WHH / KIIIT 7731205648 / 771601001

L '_ 129344 rMockea, ya.Enwceiickan 1.3, Kopn.4
T OKTIO 42420561, OFPH 102773935000

IACIIOPT N: 7

Hanmenosaune lipenapara: Mupkayaexe B®, anofpunuzar gia NIPHIOTOB/ICHUS PACTBOPA NS NOAKOKHOIO
BBeAEHHA, 2 mr

Homep cepun: 70521

Kosauuecrgo: 9 930 dakonos/ 331 voakorka Ne 30
Hara npoussoacrea: 05.2021

AHaJIH3 BLIMOJINHEH No; JI1-005945-281119, Mam. Ne 1

Konuuecreo otodpannoii npoder: 300 daaxonos/ 10 yuakosok N 30

N Hanmenosauue TpebosaHus HopMaTHEHOI MOKYMEHTALUWH PesyantaTter ananusa j
IoKasareJieit
1 2 3 4
1 Onucanue opomox unu THOGMMHIHPORAHHAA Macca OT 6eoro o Jlnodunusupopartas macca
nouTu Senoro usera Gesoro upera
2 | Bpems Conepxanne onroro ¢rakona TIPH HEMPEPEIBHOM Cootserctayer
pacTBOpeHus BCTPAXHBAHHH 10DKHO IOTHOCTLIO pPacTBOPHTLCA B | (16 cex.)
M7 BOAbI ANA MHBEKUMH B TedeHNe He Gonee 2 MuHyT
3 | NoanuHHOCTE B3XX. Bpems ynepxkueanus ocHosHoro MHKa Ha BpeMa yaepxisanus ocHoBHOTO
XPOMATOrpamMMe HCTIbITYEMOTO PACTBOPA J0DKHO MHKa Ha XpOMaTorpaMme
COOTBETCTBOBATL BPEMEHH YAEPKUBAHUA OCHOBHOTO HUCIBLITYEMOrO pacTsopa
THK4 HA XpOMATOrpaMMe CTaHIapTHOIO pacTBopa A. COOTBETCTBYET BpPEMEHH
YACPHHBAHUA OCHOBHOIO MTHKA Ha
XPOMaTorpaMMe CTaHOAPTHOTO
pacTeopa A.
BOXX/VD. vV - CMEKTP B MAKCHMYME OCHOBHOIO Y@ - ciekTp B MakcHMyme
TTHK3 Ha XpOMATOrpaMMe MCTILITYeMOro pacTeopa OCHOBHOTO ITHKa Ha
AONKEH COOTBETCTBOBATE YD — criekTpy B MAKCHMyYME | XPOMATOTPaMMe HCITLITYEMOT0
OCHOBHOTO ITHKA Ha XPOMATOrpaMMe CTAHAAPTHOrO PacTBOpa COOTBETCTBYET YO —
pacTsopa A. CIMEKTPY B MAKCHMYME OCHOBHOIQ
MHKa Ha XpoMaTorpamume
CTAHNAPTHOTO pacTBOpa A.
4 | Ipospaunocts Pacteop nonxet 6pith NpO3payHeIM ITpo3paunniii
pacTBopa (I'® PO, OPC.1.2.1.0007, 15)
5 | UgernocTs Pacteop momxen 6ITs GecuBeTHBIM BecimseTHblit
(I'® PO, ODC.1.2.1.0006.15)
6 | pH Ot 8,0 10 9,8 9,29
(I"'® PO, OBC.1.2.1.0004.15) |
7 | OcMONATLHOCTE Ot 240 1o 360 MOcm/kr 333 mOcwm/kr
(C® PO, OPC.1.2.1.0003.15)
8 | Mexanuueckue Buaumele — Bu3syansuenit, nomxen BbIIEPKHBATE Boiaepxupaer: —1
BEJTIOUEH M1 |_Tpedosanus ['® PO, ODC.1.4.2.0005.18 -0
Hesuanumpre - CHETHO-DOTOMETPHYECKHMH MeTOz, Brinepxkugaer:
AOJIAEH BblACPKHBATL TPeGOBAHUS
['® PO, ODC.1.4.2.0006.15 —
HacThu =10 MxM — we Gonee 6000/ pnaxon -262
9acTHU >25 MKM — He Gonee 600/ ¢draxon -4
9 | PoacreeHHble B3XKX.
pHUMecH [Mpumece A (RRT 0,97-0,98) — He Gonee 1,0% sG] D04
[prmecs B (RRT 1,05) - ke Gonee 2,4% airey 20,4858
Tpumecs C (RRT 0,99) ~ ne Gosee 1,0% S oTCYFCTRYET
Jlrobas enunyunas HEMJICHTHOHIMPOBAHHAS IPHMECH — < ,24%¢
He Gomee 0,5% /
Cymma npumeceii — He Gonee 5,0%




1 2 3 4
10 | Bona He Gonee 10,0% (Meton K.@uuepa) 3,8%
(T'd PO, OPC.1.2.3.0002.15)
11 | BakrepuansHbie He Gonee 70 E3/pnakon Mence 70 ED/dnakon
IHIOTOKCHHBI (TP PP, OPC.1.2.4.0006.15)

12 | CrepunbHOCTE [penapar nomxen GbITh CTEPUILHBIM CrepuncH
(TP P@, OBC.1.2.4.0003.15, Metoa membparHoii
(HIbTPaLH)

13 | OnHopoaHocTh Homken srnepxusaths Tpebosanus Td P, Beiaepxupaer

J03UMpOBaHUA ODC.1.4.2.0008. 18, cnocod 1 AVi=12,1

14 | Konuuecteennoe | BOWKX.

onpeneieHue O1 90,0 10 110,0 % 0T 384BNEHHOTO KOJIKYECTBA (ot 102,0%
1,80 no 2,20 mr Bo iakoue) (2,04 Mr)

15 | Vnakosxa [lo 2 mr 6ynesepruna Bo drakous 2R u3 HeifitpatsHoro | [To 2 mr GyaerepTina Bo drakou
crekna thna I («Meaukan [nace, A. C.», CrioBaukas 2 R M3 HelTpaisHoro cTekna,
peciydnuka win OO0 «Ypaisckuii CTEKOIBHLIH YKYNOPEHHBIH THODUNEHOM
3aBoay, Poccua, win OO0 «CYM», Poccus), Pe3uHOBOI NPoOKOH, 00xKaThIii
paspelieHHbie K NpHMeHeHHIO B Poccufickoi KONNayKOM ATFOMUHHMEBBIM CHHETO
Denepauny, repMETHYHO YKYHOPEHHbIE NUODHIbHBIMY | LBETA.
pe3HHOBbIMH npoBkaMi (EP/USP) u o0sxatble
OecUBETHRIMH HWITH LIBETHBIMH &/THOMUHHEBLIMHU
KOJINa4KaMH fWIH A THOMHHHEBHIMH KONNa4yKaMu ©
IIACTMAcCOBOH Kpoltukoii («Jatsaiinep ®apma
Xonaunr A», Hleeiiuapua unu Q00 «J[3MH»,
Poccus).
Ha kazciii akoH HaKIEMBAIOT 3THKETKY U3 Gymaru Ha kaxcaslit hnakos Hakneena
MHCHell Wil STHKETOYHOM, HITH CaMOKIeAILYIOC 3THKETKA.
3THKETKY.
ITo 30 prakonoB ¢ MHCTPYKUMEH O MPHMEHEHIIO C [To 30 d1axoroB ¢ UHCTPYKUMET
neperopoakaMy MM 6e3 Neperopoiok B nauxky N0 NPUMEHEHHFO C MIEPEropoaKaMH
KaPTOHHYIO. B [1a4Ke KAPTOHHOH.

16 | Mapkupoeka Ha stukerke (uiakoHa Ha pyccKOM S3bIKE VKAIBIBAIOT, Ha atuketke diakosa Ha pycckom

TOProBO¢ HAHMEHOBAHUE OPEIapaTa ¢
3aPerHCTPHPOBAHHBIM TOBAPHBIM 3HakoM ®,
JICKapCTBEHHYI0 hOpMY, TO3UPOBKY, HAZBAHHE M CTPAHY
(pupMbI-BNa/eNbLA PETUCTPALIMOHHOTO YA0CTOBEPEHHS,
HasBaHue (PMPMEI-NPOM3BOIHTENS M CTPaHY, YCIIOBHS
XpaHeHUd, [IpeaynpeauTe/bHas Haanucs: «CTepribHOY,
HOMED CepPHM, «IOIEH J10...5%.

Ha kapToHHO# mayke Ha PYCCKOM A3BIKE YKA3LIBAIOT:
TOProBO€ HAMMEHOBAHHE TpernapaTa ¢
3apErHCTPUPOBAHHLIM TOBAPHLIM 3HAKOM &,
TPYNITHPOBOYHOE HAMMEHOBAHME, IEKAPCTBEHHYIO
dopmy, cocTas Ha onMH (IaKOH, JO3HPOBKY,
KOMM4ECTBO (MIAKOHOB B YHakoeke, « [IpoTHROBUPYCHOE
CPeICTBOY», Ha3BaHHe (UPMBI-BNAAEnbLA
PErHCTPALMOHHOIC YLOCTOBEPEHHS, €€ aAPec M NOTOTHIT
(Ha anrIMHACKOM s3bIKE), Ha3BaHHE dupmbI -
NpOM3BOIMTENS, €€ aAPEC U JIOTOTUI (Ha aHTIHIcKoM
A3LIKE), CNOCOB NPUMEHEHHS, YCI0BHA XPaHEHNA,
YCJIOBHS OTHYCKA, NPEAYNPe/IUTENbHbIE HA/ATIHCH:
«XpaHnTes B HENOCTYIIHOM 1A neTelf MecTen,
«CrepwisHo», «[IpHMEHATE TONLKO MO HAZHAYEHHIO
Bpayay, perucTpalioOHHbIH HOMED, HOMED CEpHH,
«TOAEH 0%, IWUTPHX-KOI, BO3MOKHO HAHECEHHE KOona
Data Matrix; JONOMTHHTENLHO Ha KIAMAH [A%KA B BHAIE

A3LIKE YKA32HO: TOProRoe
HaHMEHOBAHME NIPENApaTa ¢

3aperucrpnpoaauﬁmm TOBAPHBIM
3Hakom ®, nekapcTBeHHan (opma,
A03HPOBKAE, HA3BAHHE M CTpaHa
dupmbI-BIIagebLa
PErHCTPALHOHHOTO
YAOCTOBepeHHd, Ha3paHue GUPMBI-
NPOU3BOIMUTEN U CTpaHa, yCnosus
XPaHEHHA, NpPeaYNpesUTENbHAS
HaAmHCh: «CTepUIBHOY, HOMEp
CepHM, «rOIeH 10...».

Ha KapToHHoit mauke Ha pycckoM
A3bIKE VKA3aHO: TOProBoe
HaHMEHOBAHUE MpPernapara ¢
3aperHCTPHMPOBAHHBIM TOBAPHbBIM
3HakoM ®, rpynnUpoROYHOEL
HaHMMEHOBaHue, JIEKapCcTBeHHas
dopma, cocTas Ha oaun hnakos,
Z03UPOBKA, KONHYECTEO ()IAKOHOB
B ynakoeke, «[IpotueosupycHoe
CpPelCTBO», Ha3BaHHE HHPMbI-
BIaneabLA PErucTpalHoOHHOr o
YAOCTOBEPEHHUA, €€ aipec u
norotin (HaaframieKOM s3bIKe),
Ha3BaHKg GUPMEI-IPOHIBO TR,
ce anpec u horotnn (ha 7 -
AQHITKHCKOM A38{ke); CH0COG - -

NPHMEHEH U, YCTUBMS XpaHeH i,

R4
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HHTAEMOTr0 MEYATHONO TEKCTA MOMKET HAHOCHTHCA
HHOOPMALA, conepkalancs & cpenctee
HaenTHGukawim (Data Matrix koge), CTPYKTYpa 4
dopmat xoTopoii onpesenstoTcs TpeboRaHHAMY
LeHCTBYIONIEro 3aK0H01aTeNbCTRA PO,

YCIOBHA OTIVCKa,
NPenynpeHTeIBHBIC HAITHCH
«XpaHuTs B HETOCTYIHOM MTH
ReTedi MecTen, «CTepuiibHoy,
«Iprvenats Tombko no
Ha3HAYCHHIO Bpauany,
PETHCTPALIMOKKBIA HOMep, HoMep
CEPHH, «TOIEH 0%, WITPHX-KO,
Data Matrix koz; onommiresro
Ha KJallaH Navyke B BHAe
UHTAEMOTO [1e9aTHOTO TEKCTa
HaHeceHa HH(OPMAaLHs,
CONCPKAILAACA B CpeacTRe
uaenTHrxauun (Data Matrix
KOde).

17 | Xpanenue B sawuiennom ot ceeta mecre MPH TEMIIEPaType oT 2 Cooteercrayer
10 8°C, nomryckaercs samopausane.
18 | Cpok rogHocTH 2 roga 2 rogja

(rozen 10 06.2023)

3aknwuenne OKK: npenapat «Mupkiygexc B®, AHOQHIIN3AT AN NPHIOTOBACHHS pacreopa naa

MOAKOKHOr0 BBEAEHHS, 2 MD» cepuun 70521 COOTBETCTBYET Tpeboranuam JITI-005945-281 119, Ham. Ne 1.

Havansuuk OKK:

10.A, TMorapuesa

Hara opopmaenus nacnopra: 21.06.2021
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l]pouwoncmeuﬂue IIJID[HBHK!{, YHACTBYIOLHE B Npouecce NMpoi3BoaAcTBa JERKAPCTBCHHOIO

CTpamma 3 pcrucmauummoro y,uonoaepemm N" ﬂﬁ—0_05945 .

npenapara, ¢ ykasamues cTanuii NPOH3BOACTBA, HAIBAHII I PAKTHYECKHX aJpecos
MECTOHAXOKACHUS -

lpouzsodcmeo comosoit aexapemaennoi r/)op_:iw OduecTrO ¢ OrpaHHueHHo
: ; . OTBCTCTBEHHOCTHIO "KOMITAHHM S "JIEKO"
(000 "KOMITAHHS "JIEKOQ"), Poccis

Teepckas o0, Beiwnenonouxuit pation, noc. 3enenoropexuii, yi. Coverckas, 1. 6a

Hepauwnas yriakoara = o O0uecTso ¢ orpanHueHHoI
S oTBeTCTBeHHOCTBIO "KOMITAHWA "JIEKO"
(000 "KOMITAHHS "IIEKO"), Poccus

‘T'eepekas 0611, Brinesonoukii paiion, noc. 3enenoropekuii, yn. Coserckan, 1. 6a

: s |
- | Bmopuanasimompedumenscran ynaxoara | OBuwecTno ¢ orpannuerHoii

orsercTBentocTsio "KOMITAHWUA "[[EKO"
(000 "KOMIMAHHSA "AEKQO"), Poccua

Tncpcma 00u1., BblLE.IHCBO!IOLlhIiﬁ paiion, noc. 3enenoropeknit, yn. Coperckas, 1. 6a

{Ipouseodumens (Banyexaouguit konmpons kavecmea) Ob1ecTBo € orpaHneHHoi
‘ ; orsetcrseHuocTbio "KOMITAHMS "JIEKO"
(000 "KOMITAHHA "JIEKQ"), Poccus

~ Crarc-cexperaps - 3aMecTHTe b s A H JI.B. Kocrennuxon

Mimincrpa




