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3A0 «3u0-310poBBE»
142103, Poccusi, MockoBckast 00J1acTh,

IMononbcek, yi. XKenesHogopoxHas, 1. 2
Ten./dakc: +7(495) 419-20-64

JluueHsusi Ha NMPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB JJIsl MEAHLMHCKOI'0 MPUMEHEHUS

Ne J1012-00102-77/00010736 ot 24.09.2025 r.

IMACIHOPT Ne2415/25

HanmenoBanue npemnapara
Kon npenapara 243

Homep cepun 531125
O0bem cepun

JaTta npousBoacTea 20.11.2025 r.
I'oxen xo 31.10.2030 r.
lara ananusa 23.12.2025 r.

AHaJu3 NpoOBeJIeH 110

43 151 mT. ymakoBok

Mupan® kancyasi, 2,5 mr Ne 30

CII-KO-0701-0136-07 « Muaan® kancyJsl, 2,5 Mr»

HJI JITI-Ne(002656)-(PT-RU)-170124 «MAuaan® kancyssl, 2,5 Mr»,
Pazgeny 1.3.2 moayns 1 JIII-Ne(002656)-(PI'-RU) ot 29.06.2023

HaumenoBanue TpeboBaHUsI HOpMATHBHOM Pe3ynbTaThl ucTbITaHUI
roKasaresneun JOKYMEHTaUu1

Onucanue Taepapie xenarunoBbie Kancysisl Ne 4. Kpbiieuka kancyis | Teepibie skenaTuHOBbIE Kancyisl Ne 4. Kpeieuka
ronty6ast, Kopryc — Oenbiit. ConepxuMoe Karcy1: Genblii i | Kancyisl roy6as, Kopryc — Gelblil. Conepxumoe
nourr Genbii MOpowok, 6o Genbld WM TMOYTH Genblif | Kancyt: NouTH OGenblif MOPOWIOK ¢ KyCOYKaMH
MOPOLIOK C KYyCOYKaMu Macchl, 100 Oeblii Wik moyTH GeNblii | Macchl.
TIOPOIIOK, CIPECCOBAHHBIA CTOJGMKOM M pacHalaroluics
TpY Ha/IaBJIMBaHUH.

Hnenrndpukauus BOXX. Bpems ynepxmBaHusi OCHOBHOrO TNHMKa Ha | Bpemsi yHEpXMBAHHS OCHOBHONO MuKa Ha
XpoMaTorpamMmme UCIBITYEMOT0 pactBopa  JOJDKHO | XpOMAaTorpamMMe HCIBITYEMOrO pacTBOPa AOJIKHO
COOTBETCTBOBATh BPEMEHHM YIEPKMUBAHUSI OCHOBHOIO IMHMKA | COOTBETCTBOBATH BPEMEHH YIEPKUBAHUS
(MHIaNaMKIa) HA XPOMATOrPAMME CTAHIAPTHOrO PACTBOPa A | OCHOBHOTO IMKA (MHIANIAMMIA) HA XPOMATOrPaMMe
(cM. pasnen «Konu4yecTBEHHOE ONpENECHUE) CTaHJapTHOIO pacTBopa A
TCX. OcHOBHOE MATHO Ha XPOMATOIPAMME HCIBITYeMOro | OCHOBHOE IISTHO Ha XPOMAaTOrPamMMe UCTIBITYEMOTO
pacTBopa MO pasMepy, MHTEHCHMBHOCTH OKpAllMBaHMs W | PacTBOpa no pasmepy, UHTEHCUBHOCTH
BEMYUHE Ry I0/IKHO COOTBETCTBOBATH OCHOBHOMY MATHY HA | OKDAlUMBAHMS M BEJIWYHHE R; COOTBETCTBYeT
XpoMaTorpaMmme CTAHIAPTHOTO pacTBopa IUIsL | OCHOBHOMY SITHY Ha XpPOMAarorpamMme
WICHTU(HKALIH (CM. paszen «POACTBEHHbIE IPUMECH)) CTaHAAPTHOTO PAcTBOPA ULl MACHTU()UKALMN

OIHOPOAHOCTE Ot 66,5 Mr 1o 73,5 mr (70,0 mMr £ 5,0 %) 69,5

Macchl

JIO3UPOBAHHOM 18/20 xancyn — ne Gosee + 10,0 %; 20 u3 20 xancyn

CIMHUIIBI, MT' 2/20 xancyn — ne Gosee + 20,0 % or—4,1 % no +3,6%

PactBopenue, % BOXX. 105
He menee 75 % (Q) unpanamuaa oT HOMHHAIBLHOTO 100
conepxanust uepes 45 MuH 103
104
102
104
103 (cpennee)
Pozncreennsie TCX.
npumecy, % ITpumeck B nHnanamuna — e Gonee 0,5 %; Memee 0,5
Envunynas HenneHTHUUMPOBaHHas NpUMech —
He Oounee 0,5 %; Memnee 0,5
Cymma HenmeHTHUUMPOBaHHBIX pUMeceii - He Gonee 1,0 % Menee 1,0
OnHopomHOCT Hns 10 nosupoBanHbIX emunun (n=10) AV < 15,0 wiu
JI03UPOBaHHBIX s 30 no3upoBaHHbIX equuui (n=30) AV < 15,0 ¥ Hu 0auH n=10
EIIMHUL] pe3yNbTaT  CAMHUYHOIO  ONPEAEJCHHS  HE  MEHbLIE AV =350
(1—L2%0,01) xM wnu ue Goubiue (1+L2x0,01)xM
Konuuecrsennoe BOXX.
OnpeeNeHue, Mr Or 2,25 mr 10 2,75 Mr uananamuza (ot 90,0 % a0 110,0 % ot (93’350 %)

HOMHHAJIEHOTO COJICPIKAHHSI)
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HaumenoBanue TpebGoBaHust HOpMaTHBHOM PezynbTaThl UCTIBITAHUH
noKasareJieit JIOKYMEHTaLUK
MukpoGuosoru- Kareropus 3A.

4C€CKas YuCTOTa

Ob1ee Yucio a3po6HbIX MUKPOOPraHU3MOB
(TAMC) — He 6osniee 10° KOE B 1 1.

OO6L1ee YUCIIO APONOIKEBBIX U MIIECHEBLIX IPUOOB
(TYMC) — ne 6onee 102 KOE B 1 T.

Escherichia coli — orcyrcrBue B 1 1.

Ob1wee yncio aspoObHbIx Mukpoopranuzmos (TAMC) —
meHee 10 KOEB I .

OO01wee YUCIo JPOIOKEBBIX U MIIeCHEBBIX rpuboB (TYMC) —
meHee 10 KOEB 1 1.

Escherichia coli orcytcTByeT B 1 T.

Onucanue Ilepeuunas ynaxosxa. Tlo 10 xancyn B ymakoske | [lepeuunas ynaxoexa. I1o 10 xancyn B ynakoBke sueiikoBoii

YNAKOBKH SYCHKOBOM  KOHTYpHOM w3 meHkn [IBX u | konTypHO# 13 mieHky [IBX v anoMuHKHEBOM (OJIBIH.
ATIOMUHUEBOH (OJIBIH. Bmopuunas ynaxosexa. 3 ynakoBky si4eiiKOBbIE KOHTYPHbIE
Bmopuunas ynaxoska. 3 yNaKOBKM S4EHKOBBIC | BMECTE C JIMCTKOM-BKJIAJIBILEM B TIaYKE KAPTOHHOM.
KOHTYPHBIE BMECTE C JIUCTKOM-BKJIAJbIIIEM B [TA4YKe
KapTOHHOM.

MapkupoBka Ha ynaxosxe siueiixosoti konmypnoti na pycckoM | Ha ynaxoexe aueiixo6oti KOHmMYpHOU Ha PYCCKOM S3bIKE

SI3BIKE YKa3bIBAIOT:

- TOProBOE HaWMEHOBaHME Tpemapara ¢
IpeNyNpPEAUTENLHON MapKupoBKoii ©;
- MEXyHapOIHOE HEMaTEeHTOBaHHOE

HaWMEHOBaHME (IyONUpYyeTCsi Ha AaHIJIMICKOM
SI3bIKE);

- IO3UPOBKY;

- KOJIMYECTBO KarcyJ B YIaKOBKE;

- HAaMMCHOBAHME JIEpXKaTels pPEruCTPAlMOHHOIO
YIOCTOBEPEHUS;

- JIOTOTHI  JepiKareis  PerucTpaluoHHOIO0
YIOCTOBEPEHUS (HA QHIJIMHACKOM SI3bIKE);

- HOMEp CepuH;

- IaTy UCTCYCHUS CPOKA TOJJHOCTH («TOACH J0Y).

Ha nauxe xapmonnoii Ha pPYCCKOM —s3bIKE

YKa3blBaIOT (Haonucu IyOnupyores Ha
AHIIMKACKOM 43bIKE):

- TOProBO€ HaWMEHOBaHME [pernapara ¢
HpeNyNPEAUTETLHON MapKUpOBKOiH ©;

- MEXAYHAPOIHOE HEMaTeHTOBAHHOE
HAUMEHOBAHME,

- JIEKAPCTBEHHYIO (hopmy;

- IO3UPOBKY;

- HAMMEHOBAaHUE AaKTUBHOW (papmaleBTHUECKOMN
CyOCTaHIMU U €€ COAePIKAHKE B OJHOM KancyJie;

. «Bcnomorarensapie BELICCTBA: JIAKTO3bI
MOHOrMApar W Jp., YKa3aHHbIC B JIUCTKE-
BKJIQJBIIICY ;

- KOJIMYECTBO KarcyJ1 B Mavke;

- cnoco0 npumMeHeHust: «Jl1st npremMa BHyTpb!»;

- YCJIOBHUS OTIIYCKa,;

- YCIIOBUSI XpaHEHUS;

-NPEIYNPEAUTENBLHbIE HAANMCH: «XPaHUTL B
HELOCTYIHOM Jjisl ieTel mecre!», «He npuMeHsTs
TI0 UCTEYEHHUH CPOKa FOJIHOCTH!»;

- HAMMCHOBAHME M AJPEC NPOU3BOAMTENS (B TOM

qucie, OCYIIECTBJISIOLIETO BBINYCKAIOLLMI
KOHTPOJIb Ka4eCTBa);
- HauMCHOBaHWE€ M aiapec  Aepkaress

PErMCTPALIMOHHOTO YIOCTOBEPEHUS;

- JIOTOTWN ~ JepXKareis  PErdCTPalUOHHOrO
YIOCTOBEPEHHS (HA aHTIUHCKOM SI3BIKE);

- HOMEp PEruCTPalMOHHOIO YIOCTOBEpEHUs (Ha
PYCCKOM SI3bIKE);

- IUTPUX-KOJI;

- (hapmaxo(bl);

- Kox(pl) TMHOrpaduu (MECTOMONIONKEHUE MOXKET
U3MEHSTHCS);

- «Cepust:» (Ha pycckOM  sA3bIKe,
NPOM3BOJCTBA BKJIIOYEHA B HOMED CEPUK);
- JIaTy MCTeUeHHs cpoka rogHoctu («l'omeH no:»)
(Ha PYCCKOM fI3bIKE);
BosmoxHo HaHeceHue
YIIaKOBOYHOI'0 MaTepuaa.

JAara

Koaa Te4aTHoro

yKa3aHo:
- TOProBO€ HAMMEHOBAHHUE Npenapara ¢ npeaynpeauTeIbHON
Mapkuposkoi ® « MHIAT®»,

- MEXAYHapOJHOE  HENaTeHTOBAaHHOE HAMMEHOBAHHE
(my6nupyercst Ha AHTTMHCKOM SI3BIKE
«uHaanamua/indapamide»);

- IO3UPOBKa «2,5 Mr»;

- KOJIMYECTBO KarCyJl B ynakoBke «10 kancyJ»;

- HaUMEHOBaHUE JiepoKaTes PErUCTPALMOHHOTO
ynocrosepenus «[IPO.MEJLLLIC IIpara a.o.»;

- JIOTOTHUII JEpKaTeNsi PErMCTPALMOHHOrO YIOCTOBEpPEHHUS
(Ha aHrAKICKOM sI3bIKE);

- HoMep cepun «531125x;

- JlaTa MCTeYeHUs cpoka rogHocTH «roaeH 10 102030».

Ha nauxe kapmornHoii Ha pycCKOM f3bIKE YKa3aHO (HaAMUCH
IyOJIUPYIOTCS HA QHTJIMICKOM sI3bIKE):

- TOProBO€ HAaMMEHOBAHHUE TIpenapara ¢ npeaynpeIuTe bHON
mapkuposkoi® « AHIATI ®»;

- ME&XIYHAPOJHOE HENATeHTOBAHHOE HAUMEHOBAHKE
«MHAANAMMO;

- leKapcTBeHHas (popMa «KancyJabiy;

- IO3UPOBKa «2,5 My,

- HAMMEHOBAHWE aKTMBHOM (papMaLleBTHUECKOM CyOCTaHLIMK
M €€ COACP)KAHUE B OHOM Karcye «1 kaneyna cogepmur
2,5 Mr uHIANAMHUAAY;

- «Benomorare/bHble BewecTBa: JJaKTO3bl MOHOTHAPAT U
Ap., YKa3aHHbIE B JUCTKe-BKJIAAbILIEY,

- KOJIMYECTBO KancyJ B nayke «30 kancyJy;

- cnoco0 npumenenust: «Jlyis npuema BHYTpPb!»;

- ycnosus oTiycka «OTnyckaeTcs no peuentyy;

- ycnoBus XxpaHeHus «XpaHMTL NpPH  Temmepatype
He Boiwe 25 °Cy;

- TIPEIYNPEIUTENbHBIE HAAMUCH: «XPAHUTH B HEJOCTYMHOM
Adst neteil mecre!», «He npUMEHSITL MO HCTEYEHUH CPOKA
TOAHOCTH!»;

- HAaWMEHOBAHME W aJpec MPOU3BOIMTENs (B TOM YHCIIE,
OCYILECTBIISIOLIEr0 BbIYCKAIOIIUH KOHTPO/Ib KauecTBa);
«Ilpoussoaurenr: 3A0 «3u0-3a0posne», Poccus,
142103, MockoBckasi 06J1acTh, I. [logoabck,

ya. KenesHomxopoxkHast, a. 2»;

- HAMMEHOBAHKE U aIPEC AEPXKATEIsl PErMCTPALIMOHHOTO
yaocrosepenus «[IPO.ME/LLIC Ipara a.o., Teaucka
377/1, Muxne, 140 00 Ilpara 4, Yewckas Pecny6aniay;

- JIOTOTHII J€PXKaress PerucTPauMOHHOrO YIOCTOBEPEHHMS
(Ha aHTJIMICKOM A3bIKE),

- HOMEP PErnCTPALIMOHHOIO YI0CTOBEPEHHSI
«JITI-Ne(002656)-(PT'-RU)»;

- wTpux-koa «4650075360330»;

- (hapmakon;

- ko1 tunorpaduu «RU/06/22;

- «Cepusi: 531125»;

- «lonen go: 10 2030y.

Kon neuarHoro ynakoBo4HOro Marepuana
«I1-243-30-03-03»;
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HaumenoBaHue Tpe6oBanust HopMaTUBHON Pe3ynbrathl UCTIBITAHHI
ToKasaTeJiei JIOKYMEHTaLuu
JlonONHUTENLHO MOXKET yKasbiBaThest MHpopManus | Mudopmauust s MOHHMTOPHHIA JBXEHUS JIEKAPCTBEHHOTO
AL MOHMTOPMHra  IBWKEHMS JIEKAPCTBEHHOTO | MPEmapaTa OT MPOM3BOMMTEIS 0 KOHEUHOTO TOTpeGUTeNs:
lipernapara OT MNPOU3BOAMTENS J0 KOHE4HOro | «Data Matrixy»;
HOTPEOGHUTEIISL. «GTIN: 04650075360330,
«S/N:» ¢ yKa3aHHEM HHIMBHIYAILHOTO CEPHATU3ALMOHHOTO
HOMeEpa MavyKu.
Ycnosus ITpu Temneparype ue Boiwe 25 °C. ITpu Temneparype He Bbiiie 25 °C.
XpaHeHHs
Cpok rogHoctu 5 ner 5 ner
(cpok xpaHeHust)

3akaiouenne: Jlexapcmeennwiii npenapam Hnoan” kancynol, 2,5 me, Ne 30 cepuu 531125 coomeemcmesyem
mpebosanusM 6 Yacmu nposepenHbX noKazameneil.

Havansuux OTZCJIa KOHTPOJISI KayecTBa

Honxcnocme

Hesxsuncxkas O.E. {/M‘/ L5 A A

DHO TTaohuce Jama

§A0&5d0~‘36op@ebé» ,
OKK
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