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®-0000000555-05
3A0 «3u0-3g0poBne)
142103, Poccus, MockoBckast 00J1acTh,

Iomonsck, yiu. JXKenesHonopoxxHas, 1. 2
Ten./¢paxc: +7(495) 419-20-64

JIunensus Ha NPoU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB AJISl MEIHIMHCKOr0 NPUMEHEHHUS
Ne J1012-00102-77/00010736 ot 24.09.2025 r.

HaunmenoBanue npenapara

Koxa npenapara
Homep cepun
O6bem cepuu

Jata npou3BoacTBa

I'open no
Jdarta ananuza

AHa/IM3 NpoOBeIEH MO

ITACITIOPT Ne0318/26

243

010226

42 829 mT. ynakoBok
07.02.2026 r.
31.01.2031 r.
20.02.2026 r.

Munan® kancysl, 2,5 mr Ne 30

CII-K0-0701-0136-07 «Mnpan® kancyJisl, 2,5 Mr»

HJ JITT-Ne(002656)-(PT-RU)-170124 «Anpan® kancyJibl, 2,5 Mr»,
Pazpneny 1.3.2 monyss 1 JIII-Ne(002656)-(PT-RU) ot 29.06.2023

HOMMHAJIBHOTO COAEPIKAHMSI)

HaumenoBanue TpebGoBaHus HOPMATHBHOM Pe3ynbTaThl HCIIBITAHUIA
ToKasareJyien JOKYMEHTalu
Onucanue Teepasie xenatuHoBBIe Kancynsl Ne 4, Kpbiueuxa kancynsl | TBepasie jxenaTuHoBble kancyiasi Ne 4. Kpeiureuka
rojiy6as, kopmyc — 6enslift. Conepxxumoe Karcyr: Gensiif wim | Kancys! roiay6as, kopryc — Genbiit. Conepxumoe
noyrd Oenelif TMOpOmIOK, MO0 Oenblf MM moYTH Oeiblif | Kamncya: noytd Oenblii MOPOLIOK C KyCOYKaMM
HOPOLIOK ¢ KyCOYKaMHU Macchl, 1100 Oeblit Ui OYTH Oenblii | Macchl.
TIOPOIIOK, CIIPECCOBAHHBINA CTONOMKOM M pacraJaroliics
[IpH HaJIaBIIMBAHUH.
WUnentupukarmms | BOXKX. Bpems ynepxuBaHus OCHOBHOrO IMKa Ha | Bpems  yjepXuBaHMS  OCHOBHOTO IMKA Ha
XpoMaTorpamMme UCIBITYEMOr0  pacTBopa  JOJOKHO | XPOMarorpaMMe MCIIBITYEMOrO pacTBOpa IOJIKHO
COOTBETCTBOBATh BPEMEHH YAEPKUBAaHHS OCHOBHOTO IHKA | COOTBETCTBOBATH BPEMEHU yAEpKUBAHUS
(MHzanamMuna) Ha XPOMATOrpaMMe CTAHIAPTHOTO PACTBOPA A | OCHOBHOTO NHUKa (MHIANAaMKIA) HA XPOMATOTpaMMe
(cM. pasnen «KonuyecTBeHHOE ONpeeNieH e ) CTaHIapTHOIr0 pacTBopa A
TCX. OcHOBHOE NMATHO Ha XPOMATOTPaMMe HCHBITYeMOro | OCHOBHOE ISITHO Ha XPOMATOIPaMMe HCHBITYEMOro
pacTBopa Mo pasMepy, MHTEHCHBHOCTHM OKpPALIMBAaHHUSI M | pacTBOpa o pasmepy, MHTEHCUBHOCTH
BEIMYMHE Ry 10JDKHO COOTBETCTBOBATH OCHOBHOMY IIATHY Ha | OKpAlIMBAaHMS M BEIMYMHE Ry COOTBETCiByeT
XpomaTorpamMme CTaHJapTHOTO pacTBOpa IUIsE | OCHOBHOMY MSTHY Ha XpoMarorpamme
uaeHTU(UKAIMY (CM. paszen «POICTBEHHBIE IIPUMECH ) CTaHJAPTHOTO PacTBOpa A UIACHTUDUKAIK
OIHOPOAHOCTE Or 66,5 Mr 10 73,5 mr (70,0 Mr + 5,0 %) 68,5
MacChl
JIO3MPOBAHHOM 18/20 xancyn — He 6ousee + 10,0 %; 20 u3 20 xancyi
€IMHMIIBI, M 2/20 xancyn — »e 6onee + 20,0 % or—4,1 % mo +3,0%
PactBopenue, % BOXX. 101
He menee 75 % (Q) unnanamusa 0T HOMMHAJILHOTO 95
conepxanus uepes 45 MUH 99
101
95
98
100 (cpennee)
Poncreennrie TCX.
npumect, % Ipumecs B unaanamuna — ve Goiee 0,5 %; Mesnee 0,5
Enunvynas HenpeHTHdUUMpOBaHHAs IIPHMECH —
He 6oxee 0,5 %; Memnee 0,5
Cymma HeumeHTHMUHPOBaHHBIX MpUMeceii - He Gonee 1,0 % Menee 1,0
OznHOpOIHOCTE Hna 10 mosupoBaHHbIX emuuun (n=10) AV < 15,0 wm
JIO3UPOBAHHBIX s 30 no3upoBaHHbIX equnul (n=30) AV < 15,0 1 HU o1MH n=10.
CIAMHHUIL pe3yJIbTaT  CAMHUYHOI'O  ONpEAENCHUS HE  MeHbIIe AV =104
(1=L2%0,01) x M unu se Gonbue (1+L2x0,01) xM
KomgecrsenHoe BOXX.
ONpeJeIIeHHe, MI Or 2,25 mr 110 2,75 Mr unganamuna (ot 90,0 % xo 110,0 % ot ( 92’32‘% %)
2 70
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HaumeHoBanue TpebGoBaHus HOpMATUBHOMN Pesynbrare! ucnsITanuii
nokazaresei JOKYMEHTalU1
Muxpo6uonoru- Kareropus 3A.

4eCcKas YUCTOTa

O6wee yuco adpoGHBIX MUKPOOPTaHH3MOB
(TAMC) — ne 6onee 10° KOE B 1 1.

OG1ee 4MCIIo APOXGKEBBIX U ILUIECHEBBIX IPHGOB
(TYMC) — e Gonee 102 KOE B 1 1.

Escherichia coli — otcytcteue B 1 T.

OGmee 4nCno adpOGHBIX MUKPOOPTaHU3MOB (TAMC) -
meHee 10 KOE B 1 1.

O61uee 9uCII0 APOANOKEBBIX U INIECHEBBIX IPHGOB (TYMC) -
meHee 10 KOEB 1 1.

Escherichia coli orcytcrByer B 1 T.

Onucaunue Illepsuunan ynaxosxa. Tlo 10 xancyn B ymakoBke ITlepeuunas ynaxosxa. T1o 10 kancyn B ynakoBKe S4eHKOBOK

YIaKOBKH A4EHKOBOM KOHTypHOH u3 mieHku IIBX u | koHTYpHO# u3 mienku IIBX ¥ aOMHHKHEBOM ¢onsru.
AIIOMUHUEBOM (POJIBIH, Bmopuunasn ynaxosxa. 3 ynakoBku s4eiKoBbIE KOHTYDHbIC
Bmopuunas ynaxosxa. 3 ynakoBku SYEHKOBBIE | BMECTE C MMCTKOM-BKJIALBIIIEM B [IAUKE KapTOHHOIA.
KOHTYPHBIE BMECTE C JJUCTKOM-BKJIA/BILIEM B [1a4YKe
KapTOHHOIA.

Mapxuposka Ha ynaxosxe siuetixosoti koumypuoti wa pycckoMm | Ha ynaxoske sueiixosoii KOHMYPHOU Ha PYCCKOM A3BIKE

SA3BIKE YKa3bIBAIOT:

- TOproBO€ HAaWMCHOBAHME IIpemapara ¢
HpeNynpenUTeNbHON MapKUPOBKOi ©;
- MEXYHApOJHOE HEMaTCHTOBaHHOE

HaUMCHOBaHWE (RyOnuMpyeTcss Ha aHIIHHCKOM
SA3BIKE);

- IO3UPOBKY;

- KOJIMYECTBO KaICyJI B yIIAKOBKE;

- HaUMEHOBAHME JEPXKATENs DPErHCTPALMOHHOIO
YJIOCTOBEPEHHSI;

- JIOrOTHN  JepKaTels  PEruCTPALMOHHOIO
YAOCTOBEPEHHS (Ha AHTIIMACKOM S3BIKE);

- HOMEp CepuH;

- JIaTy UCTEYEHHs CPOKA TOMHOCTHU (KTOLEH I0»).

Ha nauke KapmownHOU Ha pPYCCKOM S3BIKE

yKa3plBalOT ~ (Hamnmucu  OyOnupylotcs  Ha
AHMINICKOM SI3BIKE):

- TOProBOC HaMMEHOBaHME Iperapara C
NpeAyNnpeanuTeIbHON MapkupoBKoii &,

- MEXAYHAPOIHOE HENIaTEHTOBAaHHOE
HaMMEHOBaHUE,

- JIEKAPCTBEHHYIO (hopMmy;

- I0O3UPOBKY;

- HaMMEHOBaHWE AaKTUBHOU (hapMaleBTHYECKOH
CyOCTaHLMHK 1 €€ COJepKaHME B OLHOMN KarcyJe;

- «BcnoMorartenbHble  BEIIECTBA:  JAKTO3bI
MOHOTHApPAT ¥ [Jp., YKa3aHHbIE B JIKCTKE-
BKJIaZIbILIEY;

- KOJIMYECTBO KarcyJl B [aYKe;

- cr1oco6 npuMeHeHus: «Jlnst mpreMa BHYTps!»;

- YCIIOBHS OTITyCKa,;

- YCJIOBHSI XPaHEHUS;

-NIPeAYNPEANTENbHEIE HANMUCH: «XpaHUTh B
HEJOCTYIHOM AJist JeTed Mecre!», «He npuMensTs
10 UCTEYCHHHU CPOKa FOXHOCTH!»;

- HaUMCHOBAHME M QIPEC MPOU3BOAUTENS (B TOM

qucie, OCYIICCTBIIAOLICTO BBIITYCKAOLUA
KOHTPOJIb Kaqecma);
- HAauMCHOBAHUC u anpec ACpXKaATECIIs

PETUCTPALIMOHHOTO YIOCTOBEPEHHSI;

- JIOTOTHN  JEpXaTelii  PEeruCTPALUOHHOrO
YAOCTOBEPEHHSI (Ha aHTIIMICKOM SI3BIKE);

- HOMEp PErUCTPalMOHHOIO YIOCTOBEpEeHMs (Ha
PYCCKOM SI3BIKE);

- IITPUX-KOX;

- hapmaxon(b);

- KoA(bI) THHOrpaguu (MECTOMOIOKEHHE MOXKET
U3MEHSATHCS);

- «Cepust:» (Ha pYCCKOM  S3BIKE,
HPOU3BOJCTBA BKJIIOYEHA B HOMEP CEPHH);
- JaTy UCTCYEHMs CpPOKa rogHoctd («[omeH 1n0:»)
(Ha PYCCKOM S3BIKe);
BosmoxHO  HaHeceHue
YNaKOBOYHOI'O MaTepHaia.

Jara

KoIma NE4YaTHOro

yKa3aHo:
- TOProBOC HAMMCHOBAHHE TIPeNapara ¢ peayNpeauTeabHON

MapkupoBkoi ® «MHIAII®y,
= MEXIYHapOJHOC HENATCHTOBAHHOE HAUMEHOBAHHE
(my6nupyercs Ha aHTTIMHACKOM A3BIKE

«unganamua/indapamidey);

- IO3UPOBKa «2,5 Mry;

= KOJIMIECTBO Karncy B ynakoBke «10 kancys»;

- HaUMEHOBaHHUE JeprKares PETUCTPALIMIOHHOTO
ynocrosepenus «IIPO.MEJLLIC Ipara a.o0.»;

- JIOTOTHIT JEPIKAaTeNs PErMCTPALOHHOIO YIOCTOBEPEHHS
(Ha aHTIIMICKOM SI3BIKE);

- HoMep cepun «010226»;

- laTa UCTE€YEHHs] CPOKA TOAHOCTH «rogeH Ao 012031y,

Ha nauxe kapmonnoii na pycckoM si3bike yka3aHo (HAIHCH
AyOJIMPYIOTCS HA AHTIMHCKOM A3BIKE):

- TOProBO€ HAMEHOBAHKE NPENapaTa ¢ NPEAYNPEAUTENHOM
MmapkupoBkoi® «THIATI ®y»;

- MEXYHApOJAHOE HEMATCHTOBAHHOE HAUMEHOBAHHUE
«MHAANAMUAY;

- lekapCcTBEHHas HopMa «KanCyJabi»;

- IO3UPOBKa «2,5 My,

- HAMMCHOBAHNE aKTUBHOH (hapMaLeBTHYECKOM CyOCTaHIUH
H €€ CoZiepKaHue B ONHOM KarcyJie «1 kancysa cogepkur
2,5 Mr uHaanAMuaAY;

- «<BenomoraTenbHbIe BEINeCTBa: JJAKTO3bI MOHOTHADAT H
ApP., YKa3aHHbIEe B JIUCTKe-BKJIAAbILIE;

- KOJIMYECTBO KaICyJI B nayke «30 Kancyay;

- cnoco6 npumeHenus: « st npuema BHYTpb!»;

- ycoBus oTmycka «OTmycKaercsi o peuenTyy;

- YCNOBMA XpaHeHMs «XpaHHTh MpPH TemmepaType
He BbIle 25 °Cy;

= IPEAYNPENUTENbHBIE HANMUCH: «XPAHUTD B HENOCTYIHOM
Ans pereii mecte!», «He npUMeHSTH N0 HCTeYeHHH CPOKa
rOAHOCTH!»;

- HAUMCHOBAHUC W aJIpeC NPOU3BOAMTENS (B TOM 4YHCIE,
OCYHIECTBIISIONIET0 BBIIYCKAIOWIUM KOHTPOJb KavecTa);
«[Ipouszsoaurenn: 3A0 «3u0-3n0posbe», Poccus,
142103, MockoBckasi 06aacTh, r. Iogoanck,

ya. HKesesHopopoxHasi, 1. 2»;

- HAMMCHOBAHUE U a/IPEC JEPIKATENS PETUCTPALMOHHOTO
yaocrosepenus «IIPO.MEJLLIC Ipara a.o., Tesqucka
377/1, Muxue, 140 00 Ilpara 4, Yewckas PecnyGaniay;

- JIOTOTHUI JEPXKATENsl PETMCTPAlMOHHOIO YIOCTOBEPEHHS
(Ha aHTIIMICKOM SI3BIKE);

- HOMEDP PErUCTPALIOHHOTO YOCTOBEPEHHUS
«JITI-Ne(002656)-(PT-RU)»;

- IITPUX-KOA «4650075360330»;

- (hapmakon;

- ko1 tunorpapuu «RU/06/22x;

- «Cepus: 010226,

- «Tonen mo: 01 2031y,

Kon neuarHoro ynakoBoyHoro Marepuaia
«I1-243-30-03-03»;
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HaumenoBanue TpeboBaHus HOPMATHBHO Pe3ynbratel ucrbiTaHuii
ToKaszaTeJiei JIOKYMEHTALUK
JIOTIONIHUTENLHO MOKET YKa3bIBATHCA MH(OPMALHS Wudopmanms A/isi MOHUTOPHHIA ABHKEHHS JIEKAPCTBEHHOTO
AU MOHUTODMHIA  IBI)KEHHS JIEKAPCTBEHHOIO | MPENapara OT MPOM3BOAMTENS 10 KOHEYHOTO MOTPEOUTENS:
npernapara OT . NMPOM3BOAMTENS 10 KOHEYHoro | «Data Matrix»;
noTpedurens. . «GTIN: 04650075360330»,
«S/N:» ¢ yKa3aHMeM HHIMBALYAIBHOTO CEPHANN3ALHOHHOTO
HOMEpa IavKu.
Ycnosus ITpu Temneparype ne Bbie 25 °C. Ilpu Temneparype ue seime 25 °C.
XPpaHCHUS
Cpox rogsocTu 5 ner 5 ner
(cpok xpanenus)

3axmiouenne: Jlexapcmeennviii npenapam Hnoan® kancynvl, 2,5 m2, No 30 cepuu 010226 coomeemcmeyem
mpebosanusm 6 Yacmu nposepenHbIX NoKazameneii,

Havaneuuxk OTACJIa KOHTPOJISI KauyecTBa

Honoxrcnocme

I'amaronoBa U.B. W/ | oy Ay

QHO Ioonuce Mama

3A0 «3u0-3d0posE«
OKK
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