CepTudukar cOOTBETCTBHS

05503274 HASBUBUH CEHCHUTMUB, 0,05 %, 10 MJI, 1 ®JIAKOH CITPESI HA3BAJIBHOT' O (Poccus)

Kon marepuana mocraBmuka: 80819477

Cepus: 379280A Bremymennoe koiudectso: 37 937 mir.
JaTa npom3BocTaa: 25.06.2026 Cpox rogroctu: 05.2029 r.
®opma Beimycka: CTEPUJIBHAS JKUIKOCTD

Tun ynmaxosku: IMTACTUKOBBIN ®JIAKOH C JO3UPYIOIMM YCTPONMCTBOM

Pa3zmep ymakoBku: 1

BuyTpennune cneundukanuu u cranaaptel npoussourens: SPE-0006744

YcnoBust XxpaneHus:: XpaHUTh MPH TeMnepaType He Bbine 25 °C

Hcnoun3oBannsie cepun ADC

Howmep Howmep cepun
Kon Onucanue cepun MOCTABIIHKA [IpousBonuTesh Crpana
10501253 OKCHUMETA3OJIMHA 2600654 24282039 3urdpug T'EPMAHUA
TUAPOXJIOPULL dapmaXeMHuKaIueH
Munnen 'MOx
PE3YJIbTATBI AHAJIN3A

IMMOKA3ATEJIb CHELHHMOHUKALIUA ITPH PE3YJIbTATBI

BBIITYCKE
OIINCAHUME PACTBOPA — PacTBOp He Oomee CooTBeTCTBYET
[TPO3PAUYHOCTD OTNaJIECIUPYIOIINMA, YEM BOJA

OYHINCHHAS / CYCIICH3HS CpaBHEHUS |
OIIMCAHUE PACTBOPA — IIBETHOCTD PactBop okpamieH He 6oiee CooTBeTCTBYET

HHTCHCHUBHO, YEM BOJla OYHUIICHHAA /
pacTBoOp cpaBHEHHUS Y7

OTHOCUTEJIbHASA TIJIOTHOCTD 1,006-1,010 1,008

(d 20/20)

pH 5,6-6,1 5,9

CPEIHASA MACCA 38,25-51,75 mr 44,44 mr

BbICBOBOXIAEMOI JIO3bI (JUUIS1

OZIHOI'O ®JTIAKOHA)

OIHOPOIHOCTH IO3UPOBAHUSA (JIJIA 0-1 0

OZIHOI'O ®JIAKOHA) (£25 %)

OIHOPOJIHOCTH JO3UPOBAHUA (JIJId 0-0 0

OHOI'O ®JIAKOHA) (£35 %)

CPEJHEE KOJIMYECTBO /103 B > 143 194

KOHTEMHEPE

OCMOJIAJIBHOCTbD (MOcMomnb/kr) 270-330 293

OBBEM ®ACOBKHA > 10 M 12

NAEHTUDOUKALIUAA JloxeH cooTBETCTBOBATH CooTBeTCTBYyET

OKCHUMETA3OJIMHA TUAPOXJIOPUIA

KOJIMYECTBEHHOE OIIPEAEJIEHUE 475-525 MKr/mi 502

OKCHUMETA3OJIMHA TUAPOXJIOPUIA

TTPOAYKT I'MAPOJIN3A < 0,50 % OoTHOCUTEIBHO 0,0 %
COJIep>KaHUsl OKCUMETAa30JIMHa
TUAPOXJIOpHIA

ZP-1 0,0 %

< 0,50 % OTHOCHTENHHO
COJICPKAHUS OKCHMETA30/IMHA

THIPOXJIOPHIA
HEUJIEHTU®ULIMPOBAHHBIN <0,1 % otHocutensHO copepxanus 0,0 %
IMPOAYKT AETPAOALIMU C OKCHMETA30JIMHA TUAPOXJIOpUIa
HAWBOJIBIIINM COJEPXXAHUEM
CYMMA TTPOJYKTOB JETPAJJALIMN <12% 0,0 %
CTEPUJIBHOCTD CooTBeTcTBYyET CooTBeTcTBYET
OBILIEE YNCJIO ASPOBHBIX He 6onee 10? KOE/mn 0
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CepTudukar cOOTBETCTBHS

05503274 HASBUBUH CEHCHUTMUB, 0,05 %, 10 MJI, 1 ®JIAKOH CITPESI HA3BAJIBHOT' O (Poccus)

Kon marepuana mocraBmuka: 80819477

Cepus: 379280A Bremymennoe koiudectso: 37 937 mir.
JaTa npom3BocTaa: 25.06.2026 Cpox rogroctu: 05.2029 r.
®opma Beimycka: CTEPUJIBHAS JKUIKOCTD

Tun ynmaxosku: IMTACTUKOBBIN ®JIAKOH C JO3UPYIOIMM YCTPONMCTBOM

Pa3zmep ymakoBku: 1

BuyTpennune cneundukanuu u cranaaptel npoussourens: SPE-0006744

YcnoBust XxpaneHus:: XpaHUTh MPH TeMnepaType He Bbine 25 °C

Hcnoun3oBannsie cepun ADC

Howmep Howmep cepun
Kon Onucanue cepun MOCTABIIHKA [IpousBonuTesh Crpana
10501253 OKCHUMETA3OJIMHA 2600654 24282039 3urdpug T'EPMAHUA
TUAPOXJIOPULL dapmaXeMHuKaIueH
Munnen 'MOx
MHUKPOOPT'AHU3MOB (TAMC)
OBIIEE YNCJIO IPOXOKEBBIX 1 He 6onee 10! KOE/mn 0
IUIECHEBBIX 'PUBOB (TYMC)
PSEUDOMONAS AERUGINOSA B 1 MJI  OrcyrctBue B 1 M OrtcyTcTBHE
STAPHYLOCOCCUS AUREUS B 1 MJI OtcyrcTBue B 1 Ma OtcyTcTBHE

Otxnonenus: HET [x] JJA [] Ecnu cymecTBeHHbIE OTKIOHEHHs (KOTOPbIE MOTYT IMOBJIUATH HA
KauecTBO Ipernapara).

Ornucanue COOBITHS:
INPUMEYAHUE:

Jannplii npemapatr Obl1 mpoaHanu3upoBaH B coorBerctBuu ¢ COIl: WIN-0000677 /
WIN-0009323

3asiByieHue 0 cepTuGUKALIUN:

Hacrosiium  ynocroBepsito, 4TO BCe H3Talbl IMPOU3BOJACTBA JIAHHOM CEpPUM TOTOBOTO
JIEKapCTBEHHOTO Tpernapara ObUTM BBIIOJHEHbI B MOJHOM COOTBETCTBHM C TPeOOBAHUSAMHU
[IpaBun Haamexamieit nmpousBoacTBeHHoN npakTuku (GMP) EC u (B ciydae mpou3BojicTBa
Ha Tepputopun EC) M TpeGOBaHUSMH PEruCTPAllMOHHOTIO(-bIX) YJIOCTOBEpPEHUA(-Hii) B
cTpaHe(-ax) Ha3HAYCHUSI.

Bouinymeno: K/IAPA X. TAPCHA-BEPMEXO JIE CAH/IE IMoanuck:
(YnostHOMOYeHHOe JINIIO) /moonucarno/ 17 uona 2026 e.
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Crp.1u31

CEPTUO®UKAT AHAJIU3A
Ilpenapar: HA3UBUH® CEHCUTMUB, cnipeii Ha3aIbHBIA 103MPOBAHHBII,
22,5 mkr/mo3a, 10 mu
Ko SAP: 05503274
Homep cepumu: 379280A
JlaTa nmpon3BoAcTBa (MM.ITIT): 06.2026
JlaTa HCTEeYEeHHS CPOKA TOJHOCTH 05.2029
(MM.ITIT):
IIpou3BoanTE/Ib COTIACHO PErMCTPALMHT
B Poccun: ®Damap Xesc Kea CepBuces Maapua C.A.Y.
Iloka3arteab Crnenudpukanun Pe3yabTaThl
Wnentuduxanus okcumerazonuHa | Bpems yaepkuBaHus OCHOBHOTO TIMKa Ha CooTBeTCTBYET
TUApOXJIOpUIA XpOMAaTOrpaMME HCIIBITYEMOT0 PacCTBOPa JOIKHO
COOTBETCTBOBATh BPEMEHHU YIACPKUBAHUA OCHOBHOT'O
NHKa Ha XpOMAToOrpaMMe CTaHIapTHOTO PacTBOpa
OKCHMETAa30JIMHa THPOXJIOPHUIA, IOTy4EeHHOH Ipu
KOJIMYCCTBEHHOM OIIPCICICHUH.
HpO3pa‘IHOCTL OHaJ'[eCIIeHL[I/IH Ipenapara HE JOJDKHA NPEBLIIIATh COOTBeTCTByeT
OMAJIECIIEHIINIO STAJIOHA cpaBHeHHU L.
L{BeTHOCTB pacTBOpa TIpenapat moymkeH OBITH OKpallleH He OoJiee CooTBeTCTBYET

MHTEHCHUBHO, Y€M JTajJOH Y7.

OTHOCUTENbHAS INIOTHOCTD

(d 20/20) Ot 1,006 1o 1,010 1,008
pH Ot 5,6 10 6,1 5,9
OCMOJISITBHOCTh Ot 270 10 330 MOcMOIIB/KT 293 MOcMOITB/KT
OmHOPOJHOCTH MacChl Cpennsist Macca 10361 45 Mr £ 15 %. OgHOPOJHOCTH 44,44 mMr
JIOCTABIISIEMBIX MAcCHI JI03bI: TOJDKHA COOTBETCTBOBATD.
(BBICBOOOXTAEMBIX ) 7103
KousnuecTBo /103 B yakoBKe He menee 143 103 Bo ¢uiakoHe. 194 no3sl
[Ipumecn [pumeck A (mpoaykt ruaponusa) — ue 6oaee 0,5 % 0,0 %
[Ipumecs ZP-1 — ue 6omee 0,5 % 0,0 %
EnnanaHas HeMaeHTHUINPOBAHHAS TPUMECh — 0,0 %
He 6onee 0,1 %
Cymma npumeceit — He 6oiee 1,2 % 0,0 %
MuKkpoOHOIOTHYECKAsT YHCTOTA Oomiee yncio a3poOHbIX OakTepuii — He 6ojee
10> KOE/mn 0 KOE/mn
Oobmiee 9UCIIO APOFKIKEBBIX U IJIECHEBBIX TPHOOB — 0 KOE/mn
ue Gonee 10! KOE/mu
Omcymcmesue Pseudomonas aeruginosa/mn OtcyterByrot B 1,0 M
Omcymcmeue Staphylococcus aureus/mn OtcytetByrot B 1,0 M
KonunuectBeHHoe onpeneneHue 475-525 MKT OKCHMETa30JIMHA THIPOXIOPHUIA/MIT 502 MKr/min

OKCHUMETA30JIMHA THAPOXJIOpUa

HaumenoBaune ADC: OKcuMeTa30IMHa THAPOXJIOPHUT

MHH: OKCcHMeTa30IrH

Howmep cepun npomssogurenst ADC: 24282039

Howmep ceprn ADC mpousBoaurens I'T1: 2600654

TIpousBoauTens u cTpana nponssoacTa ADC: 3urdpun apmaXemmramien Munzen [mox,
I'epmanus

Ouenka: Cepus cooTBeTcTBYET crienudukanuu cornacHo HJJ

JITI-Ne(010335)-(PT-RU) or 28.05.2025.

Jlata / Hognuch YuoaaomoueHnoro juna (YJ): 17 uwona 2026 2. /noonucano/

KIIAPA X. TAPCHUA-FEPMEXO JIE CAH/IE / YJI
Iramn: FAMAR Health Care Services Avda. Leganés, 62 28923 Alcorcon, Madrid, Spain



CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOLA

Name of the document / 379280A
Ha3BaHue gokymenTta

This certificate confirms that the document 379280A 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 / [aHHbliA ceptudukaTt noaTBEPXKAAEeT, 4YTO DOKyMeHT 379280A, wu3HavanbHoO
HanNUCaHHbIA Ha aHrWiAickoM A3bike, OblN NEpEeBEAEH B COOTBETCTBAM C AeNCTBYIOLUM
cornawieHnem o6 okasaHWM YCryr ¢ aHrmuicKoro A3bika Ha PycCKuin A3bik cepTudULMPOBaHHBLIM
NEpeBOAYMKOM, 0OnajalowyM AOCTATOUHLIMU HaBblkaMu AMS OCYLLECTBIEHNS nepesoga W
NPOBEPKN AOKyMeHTa. [laHHbIN cepTuchmKaT Taioke NOATBEPXAAET, YTO NepeBos npoLuen NnpoBepKy
Ha NPaBWbHOCTb U NOMTHOTY OTHOCUTENbHO UCXOLHOMO AOKYMEHTA.
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