®-0000000555-05
3A0 «3u0-3a0poBbE»

142103, Poccusi, MockoBckasi 00J1aCTh,
[Tomonbek, ya. JKesne3HoAOpoxkHas, A. 2

Ten./dpaxc: +7(495) 419-20-64

JIMleH3Hsl HA MPOH3BOACTBO JIEKAPCTBEHHBIX CPEACTB VISl MEAHUHHCKOr0 NPUMEHCHH
Ne J1012-00102-77/00010736 ot 24.09.2025 r.

MACHOPT Ne2096/25

HanMeHOBaHHeE Npenapara Huxan® kancyasl, 2,5 mr Ne 30

Koa npenapara 243

Homep cepuu 461025

O0beM cepuu 43 428 mT. yNaKoBOK

JlaTa npou3BOACTBA 22.10.2025 r.

I'ogen no 30.09.2030 r.

JlaTa aHAJIM3a 20.11.2025 r.

AHaJIA3 NMPOBEACH 110 CII-KO-0701-0136-07 «Muaan® kancyJbl, 2,5 MI»

HUT JITI-Ne(002656)-(PT-RU)-170124 « Muaan® Kancybl, 2,5 MD»,
Pasaeny 1.3.2 moayas 1 JITI-Ne(002656)-(PI'-RU) ot 29.06.2023

HaumeHoBaHHE TpebGoBaHusa HOPMATHBHOM PesyneTaThl HCMBITAHHH
nokasarejiel | JOKYMEHTALUH | .
Onucanue TBepabie xenaTHHOBBIC Karcyasl Ne 4. Kpsiineuka kancyisl | TBEpIble KEIaTHHOBBIE KarlCyIbl Ne 4. Kpslilie4yka

rony6Oas, kopiyc — Genpiii. Coaepkumoe Karcyr: Oe/lbid HiH | KarCy/ibl ronybas, kopryc — Oesblii. COaepKUMOE
noyTu Oenblii mopomok, Ju60 Oenpld WM MoYTH OC€/blA | Kamncyx: I09TH Genblii MOPOIIOK ¢ KyCOUKaMHM
[OPOIIOK ¢ KyCO4YKaMi Macchl, 1100 Oenbiii Uik NMoYTH Oenplii | MaccChl.
MOPOIIOK, CIIPECCOBAHHBIA CTOJOMKOM W pacranarmncs
[PY HANaBJIMBAHUH.
aﬂ e - 1

Mnenruduxaius B2)XXX. Bpems yaepxuWBaHWs OCHOBHOro IIMKa Ha Bpemsi yaepxuBaHMsi OCHOBHOrO  fHKa  Ha
XpoMarorpaMmce HUCIILITYEMOT'O pacTBOpa NOJDKHO | XpoMarorpamme HUCHbITYyEMOIO pacTBoOpa AO0JDKHO

COOTBETCTBOBATh BPEMEHHM Y/JCPXKHBaHHs OCHOBHOIO THKa | COOTBETCTBOBATDL BPEMEHHM yJIePKUBAHUSA
(MHIANaMKIa) Ha XpoMarorpaMme CTaHAapTHOro pacTBopa A | ocHOBHOro nuka (MHAANaMuaa) Ha XpomMarorpamMme
(cm. pazaen «KoauueCTBEHHOE OTpeeICHUEY ) CTaHJapTHOr0 pacTBopa A
TCX. OCHOBHOE NATHO HA XpOMATOrpaMMe MCIBITyeMoro | OCHOBHOC MATHO Ha XpOMATOrpaMme HCTIBITYEMOIO
pacTBOpa M0 pa3Mepy, WHTEHCUBHOCTHM OKpallMBaHWd W | pacTBOpad 1o pasMepy. WHTCHCUBHOCTH
BeJIMUMHE Ry IOJDKHO COOTBETCTBOBATH OCHOBHOMY IIATHY Ha | OKpAllMBAaHMS W BEJIHUMHC Rs COOTBETCTBYET
XpOMaTorpamMme CTaHJApTHOI'O pacTBoOpa a8 | OCHOBHOMY MATHY Ha XpoMarorpamme
_ uneHTUUKauuK (cM. pazaen «PoACTBEHHBIC IIPUMECHD ) CTaHapTHOr'0 pacTBopa s | UACHTH(UKALMH
OJHOPOAHOCTD | Ot 66.5 mr 10 73,5 mr (70,0 mr = 5,0 %) + 69.9
MAcCChl
JT03UPOBAHHOM 18/20 kancyn — e 6onee = 10,0 %: 20 u3 20 karncy!
| €AMHHLBI, MI | 2/20 xancys — He conee = 20,0 % | ) | or—3.8% 10 +2,9%
PactBopenue, % BOXX. 105
He menee 75 % (Q) ynaanamuaa 0T HOMMHAJIBHOTO 101
cojepxaHus yepes 45 MUH 104
103
1035
101
| E 103 (cpenuee)
PoncrBeHHBbIE TCX.
MpUMeEcH, %o [Tpumecs B unaanamuna — He 6onee 0,5 % Menee 0,5
E MHu4yHAag HeMASHTU(ULMPOBaHHAs TPUMECH —
He 6oJiee 0.5 %; Menee 0.5
_ L CymMMa HEMAECHTHPULIMPOBAHHBIX npumeceit - He 6osiee 1,0 % Menee 1,0 LR,
OAHOPOAHOCTE r Jlis 10 nosuposanueix emuHun (n=10) AV < 15,0 wim
JIO3UPOBAHHBIX nas 30 nosuposanHbix eauHull (n=30) AV < 15,0 n Hu oAuH n=10
CINHHLL pe3yJbTaT  CAWHMYHOIO  ONpEAC]CHMs  HEC  MEHBLIC AV =37
| (1-L2x0,01) x M wnm we 6onswe (1+L2%0,01) XM | )
KonuuecTBEHHOE BOXKX. 5 49
OIPEICICHUAE, MT Ot 2.25 mr 10 2.75 mr unaanamuia (ot 90,0 % xo 110,0 % ot (99’ 6 %)

HOMUHAJIBHOT'O COJEPKAHHUS )

—_— — = =




HaumMeHOBaHHUE
noxaza'reneu
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TpeGoBaHHs HOPMATUBHOM
IOKYMEHTALUH

Pe3ynbTaThl UCTIBITAHUM

Mmcpoﬁﬁo.ﬂom-
qyeCcKas 4YuCToTa

| K_ajrempn_a 3A.

O61iee yrucno a3poOHBIX MUKPOOPraHM3MOB
(TAMC) — ne 6onee 10° KOE B 1 T.

O611ee YUCIIO0 JAPOKIKEBBIX U INIECHEBBIX IPHOOB

(TYMC) — ue 6osee 10 KOE B 1 .
Escherichia coli — OTCYTCTBUE B | T.

Escherzchza coli OTCYTCTBYET B lr.

O61ee uncao a3pobusix Mukpoopranusmos (TAMC) —

meHee 10 KOEB 1 T.
O611ee YUCIO APOMNOKEBBIX U TiecHeBbIX rpudoB (TYMC) —

vmeHee 10 KOE B 1 1.

F

Onucauue
yIIaKOBKH

ITepeuunasn ynaxoexa. Ilo 10 kancyn B ynakoBKe
mienku [IBX wu

SYCUKOBOM KOHTYPHOH U3
AMIOMUHUEBOM (DOJIBIH.

Bmopuunas ynaxkoexka. 3 YNAKOBKH S4YEHKOBBIC
KOHTYPHBIE BMECTE C TUCTKOM-BKJIAABILIEM B IMa4Ke

KapTOHHOH.

Hepeuunaa ynaroexa. 110 10 karcyj B YIaKOBKE SYEHKOBOJA
kOHTYpHO# u3 ruienku [IBX u amoMmunneBoi GOIbry.
Bmopuunas ynakoeka. 3 ynakoBKH s4CHKOBBIC KOHTYPHBIC
BMECTE C JIACTKOM-BKJIA/IBIIIIEM B Ta4YKe KAPTOHHOM.

MapkupoBka

Ha ynarxoexe aueiikogol xOHmMYpHOU HA PYCCKOM
3bIKE YKa3bIBaIOT:

- TOProBO€ HAaMMEHOBAHME TMpenapara ¢
MpeayNpPEAUTEIbHON MapKUPOBKOH ©:
- MEXIYHAPOIHOE HEMaTEeHTOBAHHOE

HaMMEHOBaHUE (AyO/iMpyeTcs Ha aHIVIMHCKOM
SI3bIKE);

- IO3UPOBKY:

- KOJIMYECTBO KarcyJ B YIIaKOBKE;

- HauWMEHOBAHME JIEpIKaTel/ii PErucTpalMOHHOIO
yAOCTOBEPEHHUS,

- JIOTOTMII  JAepXarejs  PerucTpaloOHHOIO
yI0CTOBEPEHHUS (HA aHIJIMACKOM 5A3BIKE);

- HOMEP CEpHH;

- 1aTy UCTEYEHUs CPOKa FOAHOCTH («TrOJIEH 10 ).

Ha nauke kapmonHou Ha PYCCKOM  A3BIKE
yKa3bIBAIOT  (Haanucu  AyONMMpPYIOTCS  Ha
AHIJIMMCKOM S3BIKE):

- TOProBO¢ HaWMCHOBaHME TMpernapara ¢
peayNpeUTeNbHON MapKUPOBKOH ©:

- MEXJYHAPOAHOE HETMaTEHTOBAHHOE
HauMCHOBAHME,

- JIEKApCTBEHHYIO (hOpMY:

- IO3UPOBKY:

- HAMMEHOBAHHWE AaKTUBHOW (papMaleBTHYCCKOU
CyOCTaHLIMH M €€ COAEpKaHKE B OJTHOM KariCyJie.

- «BcnomorarenbHbl€  BELIECTBA:  JIAKTO3bl
MOHOTHApPAT ¥ Jp., YKa3aHHbIC B JIHUCTKeE-
BKJIAAbIIIEY;

- KOJIMMECTBO KarlCyJ B MaykKe,

- cnoco6 npumeneHus: «J1ns npueMa BHYTPL!»,

- YCIIOBHS OTIyCKA,

- YCJIOBUAS XPAHEHHUA,

-peAynpeauTeNbHble HAAMUCH: «XpaHUTb B
HEJ0CTYMHOM ais aereii mecre!», «He npumeHsTs
[10 UCTEYECHUM CPOKA rOJAHOCTH!»;

- HAMMEHOBAHHE W aJipeC MPOU3BOAUTEINA (B TOM

qUCIIE, OCYLIECTBJISAIOLIETO BBITTY CKAOLIHAN
KOHTPOJIb Ka4€CTBA);
-  HAaWMEHOBAHME M  aapec  JAcpxKaress

PEruCTPALMOHHOIO YIOCTOBEPEHHUS .

- JIOTOTHIl  AEpXKareiss  PerucTpaldoOHHOrO
yAOCTOBEPEHHUs (Ha aHIJIMHCKOM A3BIKE);

- HOMED DPErMCTPAllMOHHOIO YIAOCTOBEpPEHHUs (HA
PYCCKOM A3BIKE):

- IUTPUX-KOL.,

- (hapmako(bi);

- kona(sl) TMnorpapuu (MECTOTONIOKEHUE MOXKET
U3MEHATHCA ).

-  «Cepusi:» (Ha pyCCKOM  S3BIKE,
MPOM3BOJICTBA BKIKOYEHA B HOMED CEPUH).
- ZIaTy UCTE€4YEeHHUs! cpoka roaHocTu («I onen 10:»)
(Ha pyCCKOM $3bBIKE),
B0O3MOXHO HAHECEHHE

YIIaKkOBOYHOI'O MaTCpHaJld.

JdTa

KOld [IC4aTHOI'O

Ha ynaxoexe siueiko6ou KOHmMypHOU Ha PyCCKOM S3bIKE
yKa3aHO!

- TOProBOE HAaMMEHOBaHHE Npenapara ¢ NpeAynpeaAUTeILHOH
mapkupoBkoi ® « MHIAAIT®y,

- MEXJIYHapOIHOE€  HENMaTeHTOBAHHOE
(nyOnupyercs Ha aHTJTUHCKOM
«mHaanamua/indapamide»);

- JIOZUPOBKA «2,5 M,

- KOJMYECTBO KaricyJ B yrakoBke «10 kanmeym;
- HAaMMEHOBaHHWE AepxKaTeNs PErMCTPALIMOHHOTO
ynocroBepeHus «[MPO.ME/LL.LLC Ilpara a.0.»;

- JIOTOTHIN AEpKaTeisi PErucCTPalMOHHOIO YAOCTOBEPEHHS
(Ha aHrTMACKOM A3BIKE):

- HoMep cepun «461025»;

- JlaTa WCTEYEHHs cpoka roaHoctu «roae a0 092030».

HAUMCHOBAHHC
SA3BIKC

Ha nauke kapmonxou Ha PyCCKOM 53bIKE YKa3aHO (HAAIIHCH
AyOIMpYIOTCS Ha AHTTTMACKOM A3BIKE):

- TOProBO€ HaMMEHOBAHHKE Mpenapara ¢ NpeaynpeauTeThHOH
mapkrpoBkoi® « AHAATI ®»;

- MEX/IYHAPOAHOE HENATCHTOBAHHOC HAMMEHOBAHHC
«HHAANAMUIY,

- JIeKkapCTBEHHAas (hopMa «KAMNCyJabi».

- I03UPOBKA «2d MI'Y,

- HAUMEHOBaHKME aKTUBHOM (papMaLeBTUUECKON CYOCTaHIIMH
U ee colepKaHue B OAHOM Karcyne «1 Kancyaa coaepKuT
2,5 Mr HHaAanamMuaay,

- «BcmomorareibHble BelllecTBAa: JIAKT03bl MOHOTHAPAT H
ap., yKas’aHHbIe B JJHCTKe-BKAAALILIE).

- KOJIMYECTBO Karcya B nauke «30 kancyJa»;

- crioco6 npumeHeHus: «/las npueMa BHYTPb!»;

- yclioBus OTIycka «OTnycKaeTcsi no peuentyy,

- YCIOBUS XpaHeHus «XpaHHTb MNpH Temnepatype

He Bbilue 25 °C»;

- IpeayNpeaUTEIbHbIE HANMHCH: « XPAHUTH B HEAOCTYNNHOM
ans aerei mecre!», «He npuMeHATH MO HCTEYEHHH CPOKA
rOAHOCTH!Y,

- HAMMEHOBAHHE W aJpec MPOU3BOAMUTENS (B TOM HHCIE,
OCYLIECTBISIONIEr0 BBIMYCKAIOMUN KOHTPOJIbL Ka4eCTBa):
«Ilpoussoautean: 3A0 «3u0-3a0posee», Poccus,
142103, MockoBckasn obaacTb, r. [lonoabcek,

yJ. ’KeJjie3HOAOPOXKHASA, 1. 2);

- HaUMEHOBAHME W aPeC AepKaTelis PEruCTpauuOHHOIO
ypocroseperus «[TPO.ME/LLIC Ilpara a.o., Teaucka
377/1, Muxae, 140 00 ITpara 4, Yemckas PecnyOaukar.

- JIOTOTHI JAepKarens PErucTpaudoOHHOrN0 YAOCTOBEPECHHUSA
(Ha aHIJIMHCKOM S3BIKE),

- HOMEP PEruCTPaliMOHHOrO YAOCTOBEPECHHS
«JITI-Ne(002656)-(PI'-RU)».

- mrpux-koa «4650075360330»;

- papmako;

- kon tunorpaduu «RU/06/22»;

- «Cepusi: 461025»:

- «C'open mo: 09 2030».

Koa rne4yarHoro yrnakoBo4HOro Marepuvalia

«I1-243-30-03-03».
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HaumeHoBaHue TpeboBaHus HOPMATUBHOM Pe3ynbTaThl UCTIBITAHUN
MoKa3aTeJieu JOKYMEHTAUK | B
JIOTIOTHUTEIBLHO MOXKET ykasdsiBaThed MHGopmauus | MudopMaius 11 MOHUTOPUHIA ABUKEHHS JIEKAPCTBCHHOIO
/IS MOHWTODMHIA [BWXXCHMS JIEKAapCTBEHHOrO | rpenapara OT MPOU3BOAMTENS 10 KOHEUHOIO norpeouTens:
npenapara OT [POM3BOAMTEA 10 KoHeyHoro | «Data Matrix»;
noTpeouTens. «GTIN: 04650075360330»,
«S/N:» ¢ ykazaHWeM HHAUBHUAYAJIBHOTO CepHATU3ALIMOHHOTO
| B | HOMEpa MavKH. o - . . ot |

YcnoBus [Tpu Temnepatype He Boiwe 25 °C. [Tpu Temneparype He Boile 25 °C.

XpaHEeHUs | P | 4 . pe oo R s -

CpOK roJIHOCTH J JIeT 5 ner

_(CpoK XpaHeHus)) | 3 )

Qaxmouenne: Jlexapemaennwviti npenapam Mnoan® rwancyn, 2,5 m2, No 30 cepuu 461025 coomeemcmeyem
mpeOo8aHusAM 6 Yacmu NPOBEPEHHbIX NOKA3ameeu.

. 0. HAYaAJIbHUKA OTJIE/Ia KOHTPOJISI Ka4eCTBa

benompiTiieBa O. A.

Honxcrnocms
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