYJIbTATEIL
OIIMCAHUE PACTBOPA — IIBETHOCTb PactBop oxpamren He 6onee MHTEHCHBHO, yeM COOTBETCTBYeT
BOJIa OYHIIICHHAs / pacTBOp cpaBHEHHS Y 7
OIIMCAHUE PACTBOPA — ITPO3PAYHOCTD PactBop He Ooee onaneciupyromuii, 4eM Boga COOTBETCTBYET
OYHIIEeHHAs / CyCIIeH3UsI cpaBHEHHS |
OTHOCHUTEJIBHAS IIJIOTHOCTH (d 20/20) 1,006-1,010 1,008
PH 5,6-6,1 5,9
CPEJIHSISI MACCA BBICBOBOXJIAEMOM MO3bI (JJIS1  38,25-51,75 mr 48,28 mr
OJHOT'O ®JIAKOHA)
OJHOPOJHOCTH JO3MPOBAHUS (AJIS1 OAHOI'O 0-1 0
OJIAKOHA) (£25 %)
OJHOPOJHOCTH JO3MPOBAHUS (AJIS1 OAHOI'O 0-0 0
OJIAKOHA) (£35 %)
OCMOJIAJIBHOCTD (MOcmosb/Kr) 270-330 MOcmouts/KT 288
CPEJHEE KOJIMYECTBO 103 B KOHTENHEPE He menee 143 BbICBOOOXTaeMBIX 103 180
OBBEM ®ACOBKU >10 M 12 mn
NAEHTUOUKALIMA OKCUMETA3OJIMHA Jlo/mkeH coOTBETCTBOBATh CooTBeTcTBYyET
TUAPOXJIOPUIA
KOJIMYECTBEHHOE OIPEJEJIEHUE 237,5-262,5 mMxr/mi 2506
OKCUMETA3OJIMHA TUAPOXJIOPUIA
MMPOAYKT I'MAPOJIN3A <0,5% OTHOCHUTEIIHLHO conepxanust 0,0 %
OKCHMETAa30JIMHA TUAPOXIIOpHIA
ZP-1 <0,5% OTHOCHUTEIIHLHO conepxanust 0,0 %
OKCHMETAa30JIMHA TUAPOXIIOpHIA
HEWJIEHTU®ULIMPOBAHHBIN ITPOJIYKT <0,1% OTHOCHUTENILHO conepxkanus 0,0 %
JAETPAIAIINMN C HAUBOJIBIIINM COAEP KAHUEM OKCHMETa30JIMHa THIPOXJIOpUIa
CYMMA IMIPOAYKTOB JETPAJJAIITUN <12% 0,0 %
PSEUDOMONAS AERUGINOSA B 1 MJI OtcyrcTBre B 1 M OtcyrcTBHE
STAPHYLOCOCCUS AUREUS B 1 MJI OtcytceTBre B 1 M OtcyrcTBHE
OBUIEE UHCJIO ASPOBHBIX MUKPOOPI"AHM3MOB He Gonee 10 KOE/Mn 0 KOE
(TAMC)
OBLIEE YUCJIO APOACKEBBIX U IIJIECHEBBIX He Gonee 10" KOE/Mn 0 KOE
T'PUBOB (TYMC)
CTEPWJIBHOCTbD COOTBETCTBYET COOTBETCTBYET

Otxnonenusi: HET [x] JJA [] Ecnu cymecTBeHHbIe OTKIOHEHHS! (KOTOpPbIE MOTYT MOBJIUSATH HA KAU€CTBO Mpenapara).
Omnucanne coOBITHA:

DIN TW 185505. B mouxe 716-6A4 obuapyaicer o0un pezyromam, npesviutaroujuii npeoen deticmeus. Kopooku ¢ 58 no
132 6vLiu omoenenvt u omopakoeamvl
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FAMAR

CepTudukar cOOTBETCTBHS ‘
05503273 — HA3BMBHUH CEHCHUTUB, CIIPEM HA3AJIbHBIN JTO3WPOBAHHBIN, 0,025 %, 10 MT,
1 ®JIAKOH (Poccust)
Kon marepuana mocraBmuka: 80819476
Cepusa:375680A BrimymenHoe konuuecTBo: 25 855 miT.
Hata npousBoactsa: 11.05.2026 Cpok rogHoctu: Anpes 2029 r.
®opma Beimycka: CTEPUJIBHAS dKUIKOCTD
Tun ynakosku: INTACTHKOBBIN ®JIAKOH C JO3UPYIOIIUM YCTPONMCTBOM
Pa3smep ynaxoBku: 1

Buyrpennue crienudukanny u crauaaptel npoussoautens: SPE-0006739
VYcnoBust XxpaHeHWs: XpaHUTh MPH TeMmnepaTrype He Bole 25 °C
Hcnoan3oBanublie cepun ADC

Kon Onucanue Homep  Howmep cepun  IIpousBonuresns Crpana
cepuu MOCTABIINKA

10501253 OKCMUMETA3OJIMHA 2600497 24282040 SIEGFRIED TEPMAHUS

T'MIPOXJIOPU/] PHARMACHEMIKALIEN
MINDEN GmBH

INMPUMEYAHMUE:
Janubrii nmpenapar ObuU1 npoaHanu3upoBaH B cootrBerctBuu ¢ COIl: WIN-0000677 /
WIN-0009323

3asiByieHHe 0 cepTHPUKALIUN:

HacrosimuM moaTBep:kiar0, 4YTO MpEACTaBlIEHHAs BbIMle HWH(DOpMAIHs SBISIETCS
JIOCTOBEpHOM M TOYHOMU. JlaHHasi cepus mpernaparta Obuta U3TOTOBJICHA/IPOU3BECHA U
MpoIIJIa UCTIBITAHUSI KayeCTBa, BKJIIOYAsl YIAKOBKY U KOHTPOJb KAa4ECTBA, B MOJHOM
COOTBEeTCTBUU ¢ TpeboBanusmu GMP, TpeboBaHMSAMH MECTHOTO YIOJHOMOYEHHOTO
oprana, TpeOOBaHUSMU HOPMAaTUBHON JOKYMEHTAIMH (KaK 4acTh PETUCTPALMOHHOTO
JIOChE), NEUCTBYIONICH Ha TeppuTopun Poccuiickoit deaepannu, 1 B COOTBETCTBUH CO
cnenupuKalusIMAd B PETUCTPAIMOHHOM YAOCTOBEPEHUU CTPAHBI-UMIIOPTEpa. bbuin
MPOBEPEHBl MPOTOKOJIBI TMPOU3BOJACTBA, YINAKOBKM M aHalu3a CepUHM, U ObLIO
YCTQHOBJICHO, YTO OHHM COOTBETCTBYIOT TpeboBanusiM GMP. Cepus Takxe
COOTBETCTBYET TPeOOBaHUAM pa3/ienoB «YHakoBka» U «MapKupoBka» crerupukanum
HOPMATHBHOM  JOKYMEHTAallUM, JEUCTBYIOLIEHW Ha Teppuropuu Pocculickon
denepanuu.

Brinymieno: TToamnuce:
(YTIOTHOMOYEHHOE JTUTIO)
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Ilpenapart:

Kox SAP:
Howmep cepumn:

JlaTa mpou3BoACTBAa (MM.ITIT):

Crp.1m31
CEPTU®UKAT AHAJIN3A

HA3UBHUH® CEHCUTUB,

crpeii Ha3aabHbIN 103MpoOBaHHbIH, 11,25 Mkr/no3a, 10 ma

05503273
375680A
05.2026

JlaTa HCTeYeHHs CPOKA TOAHOCTH (MM.ITIT):

04.2029

IpousBoaurtenb _corjacHo perucrpaunu B Famar Health Care Services Madrid, S.A.U.

Poccun:
Iloka3zaTesib Crnenndukanuu Pe3yabTaThl
Wnentudrkanms Bpemst ynepkuBaHUS OCHOBHOTO IIMKAa Ha XpoMarorpamme HUcHbITyeMoro|CoOoTBETCTBYET
OKCHMETa30JIMHa pacTBOpa TOJDKHO COOTBETCTBOBATH BPEMEHH YIEP KUBAHUS OCHOBHOTO ITHKA
THAPOXJIOpUIa Ha XpoMaTorpaMme CTaHJapTHOTO pacTBOpa OKCHMETAa30JIMHA THAPOXJIOPHA,
HOJIYYEHHOH IPH KOJMYECTBEHHOM OIPE/ICICHUH.
IIpo3paunocts OmnanecueHnys mpernapara He JODKHA OBITh Oousbmie  omanecreHHd | COOTBETCTBYET
cycneHs3uu cpaBHeHus |
IIBeTHOCTH pacTBOpa I[BetHOCTH mpemapata He IOJDKHA OBITH OoJbIIEe NBETHOCTH pacTBopa|CoOTBETCTBYET
cpaBHeHus Y7
OTHOCHUTENbHAS INIOTHOCTD Or 1,006 1o 1,010 1,008
(d 20/20)
PH Ot 5,6 no 6,1 5,9
OcCMOJISITBHOCTD Ot 270 o 330 MOcMOJIB/KT 288 MOcMoub/Kr
OIHOPOTHOCTH MAaCChI Cpennsist macca 103bl: 45 Mr + 15 %. OxHOPOJHOCTH Macchl J03bI: JOMKHA|48,28 mr
BBICBOOOJKIAEMOM J103bI COOTBETCTBOBATb.
KonunuectBo 103 B konteiinepe | He menee 143 103 B ynakoBKe. 180 no3
[Tpumecu ITpumecs A (mpoaykT ruapoinusa) — He 6oxee 0,5 % 0,0 %
IMpumecs ZP-1 — ne 6oxee 0,5 % 0,0 %
Ennnnunas HenneHTHUIMpoBanHas npumech — He 6oxee 0,1 % 0,0 %
Cymma npumeceit — He 6onee 1,2 % 0,0 %
Muxkpobunonoruueckas OG6uee uncio adpobusix Gakrepuii — ne Gonee 102 KOE/mn 0 KOE/mn
qucrora OO611ee YKCIIO JPOAIKEBBIX M IIECHEBLIX Ipru60B — He 6osee 10! KOE/mn 0 KOE/mn

OrtcyrcrBue Pseudomonas aeruginosa/mi

OTCyTCTBYIOT B
1,0 M

Otcyrcrue Staphylococcus aureus/mit

OTCyTCTBYIOT B
1,0 M

KonnuectBeHHoe omnpeneneHue
OKCHMETAa30JIMHA
THAPOXJIOpHUIA

237,5-262,5 MK OKCHMETa30JIMHa THAPOXIOPHIA/MIL.

250,6 MKr/mi

Hanmenosanne ADC:

OKcHMeTa30JIMHa TUAPOXJIOpUJ

MHH: OKcHMETa30MH
Howmep cepuu npoussogurenst ADC: 24282040
Howmep cepunt ADC npousBonuresns ['T1: 2600497

IIpowsBoauTens u cTpana mpousocTBa ADC:

Siegfried PharmaChemikalien Minden GmbH, I"'epmanwust

Ouenka:

Jara / Iloanuch YnoanomouyenHoro juua (YJI):

Cepus COOTBETCTBYET crieriudukaimu cornacHo HJJ
JITI-Ne (010335)-(PT-RU) ot 28.05.2025.

25 nrons 2026 r. /noonucano/

ramm: FAMAR Health Care Services Avda. Leganés,
62, 28923 Alcorcén, Madrid,

Jlync Pamnansc / YJI

Spain FAMAR MADRID




FAMAR

Certificate of Conformity

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

Customer material code: 80819476
Batch: 375680A
Date of manufacture: 11.05.2026

Quantity released: 25.855 UN
Expiry Date: 04.2029

Form: STERILELIQUID

Packaging type: SPRAYPLASTICBOT

Packaging Size: 1

Manufacturer internal specifications and standards: SPE-0006739
Storage conditions: Store below 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 48,28 mg

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

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

OSMOLALITY (mosm/kg) 270 - 330 mOsmol/Kg 288

AVERAGE NUMBER OF DOSES PER CONTAINER Min. 143 deliveries 180

FILLING VOLUME >=10 mi 12 ml

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 237,5 - 262,5 pg/ml 250,6

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 hydrochioride

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) <= 1072 CFU/mI 0 cfu

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

STERILITY TEST Complies Conforms

Deviations: NO [ ] YES [>Q’
Description of the event:

If significant deviations (which may have an impact on the quality of product).

Pl +we ABSCoiC.
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FAMAR

Certificate of Conformity

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

Customer material code: 80819476
Batch: 375680A Quantity released: 25.855 UN

Date of manufacture: 11.05.2026 Expiry Date: 04.2029

Form: STERILELIQUID

Packaging type: SPRAYPLASTICBOT

Packaging Size: 1

Manufacturer internal specifications and standards: SPE-0006739
Storage conditions: Store below 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
PNT:

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

Certification statement:
I 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)

UL > K/‘\mﬂzel—
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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

056503273
375680A
05.2026

Expiry date (mm.yyyy):

04.2029

Manufacturer according to the

registration in Russia:

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

than reference suspension |.

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

Color of the solution

The product should be not more colored than
color reference solution Y7

Conforms

Relative density (d 20/20) |From 1.006 to 1.010 1.008
pH From 5.6 to0 6.1 5.9
Osmolality From 270 to 330 mOsmol/kg 288 mOsmol/kg
Uniformity of dose weight | Mean dose weight: 45 mg +15 %. 48.28 mg
delivered (released) Uniformity of dose weight: must comply.
Number of doses per Not less than 143 doses per pack. 180 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%
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CERTIFICATE OF ANALYSIS

Product:

SAP-Code:

Batch no.:

Manufacturing date (mm.yyyy):
Expiry date (mm.yyyy):

Manufacturer according to the
registration in Russia:

NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pg/dose, 10 ml

05503273
375680A
05.2026
04.2029

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

Microbial purity TAMC — NMT 10?2 CFU/mi 0 CFU/ml
TYMC — NMT 10! CFU/ml 0 CFU/mI
Pseudomonas aeruginosa — absence/ml Absent in 1.0 ml
Staphylococcus aureus — absence/ml. Absentin 1.0 ml
Assay 237.5 — 262.5 ug of oxymetazoline 250.6 pg/ml
Oxymetazoline hydrochloride/ml.
hydrochloride
APl name : Oxymetazoline hydrochloride
INN: Oxymetazoline
AP| manufacturer batch number : 24282040
FP Manufacturer API Batch number: 2600497
) Siegfried PharmaChemikalien Minden GmbH,
APl Manufactured by & country: Germany
Assessment: The batch complies with the specification according to ND JII-

N2(010335)-(PT-RU) from 28.05.2025.

Date / Signature of Qualified Person:

FAMAR

Heaith Care Services

Avda. Leganés, 62 '
28923 Alcorcon, Madrid, Spain
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CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOJA

Name of the document / 375680A
Ha3BaHue ookymeHTa

This certificate confirms that the document 375680A 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 / [aHHbli cepTudUKAT MOATBEPXKAAET, YTO AOKYMEHT 375680A, uW3HayanbHoO
HanUCaHHbIN Ha aHrMNCKOM A3bike, OblN NepeBefeH B COOTBETCTBUM C AEACTBYIOLLUM
cornalieHvem o6 okasaHWWU YCnyr C aHrnuincKoro A3bika Ha PYCCKUN 3bIK CepTUDULIMPOBaHHBLIM
nepesoAYMKkoM, obnafjalowmuM [OCTaTOYHBbIMKA HaBblkaMu AN OCYLECTBIeHus nepesoaa W
NpoBepKkn AOKYMeHTa. [laHHbI cepTudmKaT Takke NOATBEPXKAAET, YTO NEPEBOA, NPOLLEN NPOBEPKY
Ha NPaBWIbHOCTb M MOMHOTY OTHOCUTENbBHO UCXOAHOMO AOKYMEHTA.

Evdokimova Ksenia / Translator
Translation performed by /

EsgoknmoBa Kcenus / NepeBoaumnk
lMepeBop BbINONHEH: /7

Date and Signature / [Jata u 11.08.26 v/
noanucb / /
Translation checked for Karim Halida / Head dfﬂuality Control Department

correctness and completeness Kapum Xanunpa / Pyxéaoumenb OTtpena KonTtpons KayecTBa
by / TlNepeBog npoBepeH Ha g & o
NpaBUNbHOCTb U MOSHOTY: ] /1)

/// //
Date and Signature / [lata n 11.08.26

noanucb / /




