®-0000000555-05
3A0 «3u0-3n0poBbe»
142103, Poccust, MockoBckast 00J1acTh,

[Mononeck, yi. XenesHopopoxHas, 1. 2
Ten./pakc: +7(495) 419-20-64

JIuuexnsusi Ha NPOU3BOACTBO JICKAPCTBCHHBIX CPEACTB It MEAHLIHMHCKOI0 NPUMECHECHHUS

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

IMIACHOPT Ne0041/26

HaumeHoBaHHe npenapara
Kon npenapara 243

Howmep cepun 561225
Oo0bem cepun

darta npousBoacTBa 06.12.2025 r.
T'open mo 30.11.2030 r.
Jara ananusa 14.01.2026 r.

AHaJIu3 NpOBe/IEH 10

43 503 mT. ymakoBok

Mupan® kancyis, 2,5 mr Ne 30

CII-KO-0701-0136-07 «Maaan® kaneysl, 2,5 Mm»

HJI JITI-Ne(002656)-(PT-RU)-170124 «Anpan® kancyssl, 2,5 Mr»,
Pazneay 1.3.2 monyns 1 JIII-Ne(002656)-(PT-RU) ot 29.06.2023

HaumenoBanue Tpe6oBaHus HOpMATHUBHOM Pe3ynbTaThl HCIBITAHUH
roxasaTeJiei JIOKYMEHTaLWH

Onucanue Trepasie sxenatunoBble Kancyibl Ne 4. Kpeiuieuka karcyisl | Tepibie sxenarnHoBbie Karcyisl Ne 4, Kpsimeuka
rony6as, kopmyc — 6ensiif. ComepxxuMoe Kancy.1: Oesblif win | Kancynsl rony6as, kopryc — 6ensid. Comepxumoe
no4ry Oenpii mopomok, 60 Oenblif Wi moytH Genblid | Kamcysn: IOYTH OeNblii IOPOIIOK C KyCOYKaMH
MIOPOLIOK C KyCOYKaMHU Macchl, JIM60 Oenblil MM MOYTH Oeblif | Macchl.
MOPOLIOK, CIPECCOBAHHBIA CTOIOMKOM U pacHaJarolHics
1IpY HaJIaBJIMBaHUU.

Hnentupuxanus BOXX. Bpemss ynepxuBaHHS OCHOBHOrO IHKa Ha | BpeMs  yAepMBaHMs OCHOBHOIO IIMKa Ha
XpOMAarorpaMMe  HCHBITYEMOTO  PacTBOpa  JOJDKHO | XpOMATorpaMMe MCIIBITYEMOTrO pacTBOpa JOJKHO
COOTBETCTBOBATH BPEMEHHM YIEPKUBAHHMS OCHOBHOI'O IMHKa | COOTBETCTBOBATH BPEMEHHU YAEPKMBAHHUS
(MHmanamuna) Ha XpOMaTOrpaMMe CTaHIApTHOTO PacTBOpa A | OCHOBHOTO MyKa (MHIAMAMHKIA) HA XPOMATOTPAMME
(cM. paszgen «KonuuecTBEHHOE ONPEAEeHE ) CTaHJAapTHOTO pacTBopa A
TCX. OcHOBHOE TATHO Ha XPOMATOrpaMMe HCHBITYeMoro | OCHOBHOE IISSTHO Ha XPOMATOTPAaMME MCIILITYEMOTO
pacTtBopa MO pa3sMepy, MHTEHCHBHOCTH OKpAIMBAaHUS ¥ | PacTBOpa o pasmepy, HMHTEHCUBHOCTH
BEJIMYHHE Ry JOJDKHO COOTBETCTBOBATH OCHOBHOMY IISITHY Ha | OKpAlIMBAHMSI W BEIMYMHE Ry COOTBETCTBYET
XpoMarorpaMmme CTaHIAPTHOTO pacTBOpa JUIsl | OCHOBHOMY IATHY Ha XpoMmaTorpamMmme
uneHTuduranuy (cM. paszen «PoICTBEHHBIE IPUMECHY) CTaHZapPTHOrO PacTBOpPA AJIs MICHTH(UKAIMK

OnHOpPOAHOCTH Or 66,5 Mr o 73,5 mr (70,0 mr + 5,0 %) 69,9

Macchl

JIO3MPOBAHHOH 18/20 xancyn — He 6onee =+ 10,0 %; 20 u3 20 xancyn

CIMHULIBI, M 2/20 karncyn — He 6oJee + 20,0 % oT—6,9% mo +2,7%

PacrBopenue, % BOXX. 101
He menee 75 % (Q) unnanamuna OT HOMMHAIBHOTO 102
cozepxkaHus yepes 45 MuH 101
97
102
97
100 (cpennee)
Poncreennsie TCX.
npuMecH, %o ITpumecs B nnpanamuna — e 6onee 0,5 % Mesnee 0,5
EnunnyHas HenneHTHGULIMPOBAHHAS IPUMECH —
He 6oxee 0,5 %; Mesnee 0,5
CymMa HeneHTU()HUMPOBAHHBIX pUMeceii - He Goiee 1,0 % Mesnee 1,0
OnHoponHOCTE Hna 10 nosupoBanubix enunuu (n=10) AV < 15,0 wm
JIO3UPOBAHHBIX s 30 no3upoBaHHbIX enuuul (n=30) AV < 15,0 u Hu oquH n=10
€IIHHUI] pe3ysbTaT  €OWHHUYHOIO  ONPEHCICHHS HE  MEHbIIE AV =46
(1=12%0,01)*M nnu ve Gomnsiue (1+L2%0,01)xM
Komuyecrsennoe BOXX.
OIpeneNieH)Ee, MI' Or 2,25 mr 10 2,75 mr unganamuza (ot 90,0 % xo 110,0 % ot (922;’;160 %)

HOMHHAJIBHOI'O COAEPMKAHMUS)
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HanmMenoBanue TpeGoBaHuss HOPMATUBHOMN Pe3ynbTaThl UCIIBITAHUIH
IoKazareJief JOKYMEHTALMH
Muxkpo6uosnoru- Kareropus 3A.

4CCKas YMCTOTa

O61ee yuco aspoOHBIX MUKPOOPTaHU3MOB
(TAMC) — ne 6onee 10 KOEB 1 T.

OO6Liee YKCIIO JPOXKIKEBBIX U IIECHEBBIX IPUOOB
(TYMC) — e 6onee 102 KOE B 1 1.

Escherichia coli — orcyrctBre B 1 T.

O61mee uucio adpobusix Mukpoopranuzmos (TAMC) —
menee 10 KOEB I 1.

OO61ee YKCIo APOXOKEBBIX U IIecHeBbIX rpu6oB (TYMC) —
menee 10 KOEB 1 1.

Escherichia coli orcyrctByer B 1 T.

Onucanue Hepeuunas ynaxosxa. Tlo 10 xancyn B ynakoske | Ilepeuunas ynaxoexa. Ilo 10 Kancyn B ynakoBKe s4eHKOBOH

YNaKOBKH A4elikoBod KOHTypHOW 13 1wieHku I[IBX u | kouTypHOii U3 mieHku [IBX u amoMuHueBoi GONbry.
AIIOMUHUEBOH (oIBrH. Bmopuunas ynaxoska. 3 ynakoBKH s4eHKOBbIE KOHTYPHBIE
Bmopuunas ynaxoeka. 3 yNakOBKH SYCHKOBBIE | BMECTE C JIMCTKOM-BKJIAJBILIEM B NIAYKe KAPTOHHOM.
KOHTYPHBIC BMECTE C JINCTKOM-BKJIQIBILIEM B IIA4YKE
KapTOHHOM.

MapxupoBka Ha ynaxosxe sueiixogoii konmypHoti Ha pycckoM | Ha ynaxoexe s4eiik080ui KOHMYPHOU HA PYCCKOM SI3BIKE

SI3BIKE YKA3BIBAIOT:
- TOproBo€ HaWMEHOBaHWE Ipemapara C
IIPEAYNPEAUTENBHON MapKUPOBKOH ®;

- MEXIyHapOIHOE HEIaTeHTOBAHHOE
HauMEHOBaHME (XyOmupyercss Ha aHIVIMMCKOM
SI3BIKE);

- IO3UPOBKY;

- KOJIMYECTBO KaICyJl B YIIAKOBKE;

- HaMEHOBAaHHE OEPXKAaTeNs PEerdCTPalMOHHOIO
yIOCTOBEPEHHUS;

- JIOTOTHN  JepXKaTels  PerdCcTPalMOHHOrO
YIOCTOBEPEHUs (Ha aHTIMHACKOM SI3BIKE);

- HOMEp CEpHH;

- IaTy UCTEYEHHUS CPOKA FOJHOCTHU (KTOAEH JI0»).

Ha nauke xapmounoli Ha pPYCCKOM SI3BIKE
yKa3plBAIOT  (Haamucu — AyOnMpyroTcss — Ha
AHTJIMICKOM SI3BIKE):

- TOpProBO€ HaWMEHOBAaHWE I[Ipenapara C
IpeayNpeaUTENbHON MapKUpoBKoit ®;

B MEXIYHApOIHOE HENaTeHTOBAaHHOE
Ha¥MEHOBaHHE;

- JIEKapCTBEHHYIO hopMy;

- I03UPOBKY;

- HAUMCHOBAaHWE aKTHBHOM (papMareBTHYECKOM
CyOCTaHLIMK U €€ COACPIKAHUE B ONHOMN Karcye;

- «BcroMorarensHple  BEIIECTBA:  JIAKTO3BI
MOHOTMIpAaT W JOp., YKa3aHHbIE B JIMCTKe-
BKJIA/IBILIIEY;

- KOJIMYECTBO KAIICyJI B IIAYKe;

- CI0co6 MpUMeHEHHs: « {1 mpreMa BHYTPb!»;

- YCJIOBHSI OTITYCKa,

- YCIIOBUSI XpaHEHHUS;

-NPEAYNpPEAUTETIbHBIE HANUCH: «XpaHuUTh B
HEIOCTYITHOM JUIS neted Mecte!», «He mpumeHsTs
TI0 MCTEUEHHH CPOKa FOJHOCTH!»;

- HAMMEHOBAHME U 3JPEC NPOU3BOAUTENS (B TOM

YucIe, OCYILECTBJISIIOIETO  BBILYCKAOIIHA
KOHTPOJIb Ka4€CTBa);
- HaWMEHOBAaHME W  ajpec  JepiKarels

PETUCTPALIMOHHOTO YIOCTOBEPEHHUS;

- JIOrOTHN  JepxKaTels  PErHCTPALMOHHOrO
YIOCTOBEPEHHS (HA aHITHHCKOM A3BIKE);

- HOMEp PErHCTPALMOHHOIO YIOCTOBepeHMs (Ha
PYCCKOM SI3BIKE);

- IITPUX-KOJI;

- thapmaxo(s);

- koxA(bI) THHoOrpadguu (MECTOIONOKEHHE MOMKET
U3MEHATHCS );

- «Cepus:» (Ha DPYCCKOM  A3BIKE,
NPOU3BOJCTBA BKIIIOYEHA B HOMED CEPHH);
- JlaTy UCTEUYCHHUs Ccpoka romHoctd («['omeH mo:»)
(Ha pyCCKOM S3BIKE);
Bo3smoxHO  HaHeceHue
YIIaKOBOYHOT'0 Marepuaia.

Jara

Koma II€YaTHOIr 0

yKa3aHo:
- TOProBO€ HAUMEHOBAHHE NpeENapara ¢ npeaynpeauTeIbHOMA
mapkupoBkol ® «AHAAII®»,

- MEXIyHapoIHOE HEMaTCHTOBAaHHOE HAUMEHOBAaHHE
(mybnupyercs Ha aHIUHCKOM S3bIKE
«unaanamua/indapamide»);

- IO3UPOBKA «2,5 MI»;

- KOJIMYECTBO KamcyJ B yrakoBke «10 kancyJi»;

- HaUMEHOBaHHUE JiepxKaTens PErUCTPALIMOHHOTO
ynocrosepenus «IIPO.MEJ.IIC Ilpara a.o.»;

- JIOTOTHIT JEpXaTensi PerucCTPALMOHHOIO YAOCTOBEPEHUS
(Ha aHITTMIICKOM SI3BIKE);

- HoMep cepuu «561225»;

- JIaTa UCTEUYEHHs CPOKa TOAHOCTH «roaeH A0 112030».

Ha nayxe kapmonHoii Ha pyCCKOM SI3bIKE yKa3aHO (HAAIUCH
IyOIUPYIOTCS Ha aHTJIMICKOM SI3bIKE):

- TOProBOE€ HAaMMEHOBAHHUE Ipenapara ¢ NpeaynpeauTeIbHON
mapkupoBkoi® « AHIATI ®»;

- MEXIyHapOAHOE HEMAaTEeHTOBAaHHOE HAUMEHOBAHNE
«MHAANAMUIY;

- leKkapcTBeHHAs (hopMa «KamcyJbiy;

- TO3UPOBKA «2,5 My,

- HAUMEHOBaHUE aKTUBHOH (apManieBTHUECKON CyOCcTaHIIMN
U €€ COepIkaHue B OJHOM Kkancyne «1 kancyJia coaep:KuT
2,5 Mr uHaanaMuAay;

- «BenomorareibHble BeLecTBa: JJAKTO3bI MOHOTHAPAT U
Ap., YKa3aHHbIE B JIMCTKe-BKIAABILIEY;

- KOJIMYECTBO Karcys B nayke «30 kancyJi»;

- criocod npuMeHeHus: « /st npuema BHYTpb!»;

- ycnoBus oTIrycka «OTmycKaeTcsi Mo peLentyy;

- ycnoBus XpaHeHus «XpaHUTb TNpU TeMmnepaTtype
He Bbile 25 °Cy;

- IpeaynpeauTeIbHbIC HANNUCH: «XPAHUTb B HeJOCTYHOM
ans gereit mecre!», «He npuMeHATH M0 HCTEYEHUH CPOKA
TOAHOCTH!Y;

- HAaMMEHOBAaHUE U aZpec IMPOU3BOAUTENS (B TOM 4uCIe,
OCYIIECTBIISIOIErO BBITYCKAIOMINI KOHTPOJb KayecTRa);
«[Ipoussoaurtens: 3A0 «3u0-3n0poBbe», Poccus,
142103, MockoBckasi 06J1acTh, r. Ilogoabck,

ya. KesesHomopoxkHast, 1. 2,

- HAMMEHOBAHUE U afIpec AEPKaTeIIsl PErUCTPALIMOHHOTO
ynocroBepenus «IIPO.MEJIIIC Ilpara a.o., Teaucka
377/1, Muxae, 140 00 IIpara 4, Yewckas PecnyGiukay;

- JIOTOTHII JEPXKAaTeNsi PerdCTPALMOHHOTO YAOCTOBEPEHHUS
(Ha aHIJIUIICKOM S3BIKE);

- HOMEP PErMCTPALIUOHHOTO YIOCTOBEPEHHS
«JITI-Ne(002656)-(PT"-RU)»;

- mrpux-kox «4650075360330;

- hapmakoz;

- kox tunorpaduu «RU/06/22y;

- «Cepust: 561225y,

- «I'open no: 11 2030y.

Kon neuaTHOro ynakoBoyHOro MaTepuaa
«I1-243-30-03-03»;
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Hanmenoanue TpebGoBaHuss HOPMaTUBHOM Pe3ynbTaTel UCTIBITAaHUH
oKasareJei JOKYMEHTaLNH

JIOTIONHUTENBHO MOXET YKa3bIBaThes MHpopManys | MHdopManus A8 MOHHTOPHMHIA JBHMKEHMS JIEKAPCTBEHHOIO
I MOHUTOPMHIa JBHMIKCHHSA JICKAPCTBCHHOIr'O | Ipernapara OT MPOU3BOAUTEIIA 40 KOHEYHOI'0 l'IOTp€6I/ITeJIﬂ b
npenapara 0T [POM3BOAUTENS J0 KoHeyHoro | «Data Matrix»;

NOTPEOUTES. «GTIN: 04650075360330»,

«S/N:» ¢ yKkazaHUeM HHIUBHUIYaTBHOTO CEPUAU3ALIMOHHOIO
HOMEpa NavKH.

Ycnosus ITpu Temneparype He Boiue 25 °C. IIpu Temneparype He Bbile 25 °C.
XpaHeHHs

Cpok rogHOCTH 5 ner 5 ner

(cpox xpaHeHus)

3axumouenne: Jlexapcmeennviii npenapam Huoan® xancynol, 2,5 me, Ne 30 cepuu 561225 coomeemcmegyem
mpe606anZM 6 Uacmu npoeepernHvlx noxazameJeil.

HavanbsHuK oTena KOHTPOJIS KauecTBa Hexsunckas O.E. /K/i % K 7 Linds

IonicHocmy DUO IToofuce Jlama
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