®-0000000555-05
3A0 «3u0-310poBHEN»

142103, Poccusi, MockoBCKas 001acTh,

[Mononsck, yi. JKene3HoaopoxHas, 1. 2
Ten./dakc: +7(495) 419-20-64

JInueH3us Ha MPOMU3BOACTBO JIEKAPCTBEHHBIX CPEACTB LISl MEAHIHHCKOI0 NPUMEHEHHH
Ne J1012-00102-77/00010736 ot 24.09.2025 r.

IMMACIIOPT Ne2337/25

HauMeHoBaHHe npenapara HUugan® kancyJsl, 2,5 mr Ne 30

Koa npenapara 243

Homep cepum 491025

O0beM cepun 43 559 miT. yIAaKOBOK

JlaTa npoM3BOACTBA 27.10.2025 r.

I'onen 1o 30.09.2030 r.

JlaTa aHaau3a 15.12.2025 1.

AHAJIU3 MPOBEIEH 110 CI1-KO-0701-0136-07 « Aunan® kancyJsbl, 2,5 MD»

HJI JITI-Ne(002656)-(PT-RU)-170124 «Uuaan® kancyisl, 2,5 M0,
Paszneny 1.3.2 moayas 1 JII-Ne(002656)-(PT'-RU) ot 29.06.2023

HaumeHoBaHKE TpebGoBaHus HOpMAaTHUBHOM Pe3ynbTaThl UCMIBITAHUH
MoKaszaTejnen | JTOKYMEHTALIUH B |
OnucaHue TBepabie kenaTuHOBbIe Kancyabl Ne 4. Kpbleyka kancyisl | TBepakie xeIaTHHOBBIE KarlCyJibl No 4. Kpsoimieuka

rony6as, kopnyc — 6eibiit. Coaep)uMoe Kancy: Oebli Wik | Karcylbl roayoas, Kopryc — oenbii. CoaepKUMoe
MoyTH Oeibiii Mopomok, Au6o Oenblid WaM mouTu Oenbidi | Karncyn: mo4TH Oe€lbli MOPOWIOK € KyCOUKaMu

MOPOIIOK ¢ KyCOYKaMH Macchl, 1160 Oenbiii HIIH MOYTH OeNbii | MACChI.
MOPOIIOK, CIPECCOBaHHBIA CTOJIOMKOM H pacnaiaroniuncs
Py HalaBIMBAHUH. |

I-_
WU nentudukanus BOXX. Bpems yiaepxkuBaHus OCHOBHOro nuka Ha | Bpemss ynaepxuBaHus  OCHOBHOTO  IMKa  Ha
XpoMaTrorpamme UCTIBITYEMOTO pacTBOpa  JO/DKHO | XpOMAarorpamMme HCIBITYEMOro pacTBopa A0J/DKHO

COOTBETCTBOBATh BPEMEHM VYJEPKUBAHUS OCHOBHOIO MNUKa | COOTBETCTBOBATH BPEMEHH yACPKUBAHHS
(MHZAnaMuaa) Ha XpoMaTorpaMMe CTaHAapTHOTO pacTBopa A | OCHOBHOTO MHKa (MHaanaMuIa) Ha XpoMaTorpamMme
(cM. pasaen «Koim4ecTBEHHOE ONPEACICHHE) ) CTaHJApTHOIO pacTBOpa A
TCX. OCHOBHOE NATHO HA xpomaTorpaMMc_chmymm_ OCHOBHOE MITHO HA XpOMATOrpaMMe UCIIBITYEMOTIO
pacTBOpa M0 pa3sMepy, HMHTEHCHBHOCTH OKpalllMBaHMs M | pacTBopa o pasMmepy, WHTEHCUBHOCTH
BEJIMYMHE Ry 10/DKHO COOTBETCTBOBATh OCHOBHOMY IATHY HA | OKpAallWBaHMs ¢ BEIMYMHE Ry coorBeTcTBYyET
XpoMarorpamme CTaHIaPTHOIO pacTBopa 18 | OCHOBHOMY NATHY Ha XpoMaTorpamme
- uaeHruukanuu (cM. paszien «PoaCTBEHHBIC MPUMECKH») | CTaHAApTHOro pacTBopa A HACHTH(DUKALMH
OIHOPOJIHOCTE Ot 66,5 mr 10 73.5 mr (70,0 mr £ 5,0 %) 69,2
MacChl
J03UPOBAHHOM 18/20 xancyn — ue 6onee + 10,0 %; 20 u3 20 karicyn
CAMHMLIBL, MI" 2/20 kancyn — He 6oaee = 20,0 Yo e B or—4,9% no +2.4%
PactBopeHnue, % BOXX. 100
He menee 75 % (Q) unaanamMuaa OT HOMWHAIBHOTO 101
colepKaHus yepes 45 MHUH 101
100
100
101
. 101 (cpeanee)
PozicTBeHHbIE TCX.
npumecH, % [Ipumecs B unnanamuna — ve 6oxee 0,5 %: Menee 0,5
EimHu4yHas HEMICHTU(PULIMPOBAHHASA NTPUMECH —
He 6osiee 0.5 %; Menee 0,5
_ | Cymma HenaeHTH(HIMPOBAHHBIX MpUMeceii - He Oozee 1.0 % | Menee 1,0
OIHOPOAHOCTH Nass 10 nosuposaHHbX eauHuu (n=10) AV < 15,0 wim
JI03UPOBAHHBIX s 30 nosupoBaHHbIX eauHUl (n=30) AV = 15,0 ¥ H4 OAUH n=10
EIUHULL pe3yJbTar  €AMHUYHOIO  OMNpEeIeNeHUuss HE  MCHBIIC AV =37
| (1-L2%0,01)xM nnu He Gonbiue (1+L2%0,01)*M =~ . ) ) :
KOM4eCcTBEHHOE BOXX. 5 45
OIpEAEICHUE, M Ot 2.25 mr g0 2.75 mr uraanamuaa (ot 90,0 % no 110.0 % ot (98’0 %)

HOMHUHAJIBHOI'O COJAEpKaHMS)
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HCCKas 4YUCTOTa

OO011ee 4ucino a3poOHBIX MUKPOOPTraHU3MOB
(TAMC) — He 6onee 10° KOE B 1 T.
Ob1iee YKCI0 APOKIKEBBIX U IJIECHEBBIX IPHOOB

(TYMC) — ne 6oaee 10 KOE B 1 T

| Escherichia coli — 0TCYTCTBHE B | T.

HaumeHoBaHue TpeGoBanuss HOpMaTUBHOM Pe3synbTathl HCNBITAHUN
oKkazarejed | JOKYMEHTALUH
Muxkpobuooru- Kareropus 3A.

O6mee gncio a3pobHex Mukpoopranuzmos (TAMC) —

meHee 10 KOE B 1 1.
O61ee 9KMCI0 ApokKIKEeBLIX U MIeCHeBbIX rpubOB (1TYMC) —

veHee 10 KOEB I 1.
Escherichia coli OTCYTCTBYET B 1 T.

Onucanue
YIIAKOBKH

MapkupoBka

KaETOHH(}ﬁ.

Ilepeuunas ynaxoexa. 11o 10 kancyn B ynakoBKe
suyeikoBoii koHTypHOH u3 1ueHku [IBX wu
ATIOMUHUEBON (DOJIBIH.

Bmopuunas ynaxoexa. 3 VYIAKOBKM SYEHUKOBBLIE
KOHTYPHBIE BMECTE C JIMCTKOM-BKJIQIABILIEM B ITa4Ke

Ha ynakoexe sueuxo8ou kOHmMypHou Ha PYCCKOM
13bIKE€ YKa3bIBalOT:

- TOProBO€ HAMMECHOBAHHWE IIperapara ¢
peaynpeanTeTbHON MapKUPOBKOH &;
- MEXIYHapPOIHOE HEMaTEeHTOBAHHOE

HaUMEHOBaHUe (AyOiuMpyercs Ha aHITTHWCKOM
13bIKE);

- I0O3UPOBKY;

- KOJJMYECTBO KariCyJl B YIIaKOBKE;

- HAaWMCHOBAHUE JAepxkarelisl pPEerucTpalMoOHHOI0
YIOCTOBEPEHMUS

- JIOTOTHUIT  JIepyKaTteiss  PErucTpandoHHOI0
yI0CTOBEPEHUSA (HA aHTJIMHACKOM S3BIKE),

- HOMEP CEpPUH.

- 1aTy UCTEYEHHUS CPOKa I'OJTHOCTH («TOAEH 0»).

Ha nauyxe kapmonHOu Ha PYCCKOM SA3BIKE

YKa3bIBAIOT  (Haamucu  AyOuMpyroTCs — Ha
AHTJTHHCKOM S3BIKE):

-  TOProBO¢ HAaMMEHOBAaHME Mpernapara ¢
MpeAYIPEANTEIHHON MApKUPOBKO#H ©;

- MEXTYHAPOIHOE HEIaTeHTOBaHHOE
HAaUMEHOBAHUE;

- JICKQPCTBECHHYIO (hOopMY;

- JI03UPOBKY;

- HAUMEHOBAaHUE AKTUBHOW (PapMalleBTHUECCKOU
CyOCTaHLIMK U €€ COACpPIKaHKe B OJHOH KarcyJic,

-  «BcnomorarensHbIE — BELIECTBA:  JIAKTO3BI
MOHOTHMApAT W JIp., VKa3aHHbBIE B JIMCTKe-
BKJIAIBILLIE

- KOJIMYECTBO KariCyJl B I1a4Ke;

- cnoco® npuMeHeHus: «J11g npueMa BHYTph!»;

- YCJI0BUS OTITYCKa;

-~ YCJIOBUSA XPAHECHHUA;

-[IPEAYIIPCAUTEIIBHBIE HANMUCH: «XPaHUTh B
HEJIOCTYITHOM JIs neTei mecre!y», «He npuMeHsTh
10 UCTEYECHUH CPOKA MOAHOCTHU!»;

- HAUMEHOBAHHWE M aIpec NMPOU3BOAMUTENS (B TOM

yUcJie,  OCYIIECTBISIOUIETO  BBIITYCKAOLIUA
KOHTPOIJIb Ka4cCT Ba);
-  HAMMGHOBAaHME MW  aIpec  Jepxarens

PErUCTPALIMOHHOIO YIOCTOBEPEHHUS:

-  JIOTOTHMN  JEepXKaTreis  PErucTPaALlMOHHOTIO
yAOCTOBEPECHHS (HA AHTTMHCKOM S3BIKE):

- HOMEpP PErucTpalMoOHHOr0 YIOCTOBEpPEHHS (HA
PYCCKOM SI3BIKE);

- IITPUX-KO/I;

- (hapmakoi(bl);

- KOZA(bI) THIIOrpad@uu (MECTOIOJI0XKECHHE MOXKET
U3MEHATHCSH );

-  «Cepus:» (Ha pYCCKOM  SA3BIKE,
[TPOU3BOJICTBA BKJIIOUYEHA B HOMED CEPHH):
- 1aTy UCTEeYeHUs cpoka roaHoctu («l omeHn no:»)
(Ha pyCCKOM S3bIKE);
B03MOXHO HAaHECCHHE

Aara

KOJda [C44THOI'O

YIIaKOBOYHOI0 MaTepuaa.

[lepeuunas ynaxoexa. 1o 10 xarcyn B yrnakoBKe SYEHKOBOM
KOHTYpHOU U3 tuieHku [IBX u amomunueBoit Gosbri.

Bmopuunas ynakoéxka. 3 yIakOBKH A4YCHKOBBIC KOHTYPHBIC
BMECTE C JIJMCTKOM=-BKJIA/IBIIIEM B ITAYKE KAPTOHHOM.

Ha ynaxoéxe sueiko8o KOHmypHOU Ha PYCCKOM S3bIKE

yKa3aHo:
- TOProBO€ HAaMMEHOBAHME Mpenapara ¢ rnpeaynpeauTeibHOU

MapkupoBkoi ® « MHIAII®»,
- MEXIYHapOIHO€  HENareHTOBAaHHOC  HAMMEHOBAHHE
(nybGaupyercs Ha aHTJIMHACKOM I3bIKE

«uHaanamua/indapamide»);

- TO3UPOBKA «2,5 M.

- KOJIMYECTBO KaricyJ1 B ynakoBke «10 kancy»;

- HAUMEHOBAHHUE JepKaTe/is pPErucTpPalliOHHOTO
ynocroBepeHus «[TPO.ME/LLLIC Ilpara a.o.»;

- JIOTOTHUIl JEpKarejs PErucTpalMOHHOI0 YJIO0CTOBEPEHHUS
(Ha QHIJIMIUCKOM S3BIKE),

- HoMEp cepuu «491025»;

- 1aTa UucTeuyeHus cpoka roaHoctu «roaen no 092030».

Ha nauxe kapmonnou Ha pyCCKOM A3BIKE YKa3aHO (HaAIMKUCH
NYOJUPYIOTCS HA aHTJIMACKOM S3BIKE):

- TOProBO€ HaMMEHOBAaHKE Mpernapara ¢ npeayInpeauTeIbHON
mapkupoBkoi® « AHIAAI ®»:

- MEX/IYHapOAHOE HEMATEHTOBAHHOE HAMMCHOBAHHUE
«HHAANAMMI;

- JIeKapCcTBeHHas JopMa «KancyJabi»;

- I03UPOBKA «2,5 MI»,

- HAUMEHOBAHKE aKTUBHOM (papMalleBTUYECKOH CYOCTaHIIUU
A €€ COIEpKaHUE B OJIHOM Karicyie «1 KancyJjia coaepKuT
2,5 Mr uHaAanamMuaa,

- «BenoMorare/ibHbie BelleCTBA: JIAKTO3bl MOHOTHAPAT H
AP., YKa3aHHbIE B JJUCTKE-BKJIAAbILLIE .

- KOJIMYECTBO KaricyJi B nauke «30 kanecyym;

- croco0 nmpumeHeHus: «/ist npuema BHYTPb!»;

- YCJIOBUS OTITYCKA «OTnyCcKaeTcs no peuentyy;

-  YCJIOBMS XpaHEHUs «XpaHMTbL MNpH Temnepartrype
He Bbie 25 °Cr;

- IPEAYNPEAUTEIbHBIC HANTTUCH: « XPAHUTD B HEAOCTYITHOM
nas nereit mecre!», «He NnpUMEHATH MO0 HCTEYEHHH CPOKA
rOAHOCTH!»;

- HAUMEHOBAHUE M aApeC MPOM3BOAMUTENSA (B TOM YHCIE,
OCYIIECTBISAIONIEN0 BBINTYCKAKIIUNA KOHTPOJIL Ka4yeCTBa):
«[lpoussoaurean: 3A0 «3uO-3aoposre», Poccus,
142103, MockoBckas odJiacrts, r. [loaoabck,

ya. Kene3HoaopokKHAaS, A. 2);

- HAMMEHOBAHHUE U aAPeC ASPKATEIS PErUCTPALIMOHHOTO
yaocrosepeHus «[TPO.ME.LIC IIpara a.o., Teaucka
377/1, Muxae, 140 00 Ilpara 4, Yemckas Pecnydimnkay;

- JIOTOTHI1 JEpKaTeljisi PErucCTPAlMOHHOIO YAOCTOBEPCHHUS
(HA aHITIMACKOM S3BIKE);

- HOMEP PErucTpalMOHHOr0 yI0CTOBEPEHUS
«JII1-Ne(002656)-(PI -RU)»;

- wrpux-koa «4650075360330»:

- (hapMako;

- kox tunorpaduu «RU/06/22»;

- «Cepusi: 491025

- «I'open no: 09 2030».

Ko/ neyaTHoro yrnakoBO4YHOro Marepuasia
«I1-243-30-03-03»:

Crp.2u33
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TpeGoBaHUs HOPMATHBHOH

) NOKYMEHTALNHK

Pe3ynbTaThl UCTIBITAHUH

— - —

JIOTIOJTHUTEIBHO MOXKET yKa3bIBaThCH uHpopMaLus
MOHWTODMHIA [BH)KCHHA JICKApCTBEHHOIO
npermapara OT MPOM3BOAMTENS [0 KOHCHHOTO

Uudopmaims Ui MOHUTOPHMHIA IBHKCHHUS JCKAapCTBEHHOTO
npenapara OT MPOM3BOAMUTEINS 10 KOHEYHOTO noTpeOUTEN:
«Data Matrix»;

«GTIN: 04650075360330»,

«S/N:» ¢ ykazaHWeM WHIHBHIYaTbHOTO CCPUATU3ALMOHHOTO

HOMEpa Ma4kKH.

[Tpu Temneparype He Boiue 25 °C.

B———————

[Tpu TemMnepaType He BBIIIIE 25 °C.

———— e —

HauMeHOBaHHE
nokasaresien
JUISI
noTpeouTes.
r- —

Ycnosus

XpaHEeHUS

Cpok roaHOCTH S ner

(CPOK XpaHCHHU )

Jaxmogenne: Jexapcmeennviii npenapam Muoan® kancynel, 2,5 me, Ne

— — e ﬂ — —

mpe6o6aHUAM 6 4acmu NPOEePEeHHbIX noxkazameJei.

HagaibHHK OT/ieJIa KOHTPOJISI Ka4eCTBa

JlonxcHocmb

HexBunckasa O.E.

——ﬂ I ————————

30 cepuu 491025 coomsemcmeyem
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