®-0000000555-05
3A0 «3n0-310poBbe»
142103, Poccus, MockoBcKkast 06J1acTb,

Iononsck, yiu. XKenezHonopoxHast, 1. 2
Ten./dakc: +7(495) 419-20-64

JInuensus Ha NPOM3BOCTBO JIEKAPCTBEHHBIX CPEACTB ISl MEXHIIMHCKOrO MPHMEHEeHNS!
Ne J1012-00102-77/00010736 ot 24.09.2025 r.

HaunmeHoBanue npenapara

Kon npenapara
Howmep cepun
O6bem cepun

JaTta npousBoacrea

T'onen xo
daTa ananmsa

AHaJIM3 npoBeIeH 1o

IHACIIOPT Ne0358/26

243

030226

43 826 mT. ynmnakoBox
07.02.2026 r.
31.01.2031 r.
25.02.2026 r.

Uupan® kancysr, 2,5 mr Ne 30

CII-KO-0701-0136-07 «ngan® kancyJnl, 2,5 Mr»

HJ JIIT-Ne(002656)-(PT-RU)-170124 «Mnpan® kancy.sl, 2,5 Mr»,
Pazaeny 1.3.2 moayas 1 JIII-Ne(002656)-(PT-RU) ot 29.06.2023

HOMHHAJIBHOI'O COJIEPIKaHHs)

HaumenoBanue TpebGoBaHus HOpMATUBHOM PesynbTathl cnbITaHMi
TOKa3aTeJIeh JIOKYMEHTaLuu
Onucaunvie Taepapie sxenaruHoBbIe Kancyssl Ne 4. Kpblmeuka karncyJist Teeparie xenaruHoBbie Kancyisl Ne 4, Kppimeuka
roiy6asi, kopmyc — Genbrit. Conepxkumoe Karicyi: Gemblif niu Kancynsl rony6as, xopmyc — Oensiid, Comepxumoe
nouyrd Gesblif TOPOLIOK, KGO Genblif WM MOYTH Geblii Kancys: MoYTd Oenblf MOPOLIOK C KyCOYKaMH
TOPOIIOK C KYyCOYKaMHM Macchl, TM60 Genblii My noyTy 6enslii | Maccsl.
TIOPOIIOK, CHPECCOBAHHBIA CTOJNOMKOM H pacnamalomuics
TIPY HAJABJIMBAHUM.
Wnentnduxamus | BOXKX. BpeMs yuepxuBaHus OCHOBHOTO NuMKa Ha Bpems  ynepxuBaHMS OCHOBHOTO IHKa Ha
XpoMaTorpamMme HUCIIBITYEMOTO pacTBOopa  JOJ/DKHO | XpoMmarorpamme UCIIBITYEMOrO pactBopa
COOTBETCTBOBATE BPCMCHM YIEPXKMBAHUS OCHOBHOTO MNHKA | COOTBETCTBYET BPEMEHH YAEPKUBAHHS OCHOBHOTO
(MHIanamMuna) Ha XpoMaTorpaMMe CTaHAapPTHOTO pacTBOpa A | nMka  (MHIamaMHAa) Ha  XpOMATOrpamMMe
(cM. pasmen «KonuuecTBeHHOE OIPENEICHUE)) CTaHJApTHOr'O pacTBOpa A
TCX. OcHOBHOE IATHO HA XPOMATOrpaMMe ucmeITyeMoro | OCHOBHOE MATHO Ha XPOMATOrPaMMe UCIBITYEMOro
pacTBOpa IO pa3Mepy, HHTCHCHBHOCTM OKpAUIMBAHHS M | pacTBOpa o pasmepy, HUHTEHCHUBHOCTH
BEJIMYMHE Ry IOJDKHO COOTBETCTBOBATH OCHOBHOMY TIATHY HA | OKPALUMBAHMS ¥  BEJHYHHE Ry cootsercrByer
XpoMaTorpamMmme CTaHIapTHOTO pacTBopa Ul | OCHOBHOMY MATHY Ha XpoMarorpamme
MIeHTHHKALKME (CM. pasien «PoicTBeHHbIe IPUMecHy ) CTaHIAPTHOIO PacTBOPaA Uil HACHTU()UKALMH
OIHOPOAHOCTE Or 66,5 mr 10 73,5 mr (70,0 Mr + 5,0 %) 69,5
Macchl
JIO3UPOBAHHOM 18/20 xamncyn — He Gonee + 10,0 %; 20 u3 20 kamncysn
€IMUHHUIIE], MT 2/20 karicyn — He 6ouee + 20,0 % oT—6,9% 10 +1,9%
PactBopenue, % BOXX. 98
He menee 75 % (Q) numanamMuna 0T HOMHHAIEHOTO 99
conepxanus yepes 45 Mun 99
98
99
98
99 (cpensee)
Poncreennsie TCX.
npumecy, % ITpumecs B unpanamuza — He Goxee 0,5 %: Memnee 0,5
EnvHnunas HenaeHTH(UIMpOBaHHAs PHUMECH —
He 6onee 0,5 %,; Meunee 0,5
Cymma HenIeHTHMLMPOBAHHEIX IPHUMeCeH - He Gosiee 1,0 % Mesee 1,0
OnHopoxHoCTh Hnst 10 mosupoamubix emumun, (n=10) AV < 15,0 wm
JIO3UPOBAHHBIX anst 30 nosupopauukix eaunun (n=30) AV < 15,0 u Hu oxuH n=10
Pzt PE3yNbTaT  €IAMHHUYHOIO  ONpEHENECHHS HE  MEHBLIE AV =34
(1—L2x0,01) xM nm ne Gonpiue (1+L2 %0, 01) xM
Komuecrsennoe BOXX.
OIPENIENICHHE, MI' Or 2,25 Mr 510 2,75 Mr uHnanamuna (o1 90,0 % mo 110,0 % ot (95’26% )
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HaumeHoBanue TpeGoBanus HOpMaTUBHOM Pesynbratel ucnbiTanuit
roKasartenei JOKYMEHTaLUH
Mukpo6uosoru- Kareropus 3A.

4CCKaA 4YuCToTa

O6mee yucno a3poOHBIX MUKPOOPTaHH3MOB
(TAMC) — He Gosnee 10 KOE B 1 T.

Ob61iiee 9KCII0 APONKOKEBIX U IVIECHEBEIX IPHOOB
(TYMC) — ue Gonee 102 KOE B 1.

Escherichia coli — orcyrctBue B 1 1.

O6mee yucno aspoGHex MukpoopranuzMos (TAMC) —
menee 10 KOEB 1 1.

O6wee YMCIIO APOXOKEBBIX H INIECHEBBIX rpr60oB (TYMC) —
meHee 10 KOEB 1 1.

Escherichia coli otcyrctByer B 1 1.

Orncanne Ilepsuunasn ynaxoexa. Tlo 10 kancyn B ynakoske | Ilepeuunas ynaxoska. Ilo 10 KarcyJ B yNnakoBKe sS4YeHKOBOM

YIIAKOBKH A4ekiKoBod  KOHTypHOM wu3 mnenku IIBX ¥ | KOHTYpHO# U3 muienku [IBX 1 aMiOMEHHEBOI ¢onsru.
AIIOMUHUEBOHN (hoJBIHU. Bmopuunas ynaxoska. 3 ynakoBKy s4eiikoBbIE KOHTYDHBIE
Bmopuunas ynaxoexa. 3 ynakoBku sueiikoBEIE | BMECTE C JIMCTKOM-BKJIANBIIEM B IA9KE KapTOHHOM.
KOHTYPHBIC BMECTE C JIUCTKOM-BKJIA/LILIEM B NAYKE
KapTOHHOMA.

Mapkuposka Ha ynaxosxe suetixosoti xoumyprosi wa pycckoM | Ha ynaxoexe suetiko6oti kowmypHoi Ha PyCCKOM S3bIKE

SA3BIKC YKa3bIBAIOT:

- TOProBOC HAaMMEHOBAHME I[Ipemapara ¢
HpenynpeanTensHOM MapKkupoBKoit ©;
- MEXKIyHapOAHOE HETaTeHTOBAHHOE

HaUMEHOBaHUE (HyONUpyeTcs Ha aHIJIMICKOM
S3BIKE);

- O3UPOBKY;

= KOJIMYECTBO KaIcyJl B yaKOBKE;

- HaMMCHOBAaHHME ICPXKATeNs PErHCTPALMOHHOTO
YIOCTOBEpPEHUS;

= JIOTOTHII  JHepKarejsl  PeruCTPalHOHHOTO
YAOCTOBEPEHHS (Ha aHTIIMHCKOM A3BIKE);

- HOMEp cepuu;

- laTy UCTE4YEHHs CPOKA TOMHOCTH (KTOAEH J0»).

Ha nauxe «xapmounoii Ha pycckoM si3bike

YKa3pIBAIOT  (Hammuck  ayGnupylotrcs  Ha
AHIJIMHCKOM SI3BIKE):

- TOProBO¢ HAMMEHOBAHHE Ipemapara c
NpeNyNpEeAUTENBHOM MapKUpoBKoH ©;

- MEXIYHapOAHOE HEMNATEeHTOBAHHOE
HaUMEHOBAHUE;

- IEKapCTBEHHYIO (opmy;

- IO3UPOBKY;

- HAWMCHOBAHWC aKTUBHOH (apmaneBTHYECKOi
CyGCTaHLMK U €€ CONepIKAHUE B ONHOM Kancyle;

- «BcroMorarenbHbIE  BEIIECTBA:  JIAKTO3bI
MOHOTMIApaT M Jp., YKAa3aHHBIE B JIHCTKE-
BKJIAIBILIIEY;

- KOJIMYECTBO KaICyJI B [IAUKe;

- C110co6 npumerenus: «Jlis npremMa BHYTpPb!»;

- YCJIOBHS OTITYCKa;

- YCIIOBUSI XpaHEHHS,

-NIPEAYNPEANTEIbHBIE HAONUCH: «XpaHUTh B
HeIOCTYIHOM 1Jis1 neteit Mecte!», «He nmpumensTs
TI0 MUCTEYCHHUH CPOKA FOJHOCTH!»;

- HaNMCHOBAHHME U aipeC MPOUBOAUTENS (B TOM

4HUCTIE, OCYIIECTBJISIIOIIET0  BEITYCKAIOIIM
KOHTPOJIb KaYECTBa);
- HaWMEHOBAHMC M  agpec  JepKarels

PETHCTPALIHOHHOTO YAOCTOBEPEHHS;

- JIOTOTHNI  JepKaTelss  PeruCTPaLUOHHOTO
YAOCTOBEPEHHS (Ha aHTIIUHACKOM S3BIKE);

- HOMEp DEruCTPalMOHHOTO YIOCTOBEpEHHS (Ha
PYCCKOM s13bIKE);

- IITPUX-KOJ;

- (apmakom(el);

- KoA(b1) TMTOrpadguu (MECTOMOMOKEHNE MOXKET
U3MEHSATHCH);

- «Cepus:» (Ha pycckOM  s3BIKE,
TIPOM3BOJCTBA BKIIOYEHA B HOMEP CEpUM);
- AaTy MCTe4eHHs cpoka roaHoctu («IoneH m0:»)
(Ha pycCKOM A3BIKE);
Bosmoxno HAHECEHUE
YNaKOBOYHOTO MaTepuana.

Jara

Kona NC4YaTHOrO

yKa3aHo:
- TOProBOE HAMMEHOBAHKE NPENapara ¢ NpeayIpeaUTeNIbHOM

MapkupoBkol ® « AHJIAII®y,
- MEXIYHapOIHOE HENATEeHTOBAHHOE HAUMEHOBAHHUE
(my6mupyercs Ha AHIJIMACKOM A3BIKE

«uHpanamua/indapamidey);

- IO3UPOBKa «2,5 mMry;

- KOJIMYECTBO KaICyJI B ynakoBke «10 kancy.»;

- HAaUMEHOBaHHUE JepxKarens PETHCTPALIUOHHOTO
ynocrosepenus «ITPO.MEJLIC Ipara a.o.»;

= JIOTOTHUII JIepXKaTeNsl PErMCTPalliOHHOrO YHOCTOBEPEHHS
(Ha aHIHICKOM A3BIKE);

- Homep cepuu «030226»;

- JlaTa UCTEYCHHS CPOKA FOMHOCTH «romeH a0 012031y,

Ha nauxe xapmonnoii na pycckom si3bixe ykasano (Hamucu
AyOnMpYIOTCS Ha aHTIMHCKOM S3BIKE):

- TOProBO€ HAMMEHOBAHKE NPENapara ¢ IpeaynpeauTebHOM
MapkupoBkoi® « MHIAIT ®»;

= MEXIyHapOAHOE HEMAaTEHTOBAHHOE HAUMEHOBAHKE
«HMHAANAMUIY;

- JIEKapCTBCHHast PopMa «KaNCyJbi»;

- IO3UPOBKa «2,5 Mr»,

- HAUMEHOBAHHNE aKTUBHOK (hapMalleBTHYECKOH CyGCTaHIHH
¥ €e conepikaHue B OQHOH Kancyie «1 kamncyaa coaepsur
2,5 Mr uHZANAMHEIAY,

- «BenoMoraTebHbIE BeecTBA: JaAKTO3bI MOHOTMAPAT M
AP., YKa3aHHBIE B JIHCTKe-BKJIA/bIILIEY;

- KOJIMYECTBO KarcyJ B mauke «30 kancyn»;

- cn1oco6 npumenenus: «Jlist npuemMa BHYTpb!»;

- ycoBus otiycka «OTnyekaeTcst no peuentyy;

- YCIOBMA XpaHeHHs «XPAaHHTB 6pu TemmepaType
He BbiLIe 25 °Cy;

- IPEAYNPEAUTENBHBIC HANMUCH: «XPAHHTD B HEAOCTYNHOM
Ans pereit mecre!», «He npuMeHsITh N0 HCTeYeHNH cpoka
FOAHOCTH!»;

- HAaUMCHOBAaHME M aJpec MPOM3BOAMTENS (B TOM 4YHCIE,
OCYIICCTB/IAIOWICTO  BBIMYCKAIOLMA KOHTPOJIb KayeCTBa);
«IlpousBoguresan: 3A0 «3u0-3p0poBbe», Poccus,
142103, MockoBckas o6acts, r. Monosnck,

ya. XKesesHonopoxkuasi, . 2»;

- HAMMEHOBAHHE U aAPEC AEPIKATENS PErUCTPALHOHHOTO
yznocrosepenus «[IPO.MEJLIIC Ipara a.o., Teaucka
377/1, Muxuae, 140 00 Ipara 4, Yewckas Pecny6uiar,;

- JIOTOTHIl AEPXKATENs PErHCTPALMOHHOTO YIOCTOBEPEHHS
(Ha aHrIHMiicKOM s3BIKE);

- HOMEp PErUCTPALHOHHOTO YAOCTOBEPEHHS
«JITI-Ne(002656)-(PT-RU)»;

- WTpHX-Kox «4650075360330»;

- (hapmakox;

- kon tunorpaduu «RU/06/22y;

- «Cepusi: 030226»;

- «omen mo: 01 2031».

Kox nesarnoro ynakosousoro Marepuana
«I1-243-30-03-03»;

Crp.2u3 3




®-0000000555-05

.

HaumeHoBaHue TpeboBanus HOpMaTHBHOM PesyspTaTel HCHBITAHMIA
nokasareyei JOKYMEHTalH

JLOTIONHUTENEHO MOXKET yKa3biBaTECS HHGOPMaIKA | MHDOPMAINS /TS MOHHTOPHHTA ABIOKCHHS JI€KapCTBEHHONO

AL MOHHTOPMHIA JIBW)XCHMS JIEKApCTBEHHOIO | Mperapata OT IPOU3BOAMTENS JO KOHEYHOTO MOTPeGUTeNs:

npenapaTa OT NPOM3BOAMTENS 10 KoHeyHoro | «Data Matrix»;

HOTpEOUTENS. «GTIN: 04650075360330»,

«S/N:» ¢ YKa3aHHEM MHIUBUIYATBHOIO CEPHUATU3aLIUIOHHOTO

HOMEpa IMavykKu.

Ycnosus ITpu Temneparype e Beune 25 °C. ITpu Temneparype He Boiue 25 °C.
XpaHEHuUs
Cpoxk rogaocTu 5 ner 5 ner

(cpox xpaHenust)

3axutouenne: Jlexapcmeennwiii npenapam Hnoan® kancynel, 2,5 me, Ne 30 cepuu 030226 coomsemcmasyem
mpebosanusm 6 yacmu nposepennvix nokazamenet.
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