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| ©-0000000555-05
3A0 «3n0-3nopoBse»
142103, Poccns, Mocrosckan obnacTs,
Tomonsck, yim. JHenessogopoxnas, j.2
Ten./paxe: +7(495) 419-20-64

Jiunenzns Aa NPOR3ROJCTEO JeKAPCTEEHHLIX CPeCTE N MeAHIHHCKOr0 NpHMeHeR s
e JI012-00102-77/00010736 or 24.09.2025 r.

HanmenoBanue npenapara

NMNACIHOPT Ne0355/26

IOmnnoxc Conrora6® Tabmerxn mucneprupyemsie, 100 mr, Ne 20

Kop npenapara 392
Homep cepan 090126
Obsem cepan 19 489 mT. yonaxKoBox
Jara npoussogcTea 27.01.2026 r.
Tagen mo 31.12.2030 r.,
Hata apannza 25.02.2026 r.
Ananm: nposegen mo  CI-KO-0701-0107-14 «¥Ounpoke Conorat® raGneren aueneprupyemsie, 100 mr»
HI JI-N{011760)-(PT-RU}-190925 «IOuupore Comoral® raGnerry
nHcTeprapyenkie, 100 Moy,
Pasneny 1.3.2 Mapkupoexa HOuunexe ComoraG® rabnersn nueneprupyemeie; 100 mr
or 19.09:2025
Haumverosanye TpeGoranus HOPMAaTHEHOMN IOKYMSHTAIMEA PesyneTaThl HonblTaHHH
nokasareneii
Onucanue Kpyrnsie, IBOAKOBROYILE ToleTH, 0T cBerio~kenToro | Kpyrnsle, AeoskoBEmTyknmie TalaeTsu cepo-
HJIH CEPO~SKENTOFD 10 KOPHYHEBOTO ¢ BKDATISHISME [IBETS, | RENTOrc mpera, ¢ Tpasmposkoi «173» (xox
¢ rpasupoBxo# «173» (xozx TabneTw) Ha ogRolf cropone w | TaGneTiw) Ha onmol cropoHe W pHCKOH Ha
pHCKOiE B2 ApyToR APYTOH:
HpenrRfnkanua BOXX. DBpema ymepwHUBaHHs OCHOBHOTO NHKA Ha | Bpema ynepxuBaus OCHOBHOIO NMKd Ha
‘ XDUMATOTPRMME  HMCTIBITYSMOrG  DAcTBOPR  [OMUKHO | XPOMBTOTpEMME  HMCMEITYeMoro  pacrsopa
COOTBETCTROBATE  BpeMenNud  YNepKHBANNS — [MKE | COOTBETCTRYET BPEMCHH VICDKHBAEHHA NHEZ
,L;pmmmxmma. A XPOMATOrpaMMe CTAHIEPTHOTD PAacTROpa JOKCHITHKIHHRE Ha Kpnﬂmrpme
A, NpUraTORNEHHOTO JU KONMYECTASHHOTS ONpSAEIsANa. | CTARAAPTHOrD DRCTROPE A, NPHTOTOBNEHHOTG
VT KONA4ECTREHHOTO ONPeARNCHHS.
- KawecTBennas peakuus ¢ cepEOM xuenoToll — obpasyerca | O6pa3yerca KenToe OKpalinBanue,
| KENTOE DKPAIHEAHAE,
Kasecrnensas peakuys ¢ XnopoBogopofol mcnotolt — | Orcyrersyer dmoopecuenmmas 5 Y®-caete npn
orcyrerere moopecienEg B Y (-CRCTE NpH ANHEE BONHE | INUEe BOMHE! 368 HM.
366/ M.
KaviccThenian Peakims ¢ HETPUMA THApoktHna pacTeopom | HaGmomaerow semesas dumoopeciennms s
0,1 M — senesan duoopecusais 8 Yeb-coere npd fmune | Yd-caere npu mise sonds 366 oM.
BONHE! 366 HM.
PacnajiaeMoCTs, cekyHA| He Gonee 3 vusyT (pH TeMnepatype soasl 20°°C) 29
' Pactmopesme; % He mesce 80 % (Q) OT 3adnicHHOTO KOUMASETEA/| 2., 99
HOXCHUMICTHRA JOMKHO TIEpeHT B pacTROD qﬂgﬁﬁﬁ‘wj i, gg
AN g 1) ‘
- 99
g
99
‘. 99 (cpammes)
Boma, % He Gonee 6,0% 3.9
'CreromornomEionue He Gonee 0,2 0.01
TIPHMECH | - "
Crenens. He menece 99 % wacTun momKHE! npoliTH YEpes CHTO © 100
JAHcnepraposasun, % | pasMepom sgesx 710 MM, ‘
OnHOpOFHOCTS + g 10 raGnerox (n = 10) AV = 15,0 nan snn 30 Tabneror |
josuposanunx eppawn | (o= 30) AV = 15,0 w Bce naqeHuA Xi yoBNETROpSKT n=10
HepaseHcTRY [M-xi| < 0,01-L2-M AV =23
ITpamecn. % | G-ammpoxcrnErmA: He Gonee 2,0 % 031
4-snshorcmymenni: we Gonee 1,0 % Menee 0,1
Merangome: ge Gones 2,0 % He oGrapyxeso
Thofas fpyras eiMHWNHAS NpUMECs: He Gonee 0,5 % Menee 0,1
Cymma npamecelt —ue Ganes 5,0 % 0,31
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—TOPrOBOZ  HEHMCHOBAHNWE TpENAPaTR ©

NpEnyNpPEeTHIeIsH0H MEDKEPOBKROH @
~MENYHAPOAHOE HENATEHTOBAHHOS
HAHMEHOBAHEES Ha DYCCKOM H a!l.l‘.l'[ﬂﬂﬂﬂﬂ]\fl
FRBICEX;
— IeKAPCTRSHAYIO (apMy;
— JIOINPOBKY;
— HAHMCHOBEUW2 W Crpady JIEpMATENH
PETHCTPAIMOHHOTD YIOCTOREPOHIY;
= Homep cepmm (BKmoOuAer
NpouZBoICTaa),
~ DATY HETEYSHNs CPOKE FOAHOCTR,
= MOryT DHETE YKajaue JaBONCKHE KOMRD
wq.xosmlnapammﬂmmqmm
wHbhopMAIHT,

Ka 73 a
— TOPrOBO¢ HAMMCHOBAHME NpCRAapara C
nperynpeaMTEnsHOR Mipruposoil @;
ke MERIYHapONHOE HENATEHTOBARHDE
HayMEHOBRHHE HA PYCEKOM H anrnuiicrom
HABIRAX;
- IEKapCTREHHYIO dopMy;
— HO3ApOBKY;
— HEUMSHOBIHHE K mjpm}r ACPAETCN
PETHCTPRLUHOHHOTD YAOCTORBEPEHU;
— JOCOTHI JEepEarefds PerHCTPANMOHHOIG
YROCTOBEpCHEN. JATHHHLEH M rpafingeckos
waohpaKeHne;
— HAMMEHOBREHHE M CTPAHY NPOHIBEOANTENN
JIERAPCTBEHEOTO NDENAPATA;
— HAMMTHOBaHHE AeHcTRylOMmEro BCHIECTEE,
ero  cofepmanMe B TRONSTKE, NepeMeHR
BCHOMOTATENEHELX BEIECTH,;
— KONHMECTRO TE0NEToK B YIAKonie;

zaTy

— YCIODHS XPancHHA;

— yenoRus oToyexa;

~ cnocol npuMenenms B penmammr o
TIpHEMA BRYTPEY;

= TpenyNpeIRTENEHELS HANITHCH:!
«OsHAKOMBTECE ¢ HECTPYKIMEH 10
TIPHMEHEHHIO (reTROM-BRIRIBIIEM)

X PEHHTE B MECTAX, HEJOCTYIHEX AN
aereit.n;

- HQMEP cepHn
OpORsECICTEA);

— BaTy HCTCHEHHN CPOKA TOTHOCTH;

— WITPHE-KOL;

= rpadutecicuil PHCYROK, WUBOCTPHEYION I
enocol TPHMEHEHH,

= HH@QIJM&W&O Ans MOHHTODHEIA JBHXCHUL
TIEKAPCTREHHOrO NPENAPATA OT
NpORSEONETENS A0 KOHEHHOrS noTpefiaTe:
meyxmepumii  Data-Matrix-xon, uwudposoi
roofankubil  HnesTHOURANHORHEE HOMep

(sRmouacT  gary

| AMokes xoaionanst (Gessoamaeit); &

Haumerosanme Tpebopanma HOpMaTAEHOK PesynsTaTel HCOLITAHHH
TioKasaTenel JOKYMBHTANNN
Komugecreennoe | OT 90,0 mr a0 105,0 mr (or %0 % 10 105 % .
ONpENeNeHUe, MI | OT 3a4ANEHHOr0 KONHYECTEA IOKCHIHKNHEA ‘]‘.OU,..I
B onaoi TaGneTke). (100 %)
MukpoGuonoryge | O6mes IHCNO a7pOSHER MEKPOOPrAHHIMOS —
Gl YHCTOTS He Bonee 10° KOE 8 1 r; o6mee smcno Ofmee wHcno a3pobRLX MEKpOOpragnsMos & 1.r Ee
NPOMCREBER H THIECHEREX anpenenseres; ofies YHCN0 IPOIGKEBEEX I IICCHERRIX TpHG0D
rprGos— ke Gonee 102 KOE s 11} senee 102 KOE v | r; Escherichia coli B 1 r se onpenenserca.
oTcyrerame Escherichiacolinl r,
{Kareropus 3A).
Vnaxoeka ITo 10 rebnerox 5 Gnuerep w3 mieaxa [[BX w | Ilo 10 Ttabmerox B Omicrep my muemkr [IBX B Qomsra
(DONETH AMOMHHHEROH. AMOMHAHACHOR,
Ilo 2 Gmmcrepa EMecTe ¢ uHCTpywumeH nmo | o 2 GaMcTepa BMECTS & MHCTDYKIMEHR N0 NPUMEHEHHIO (JMCTKOM-
IPHMEHCHHIO (IHCTKOM-BRNGNEIEH) B OENKY | BRNAFEINEM), 3aBOACKHE KOAEl HHCTDYKURM (MHCTRA-BENajRIlNa)
KAPTOHHYIO. «H-'ﬂnl {_‘392]4]6—0‘7» «900!1&'726/12», B naime KapToHHOM.
Maprrposka a BRiuemene RA PUCEROM AIBIKE VKAILSMONL: : ;

- Tnpmnue HAHMEHOBAHME: npﬂnapm C NpeaynpeRuTenEo
Mapruposkoil ® «f0uunore Comoral®;
— MEHIYHADDAHOE HENATCHTOBAHHOS HAHMCHOBARNE HE PYCCKOM

| ¥ aHraHiieKoM MEhEaN «aoxeHurn/doxycyclines;

= nekapeTReHHad GopMa «TalIeTion Aueneprupyemeiesy;

— poauporka «100 moy;

— HAMMEHOBAHHME H CTDAHA NCHXATENN PErHCTPAITHONROTO
yroctosepesuns «IEIIADAPM Apusafivarress I'mSX,
Tepmanmuas;

= HoMep ceprn «090126m;

— JIATA MCTEUEHEN COOK rofEncTy «ae 12 2030y,

— BRYTPSHHES 3aBOnCKue Kompl «J0006641/115, « =714 (392)-01-

= 'mpmﬂua S — mpennpa‘ra ¢ npwnpenmmnuﬁ
mapiuposkod @ «f0unnoke Comorai®s;

= MEKAYHAPOJIHOC HENATCHTOBUHHOE HANMEHOBAHHE HA DYCCKOM |
anrnHiicroM AIEKAX ¢RoRcHUHTER/doxyeyelines;

— jexapeTsenman Hopua « TabieTin QHCHEDTH pYeMEIEn;

— nosnposxa «100 mo»;

— HAHMEHOBAHME W CTpaHe Jepikarens pPErdcTpAlMOHHOrO
yaocronepenmn  «MEIJTABAPM  Apnmaiivarrens  I'nbX,
Teprmarumn;

— JOTOTHN JBpikatensd DETACTPAlMOHHOIO  YHOCTOBSPEHRA
marmemued  w  rpaemeckoe  msofpamenue  (HagmHce

 «CHEPLAPHARM» u rpadivrieckoe nobpakense);
| — HEMMEHOBAHME M CTDAHY [DOWIEOAWTENS JICKAPCTRCHHOTD

npenapara «Iponasoanrens: 3A0 "3u0-3noposser, Poccusn;

— HaAMEHOBAHWE NefCTRYIMErD BEmecTHa, &ro CONepkanue B |

Tabnerke «Kaxnas Tabrerka cogepmnt 100 Mr foKcHNBKIREA.
B BHEE JOKCHUWKENNHE MoHOTHApaTay, «lKamoas TabneTma
cofeput: Jelterayoiugs BemEcTBo: JAUKCHUMENHH (B Buge
HOKCHIMKIRHA MOHOTHAPATA)Y,

— NCpeYCHh BCNOMOTRTGABAB BemEcTs «BemomoraTennibie
BelecTRA: UENIonosa uuxwupnm@mwrmlmm
CHOpON03E (‘ﬂmmmemeuum} : Jigﬁrlmﬁ x?’emmn
MOHOTHADATY; i

— KomEMEcTEQ  TabneTak @ .‘gnﬂ!{nnm fr,ﬁ} Mf‘jzra

ARCMEPTHPYeMBIIDN,

= yenompg xpadesvs «XpanuTs n‘;m Tmmwrype’fh e/

I5°Cy. :

- ycunm oTHYCKa «O‘mymm'r [0 pel

— CH0Cof NPUMEHEHNS B PEIEKIHN Wﬂm
—IpeAyIPEnUTE/IEHEIR RAITHCH: «O3HaKOMBTECE € | Hc"t'pymmen

No MpUMEHEHHIC (MHCTROM-BENAgEIEM)y, «XpanuT: ®

MECTAX, HeNOCTY NHEIX NN HeTeN.»;]

= HOMep cepuH (BxmodasT ety npouseoacTea) «Cepun: 090126

— HaTy ucTeTeHus cpoxa rogmocTy «Togen: 12 2030

= wrrpux-ron «4260747722276w;

— rpauseckuil DUCYHOK, WULOCTDUDYIONIM CHOCOS NPHMEHEHHA;

~ HADOPMAITHIO- [NA MOHHTOPHHIA ABIDKCHIS JEKADCTBEHHOrO

TPENEPATa OT NPOUIBOARTENS 0 KOREUHOro noTpelurens:
JByxmeprsii Data-Matrix-xon,

Crp.2 w3 3
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(«GTIN:»), Gyracruc-tudposodl | mupposoii raobameaeil wnesTnduxanuonssil somep («GTIN:)
HHIMBHAY AR HBI cepriiHEIi. HoMep | «GTIN: 04260747722276x;
TOpProBoi eHHEE yriakoskH («5/MNm). OykpeHMO-UMGIpOROH  AHOEBRAYATLHEI cepuﬂauﬂ HOMED
Moryr GeiTh yKa3uHE! 33BOACKME KONE! | TOProBOH epumuusl yoaromes («S/N) - «S/M:» ¢ veasaduelM
YHAKOBKH/TIEPEMEHHAN TEXHHIECKAR | MHIHBHIYANBHOTO CEPHANHIANHONHOTD HOMEDE TAUIH,

. HHGOPMALAS, ‘Bayrpennne sasoackse koas! «90006725/11», «11-392-20-03-04».

Xpanenus Tlp# Temneparype e Benue 23 °C Tlpw Temneparype He Buime 25 °C

Cpox rogHocts | 5 ner 5 ner

3axmoaenne: Jexapemsennsiii npenapam FOnudoxe Comomat® mabremcu ducnepzupyemsie, 100 vz,
Ne 20, cepun 090126 coomsemcmsyem mpeboeanuam 6 4acmi RPOGEPEHHEX noKazamenel,

Hagansuux o1/ KOBTPOIS Ka9ecTsa T'avaronosa 1.B. ﬁﬁ;.,ﬂ,.- L
A sz00 FHO TTedrmics g
3A0 «3u0-3dopoeser

OKK

Crp.3m 3
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PA3PEIIEHUE |
HA BEIITYCK TOTOBOTO IPOTYKTA N 0364/26

Toprosoe HARMEHOBARKME IIPENaparTa Osupoxe Comorab®
MexrysaponHoe HENaTeHTOBaAHHOE

HaHMESHOBSHHS (rpyTmmpoBOTEHOS HITH HoKCHIEKIHE
KAMHIECKOE)

Jlexapereerras hopMa Tabnerxkn [UcHeprupyeMEle
Hosnposra 100 mr

‘ , TabneTkn mucne emsie, 100 Mr

Lo {(6mmcrep) 10 x ZI??EEK&- KapTOHHAx)
Howmep cepus 090126

Q65sem cepun 19 489 mrT. ymakoRok

JaTa NPOU3BONCTEE 27.01.2026

Coner 1o 31.12.2030
Hamvenomaupe H 8pec NOPOUSBOIUTENS SaxperToe axnuoHepHOe ofmecTso «3r0-
(mpomaBozCTEO, TepBHYHAS YHaKOBKS, 3nopossey (3A0 «3uO-3nopossen), Pocens,
BTOPHYHAT/TOTPEOHTEIECKAT YIAKOBKE, 142103 Mockoseran obm., 1. [logonsex,

BEITYCKAIOIIHE KOHTDOIE KA98CTRE)

yi, XenesHOTOPOKEAT, K. 2
Jlvmersus Ha DPOM3BONCTEO JIEKAPCTBEHEEX
CPENCTE A MEOWIHHCKOID IPHMEHEHHT
Me JI012-00102-77/00010736 ot 24.09.2025 T,
(Gecopouno)

Cepra@uKraT COOTEETCTEHA IPOH3BOACTBA
MEKapCTBEHHE cpefcTs Tpebonanimy [IpaBul
HagexameH TPOR3BOACTEEEHO IpaKTHKY
EspamuiicKoro 3K0HOMIEECKOrD COI03a
GMP/EAEU/RT/02269-2025. Cpok AefeTsEs ¢
09.09.2025 r. mo 08.09.2028 r.,

Homep H IaTa  pErHCTPAIHOHHOID JII-Ne(011760)-(PT-RU)
YIOCTOBSpEH S or 19.09.2025 .
. HIT JIII-Ne(011760)~(PI"-RU)-190925,
Homep HopMaTHEEOH NOKYMEHTAIHA Pazpen 1.3.2 Monyns 1
or 19.09.2025 r.
HEITTADAPM Apugpafivurrens M'v6X,

Hamvenopamre & afpec AepiKaTeln
DErHCTPANKOHEOT0 YAOCTOBEPEHHA

T'epuanms/CHEPLAPHARM Arzneimittel GmbH,
Ziegelhof 24,17489 Greifswald, Germany

PEIHOK NOCTABKY OPOAYKITHK

Poccun

Howmep nacnopra

0355/26

1. IHoareepspaio, 4To BEINEYKAREHHAR CEPHA ISKAPCTESHHOTO NPENApaTs BEITYCKAETCH B afpaleHue,

2. TaparTepylo, 9T0 BENNEYKasaHRas HHGOpMANWR IOJMEHa H BepHa. 37a cepus Guma
NpPOEZBEACHR, BRIIOYAsd VYHOAKOBKY H KOHIDONMS KadecTBs, [0 YKAa3aEEEIM BEINES aApecaM
NPOR3BOACTECHHEIX INIOMENOK B COOTBOTCTBHM ¢ Tpebosammwmvm GMP («[Ipammna mammexameit
OpOU3BOACTEEHHOH NPAKTHEN?) B PeTHCTpanmonHO! NOKyMeHTaIMeR Ha OPOAYET.

3. Bee pesynsTaTsl anaimsa B 3anuck ObUIM DACCMOTDEHEL B 0xoGpeHEl B coqmm'rgm ¢ GMP,
TEXMUTEeCKHMH cornamennamy B CornaeHiaMHA I Ka9ECTRY. }’\ w
4, Beum mi kaxwe-1ubo OTKICHEHHS OT IPOH3BOJCTREHHOTG upauauca,g;kﬁ@ﬂfﬂumgm m‘!ﬂﬂma
DpOAYKIEH; ‘ :

& Her O oa

BBIIIYCK I'OTOBOT'O IPOAYKTA PASPEINEH

YIoIEoMOYeHHOE MHI0!

e

AL.OA oL

Hara Bemycka B o6pamermwe;




