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®-0000000555-05
3A0 «3u0-3x0poBBeE»
142103, Poccusi, MockoBcKasi 00J1acTh,

IMonmonsck, yi. XKenesHogopoxHas, 1. 2
Teu./akc: +7(495) 419-20-64

JInuensus Ha NPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTE ISl MEAUIMHCKOTO TIPUMEHEHHUSsI
Ne J1012-00102-77/00010736 ot 24.09.2025 r.

HaumenoBanme
Kon nmpenapara
Howmep cepun
O0bem cepun

Jarta npousBoacTBa

I'open mo
Mara ananuza

AHaJIN3 NpoBeAeH 10

IMACITOPT Ne0436/26

npenapara
243

070226

43 379 mT. ymakoBok
10.02.2026 .
31.01.2031 r.
12.03.2026 .

Mupan® kancyisl, 2,5 mr Ne 30

CII-KO0-0701-0136-07 «Anaan® kancy.ml, 2,5 Mr»

HJI JITI-Ne(002656)-(PT-RU)-170124 «Anaan® kancynsl, 2,5 Mr»,
Pazneny 1.3.2 mopyaist 1 JITI-Ne(002656)-(PT'-RU) ot 29.06.2023

CHAUHHULIBI, MI'

2/20 xarcyn — ue Goaee + 20,0 %

HaumenoBanue TpeboBaHus HOPMaTHBHOM PesynbTaThl ncnbITaHMii
1oKasaresei JOKYMEHTaLuu

Onucanue Taepaere xenarunoBble Kancysiel Ne 4. Kpbleuka karicyssl | TBepable skelaTuHOBbIE Kancyisl Ne 4. Kpbimeuka
rojy6as, kopryc — Oenbiid. Conepxumoe Karncyir: Geblii miu | kancyisl roy6as, kopryc — Gesii. Conepxumoe
noutd Oenbiii MOpOIIOK, OO Oenblii Wid MmouTd Oenblii | Karcysn: MOYTH Oenblit MOPOLIOK C KYCOYKaMHu
TOPOLIOK C KyCOYKaMH MacChl, TM00 OeIblil MiIM IIOYTH Oeblii | Macchl.
TIOPOILOK, CIPECCOBAHHBIM CTOJOMKOM M paclafaroliuiics
TIpY HaJlaBJIMBaHKH.

Wnenrudukanus BOXX. Bpems ynepxuBaHMs OCHOBHOTO TNHMKa Ha | BpeMs yIepKMBAHHS OCHOBHOrO MMKA Ha
XpoMaTorpamMmme HCIBITYEMOrO pacTBopa  IOJDKHO | XpOMaTorpamme UCIIBITYEMOr0o pacTBopa
COOTBETCTBOBATh BPEMEHH YACPXKMBAHMS OCHOBHOTO MHMKA | COOTBETCTBYET BPEMECHH YACP)KMBAHHS OCHOBHOTO
(vHnamamuza) Ha XpOMaTOrpaMMe CTAHIAPTHOTO PacTBopa A | nuka  (MHIamammuga)  Ha XpoMarorpamme
(cM. pasnen «KonuyecTBeHHOE ONPEnENeHUE) CTaHAapTHOIO pacTBopa A
TCX. OcHoBHOE MATHO HAa XPOMATOTPAMME HCIBITYeMOro | OCHOBHOE IISTHO Ha XPOMaTorpamMme UCIBITYEMOro
pacTBopa Mo pasMepy, HMHTEHCHBHOCTH OKpAlUMBaHWs W | PacTBOpa 1o pasmepy, MHTEHCUBHOCTH
BEJIMYUMHE Ry IOIDKHO COOTBETCTBOBATH OCHOBHOMY IIATHY Ha | OKDAIIMBAHMS ¥ BEIMUMHE Ry COOTBETCTBYET
XpoMaTorpamMmme CTaHAAPTHOrO pacTBopa JUISl | OCHOBHOMY MATHY Ha XpoMarorpamme
VCHTUUKAIMH (cM. pasaen «POICTBEHHBIE TIPUMECH)) CTaHJAPTHOTO PAacTBOPA IJIsl HACHTUDUKALIUH

OnHOpOAHOCTE Ot 66,5 mr 1o 73,5 mr (70,0 Mr + 5,0 %) 70,1

Macchl

JIO3UPOBAHHOM 18/20 xamncyn — ne 6onee £ 10,0 %; 20 u3 20 xancyn

or—42% mo +2,9%

HOMHHAJIbHOI'O couepxcaﬂm)

PacrBopenue, % BOXX. 106
He menee 75 % (Q) unaanamuia oT HOMUHAIBHOTO 101
cozepkaHus yepes 45 Mun 103
105
101
104
103 (cpennee)
Poxncreennsie TCX.
npumecy, % Ipumecs B nnanamuna — e Gonee 0,5 %; Mesuee 0,5
Enunnynas HeuaeHTnpuuMpoBanHas npumMecs —
He 6onee 0,5 %; Menee 0,5
Cymma HenaeHTHUUMPOBaHHBIX IpUMeceii - He Gonee 1,0 % Menee 1,0
OIHOPOIHOCTH Hns 10 nosupoBanubix eamuun (n=10) AV < 15,0 wim
JIO3UPOBAHHEIX Juist 30 mo3upoBaHHbIX equuul (n=30) AV < 15,0 u 1 oauH n=10
€MHMULL pE3yabTaT  €OUHUYHOTO  ONPEHCJICHUS  HE  MEHbLIE AV =62
(1—L2%0,01) x M unu He 6oabuie (1+L2%0,01) xM
Komuuecrsennoe BOXX.
OIPE/IENICHHE, MI' Ot 2,25 mr 110 2,75 mr unnanamuaa (ot 90,0 % no 110,0 % ot (93’21 %)
,0 7%
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HaumMenoBanue TpeboBaHus1 HOPMATUBHON Pe3ynpTaThl UCTIbITAHUMH
noKazaTenei JOKyMEHTaluU
Mukpobuonoru- Kateropus 3A.

YeCKasa YMuCToTa

O6b1ee 4ucIo a9poOHBIX MUKPOOPraHU3MOB
(TAMC) — ue 6onee 103 KOE B 1 1.

Ob11ee YMCI0 APOMHIKEBBIX U IIECHEBBIX TPUOOB
(TYMC) — ne 6onee 102 KOE B 1 1.

Escherichia coli — otcyrcrBue B 1 T.

O61ee urcio adpobusix MukpoopranusMos (TAMC) —
menee 10 KOE B I 1.

O61uiee 4ncio AposokeBbix U miecHeBbix rpudos (TYMC) —
menee 10 KOE B 1 1.

Escherichia coli otcyteTByer B 1 T.

Onucanue Ilepsuunan ynaxoexa. Ilo 10 xancyn B ynakoBke | [lepeuunas ynaxosxa. Ilo 10 karncysn B ynakoBke S4eHKOBON

YIaKOBKH A4efikoBod KoHTYpHOM u3 ruienku [IBX wu | xoHTypHOU M3 muieHku [IBX u anoMuHHeBO# Gosbru.
ANIOMUHUEBOH (ONBTH. Bmopuunas ynaxoexa. 3 ynakoBKky siMeHKOBbIC KOHTYPHbIE
Bmopuunas ynaxosxa. 3 ynakoBKH SYEHKOBBIE | BMECTE C JIMCTKOM-BKJIABILIEM B AYKe KAPTOHHOM.
KOHTYPHBIE BMECTE C JIMCTKOM-BKJIAJIBIILIEM B MAuKe
KapTOHHOM.

Mapxkuposka Ha ynaxosxe sueiixosoti konmyproti Ha pycckoM | Ha ynaxoexe siueiikogoti KOHmypHou Ha PyCCKOM SI3bIKe

SA3BIKEC YKa3bIBAIOT:

- TOpProBO€ HaWMEHOBaHME Iperapara C
IpeIyNpEAUTENLHON MapKUpoBKOH ®;
- MEXIyHapOJHOE HENaTEeHTOBaHHOE

Ha¥MEHOBaHHE (AyONUpyeTCs Ha AaHIIHHCKOM
S3bIKE);

- TO3UPOBKY;

- KOJIMUECTBO KAarCyJ B YIaKOBKe;

- HAaUMMEHOBAaHHUE AEPXKATENsl PErHCTPALMOHHOIO
YIOCTOBEPEHHUS;

- JIOTOTMI  JEpXKareslsl  PerucTpalruoOHHOrO
YAOCTOBEPEHHUS (Ha aHIVIHICKOM SI3BIKE);

- HOMEp CepuH;

- IaTy UCTEYEHMS CPOKA FOJAHOCTH («TOAEH J0Y).

Ha nauxe wxapmounoii Ha pycckoM —s3bIKe

YKa3bIBalOT (magmucu  nyGaupyroTcs Ha
AHIJIMHCKOM SI3bIKE):

- TOProBO€  HAaWMEHOBaHME [mpenapara ¢
TPENYNPEAUTENBHOM MapKUpoBKoii ©;

- MEXIyHapOAHOE HEMaTEeHTOBAHHOE
HAaUMEHOBAHHE;

- JIEKapCTBEHHYIO HOpMY;

- O3UPOBKY;

- HaMMEHOBaHWE AaKTUBHOW (papMaueBTHUECKOMN
CyOCTaHIIMHU 1 ee COACPXKAHKE B OJHOM KarlCyJie;

- «BcnoMorarenbHple  BEIIECTBA:  JIAKTO3bI
MOHOTHApPAr M Jp., yKa3aHHble B JIUCTKe-
BKJIQZIBILIEY;

- KOJIMYECTBO KarcCyJ B MayKe;

- Croco6 npuMeHeHus: «JlJs pueMa BHYTPb!»;

- YCJIOBMS OTITyCKa;

- YCIIOBHS XpaHEHHS,

-NPEAYNPECAUTENbHBIE HAAMUCU: «XpaHuTh B
HEJIOCTYIHOM JUIs neteit mecte!», «He npumensts
0 UCTEYEHHUU CPOKA TONHOCTH!»;

- HAUMEHOBAHME M aJPEC TPOU3BOJUTENS (B TOM
yucie, OCYLIECTBJISIOLIET0 BBITTY CKAIOIIHi
KOHTPOJIb Kau€eCTBa);

= HaWMCHOBaHUEC u ajapec JCpxKaTes
PErUCTPAlIMOHHOTIO YIOCTOBEPEHMS,
- JIOTOTHII JACpxKaTeiis PETUCTPALIAOHHOIO

YIOCTOBEPEHHS (HA AHTIMHCKOM SI3bIKE);

- HOMEp PEruCTPaLMOHHOIO YIOCTOBEPEHHUs (HA
PYCCKOM SI3BIKE);

- IITPUX-KO/I;

- hapmaxon(i);

- koz(bl) TMnorpadguu (MECTONOIOKEHNUE MOXKET
HU3MEHATHCA);

- «Cepus:» (Ha pPYCCKOM  sI3bIKE,
NPOM3BOJICTBA BKJIIOYEHA B HOMED CEPHH);
- laTy MCTEYCHUs Cpoka romHocT («[omen mo:»)
(Ha pyccKoOM sI3bIKe);
Bo3moxHo HaHECEHUE
YNAKOBOYHOI'O MaTepHaa.

Jara

Koaa [€4aTHOIro

yKa3aHo:
- TOPrOBOE HAMMEHOBAHUE IIPernapaTa ¢ NpeaynpeauTeIbHOI
MapkupoBkok ® « AHIAII®,

- MEXIYHapoJHOE HEeNareHTOBAHHOE
(my6nmpyercst Ha AHTIIMHACKOM
«uHpanamua/indapamidey);

- TO3UPOBKA «2,5 Mry;

- KOJIMYECTBO KarcyJl B ynakoBke «10 kancyma»;
- HaWMEHOBaHHUE JiepIKaTes PErUCTPALMOHHOTO
yrocrosepenus «IIPO.MEJILC Ilpara a.o.»;

- JIOTOTHUN JEpXaTeNs PErMCTPalMOHHOTO YIOCTOBEPEHUSI
(Ha aHITUICKOM SI3BIKE);

- HoMep cepun «070226»;

- JlaTa MCTEUCHHMs Cpoka FOAHOCTH «roaeH go 012031».

HaUMECHOBAHUC
SA3BIKE

Ha nauxe xapmonnoii Ha pycckoM sI3bIKe yKa3aHo (HaAMUCH
NyOJIUpYIOTCS HA QHIVIMHACKOM SI3BIKE):

- TOProBO€ HAaMMEHOBAHME Nperapara ¢ NpeAynpeauTENLHON
MapkupoBkoi® « MHIATIT ®»;

- MEX[yHapOAHOE HEMATEHTOBAHHOE HAUMEHOBAHUE
«MHIANAMUI;

- JIEKapCTBEHHAsl (POPMa «KAMCYab»;

- I03UPOBKa «2,5 Mry,

- HAMMEHOBaHWE aKTHBHOM (papMalleBTHUECKOM CyOCTaHIMN
U ee cojepxKanue B OJHOH Karcyie «1 kancysa coaepxur
2,5 Mr uHaanaMuaay;

- «BenomoraresibHbIe BeleCTBA: JTAKTO3bI MOHOTHAPAT U
Ap., YKa3aHHbIE B JIUCTKe-BKIJIAALILIEY),

- KOJIMYECTBO KaricyJ1 B nauke «30 xancyJ;

- croco6 npumeneHust: « g npuema BHYTpPb!»;

- ycnoBus otnycka «OTnycKaeTcst mo peuenTyy,

- ycnoBus XpaHeHUs «XpaHUTL MpPH TeMImepaType
He Bblue 25 °Cy;

- NPEAYNPEAUTENBHBIE HAAMUCH: «XPAHUTD B HEAOCTYIMHOM
ans pereit mecre!», «He npUMEHSITL MO HCTEYEHHH CPOKA
rOAHOCTH!»;

- HAMMEHOBAaHME M aAPEC MPOM3BOAUTENsS (B TOM YHUCIIE,
OCYIIECTBIISIIOIIEr0  BBINYCKAIOUUN KOHTPOJbL KadyecTsa);
«Hpouspoautens: 3A0 «3u0-3p0posbe», Poccus,
142103, MockoBckasi 06J1acTh, r. [logoabck,

ya. KesesHoropoxkHasi, 1. 2»;

- HAMMEHOBAHKME M aAPeC AePIKaTelIsi PErUCTPAILIHOHHOTO
yanocrosepenus «[IPO.MEJLLC Ipara a.o., Teaucka
377/1, Muxue, 140 00 Ipara 4, Yemckas Pecnybaukay,;

- JIOTOTHIT JIepXKaresis PErMCTPalMOHHOIO YAOCTOBEPEHHMS
(Ha aHIIMICKOM s3BIKE);

- HOMEpP PErvCTPALMOHHOIO YI0CTOBEPEHUS
«JIT-Ne(002656)-(PT'-RU)»;

- WTpUX-KkoJ «4650075360330;

- (hapmako;

- koz tunorpapuu «RU/06/22»;

- «Cepusi: 070226»;

- «omen no: 01 2031».

Kox nedatHoro yrnakoBoYHOro MaTepuaia
«I1-243-30-03-03,
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HaumenoBanue TpeboBaHus HOPMATHBHOM PesynbraThl UcTbITAaHUH
oKasarejei JIOKYMEHTaLu1

JIOMONHNUTENBHO MOXET yKasbiBaThes nH(opMarmst | MHOPMALHS AUl MOHMTOPHHIA JBHKEHUS JIEKAPCTBEHHOTO

AUl MOHMTODHHIA IIBMXKCHMS JIEKAPCTBEHHOIO | IpEnapata oT IPOU3BOAMTEINS 10 KOHEYHOro MOTpeOuTes:

npenapara OT MPOU3BOAMUTENS [0 KOHEYHOro | «Data Matrix»;

noTpeduTes. «GTIN: 04650075360330»,

«S/N:» ¢ yKa3zaHUEM HHIMBULYAILHOIO CEPUATU3ALUOHHOTO

HOMEpa IMavyKHu.

Ycnosus ITpu Temneparype He Boiie 25 °C. [Tpu Temnieparype ne Boiwe 25 °C.
XPaHEHHUsI
Cpox rogHocTu 5 ner 5 ner

(cpok XpaHeHus1)

3axmovenne: Jlexapcmeennviii npenapam Huoan" xancynel, 2,5 me, Ne 30 cepuu 070226 coomeemcmeyem
mpebo6anuam 8 Yacmu npoeepenHbIX NoKazamenet.

Havanpaux OTACJIa KOHTPOJISA KayeCcTBa I'amaronosa 1.B. # =
p e ALLF Ay
JonaxcrHocme DHO Tloonuce [lama

3A0 «3u0-3d0oposbe»
OKK

Crp.3u33




