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AHH / KII 7731205648 / 771601001

A e e e e A T im 129344 r-Mocksa, ya.Ennceiicican 1.3, kopn.4
O6irecTBO ¢ OrpaHWYeHROA OTBETCTBEHHOCTEH OKTIO 42420561, OT'PH 1027739254960
MACHOPT N 14
HaumeHOBaHHE MpENapaTa: Lledpenim, MOPOWOK ANA NPHIOTOB/IEHHS PACTBOPA
O BHYTPHBEHHOID H BHYTPHMBIMIEYHOr0 BBEIEHHS 10r
Homep cepun: 120921
Konuuecrno: 92 040 ynakosok N 1
JaTa NpoH3IBOACTBA: 09,2021
AHAAH3 BLINOHEH JITI-001406-190917, Ham, Ne 1 ¢
KoanwecTso orobpantoit npobel: 167 ynaxonox Ne 1
Ne Haunmenosauue Tpe6oBaHHA HOPMATHBHOR AOKYMEHTAUHH PeayasTaTsi ARANHIA
noKalaTeaed
1 2 3 4
1 | Omucaxue Topowok 6enoro Wik 6enoro ¢ %ETOBETHM OTTEHKOM TBeTa TTopomwok 6eTor0 € XENTORATEM
= OTTEHKOM UBETA
2 | TomwmrHOCTS BOXX. [lonTeepxanactch
BpEMeEHa YACDAHBAHHA OCHOBHBIX NHKOB HA XpOMATOTpaMMe BpeMcHa yACPKUBARKMS OCHOBHLIX MHKOE
HCILITYEMOr0 pacTeopa AOJDKHB] COOTBCTCTBOBATEL BpeMEHAM Ha XpoM ATOrpaMmc HCMBITYEMOTO
YACPXWBAHRS ITHKOB HA XPOMETOTPAMME CTAILIAPTHOIO PACTBOP2 COOTBETCTBYIOT BPEMEHEM
pacTsopa YHEPXKBEHHA TTHKOB HA XPOMATOrpaMME
CTAHNAPTHOMO pacTsopa
XapaxTecprad peaxid Ha XNOpHIIL! TMogrsepxaeeTea
(F® XIIT OSC.1.2.2.0001.15) O6pasyercs Gemmli TBOPOXKHCTEIA
0C&10K, HepacTEOpHMHLH 8 a30THOHR
wucnore 16% H pacTBOPHMBIH B aMMUBKa
pacrsope 10%
3 BpeMs pacTBOPEHHA TIpH BCTPAXHBAHWK MPENAPAT JO/DKEH TONHOCTRIO PACTBOPHTECA CootseTcTByeT
10 M1 BOAM Ans uHBeKIit B TeucHHe He Bonee 2 MiH (36 cex.)
4 CpenHan Macca B cootsercTeyu ¢ Tpebosasusamu I'® XTI 0DC.1 4.2.0009.15 CootsetcTByeT
CONEPAAMOro «OZHOPONHOCTE MACCH I03HPOBAHHEIX IEKAPCTACHHLX dopm»
dnakona
5 | [lpospayHocTs 10 % pacTsop Tpenaparta B BOZE 10/DKeH GBITh TPO3PATHBIM HITH IMpospaunsi
pacTeopa BBUICPKHBATS CPABHCHHE C ITANOHOM Il
(e X111 09C.1.2.1.0007.15)
6 LlseTrocTs pacrsopa | OnTHueckas rIOTHOCTS 10% pacTsopa rpenapara B Bofie NpH 0,023
LTKHE BOHB 450 HM HE IOMKHE npessunars 0,35
(rd XIII 0PC.1.2.1.0006.15)
7 | pH Ot 4,0 10 6,0 4,79
(TD X111 0PC.1.2.1.0004.15)
3 MexaHK9ecKHe Buawmbie — BH3yaTHEIH, J10/DKEH BEUICDXHBATE Tpebosanus I'P BsuaepxHBacT
BRIOREHHL X111, 0®C.1.4.2.0005.15 -0
Hepuammbie - caeTHO-boTOMETpHRECKHH METON, NODKEH BrinepkHBasT
sstzepABaTs TpeGosarnia IO XIIL, O®C.1.4.2.0006.15
.yactian =10 mxm — He Goaee 6000/gnarox - 105
-yacTHl 225 MM — He Gonee 600/ prakon -4
9 | PoacTeenxme BIXX.
MpHMECH Thabas HeHICHTHOHUMPOBAHHAN ITpUMecs - He Gonce 1,0% 0,04%
(mnx nepenuma) Cyrma mprMecc - He Gonee 3,0 % 0,12%
10 | N-memsnnupponnms | Mertoa uoxsoi xpomarorpagui. 0,02%
He Gonee 1,0%
11 | Tpwmvnamud T3#CX. He Gonee 0,02% OTCYTCTBYET
12 | Ocratoyssie KX,
PECTROpHTENH! AuetoH - He Goaee 0,53% 0,18%
Merason - ne Gonee 0,3% 0,02%
Merunerxnopua - se Gonee 0,06% OTCYTCTBYET
Jmnnauerer - He Sonee 0,5% ST OTCYI"-‘-"";:
Llmetorekcan - ke Gonee 0,388% A IARAE. T, OTCYTCTE
Terparwapodypas - ve Gonee 0,072% .,:.‘WA N OTCYTCTRYST
13 | Boaa He Goxee 4,0% ‘;F" KPNA \ 2,28%
meroa K.dumepa, I'd XII1 O®C.1.2.3.0002.1 2
14 | BakTepHATLHBIC He 6once 0,06 ED/Mr nedennHma ! : = 0,06 E3/mr ncgennma
IBAOTOKCHHBL l (ro Xl 0®C.1.2.4.0006.15) 5
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AHOMAIbHER
TOKCHHROCTD

Tlpenapar Ao/mKEH GhTh HETOKCHHbM
(T X111 OdC.1.2.4.0004.15)

HetokewueH

CTepuasHoOCTD

TIpenapat AODKER BAITh CTEPHITEHEIM
(T XIIL OdC.1.2.4.0003.15, MeTo MemGpanHof dHALTPALIHH)

CN:PH.HGH

OnHOpPOAHOCTH
JLO3HPOBAHHKA

[lpenapar A0AKeH BhLIEPXKHBATE TpeGopanna
[ XII O®C.1.4.2.0008.15, cnocof |

Bouicpxnsact
(AVin=19,5)

KommecTeHHOE
ONpeacneHHe:

BOAX.

L-apruHuH - He MeHee 37,0% v He Bonee 42,0% B NepecHeTe HA
6e3BOSHOE BEECTRO.

Ledenum - He MeHee 49,19% u ne Gonee 60,0% B mepecHeTe Ha
BHeapoHOC BELECTRO.

He menee 82.5% u ne Gonee 101,0% 8 nepecucte Ka beanoaroe
SELIECTRO, He cofepxkalnee L- apIMHHH.

38,6%
542%
89,6%

Ynakosxa

IMo 1,0 r neAcTBYIOWErD BEMECTRA (uedpemsoa) RO HAAKOHDB!
avecTuMocTsio 10 M #3 crekna mapras HC-1, HC-3 und 1-r0
rUApoHTHueckoro kaacca no TY 9461-010-00480514-99 nnu
TY 9461-025-80007803-2007, s UCO B362, repMETHHO
yKYNopeHibie MPOOKAMH PEIHHOBBIMH MO TY 9467-001-
44111344-2008 sau TY 9398-001-3131 6292-2007, w HCO
8362, 06xaThie AMOMHHKEBRIMH HIH XOMOHHHPOBAHHEIMH
xonnawxamy o TY 9398-001-70481455-2009 wmn TOCT P
51314-99, wrv HCO 8362, WH MMIOPTHLIMH, paIpeCHHbIMH K
npuMeHeHmo B PO, MK BO QNAKOHBI 13 HETpanbHOro CTEKNA
1-I0 THAPOHTH4ECKOrO KARCCA B KOMINEXRTE C mpobkoit k
XOANayxoM QHpMel-NPOK3BOAMTELA «l1lanaonr Muxmenr
Gepmacsioryxan Taxeaxunr Ko, Jln,», Knrall

Ha xexasit (18KOH HAKAEHBAIOT JTHKETKY H3 Gymarn
yrHxetousoft o COCT 7625-86 wax nucyed no rocT 18510-
87, WK CAMOKNERLIYKICS ITHKETKY, HIH TEKCT HAHOCAT
HENOCPEACTBCHHO 113 PAKOH MSTOLOM riry6oko# nesaTh
GLicTposaxpenRiomeAca kpackol no TY 2354-065-02424371-
2001 uAK METOAOM CTPYRHOM NEUBTH.

1 AakoH ¢ WRCTPYKIpieR TIO NPHMERERHIO NoMELIAoT B
HHOHBHAYBALIYIO NAHKY H3 KAPTOHA MO I'OCT 7933-89 w1
HMNOPTHOTO, PAIPELUCITHOTD K MPHMCHCHIIO B P®.

50 18XOHOB ¢ HHCTPYKUMAMHM N0 IPKMCHCHIIO B KOJLHYECTBE
10 WTyK NOMELLAIOT B XOPOGKY H3 KapTOHa Mo OCT 7933-89
MNK KMOOPTHOrO, PAIPELIEHHONO K NPHMEHEHKIO B PO (ans
CTAUHOHBPOR).

Ha xopo6iKy HAKTEHBAIOT ITHKETKY M3 Gymaru THKeTOqHOR No
[QCT 7625-86 wns nucych no FOCT 18510-87 nant
caMOKNEALLYIOCA ITHKETKY-

[pyrmoBas K TPRHCIOPTHAS YNIEKOBKA B COOTBETCTBHH ¢ [OCT
17768-90

Tlo 1,0 r uedermima 8o Gnaxou
BMECTHMOCTsI0 10 M1, FEpMETHMHO
yxynopehusi npobkof PEaHHOBOR,
06xarTsR KOMOHHUPOBEHHEM KO/LIAUKOM
¢ norotunom «JEKO».

Ha kaxcabii GnaKoH HAXNCEHA ITHKETKA

IMo | drakoHy © MHCTPYXUMeH 0
NMPHMCHEHHIO B HHIMBALYANEHOR gauxe
H3 KApPTOHA

20

Mapkuposxa
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[Tepsuunan ynaxoexa.

[TpH HEHECEHWH TEXCTA HEMOCPEACTBEHHO HA ¢naxor
yKaIBiBAIOT: MPEANPHATHE-HITOTOBUTCTE, HAHMCHOBAHHE
npenapars, NeKAPCTBEHHYIO ¢opMy, coacprarye AcACTBYIONEro
peilecTaa BO (hnaxoHe B rpammax, «CTEPHIBHON, HOMED CEPHH,
CpOK MONHOCTK, PErHCTPALUMOHHKIR HOMED.

Ha sTHkeTke GIAKOHE YKA3JKIBAKT! MPEAIPHATHE-HITOTOBHTEMb,
ero ToBapHbi#l 3HaK, 2Ipec, Ten/(AKC, HAHMCHOBAHHE npenapara,
NEKAPCTBEHHYIO (OpMY, COACPKAHHE NeHcTBYIONIEro BEIECTRA
B0 ()IEKOHE B rPAMMAEX, COCTAB, «CTCpIIRHOY, «TIPHMEHATS N0
HO3HASEHIIO BPAYAY, YCIOBHA XPAHCHRS, HOMED CEPHL, CPOX
FOQHOCTH, PETUCTPALMOHKSI HOMED, WITPHX-KOL.

Bmopuunar ynaxoexa.

WRAHBHAYATLHOHA Nauke K ITHKETKE kOpoOKH YKEIHBAICT:

PepPUATHE-KITOTOBHTENb, £r0 ToBapHbIl 3HAK, ANpec,

(haxc, HAHMEHOBAHHME TPCHAPATA, MCKIYHBPOAHOS
CIATCHTOBAHHOE HAHMCHOBAHNE, JICKAPCTBEHHYIO dopmy,
conepwanme NEACTBYIONIETO BEUECTBA BO pNAKOHE B rpammax,
COCTRE, KOIMUECTRO (naKoHOB, «CTCPHIBHOM, «[TpHMEHATS MO
HA3HATEHINO BPANAY, YCIOBHR XPAHEHHS, OPEIYNPEANTEALHEE
HAINMCH: «XPANHTH B HENOCTYIHOM ANA AETCH MCCTEY,

[epauuxan ynaxosxa.

Ha aTHKeTKe (NAKORR YKEIAHO:
NpeANPHATHE-HIAMOTOBKTENE, €T0
ToBEPHSL HAK, ANPES, TER/(axe,
HAMMCHOBAHHE (IpETapaTta,
NexapcTBEHHEA QOPME, COATPHAHKE
ACACTBYIOMEro BEIIECTBA BO (MIAKOHE B
rpamMMax, cocTas, «CTEpHITBHOY,
«Hpmeums N0 HAIHAYMCHHIO Bpayian,
YCNOBHA XDAHEHHA, HOMED CEPHH, CPOK
TONHOCTH, PErUCTPALMOHHEIA HOMED,
LITPHX-KOA.

Bmopuyxas ynaxoexa.

Ha MiausnayansHOH nayke ykaiaHo:
Np&ITPUATHE-HIrOTOBHTENL, €0
TOBAPHLI 3HAK, ANpEC, ren/bake,
HAKMEHOBAHKE NpENapaTa,
MEXIYHEPOAKOE HENATCHTOBAHHOC
HAUMEHOBANME, NEKAPCTRERHAR (hopMa,
COAEpHAHHE ACHCTBYIOUIErO BELIECTRA BO
(raxoHe B rpAMMAX, COCTas, KONHMECTBO
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«Co6MONaTh VHCTPYXLHIO N0 MPHMCEHEHKION, HOMCD CEPHH,
CPOX TORHOCTH, PErHCTPALIMOHHEH HOMED, MTPUX-XOL

Ha HHIHBAIYATLHOM navuKe ACTIONHHTEABHO YKAILBAOT
YCNOBHA OTITYCKA W3 AITTEK.

Ha otikerke KOpoOKH IONOMHTENLHO YKa3biBaloT «llng
CTRIMORAPOBY,

LonycKaeTes HaneceHHE KOHTPOJILHO- LIEHTH( HKALIKOHHOrO
3Haxa (KH3) ynaxoskx.

tnakoros, «CTEPHALHOR, (IIPHMCHITE
N0 HAIHAYEHHIO BPaYay, YCIOBHR
XPaneHHs, NPeIyNPEIHTE bHBIE HAIMHEH
«XpaHUTb B HEAOCTYTIHOM 114 nerelt
mecten, «Co6moaaTe HHCTPYKUHIO TT0
MPHMEHEHINIO N, YCIO0BUA OTIYCKa ¥3
aTTTeK, perCTPALMONHEIA HOMED, HOMED
CEpHH, CPOK MOAHOCTH, WTPHX-KOM.

Ha naanavzyamsRo#i NayKe HAHECEH
KM3.

21 | Ycnosua XpaHeHHA B 3amumMEHHOM OT CBETA MECTE, TIPM TCMIIEPATYPE HC BRIMIC 25 CoOTBETCTBYET
“c
22 | Cpox rogHocT® 2 roaa. 2 rona

(ronew a0 10.2023)

Havansuuk OKK:

_“JEKO”

L1
JOKY M

X BOPOLLOK ONA NPUZOMOENERUA pacmeopa_LR 6HympUeenHoo u
20921 COOTBETCTBYET TpeboBAHNAM JITI-001406-190917, Mam. Ne 1.

Hios







PEAEPAABHAR CAYIKEA N0 HAASOPY
8 (ipF PE 3APABOUXPAHEHHA

«CBepeHwva o BBoAe B Fpaxni

CcpencTs No COCTOAHWIO Ha 15.10.2021 14:30»

aHCKknia 0bopoT B Poccminckon ®eaepaliny NeKapcTBeHHbIX

Opranusauns,
JlaTa sneceHns B TlpoussoanTens Homep Homep, nara
CaeileHHs 0 CTAAHAX HopmartHsuas BBINYCTHEIIAS B
AHC Toprosoe HaHMEHOBAHHE (BBINYCKAIOIHA Crpana = - CEPHH, pa3pemicHHs
k NPOH3BO/CTRA ROKYMERTALHA rPRKNAHCKHA
PocaapagHaq3opa KOHTPOAB) HAPTHH Ha HJIII
obopoT
Y 5 &
Mnmwwﬂﬂnhmx_uw:_uw_.“ﬂ:m - O6mecTsO C OTPaHHYEHHOA ObuecTBO C OFPAHKYEHROA
mmf P m Py OTBETCTBEHHOCTBIO OTBETCTBEHHOCTHIO JITT-001406-190917; 000 "Komnanus
13.10.2021 e "KOMITAHUSA "JIEKO" Poceus "KOMMAHHA "IEKO” Ham. Nel k 120921

BHYTPHMBILIEUHOrO BBEIEHHA 1
1 wr. (1 r), dnakorw (1), nauku
KapToHHHE/ ~

r
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