Jlorotun

CEPTHO®HUKAT AHAJIU3A oS
STOMNO3UA-TEBA KOHIEHTpAT IS IPUTOTOB/IEHAS PacTBOpa Ans uHy3uit 20 Mr/mn, 10 mr
Monynpoaykt SANTHIA
Homep cepun: AS505655 Koa nosuiuu: 51777200
Hara npouspoacTra: | 04 susaps 2021 Jara kon: 21A04K
| Tect: ] Cneundukanns: | PesyabraT: —|

Onucanne Crerxa Ba3kuit npo3pavHelil PacTEOP JKEATOBATOrO COOTBETCTBYET
IBETA

Yactuusr PacTBop He COOEPHT BUAMMBIX YaCTHI COOTBETCTBYET

[MonnuHHOCTS:

- A. BOXKX Bpewms ynep:kHBaHNs OCHOBHOTO IMHKa Ha pe3yabTaT
XpOMaTorpamMme HCTBITYEMOro pacTBOpa A0KHO TIOI0KHTETBHEI
COOTBETCTBOBATL BPEMEHH YAOCPKUBAHHA TTHKA
3TOIO3MA Ha XpOMAaTO-rpaMme CTAaHOAapPTHOTO pacTBopa
-B. TCX OcHOBHOE NATHO HAa XPOMATOIPAMME HC-TIBITYEMOTO pe3ynbTar

PacTBOpa NO/KHO COOTBET-CTBOBATH MO MOJOKEHHIO, TMOJIOAKHTEbHEIH
nornouieHyio B Yd-cpeTe 1 BEHMMHHE NATHY Ha
XpOMaTo-TpaMMe CTaHAapPTHOTO PAcTBOpa 3TONMO3HAA

pH 3,0-4,0 3,6

H3Bnekaemprii >10,0 M 10,3 M

00BeM

MexaHuueckne BKIFOYEHHS
yacTuusl > 10 MKM
YACTHULBI > 25 MKM

He Gonee 6000/¢aakon
He Bonee 600/hrakoH

103 vactuupl/dnakon
3 gacTHUbl/ GrakoH

LlgeTHOCTE Ilpenapat momkeH GBITE OKpaLleH He HHTEHCHBHEE COOTBETCTBYET
sTanoHa Y3

PoncTBeHHBIe npuMecH

(B2XKX)
[Tukpo-3Tonosug He bonee 0,3% He obHapy:xeHo
JIMruax P He 6osee 0,3% <0,1 %
mobas apyras

HIeHTH(DHLIHPOBAaHHAs He Gonee 1,0% <0,1 %

mobas <0,1%

HEHJCHTH()HIIHPOBaHHAS He 6onee 0,5%

NpHMECH - He DoJlee

CyMMa npuMeceit He Bonee 2,5% 0,1 %

Otanon (IKX) 217,0 —265,0 Mr/mn 234,0 mr/mi

Dapmaxemu
Ceenceez 5
Xaapnem
Huodepranown

CTP.172
Omuem: 764.562.00 RUSSIA Om: LIMS_PROD




s

Jlorotun

CEPTUO®UKAT AHAJIM3A

STOMO3NA-TEBA KOHIEHTpAT /15 TPHTOTOBICHHUS pactBopa wig uHpy3uit 20 mr/mn, 10 mn
Monynpogykt SANTHIA

Homep cepun: A505655 Ko nozunuu: 51777200
Hata npouseonctea: | 04 suBaps 2021 Harta xo: 21A04K
| Tecr: | Cneunduranus: ’ Pesyabrar:
Konuyectsennoe onpenenenne | 19,0 — 21,0 mr/ mn 20,0 mMr/Mn
(BRIKX)
CrepuiibHOCTD [penapar nosmxkeH 6bIT CTEPHIBHBIM Crepusien
bakTepuansHeie JHTOTOKCHHBI He Gonee 2,0 EQ Ha | Mr sTonosuaa 0,60 ED/Mmr

JlanHbIe, IpHUBEIEHHEIE BEILIE, IIPOBEPEHBI B COOTBETCTBHH ¢ NpHHLIKIIaMH GMP u
COOTBETCTBYIOT TPeGOBAHHAM PErHCTPALIHOHHBIX JIOKYMEHTOB.
Paspemeno k Bermycky: Jort Rijks
HomxHocTs: DapMalesT, YHOIHOMOYeHHOE THIIO

Mata Beimycka: 01 anpens 2021 .

HokyMmeHT 6B11 reHepupoBan BAJIM/IMPOBAHHOI CHCTEMOH yNIpaBIeHHs HH(pOpPMALIMel U HMeeT
9JIEKTPOHHBIE TTOAIIHCH,

IlepeBoa Bepen
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Omuem: 764,562.00 RUSSIA Om: LIMS PROD
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CEPTU®HUKAT HA BBIITYCK CEPHHA

FoToBEIM NpoayKT;:

HaumeHoBaHue:

Cepusn:
Koa noanyuu:

[ata npounssoacrsa:
HaTa Bbinycka:

Cpok rogHocTu:
Beinyckawowwas crpana:
Konuyectso:

CtpaHa:
PeructpauuonHoe ygoctosepekue Homep:

MakeTbi:

OTOMO3MA-TEBA KoHUEHTPaT ANA NPUroTORNEHNUS pacTteopa AnA MHgyaui
20 mr/mn, 10 mn, 1 conakoH

21A04KH
55776272

4 Aneaps 2021
19 mapta 2021

AHBapb 2024
Huaepnanasi
15450

Poccwniickan ®egepaumn
M N012285/01
Bepcusa: H Lot:P007412 koa: 93101500-DSSP ETOPOSIDE 200/10 mi RU

Bepcua: K Lot:P007247 koa: 93130397-BYSL ETOPOSIDE 1 VL RU
Bepcus: F Lot:P006747 koa: 93159272-ET ETOPOIDE 200/10 ml RU

Bepcus: F Lot:P007362 koa: 93159272-ET ETOPOSIDE 200/10 ml RU

¥nakosaHo 13 HepactacoBaHHOro npopgykra:

HaumeHosaHue:; 3TOMNO3 KoHUEHTPAT ANA NPUrOTOBNEHUS pacTeopa Anst UHeY3ui 20 mrimn,
10 mn

Cepus: A505655

Homep nota (para koa): 21A04K

Kog noauywu: 51777200

[ata npoussoacTea:

4 siHBapA 2021

@apmaueBTHyeckas cyBcTaHuuMA:

HassaHue thapmaLesTuyeckon cybeTanymu:

Homep cepun:
Homep cepuu npoussogutens:

MpoussoguTens:

3Ttenosung Santhia Ph EUR
P006957

8538A001020

Cwkop Santhia

HassaHne capmauesTudeckoi cybeTaHymu:

Homep cepuu:
Homep cepuun npoussogurens:

MpouasoauTtens:

Otonosug Santhia
P0O07504
8538A001220
Cukop Santhia

Hazsanue thapmavesTnyeckoil cybeTakyum:

Homep cepuu:
Homep cepuu nponssoauTens:

MNpounsBogutens:

3Tonoana Santhia
P007508
8538A000820
Cukop Santhia

KoMMmeHTapuu k dapmaLeBTUYecko cyberanyuu: Cukop C.n.A. Tenusa S. Alessandro, 1-13048 Santhia, Italia

OaHHeIM noaTBepXaatko, YTO roTOBLINA NpoayKT 6N NpoW3BeeH, NPOKOHTPONMUPOBAH U ynakoBaH B COOTBETCTBUM C
TpeGoBaHuaMu GMP cornacHo ogo6peHHbLIM 3anucamM o NPOU3BOACTBE U YNAaKOBKE CepUM, aHANMUTUYECKUM
cneunpuKayMamM U MeTogam U COOTBETCTBYET creundMkaLuu Ha roToBbIN NPOAYKT. MpoaykTel, nepeYncneHHble B
A3AHHOM AOKyMeHTe ObINy Npov3seaeHsI ®apmaxemu B.B.; CeecHBer 5, 2031 A Xaapnem. INuuenaus 4094 F,

MoanucaHo:

dapmauesT, YNonHOMOYEHHOE NULo J.Rijks M.Sc.

1 Anpens 2021
Mepeson BepeH

D506190
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