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)

WHdopmaums o npoaykre

HanmeHoBaHue npogykTa: Kctanam 40 mr 112 kancyn

INekapcTBeHHas chopma: Kancynsi

Homep matepuana: 168298

Howmep cepuu: 25H1516

Paamep 1 TUN ynakoBku: 4X28

HaumeHoBaHue A®C/ [lozmpoBkKa: OHu3anyTtamug 40 mr

[ara npousBoacTBa: 08 2025

[ata OKOH4YaHUA CpoKa rogHOCTH: 07 2028

Pa3mep cepuun: 10311 ynakoBok

Howmep cepumn ADC: R0282872, R0286612, R0252999

Crtpana nonyvarens: Poccuitckas ®epepauus

Homep PeructpaunonHoro JMN-Ne(002449)-(Pr-RU)

Y.qucToaepeHuﬂ

Ho..ﬁep HA: J1M-Ne(002449)-(Pr-RU)-310523 ot 31.05.2023

Howiep Paapnena MapkupoBsku: JIM-N2(002449)-(Pr-RU) ot 13.08.2024

Hoiiepa MakeToB ynakoBOYHbIX MepsuyHas ynakoska (6nvctep): JM-Ne(002449)-(Pr-RU) ot 13.08.2024

Marepuanos: MpomexyTo4Hasn ynakoska (kapToHHbIV cyTnsap): JM-Ne(002449)-(PT-RU)

& o1 21.03.2025
; BropuuHas ynakoBska (kapToHHas navka): N1M-Ne(002449)-(Pr-RU)

:* : o1 21.03.2025
* Homep Jluctka-seknagbiwa — JM-Ne(002449)-(Pr-RU) ot 13.08.2024

MHopMauusa AnNA nauneHTa:

YcnoBus xpaHeHus: XpaHuTb Npu Temnepatype He Bbiwe 25 °C

KommeHTapum: Homep knuwe: 167941

Mpunoxexune(ns):

X Orqu o coctase naptum X CepTtucbukat AHanusa

Hﬁronmnm S NOATBEPXAAl, YTO NpUBeAeHHas Bbilue MHOPMaLMA ABNSETCS AOCTOBEPHON M TOYHOW. OTa cepus
npmyncra Bbina npousseaeHa, BKNKOYan ynakoBKy/MapkMpOBKY 1 KOHTPOSb KA4YECTBA, Ha BbILLEYNOMSIHYTOM!(bIX)
: nnqma,qke(ax) B MOJIHOM COOTBETCTBUM C TpeboBaHMAMU GMP MeCTHOro perynvpyiowiero opraHa 1 cneumukaummsamm
B PemCTpauMOHHoro YAOCTOBEPEHUsI CTpaHbl-uMnopTepa unu tainniom cneumdmkaumm Ha NPOAYKT B crnyyae
WCCIIeayeMOoro MeANLMHCKOro npenapara. 3anucy npouecca NpoM3BoACTBa, YNakoBK1 1 aHann3a Gbiiv NpoBepeHbl 1
= npKaHaHbl cooTBeTCTBYIOWMMY TpeboBaHuam GMP.

Dokl

<y i
e ‘y"
: YnonHomoueHHoe X Cubenb Kunuk-Kaptan [0 Xuntuxa PabenuHk 0 Naypenc Poopaa
nuuo:
[0 ®paxc Wmuar [J Cbepa Cmut [J Mapro BaH aep 3u
Dara: 23 siHBapsi 2026 Mognuck: <noanuch>

- Oefnsthapm Mennens B.B., Xoremaart 2, 7942 JG, Mennens, Huaepnaxasi
©m o Tef: +31(0)522 235300. Aenscdapm Mennens B.B., Toprossiit peectp Ne: 91458692,
E ol 3apeructpuposaHo B Huaepnanaax. JluueHans Ha npounssoacteo: 109415 F
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CepTudukar Ha cepuio

MHdopmauus o npoaykre

fipousBoacTBeHHas nnowanka A®C

Mpoussoautens

MepBUYHbIN yNaKkoBLUKK

BTOpUYHbIN YNaKoBLMK

BbinycKkalLWmnm KOHTPONb KayecTBa

Kypua Helo-Mopk, UHk. )
33 Pusepcawg AseHto, PeHccenaep, Hbto-Mopk 12144, CLUA
FDA vaeHTudukatop yypexaeHus 1310298

X KaraneHTt ®apma ConwowHc JIIC

2725 Wepep fpans Hopt, CenT-MeTepcbepr, ®nopuaa, 33716-1016, CLLA
FDA vnaeHTudukatop yypexaeHuna 1811396

GMP cepTtudmkat Ne UK GMP 20656 nHecn GMP 33168/460035-0005

AHpepcoHBpekoH UHk., CLUA

4545 3ccembnu [pais, Pokdopa, UnnuHoic 61109, CLUA

FDA naeHTudmkatop yupexaenus 1421377

GMP cepTtudmkat Ne UK GMP 13509 nHcn GMP 13509/4002-0014

X Oenbdapm Mennens 5.B.

Xoremaart 2, Mennenb, 7942JG, HugepnaHabl
JInueHsaust Ha npounssoacTeo Ne 109415 F
GMP ceptudpmkat Ne NL/H 24/2054011

X Oenbdapm Mennens 6.B.

Xoremaat 2, Mennens, 7942JG, HuaepnaHabl
JlnueHauns Ha npounssoacTeo Ne 109415 F
GMP cepTtudmkat Ne NL/H 24/2054011

£




DELPHARM
CEPTU®UKAT AHAJIU3A

Keranaun 40 mr 112 karncyn

Homep cepun ¢ 25H1516

Koa mpoaykra : 168298 JlaTta npou3BoacTBa 108 2025

ToaeH 10 : 072028
Iloka3zaTeib: Crneunduraunu Pe3ynbTaThl
Onucanue (BU3yanbHO) Henpospaunas npojosiropatas Markas )eJIaTHHOBAs COOTBETCTBYET

KaricyJia oT 6esoro 0 Mo4TH Gesoro 1BeTa ¢ MapKUpPOBKOH
«ENZ» yepHbIMHU YepHHIAMHU Ha OHO CTOPOHE.

WneHtudukanus u

KonuuecTBeHHOE OmpeeneHue

Duzanyramug (Eep.d. (2.2.29), BOXX)

Unentudukaums B2XKX Y®-cnekTp MOrioumeHts 0OCHOBHOTO MTHKA Ha CooTBeTcTBYET

XPOMaTOrpamMMe MCIbITYEMOro pacTBOpa J0JIKeH
COOTBETCTBOBATh Y D-CrieKTpy MOrJIOLeHHss OCHOBHOTO
[MKa Ha XpOMaTOrpaMMe CTaHAapTHOTO PacTBOpa B
nuanasose AnuHbl BosiHbl 0T 200 10 400 HM M J0o/mKeH
HMeTh MakCUMyM nipu 230-240 nm.

Unentnukauus BOXKX Bpewms yaepxkHBaHHsS OCHOBHOTO Nuka Ha xpomarorpamme  CooTBETCTBYCT
HCIBITYEMOTO PacTBOpa, NMOTy4YE€HHOH NPH NPOBEACHHH
KOJIMYECTBEHHOTO ONpe/eaeH s, I0/KHO COOTBETCTBOBATh
IHKY H3aTyTaMH/1a Ha XpOMaTorpamMMe CTaHAapTHOro

pactBopa
KommuecTBeHHOE onpezeneHue He menee 94,0 % u e 6onee 105,0 % 99.8 %
PactBopenue (Esp.®. (2.9.3),
Esp.®. (2.2.29), BDXX)
3a 30 MuHyT He menee 80 % (Q) uepe3s 30 munyT 101, 101, 101,
101, 101, 101%
VYpoBeHb Pe3ynbTaThl OCHOBaHbI Ha
TECTMPOBaHMM Ha 3Tane S
OIHOPOAHOCTH NO3MPOBAHHBIX €ANHHIL
(EBp.®. (2.9.40), EBp.®. (2.2.29),
B2XX)
OHOPOIHOCTH AO3HPOBAHHBIX 3HaveHue npenena npuemueMmoctu (AV) ans 10 CooTtBeTcTBYeT
¢AMHHLL KaricyJ1 10JkHo 6b1Th < L1 B mpoueHTHOM

cootHomeHuu. Ecnu 3Hauenne AV 6osbuie L1 B
MPOLEHTHOM COOTHOLLICHHH, TECTHPYIOT
JIOMOJIHUTENBHO etle 20 Kancys1 ¥ BoIYUCISIOT 15
HUX 3HayeHHe AV. 3nauenue AV s 30 kancyn
JI0JDKHO ObITh < L1 B IPOLEHTHOM COOTHOLLEHUH; U
HH B OTHOHM M3 KaIlCyJl COJepKaHue YH3aTyTaMHuaa He
J10/kHO 6bITh MeHbIe (1 - L2 x 0,01)M nnu Gostbiue
(1+L2x0,01)M.
VYpoBeHb Pe3ynbTaThl OCHOBAHLI HA
TECTUPOBAaHUHU Ha dTare S
[Tpumecu (Eep.®. (2.2.29), BOXX)

[Tpumecs B He 6onee 0,7 % 0.1%

Eauvununas Hecneunduueckas He 6onee 0,2 % <0.05%
.. IpuMech

Cymma npumecei He 6onee 1,0 % 0.1%

Crpanuua | u3 2

Aenvpapm Mennens B.B.
Xoremaar 2
7942 JG, Mennens, Hunepnanast
Cepruduiar anannsa nactpoiika: [otossiit npoayxt EN Bepcus 4
Oruer: 73562 ara: 21 suBaps 2026 10:39 u3 6a3sr nannsix LW_PRD




DELPHARM

CEPTH®UKAT AHAJIM3A

Keranau 40 mr 112 kancyn

' Homep cepun : 25H1516
i Kon npoaykra : 168298 JlaTa npou3BoacTBa 1 08 2025
' Tonen o : 07 2028
Ilokazarenn: Cneundpukauun Pe3yabTaThl

Muxkpo6uonoruyeckas Y4ucToTa
(EBp.®. (2.6.12))

Of11ee KoJIMYECTBO a3pPOOHBIX He 6onee 10° KOE/r <5 KOE/r
MUKPOOPraHH3MOB
O611iee KOJIMYECTBO APOKIKEBBIX H He 6osnee 102 KOE/r <5KOE/r

IIJIECHEBBIX l‘pPl60B

Muxpo6buonorudeckas yucrora E. coli: OtcytcTByeT/r OrcyTcTBYyeT
(EBp.®. (2.6.13))

Bytunruapokcuanuson (BI'A)
Byrunruapokcuronyon (BI'T)
(EBp.®. (2.2.29), BOXX)
BIr'A 0,07 — 0,11 mr/kancyna 0,10 mr/kancyna

BI'T 0,07 - 0,11 mr/kancyna 0,09 mr/kancyna

; * He onpenensercs pyTHHHO
3 ** CooTBeTcTBYET TPEOOBAHUAM, €CIIH IPOTECTUPOBAHO
" NLT: e menee yem; NMT: He Gonee uem
OtoT cepTudHKaT aHaIN3a ABTOMATHYECKH reHepupyetcs u3 LIMS u aelictButenen 6e3 noanucu

Crpanuua 2 13 2

Menbpapm Mennens b.B.
Xoremaar 2
7942 JG, Mennens, Hunepnanast
Ceprudukar aHannsa nactpoiika: Fotoslii npoaykt EN sepcus 4

Orycr: 73562 Jlara: 21 auBaps 2026 10:39 u3 6asst aanusix LW_PRD




