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®-0000000555-05
3A0 «3u0O-310poBbe»
142103, Poccust, MockoBckast 00J1acTh,

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

JInuensus Ha NMPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB MJIsi MEAHUHUHCKOIr0 NPUMEHEH U

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

IMMACIIOPT Ne0458/26

HanmenoBanue nmpenapara
Kon npenapara 243

Homep cepumn 080226
O6bem cepun

Jata npousBoacTBa 10.02.2026 r.
T'onen no 31.01.2031 r.
JaTta ananuza 12.03.2026 r.

AHaJu3 NpoBeIeH Mo

43 550 mT. ymakoBok

Mupan® kancyasl, 2,5 mr Ne 30

CII-K0-0701-0136-07 «Anpan® xancysl, 2,5 Mr»

HJI JITI-Ne(002656)-(PT-RU)-170124 «Mupan® kaneybl, 2,5 Mr»,
Pazpeay 1.3.2 monyns 1 JII-Ne(002656)-(PT"-RU) ot 29.06.2023

HaumeHoBaHue TpeboBaHUs HOPMATHBHOM Pe3synbrare! ucnibITaHuUi
roKasareJyien JOKYMEHTaLuu

Onucanue Teepasie sxenaTuHoBble Kancyisl Ne 4. Kpsiureuka kancyisi | TBepasie sxkenaTuHoBbie Karcyiibl Ne 4. Kpblieuka
rony6as, kopmyc — 6enbiit. Conepxxumoe Karcyt: 6enbiid uii | Karcynsl rony6as, kopiyc — Genbiid. Comepxumoe
noytu Genblif nopowok, 6o Oenblif MM mouTH Gemblii | Karcya: [ouTH Gefbld IMOPOMIOK C KYyCOYKaMu
MIOPOILIOK C KYCOYKaMH Macchl, MO0 Oeblit Wik o4ty Genblit | Macchbl.
MOPOILOK, CIPECCOBAHHBIA CTOJIOMKOM M pacHalarolHics
NP HAJIABJIMBAHUU.

Hnentudukanms BOXX. Bpems ynepxuBaHWs OCHOBHOTO TMKa Ha | Bpems  yAep)KMBaHHS  OCHOBHOTO IMKAa HA
XpomaTorpamMmme UCIIBITYEMOro pacTBOpa  JIOJDKHO | XpomaTorpamme HCTIBITYEMOTO pacTBopa
COOTBETCTBOBAaTh BPEMEHHM YJEPXKMBAHHUSI OCHOBHOTO IIMKA | COOTBETCTBYET BPEMEHHM YIEPXKUBAHHS OCHOBHOIO
(MHIanamMuaa) Ha XpOMaTOrpaMMe CTaHAApTHOrO PacTBOpa A | muka  (MHAANaMuia)  Ha  XpOMAaTOrpamMMe
(cM. paszen «KonuuecTBEHHOE OTpeeTIeHHEN ) CTAHAAPTHOTO pacTBopa A
TCX. OcHOBHOE MATHO Ha XPOMATOrpamMme MCHbITYeMOro | OCHOBHOE MATHO HA XPOMATOrPaMME UCIIBITYEMOTO
pacTBopa IO pa3Mepy, HMHTEHCHBHOCTH OKpAIUMBAHWS M | PacTBOpa 1o pasmepy, MHTEHCHBHOCTH
BEJIMYMHE Rf IODKHO COOTBETCTBOBATH OCHOBHOMY IISITHY HAa | OKDAILMBAHMS M BEJIMYMHE Ry COOTBETCTBYET
XpoMarorpamme CTaHAAPTHOTO pacTBopa JUISL | OCHOBHOMY TSATHY Ha XpomarorpamMmme
uaeHTHUKaLKHy (cM. pasznen «PoJICTBEHHBIE IPUMECH) ) CTaHJAPTHOTO PACTBOPA IUIsl MACHTH()HKALIMH

OnHOpOAHOCTH Ot 66,5 mr o 73,5 mr (70,0 mr £ 5,0 %) 69,2

Macchl

JIO3MPOBAHHOM 18/20 kamncyn — e 6osee + 10,0 %; 20 u3 20 xaricyi

€IMHULBI, MT

2/20 kancyn — He 6oJee + 20,0 %

or—3,8% o +2,5%

PactBopenue, % BOXX. 103
He menee 75 % (Q) unaanamuia OT HOMUHAJIEHOTO 103
colepakanus yepes 45 MUH 102
102
102
101
102 (cpennee)
Poncreennsie TCX.
npumecH, %o [Mpumecs B unnanamuzaa — He 6onee 0,5 %; Memnee 0,5
Envinnunas HenneHTuduIMpoBaHHas IpuMech —
He 6ounee 0,5 %, Memnee 0,5
Cymma HeuneHTUHUMPOBAHHbIX NpuMecedi - He 6oee 1,0 % Menee 1,0
OnHOPOIHOCTE Hns 10 mosupoBauubix eauuun (n=10) AV < 15,0 win
JIO3UPOBAHHBIX st 30 no3upoBaHHbIX equuuil (n=30) AV < 15,0 1 HU onuH n=10
€/IMHHULL pe3ysibTaT  €AMHHMYHOIO  ONpENC]eHHUSs  He  MeHblIe AV =353
(1—L2%0,01) xM nnu ve 6oabiue (1+L2x0,01)xM
Komnuecrsennoe BOXX.
OIPENENICHHE, MI' Or 2,25 mr 110 2,75 mr unpanamuaa (ot 90,0 % xo 110,0 % ot (9(2)’;120 %)

HOMMWHAJIbHOI'O CO,IICp)KaHI/Iﬂ)
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HaumeHoBanue TpeGoBanus HOpMaTHBHOM Pe3ynbTaThl HCNbITAHMI
ToKasaTeJsiei JIOKYMEHTalUUU
Muxkpo6uosoru- Kareropus 3A.

YECKas YucToTa

OGmee unco aspoGHBIX MUKPOOPraHH3MOB
(TAMC) — He 6osee 10° KOE B I .

Ob61uiee 9MCI0 APOKIKEBBIX U INIECHEBBIX IPUOOB
(TYMC) — ue 6onee 102 KOE B 1 1.

Escherichia coli — orcyrcrBue B 1 T.

OGuee uncno adspobHbIX MUkpoopraHusmoB (TAMC) —
menee 10 KOEB 1.

Ob1uee 4neo APOXOIKEBBIX | MIECHEBbIX Tpu6oB (TYMC) —
menee 10 KOE B I 1.

Escherichia coli orcyrcreyer B 1 1.

Onucanue Hepsuunan ynaroera. Tlo 10 xarcyn B ynakoske | [lepeuunas ynaxoexa. ITo 10 kancyn B ynakoBke seikoBoi

YIaKOBKH SYCHKOBOM KOHTYpHOM w3 rmenkn [IBX wu KOHTYpHO# 13 ruienku [1BX u amoMunnesoi ossru.
TIOMHUHHUEBOU (osbru. Bmopuunas ynaxosra. 3 ynakoBku siueHKoBbIE KOHTYPHbIC
Bmopuunas ynaxoska. 3 ynakoBku sueiKkoBbie | BMecTe ¢ JIMCTKOM=-BKJIA/IBILIEM B ITa4Ke KAPTOHHOM.
KOHTYPHBIE BMECTE C JIMCTKOM-BKJIAJBIILEM B [TAYKE
KapTOHHOM.

MapKPIDOBKa Ha ynakoexe suetikogoil KOHMYPHOU HA PYCCKOM Ha ynaxosxe sueiixoeoii KOHMYPHOT Ha PYCCKOM S3BIKE

SA3BIKE YKa3bIBAIOT:

- TOproBOC HAWMEHOBAHHE [pemapara ¢
NPEAYNPEAUTENLHON MapKupoBKoii ©;
- MEXYHapOJIHOE HEMNaTEHTOBAHHOE

HAaMMCHOBaHWE (AyOnupyercs Ha AaHTJIMMECKOM
S3BIKE);

- IO3UPOBKY;

- KOJIMYECTBO KaIlCyJ B YIIaKOBKE;

- HaMMCHOBAHWE JEPXKATessi PerdCTPALUOHHOIO
YIOCTOBEpEHUS;

- JIOTOTUINl  JAepXKaTeNlsl  PeruCTPalMOHHOIO
YAOCTOBEPCHHUSI (Ha aHTIIMICKOM A3bIKE);

- HOMEp Cepuu;

- laTy UCTEYEHUS CPOKA FOIHOCTH (KTOLCH JI0N).
A3bIKe

Ha nauke xapmounoii mna pycckom

YKa3bIBalOT (Hagnucu Iy6nupyrores Ha
QHTJIMACKOM sI3bIKE):

- TOproBOE HAaWMEHOBAHWE Ipemnapara ¢
TIPEAYNPENUTENLHON MapKUPOBKOi ®;

- MEXAYHAPOIHOE HEMATEeHTOBAHHOE
Ha¥MEHOBaHHE;

- IEKapCTBEHHYIO (opmy;

- I03HPOBKY;

- HANMCHOBAHME aKTHBHOM (apmaleBTHYECKOM
CYGCTaHIIMH U €€ CONEPIKAHHE B OHOI KarncyJie;

- «BcrnomoratensHble  BelecTBa:  1aKTO3bI
MOHOIMApAT W Jp., YKa3aHHbIE B JIMCTKeE-
BKJIQJIBIIIIEY

= KOJIMYECTBO KaIICyJI B [aykKe;

- cnoco6 npumenenust: «Jlna npruema BHYTpb!»;

- YCJIOBHS OTITyCKa;

- YCJIOBUSL XpaHEHUS;

-IPeNYNPENUTENbHBIC HAlIMCH: «XPaHUTh B
HEOCTYNHOM 1Ist AeTed mecTe!», «He npuMeHsTs
IO UCTEYCHUH CPOKA FOHOCTH!»:

- HaNMCHOBAHHME M aIpeC MPOM3BOIMTENS (B TOM
uucie, OCYLICCTBJIAIOILIETO BBIIY CKAOLIM
KOHTPOJIb KaueCTBa);

& HauMECHOBaHUE H aapec JAe€pxKarens
PErUCTPALIMOHHOTO YAOCTOBEpPECHHS
- JIOrOTUIT Acpxareis PErucTpauMoOHHOrO

YAOCTOBEPEHHS (Ha AHITIMHCKOM SI3BIKE);

- HOMEp DEruCTPalHOHHOIO YIOCTOBEpEHHs (Ha
PYCCKOM s13bIKE);

- IITPUX-KO/I;

- papmakon(sl);

- KOA(bI) THHOrpaduu (MECTONONONKEHUE MOKET
HU3MEHSATHCS ),

- «Cepus:»  (Ha pycckoM  si3biKe,
TIPOH3BOJICTBA BKIIKOYEHA B HOMEP CEPUH);
- MlaTy MCTeueHUs cpoka roaHoctu («loneH 10:»)
(Ha pycckoM si3bIke);
Boamoxno HaHEeCeHHe
YMaKOBOYHOI'O MaTepuana.

Jara

Kona [I€4aTHOI o

yKazaHo:
- TOProBO€ HAMMCHOBAHUE TIPENapara ¢ IpeaypeauTeIbHOM
MapKkupoBkoi ® « UHJATI®y,

- MEXAYHapOAHOE  HENATEeHTOBAHHOE  HAUMEHOBAHHUE
(oyOnupyercst Ha AHTTHHCKOM S3BIKE
«unpanamua/indapamide»);

- IO3UPOBKA «2,5 Mry;

- KOJIMYECTBO KaIrlCyJ1 B yrmakoBke «10 kaneyJn;

- HaUMEHOBaHME JiepKaress PETUCTPALIHOHHOrO
ynocrosepenus «[IPO.MEJLIIC Ipara a.o.»;

- JIOTOTHIL JEPKATEelIss PErHCTPAMOBHOIO YIOCTOBEPEHHUS
(Ha aHTIUICKOM A3BIKE);

- HoMep cepun «080226x;

- JlaTa UCTEYCHHsl CPOKA FOTHOCTH «rojeH A0 012031y,

Ha nauxe xapmonnoii na pyccxom s3bike ykasano (Hanmucu
nyGJMPYIOTCS HA AaHTIIMHCKOM SI3BIKE):

- TOProBOE HAMMEHOBAHKE TIPENApaTa ¢ NPeAyIPEaUTELHON
MapkupoBkoi® « MTH AT ®;

- ME&XYHApOJIHOE HEMATEHTOBAHHOE HAUMEHOBAHKE
«MHAANAMUA»,

- IEKapCTBEHHAs (hOpMa KKANCYJIbIN;

- I03UPOBKa «2,5 Mr»,

- HAMMEHOBAHME aKTHBHOH (hapmaneBTHYECKON cyOcTaHmK
¥ €¢ COACPIKAHHE B OJIHOM Karicysie «1 Kancysa comepur
2,5 Mr uHaanaMuaay;

- «BenomorarenbHble BemecTBa: JAKTO3bI MOHOTHAPAT U
Ap., YKa3aHHbIE B JIHCTKE-BKJIAAbIIEY;

= KOJIMIECTBO Karlcy B nauke «30 xancyJiy;

- Cnocob npuMenenus: «Jist npuema BHYTPb!»;

- YCJI0BHs OTrycka «OTnycKaerest o peuentyy;

- YCIOBMS  XpaHeHus «XpaHWTL Npu  Temmeparype
He Bbine 25 °Cy;

- HPCAYNPEANTE/ILHBIE HANMNCH: «XPAHUTD B HEAOCTYITHOM
Ans peteii mecre!y», «He npuMeHsiTh 110 MeTeyeHUH cpoka
FOAHOCTH! Y,

- HAaUMCHOBAHME W aJ[PEC NPOM3BOIMTENS (B TOM HHMCIIe,
OCYIIECTBIIAIOUIECTO  BbIIYCKAIOWMUHA  KOHTPOJIb Ka4yecTBa);
«Ipouspoautenn: 3A0 «3u0-300poBbe», Poccus,
142103, Mockosckas 06aacTh, r. [Mononbek,

ya. HKenesnonoposuas, 1. 2»;

- HAMMCHOBAHKE ¥ A/IPEC IEPIKATENs] PErHCTPALIOHHOTO
yaocrosepenust «[IPO.MEJLIC Tipara a.o., Teaucka
377/1, Muxae, 140 00 [para 4, Yewckas PecniyGaunkay;

- JIOTOTHIT JCPHKATENS PErHCTPAIOHHOTO YAOCTOBEPEHHS
(Ha aurmiickoM si3bike);

- HOMEp PEruCTPalMOHHOTO yA0CTOBEPEHHS
«JITI-Ne(002656)-(PI"-RU)»;

- WTPUX-Ko4 «4650075360330»;

- Gapmaxo;

- kon runorpaduu «RU/06/22x;

- «Cepusi: 080226

- «l"omen no: 01 2031».

Koz neuarnoro ynaxosounoro marepuana
«I1-243-30-03-03»:
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HanmeHoBaHue TpebGoBaHus HOpMATHBHOM PesynbraTel ucnbiTaHUM
rokasareneit JIOKYMEHTaLMU

JlOTIOTHATENIBHO MOXKET YKa3biBaThes MH(OpPMALKS | MH(OpPMAIMS [T MOHUTOPHHTA JBIKCHHS JNIEKApPCTBEHHOTO

Al MOHMTODHMHIA JIBMXXEHMS  JIGKAPCTBEHHOTO | Mpenapara OT MPOM3BOLUTENS JO KOHEYHOTO NOTpebUTeNs:

npernapara OT MNPOM3BOAMTENs 10 KOHE4HOro | «Data Matrixy;

NOTpPeOUTEIS. «GTIN: 04650075360330»,

«S/N:» ¢ yKazaHMeM MHIMBHILYIBHOTO CEPHATU3ALUOHHOTO

HOMepa MayvkH.

Yenosus Ipu Temneparype ne Boiute 25 °C. IIpu Temneparype ne Bbinre 25 °C.
XPaHEeHHUs
Cpox roguoctu 5 ner 5 mer

(cpok XpaHeHus)

3axmovenne: Jlexapcmeennviii npenapam Huoan" kancyme, 2,5 mz, N 30 cepuu 080226 coomeemcmayem
MpebosanUAM 6 YACMU NPOGEPEHHbIX NOKA3AMENeT,

Havanen ;
aJBHUK OTJEeJIa KOHTPOJIS KavyecTBa I"amaronosa I1.B. ‘% T g2 P
Honoxcnocme QUO [loonuce Jlama

3A0 «3u0-3doposber
OKK
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