— 3axpbiToe AknnoHepHoe Qo6mecTtBo «Papm®@upma «CoTekc»
—_— OTtnen KOHTPOJIST KauecTBa
=:+
COTEKC 141345, Mockosckas o6n., . Cepeues Ilocao, n. benukoso, 0. 11
Ten.: /495/231-15-12
ITACIIOPT Ne 674 ot 01.10.2025 1.
IMPOAYKT JIuxgepp 100°
JEKAPCTBEHHASA ®OPMA U PactBop 1u1s BHyTpHBeHHOTO BBeaeHUs 20 Mr/mi1 B ammynax 5 ma N 5
®OPMA BBIIIYCKA
OUPMA MPOU3BOIUTEJID Campynx ®@apmackrotukans [T, Munus
YITAKOBAHO 3A0 «DapmPupma «Cotekey, Poccus
HNCXOOHASI CEPHUSA (bulk) ELF8ARS5024
CEPUSA ELF8ARS5024
OBFBEM CEPHH 14 463 ymak.
JATA U3IrOTOBJIEHHMSA 05.03.2025r.
T'OJEH 10 29.02.2028 r.
CPOKTOJHOCTH 3 rona
YCJIOBHS XPAHEHWSA IIpu Temnepatype He Bbiie 25°C. He 3aMOpaxuBarts.
PETHICTPAIITMOHHOE JICP-008006/10 ot 12.08.2010 r.
YAOCTOBEPEHUE (mata BHeceHus n3menenus 18.08.2022)

AHAJ3EI TPOBEJEHEI no HJY

JICP-008006/10-120810, M3m. Ne 1,2, 3,4,5,6,7,8,9, 10

HaumMenoBaHnue moka3sareJiei

Tpebosanna HJI

Pe3y.ﬂbTaTbl aHaJn3a

OIIMCAHUE Henpo3pauHslii pacTBOp OT KpacHo- Henpo3apaunsiii pactBop

KOPUYHEBOr'0 0 KOPHYHEBOT'O LIBETa KPacHO-KOpHYHEeBOTI'0 1[BeTa
NOJJINHHOCTA:
JKEJIE3O [III] IMoanuHHOCTE
KauecTBeHHas peakuus b JloJbkeH BhIIep)KUBATh HCIIBITAHHE HOATBEepXKIeHa

BpeMs ynepxHuBaHHs OCHOBHOIO IIMKa Ha

XpoMaTorpamMme HCIBITYEMOrO pacTBOpa
CAXAPO3A JOJDKHO COOTBETCTBOBATh BPEMEHH IomnmuHHOCTE
B3IXX yAepKUBaHU OCHOBHOI'O TIMKa Ha MOATBEPXKIECHA

XpoMaTorpamMMme CTaHJapTHOro pacTBOpa

caxapo3sl

M,.: 34000-60000 [a; 54 557
MOJIEKYJSAPHBIE MACCBI | M,: > 24000 [a; 36 449

D (nonmupucnepcHocts) < 1,7 1,5
pH Or 10,5 mo 11,1 10,5
IMEJOYHOCTD Ha turpoBanue 1 M npenapata JODKHO 0,7

ObITh 3aTpayeHo He Menee 0,5 M1 1 He Gortee

0,8 M1 0,1M pacTBOpa XJIOPHUCTOBOJOPOIHOM

KHUCJIOTEI
MEXAHUYECKHE
BKJIIOYEHWA:
-HeBHIHUMbIE Jactuie! >10 mxM — He 6onee 6000 Ha ammyry | 733

>25 mxM — He 6onee 600 Ha ammyry | 13
INIOTHOCTH ITPHA 20°C, r/em * | Ot 1,135 mo 1,165 1,149
XJIOPUIBI, % Ot 0,012 o 0,025 0,020
OCMOJISIPHOCTB, MOcm/a 1150 — 1350 1184
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M3O0RJIEKTPHUECKASA | M3osnexTpuyeckas TOYKa pacTBOpa
TOYKA npenapara J0JDKHa ObITh B MHTEpBae 4,9
snayenuii pH ot 4,4 10 5,3
N3BJIEKAEMBIN B cooTBeTCTBHH ¢ TpeOOBaHUAMHU 5,2
OBBEM, ma
FAKTEPHUAJIbHBIE
SHJIOTOKCHHBIL, E3/mr | He Gonee 1,75 Menee 0,15
JKeJie3a
CTEPAIBHOCTD JTomxeH OBITh CTEPUIIEHBIM CrepunbHbIA
KOJMYECTBEHHOE
OIIPEAEJIEHHUE, %,
Mr/mJa
Keneso [III] 01 90,0 10 110,0 xomuyecTBa Xeje3a OT 99,5 %
- TuTpoBaHue 3asBJIEHHOrO KOJIMYECTBA B TEYEHHE CPOKa
ronuoctH (18,0-22,0). (19,7 mMr/mi)
?%xga%)z(a’ M/ Ort 260 mo 340 caxapossl B 1 M1 npenapara | 302
¢ pepaKTOMETPUYECKHM
JIETEKTOPOM
YITIAKOBKA Ilo 5 min B awmmynsl OecuserHoro | ITo 5 Mt B ammyJibl GeCLIBETHOTO
' HeWTpanbHOro CTeKia THI 1 C IBETHBIM | HEUTPAIBHOIO CTEKJIA THIT Ic
KOJIBLIOM Pa3/ioMa WX C LBETHOM TOUKOH H | KOJBLIOM pa3yioMa KPacHOro LBETa.
Haceukoifl. Ha awmmynsl gomonHuTensHO | Ha kaxmyro aMITylly HakieeHa
HAaHOCAT OJHO, JBa WIM TPH LBETHHIX | 3THKETKA.
KOJIBIIA WK Ge3 JOMONMHUTENBHBIX LBETHBIX |1 KOHTypHas A4eiKoBas yrmaKkoBKa C
KOJIELl. KPBILIKON HEpa3beMHOM 10 5
Ha KayK/IyI0 aMITy.Ty HAaKJIEUBAIOT STHKETKY. | aMITyJl BMECTe C HHCTPYKIMeH 10
] KOHTYpHyIO S4YEHKOBYIO YIaKOBKy C | PUMEHEHHIO IIOMEIEHA B AYKy
KPHIIIKON HepasbeMHON WM 6e3 KPBILKH | U3 KapTOHA.
no 5 ammya BMeCTe C HHCTPYKUMEH IO
NPUMEHEHUIO TOMEINAIOT B TMAa4vKy M3
KapTOHa.
ITo 3 ammysnpl MOMELAIOT B KOHTYPHYIO
AYEHKOBYIO  YHAaKOBKYy M3  IUICHKH
HOJTMBUHUITXJIOpPHIHOM WM
NOJHITHIEHTepe(TaIaTHOM, WIIM U3 JICHTBI
[IOJTUCTUPOIIEHOM.
1, 2 wid 8 KOHTYpHBIX SYEHKOBBIX
yIaKOBOK IO 3 aMIIyJisl BMecTe ¢C
HHCTPYKIKEH MO0 NPUMEHEHHIO TMOMEIAIOT
B IIAYKy M3 KapTOHA.
MAPKHNPOBKA Ha  ostukerke  ammynsl  ykaspiBaroT | Ha sTHkeTKe aMITysIbl yKa3aHO
HalMEHOBaHHE [POM3BOJUTENS; TOProBOE | HAMMEHOBAHHUE MIPOM3BOJMTENS;
HauMeHOBaHHE npernapara ¢ | ToproBoe HaMEHOBAHUE
TpeynpefuTeNbHOM  MapKupoBKOH — ®; | mpenapata ¢ MpexynpeauTeNbHO’

NeKapCTBEHHYO (OpMY; KOHIIEHTPALHMIO B
Mr/mi; o6beM MpernapaTa B MUIUTHIMTPAX;
HOMep cepuy; CpOK FOTHOCTH;
MPOW3BOACTBEHHBI KO M  (hapMmakor;
HOMep TPOU3BOACTBEHHOH JIMLEH3HH.

Ha mauke yKa3plBalOT HAUMEHOBAaHUE H
CTpaHy [POHM3BOJHUTENS; HAUMEHOBaHUE,
TOBapHBIM 3HAK, COKpAILEHHBIH apec,
TenedoH ¥ (axc IOPUAUYECKOro JUla, Ha
UM KOTOPOrO BBIJAHO PErHCTPAllMOHHOE
yAOCTOBEpEHHUE/ YIIAKOBIIHKA, TOProBOE
HaHMEHOBaHHe npemnapara C

MapKUpoBKO# ®; JIeKapCTBEHHAs
¢opma; KOHLIEHTPALMA B MI/MIT;
00BeM npernapara B MUWIITWINTPAX;
HOMEp CEpHHU; CPOK F'OIHOCTH;
IPOU3BOACTBEHHBIH KO 1
dapmakon; HOMED
NPOU3BOJCTBEHHOM TUIIEH3HH.

Ha nayke yka3aHO HAUMEHOBAHHUE H
CTpaHa MPOU3BOAUTENS;
Ha¥MMeHOBaHHUe, TOBapHBIH 3HaK,
COKpalLeHHBIH afipec, TenedoH 1
(baKc IOPUIHIECKOro JIHLA, Ha UMS
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MAPKHNPOBKA

NpeayINpeIuTeIbHON MapkUpoBkoil ® H
IPYIITMPOBOYHOE HAaHMEHOBAHHE;
JIeKapCTBEHHYIO (OpMy; KOHILEHTPALHIO B
Mr/min; o0BeM MpenapaTra B MUJUTHINTpPaX;
COCTaB Ha OJHYy AaMIIyJly; KOJIMYeCTBO
ammyn B ynakoBke; «[IpumeHATH 1O
Ha3sHAaueHWI0  Bpauay; «XpaHUTb B
HENOCTYIIHOM Ui JeTed  MecTey;
«ctepunbHOY; «IIpu JKene3omepUINTHBIX
COCTOSIHMSIX»; YCJIOBHSI XPaHEHHs; YCIOBHUS
OTMyCKa,  HOMEP  PEruCTPAaLIOHHOIO
YIOOCTOBEpEHHs; HOMEp CepHH; Jary
M3rOTOBJIEHHS; CPOK FOJHOCTH; IUTPUX-KOZ,
¢apmakox, Kox MakeTa.

JIONONHUTENBHO Ha Madke JOIyCKaeTcs

YKa3plBaTh ~ TOProBOo€  HAaHMEHOBAaHHE
mpernapata M KOHIEHTpalMIO B MI/MI
mpudrom Bpaiins; KOHTPOJIBHBIA

unenTudukanuonHsi 3Hak (KM3), a Taxoke
uHdopMalHio, kotopyro coaepxut KU3.

KOTOPOTrO BBIAHO
pPEerucTpalioHHOE
YIOCTOBepeHHe/yTaKOBIIHKa;
TOpProBO€ HAUMEHOBAHUE
npenapara ¢ peaynpeauTeIbHOH
MapKUpOBKOH ® u
IpYNIIMPOBOYHOE HAIMEHOBAHHUE;
JieKapcTBeHHas GopMma;
KOHILIEHTpALMs B MI/MIT; 00beM
npernapaTa B MUJUIWIIMTPaX; COCTaB
Ha OJHY aMITyJIy; KOJM4ECTBO
amITyJ1 B ynakoBke; «[IpHMeHsTb
10 Ha3HAYEHHIO Bpauay; « XpaHHUTh
B HEZOCTYITHOM IJIS IeTeH MecTey;
«crepuiibHOY; «IIpu
KeJ1e301e(PUIIUTHBIX COCTOSHHAXY;
YCJIOBHSI XpaHEHHS; YCIIOBUS
OTITycKa; HOMep
PEerucTpaluOHHOTO
yIOCTOBEPEHUS; HOMEp CEPHH;
JlaTa U3roTOBJICHHUS; CPOK
rOIHOCTH; IITPUX-KOJ, papMakon,
KOJ| MakerTa.

JlonoMHUTENBHO Ha TMayKe YKa3aHo
TOpProBO€ HAUMEHOBaHHUE
npenapaTta ¥ KOHLEHTpaLus B
mr/mit wpugrom bpaitns;
KOHTPOJIBHBIH
uaeHTHduKkanuoHHbIH 3Hak (KI3),
a TaroKke UHPOpMaLHUIO, KOTOPYIO
cogepxxut KH3.

3akouenne: npenapar «JIuxdgepp 100° pacrBop mias BHyTpuBeHHOro BBeaeHus 20 Mr/mia» B
amnyaax 5 ma N 5, cepus ELF8ARS024, npoussenenusiit gupmoit «Campynx @apMachIOTHKAI3
IUITO» Wamus, ymakoBaurei 3A0 «Dapm®upma «Cotekc», Poccus, cooTBeTCTBYeT TpeOOBaHHAM
HJT JICP-008006/10-120810, 1M3m. Ne 1, 2, 3, 4, 5, 6, 7, 8, 9, 10 1 nmpuroaeH ais MCIOIL30BAHUA 10
29.02.2028 r.

Havansauk OKK
3A0 «@apm®Pupma «CoTtexc»

OCK

-
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[okyMeHT nognucaH v nepepaH yepes onepatopa 310 AO «[P «CKB KoHTyp»

OpraHusauus, COTPYAHUK JloBepeHHOCTb: per. HoMep, NepuozA AeiCTBUA K cTaTyC CepTuduKaT: CepuiiHbIii HOMEP, NepPUOA AeNCTBUSA

Moanwvcy oTnpaBuTens: @ 3aKpbIToe aKLOHepHoe 06LLEecTBO B 5f784c8e-5825-49f6-99b6-0ace73cch01f
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Benos Oner Butanbesny JloBepeHHOCTb NpoLuna npoBepKy
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JoBepuTenb: 3aKpbITOe aKLMOHEPHOE
obuectBo «dapmdupma «CoTeke»
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