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Poccuiickas depepauus

CepTtudhukart aHanusa

/Jororun: JIunu/

[MokasaTenb MeTop Twvn meTopa Pesynbrar EanHunubl Hopma
n3MepeHust

Kucnble chopmbl G1290 B3XX 23,0 MpoueHT <=35,0
(CeTeporeHHoOCTb 3apsAa)
BakrepuanbHble 3HAOTOKCUHbI (FOT) USP, Ph. Eur., |LiBeTomeTpu 0.05 ES/mr <=0,25

JP Yeckun
OcHoBHble hopMbl G1290 B3XX 15,5 MpoueHT <=23,0
(FeTeporeHHoOCTb 3apsifa)
MpospayHocTb Ph. Eur. - <= atanoH llI - CooTBeTcTBYeT -<=

atanoH Il
MpospayHocTb Ph. Eur. - 5,00 HE® <=18
LiBeTHoCTb Ph. Eur. BusyanbHeblit CooTBeTCTBYET - <=B - CooTBeTCTBYET - <=B
CcpaBHeHuu ¢ aTanoHom Y5 CpaBHEHUW C 3TanoHOM
Y5. Mo Eep.®.
BblcokomonekynsapHble CoeAMHEHUA G1294 B3»X 1,0 MpoueHT <=2,2
(YucroTa)
[MognuHHOCTL G1290 B3XX CooTBeTcTBYET - CooTBeTcTBYET
MoANNHHOCTS G1291 KaTnoHoobmeHHas |CooTBeTCTBYET - CooTBeTcTBYET
B3XX

HuskomonekynsapHble coegnHEHUs G1294 B3OXX 0,8 MpoueHT <=2,0
(Yucrota)
MOHOMEP IgG (kanunnspHblii renb- G1283 96,7 MpoueHT >=94,0
anekTpocopes B HEBOCCTaHaBNMBAIOLLUX OKCKII03MOHHas
YCINOBUSX) B3XX
MoHomep IgG (YucroTa) G1294 B3»XKX 98,2 MpoueHT >=96,0
HeittpanbHble cdopmbl G1290 B3»XX 61,5 MpoueHT >=48,0
(FeTeporeHHOCTL 3apsaa)

3mom doxkymeHm 6b11 nodnucaH e 3eKmpPoHHOM hopmame. [Moxanylicma, cMompume nNPUIoXeHHbId ucm
¢ MoOnuckr yrnosIHOMOYeHHO20 sluya u Gamoll ecmynneHus O0OKyMeHma 8 cusy.

Hontep cepumn: D914207A

Marepnan: VL7678001UB

ctp. 1 133




MNokasarenb MeTton Tun meTtoaa PesynbTar EanHuubl Hopma
n3MepeHust
OcMonAnbHOCTb Ph. Eur.,USP - 285 mOcm/Kr oT 250 po 320
MexaHuyeckue BknioveHust >=10 mkm  (Ph. Eur.,USP AHanusatop 13 <=6000
pa3mepa 4acTtuy
MexaHuueckue BkroveHust >=25 mkm  |Ph. Eur.,USP aHanusarop 0 <=600
pasmepa Yactu
pH Ph. Eur.,US, pH 6,0 - ot 5,7 50 6,3
B00119
Monucopbat 80 G1297 BOXX 0,009 wiv o1 0,005 po 0,015
Buonoruyeckas akTUBHOCTb G1291 Buonoruyeckuii 94 MpoueHT ot 75 po 143
Benok (A280) G1302 Yo 10,00 mr/mn 079,080 11,0
PoacreeHHble coeauHenus (Yuctorta) |G1294 BOXX 1,8 MpoueHT <=4,0
CtepunbHocTb (FO1) Ph. Eur., USP, |- CooTBeTcTBYET - CooTBeTCcTBYeT TpeboBaHMAM
JP ®apm. CLUA/ EBp. ®apm./ An.
dapm./ bput.dapm.
Tsaxenble n nerkue Lenu G1246 CE-SDS-R 97,6 MpoueHT >=04,5
(xanunnsipHblii renb-anekTpocopes B
BOCCTaHaBMNUBAIOLLNX YCIOBUAX)
OnucaHue Ph. Eur., USP  |BuayanbHbilit CooTBeTcTBYET - XUAKOCTb, OT NPO3payHoN A0
cnabo onanecuupytoLlen, ot
BecLBETHON A0 crerka »xenToro
useta 6e3 BUAUMbIX YaCTUL.
MNaBnekaemblii 06bem Ph.EUR., USP, |- He mexee 50 mn. - He menee 50 mn.
JP )

51 MOATBEIKAAIO, YTO BBILLIEYKa3aHHas HHPOPMALUIL SABJISETCS BEPHOIT KOMIEil I TOYHBIM NPEJICTABEHHEM O NaHHBIX COACPIKALUIXCS B CHCTEME
LIMS. [TapTust COOTBETCTBYET JEIiCTBYIOLIE 3aperncTpupoBanHoii cnemdukaun «BimuiMble 4acTHLBD

9mom OokyMeHm 6b11 ModnucaH e 31eKmpoHHOM (hopmame. [Toxanyiicma, cMompume NPUOKeHHbIT aucm

¢ nodnucko ynosHOMOYeHHO20 sluya u damol ecmynneHus dokymeHma e cusy.

Homep cepun: D914207A

Marepunan: VL7678001UB
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26 Hos0ps1 2025 Jlunmi Opatc
3oHa MHpacTpias,
2, py ay Konosen Jlu /Jlorortun: Jlunau/
67640 GETEPIIENM
Opanuus
www.Lilly.com

CepTudmkat cooTBeTCTBUSA

Bcem 3anHTEepecoBaHHbIM nuuam,
Hacroawum noaTBEPXKAAETCSA, YTO:

HaumeHoBaHue rotosoro npogaykra LIUPAM3A (Pamyuupymab),

KOHLEHTPAT 4S5t NPUrOTOBNEHUS pacTBopa Ans UHdyanit 500 mr/50 mn (10 mr/mu)
MaTtepuanbHbIM Ko roTOBOro npoaykra: VL7678001UB

Homep cepuu rotoBoro npoaykra: D914207A

MpousBeseHo, ynakoBaHo, NPOTECTMPOBAHO W BbiNyLUeHO Komnanueidl «Jiunnu ®paHc», 2 Py Konowen Junnu, 67640 derepLueim
®paHuua.

Homep nuueHsunu Ha nponasoacTeo: 2024_043_1_2

Homep ceptudukata GMP EASC: EAEU/RU/01188-2024

Mpouecc NPOW3BOACTBA OCYLYECTBASNCS MOA KOHTpoNieM OByyeHHoro W KsanuuuupoBaHHOTO NepcoHana B COOTBETCTBUM C
npuHLMnamu EC, a Takke NoKanbHbIMU U NPUMEHUMbBIMU WHOCTPaHHBIMU TpebGosaHuAMM Hapnexalueih Npou3BOACTBEHHOW NPaKTUKK
(GMP). Ycrosusi Ipov3BoACTBa OTBEYAIOT Kak BCEM PEryNATOPHLIM TpeBoBaHNAM, Tak U Tpe6oBaHUAM PErUCTPALIMOHHBIX LOKYMEHTOB.

McxopHoe chipbe U BCe YnakoBOYHblE MaTepuanbl NPOLN UCNbITaHWA, B Pe3ynbTaTe KOTOPbIX 6bino NnoATBEPXKAEHO UX COOTBETCTBUE
BCEM HEOOXOAUMBIM HOPMaTuBHbIM TpeGOBaHMﬂM.

O6pasLibl NPoAYKTa, 0TOBPaHHbIE U3 AAHHOM CEpUU, MPOLLNY UCTILITAHNS 1 TECTUPOBaHUE B AHanUTUYeCKUX nabopatopusix 06y4eHHbEIM
NepCcoHanoM, peaynbTaThl COOTBETCTBYIOT HOPMaM 3aperucTpupoBaHHoit cneundukaumm (CM. npunaraembii Ceptudukar aHanusa).

KOHTpOJ'IbeIe 06p83leI LaHHOWN cepuu, a Takke COOTBETCTBYlOWAA AOKYMEHTauus no npousBOACTBY W TECTUPOBAHUIO
3aapxuBupoBaHbl U, B cnyyae HeobX0AMMOCTH, Konuu MOryT ObITb npepocTaBneHbl.

Bbinyck cepuu 6bin 0400pEH ANS peanusauun Ha pbliHKe YNONHOMOYEHHbIM MO KOHTPOIIO kKa4yecTBa B COOTBETCTBUM C TpeboBaHUAMM
perucTpaLmuoHHoro Aocke 1 TpebosaHuam Esponeiickoro Coobliectsa.

[aHHas cepus Gbina npoussefeHa W BbinylieHa B COOTBETCTBMM C HopmaTtusHoW [JokymeHTauuel, opoBpeHHoi MunuctepcTeom
3 paBooxpaHenus Poccuiickoit desepauuu JIM-004518-311017, usm. Ne 1-10. Homep PY: JIM-004518-311017

OT MMEHU 1 N0 NOpPYYEHUIO NPOU3BOACTBEHHON Nnowlaaku «Juniuy,

3mom dokymeHm 6bis1 nodnucaH 6 3/1eKMpPoHHOM hopmame. [Noxanyticma, cMompume npUIoXeHHbIlU ucm
¢ Noénuckro ynosIHOMOYEeHHO20 sluya u damoll ecmynieHuss GOKymMeHma  cuity.

Homep cepuu: D914207A Marepunan: VL7678001UB ctp. 3133
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