@-0000000555-05
3A0 «3u0-3noposne»
142103, Poccua, Mockopekas o6nacTs,
Tononsck, ya, Kenesnogopomnan, 1. 2
Ten./(paxe: +7(495) 419-20-64

JInnensist Ha NPONIEOACTRO NEKAPCTREHHBIX CPEACTS A5 MEAHLHHCKOTO NPHMEHEHHS
N JI012-00102-77/00010736 ot 24.09.2025 .

Haunmenopanue npenaparsa

Kopg npenapara
Homep cepun
Obsem cepuu

Jata npoxnieogeTBa
Togen no

Jarta amannza

Amuauz npoBeaeH mno

IMMACHOPT Ne0412/26

392

120126

19 453 mr. ynaxoBor
29.01.2026 .
31.12.2030 r.
03.03.2026 r.

IOuunoxe Coumoras® Tabneriu aucneprupyemsie, 100 nvr, Ne 20

CI-K0-0701-0107-14 «FOunnoxe Comorat® Tabnerkn mucneprupyemsie, 100 sy

HA JI-N(011760)-(PI'-RL)-190925 «FOnnpore ComoTad” TadaeTicn

Aucneprupyemsie, 100 mr,

Paspgeny 1.3.2 Mapruposka Fungowe Comorat” radnercn mucneprupyemere, 100 mr

XPOMATOrpaAMME HCMBITYEMOrD PACTBOPa  ROMAHO
COOTRETCTBOBATE BPEMCHH YIepmunaaaHs MHEa
NORCHIMKNHNG HA XPOMATOrpaMME CTERIAPTHO) pacraopa
A, HPUrOTOBIEHHOTD AN KONHYECTHEHHOTO OTIPEABIEHHH,

Kauccroenuan peaxnns ¢ cepHoil kHenoToll — ofipaayercs
MENTOS QXPAITHBAHHE,

Kanecraenuas percunn ¢ XNOPORCACPOAHOR KHCTOTOH —
OTCYTCTBHE (UIOOpecteHiutH B Y (D-cBeTe MPH ANIMHE ROJTHBL
366 HM,

KasecTnenyns peaxind © HAaTPHA FHAROKCHIN PACTRODOM
0.1 M — senenas dumoopecueni 8 Yd-coete fpy piute
BOJHEL 366 Hu.

oT 19.09.2025
HanMernosanue Tpebosanun HOPMaTHBHOH NoKyMEHTALHH PesylIbTaTs! UCIBITAHKH
[oKasaTensi
Onucanne Kpyramie, ABoskoRKITy e TARIETRH, 0T ¢RETO-enTara | Kpyribie, ABOTKOBMTYKARE TabneTkn cepos
HITH CEPO-MKENTOND A0 KODUTHEROTD ¢ BEPAIVIEHHAMY URETA, | WWCNTOTO UBETA, © rpaBupoBxoll «173» (kon
¢ rpasHpoBkod «173» (koa TaGneTin) v onHO cTopore M | TalaeTEH) Ha ONMOH CTOPOHC W PHCKOR Ha
puckodl Ha npyro apyrofl.
Huenragukauus BOJXXKX. Bpems ydepkupamys OCHOBHOrO TMEA Ha | Bpemy YACDKMBAHMS OCHOBHOTO NHKA Ha

XPOMATOIPAMME  HCOBTYEMOTD  PACTROpA
COOTBETCTAYET BPEMEHH YACDKHBAHUA [HKA
JOKCHIHKITHEZ Hil XPOMATOrPAMME
CTAHIAPTHOTO DACTBOPR A, TPHTOTORNZHHOTD
A3 RONMYECTRERHOTD OIPEIETEHHS,
Ofpazyerc HeNTOS OKPAIHBAHHE,

Oreyrersyer dutioopeettenun B Yd-caere npu
JUTHHE BOJHE! 366 BM,

HaBniosaeren  senemas  dunoopecuesiyis A
Yib-cpere npH ANHHE BOAHLL 366 1M

Pacnanaemocts, cexyHI

He Gonee 3 muuyT (npu remneparype sons 20 °C)

Pacreopenue, %

He wmemee 80 % () Or 304BIcHHOrO KONMYesTEA
AOKCHUHKHHA A0MKHO NEpeiiTH B pacTEop 4epes 30 MunyT.

JO3HPOBAHNHEIX E0MHHIL

Baona, % He Gunee 6,0 % Ji
CreTonornomaiommue He Gonee 0,2 4
TIPHMECH ';
Crenens He menes 99 % 4actuu DomkHbl npofiti Mcpes cATO \E
MHCNEpruposann, % piasmepom maeek 710 micw, %
OnHOpoIHOCTE Mt 10 raBnerox (n=10) AV = 15,0 uax ana 30 tadnerox |-

(n=30) AV = 15,0 u nce 3naveHun x| yZOLICTROPHIOT

zp7n =10
T AV=34

Hepasencrny [M-xi| = 0,01-1L.2-M

[Mpimecn, % G-amupokeHICTHE: He Gornee 2,0 % 0,30
4-3nunoncHIHENME: He Bonee 1.0 % Menee 0,1
Metaumemaa: He Gonee 2,0 % Menee 0,1
JoBas npyras enuHuHaA NpHMeck: He Gones 0,5 % Menee 0,1
Cymma npumeceii — ne Gonee 5,0 % 0,30
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HaumeHoBanHe Tpebopanui HOpMaTHRHOI Pesyniprarsl HCObITAHKI
nokazateneii JOKYMEHTRUNH
Konuaecrsennoe | Ot 90,0 mr oo 105,0 mr (or 90 % 5o 105 %0

OTIpENENeHNE, MI

OT 3aBJIEHHOTO KONHYECTBA ROKCHUHKIHAG
B OHOH TabneTke).

98,2
(98 %)

Mikpobnronoruae
cKad YHCTOTa

OGmee wmeno 3poGHEIN MAKPOOPrannaMon —
ue donea 10° KOE 8 1 r; ofmee yucno
JPOFHERRIX W MHECHERRIX

rpnGon — ue Gogee 10° KOEs 1 r:
orcyrerane Escherichiaealin | r.
(Kareropss 3A).

Dfutee HHCA0 2POBHRIX MUEPOOPIAHNIMOR B | T He
OMPEACACTCS; 00MICe MHEAG APOATKERRTK H MIECHEREIX rpHon
menee 10> KOE u 1 r; Escherichia coli B 1 T ue onpeaemeres,

Yhakoska Tlo 10 Tabnerox s Guucrep w3 anerwy [IBX u | Mo 10 rabaerox 8 Guwcrep w3 memxn TIBX w dioasry
HOJIBrH AMOMHHHEROH, AnOMHHHEROH.
Ilo 2 Goucrepa mMecte ¢ neeTpykimed ne | Tlo2 ﬁnucmpa BMECTE C HHCTPYKLMEH 110 NPUMEHEHHIO (THCTKOM-
NPHMEHEHIIO (IHCTROM-RECIAITIEM) B IAYKY | BRIATHIWIEM), 3ARONCKHE KOAbI MHCTPYKUMM (JTHCTKA-BEIANLIUG)
KAPTOHHEYO. «1-T14 (392)-06-07», «90006726/12», B Na4Ke KAPTOHHOIL
Mapguposka Ha Bneemene na pvockos azsike Vicaseiegiom: | Ha Baucmepe v pVeckoM A3hIXe VROIAHE:

—TOProBOC  HAMMCHOBOHME [penapata ¢
npeAynpearTenkaoil Mapxuposrol ®;
—MEKILYHAPOAHOS HENATEHNTORAHHGOE
HAHMEHOBAHIE HA PYCCKOM M anTinickoM
AIBMRAX;

— JICRapPCTREHHYIO opMy;

— MO3UPOBKY;

—  HAUMEHOBAHKME W CTPAMy JAePHATENS
PErHCTPALMOHHONO YAOCTOREPCHIA;

—  wWomep  copuM  (BKmowast  naty
TIPOMZBOICTRA);

= JATY HCTEMCHHA CPOKA MOZIHOCTH;

— MOTYT ORITE YNO3AHL! 3ABOMCKME KO
YIKOBRH/TIEPEMEHHAS TEXHHY LKA
HaGiopMatg.

Ha wapmonnod hguie id PYEEKOM A3bike
YRGILETIONT,

— TOProBOE HAHMEHOBAHHE Npenapara
ApeynpenHTensoil Mapkuposkol @;

= MEEAYHAPOIHOS HENETECHTORAHHDE
HAMMCHORAHHE HA PYCCROM M auriniickom
MBLIKAN;

— NeKapCcTEEHHYI0 BopMy;

— I03UPOBKY;

— HANMEHORAHME W CTPAHY  JEpPMKATEN
PETRCTPRIHOHHEOTO YA0CTOBEPEHMAL

= JIOFOTHTT JIEpATENd  PErdcTPAlHOHHOTD
YOOCTOREpEHNA AaTHHMUEH 1 rpadmucckoe
Ha0BpaKenne;

~ HOMMEHOBAHHE W CTPRHY NpPOUIROANTEN
NeKApPETREHHOTD Npenapara;

— HEHMEHOBAHHE J.I.ﬂ.':l?[i!'l'hymllllﬂ‘ﬂ BELLECTRA,
ero codepmaMHe B TAGNETKE, TEpPEveHh
BCITOMOIATCILHEIX BENIECTR;

— KOAHHECTRO TABIETOK B YHaroBsKe;

— YCIOBKS XPRHEHHS;

— YCTOBHMA OTIYCKA;

= cnocod NPHMEHEHHA B pellakiiii wllna
NPHEMA BRYTPEY,

- NpCOYTIPEIUTENEHLIE HANTHCH;
«OznagoMeTech ©  uMHCTPYKuMell o
TNpPREMEHERNIO (nucrwcom—m‘;‘nmxhrm‘e;u),»,
«XPANNTE B MECTAX, HEIDCTYIHEIY 14
AeTeH. n

-  HOMeEp
NPOHIROJICTHL);
= ARTY HCTEHEHUN CPOKA POTHOCTH,

— WTPHX-KOM:

— rpatueckuil PUCYHOR, WITOCTRPHPYIONH
enocod npieHeRi;

— MADOPMALHIO 11 MOHITOPHHTE ABHIKEHHS
MEKAPCTBEHHOTO TTPENapaTs oT
NPOHIBOAHTERR N0 KOHEHHOrO ﬂO‘l.‘]JﬁﬁHTGIm:
apyxMepHeil  Data-Matrix-kon, unporoi
rnobareHB  HACHTHOURAIMOHHRG HOMCp

cepuy  (Blomouaer Ty

= TOProsoe HAMEHOBANNE NPENEPATA C NpEIyHpeinTenbHoil
sapiponioit ® «fOnuore Conorad™s;

- MEmAYHAPOIHOE HENATEHTORAHHOE HANMERORAHIE HA PYCCKOM I
anrmiiekom saugax «qoemueeanyg/doxyeyelines;

= nexkaperoenual dopaa « TadaeTky Ancnepraopyeneies;

— aciauposia «100 e

- HRMMEHOBAIHE H CTPatA ICPIRATENT PErHCTPALNOHREOID
yaocrosepenid «UETLIADAPM Apunaiimurrens TyaX,
Tepmaninsing

— uomep cepiii «120126x;

— NATA HETEUEHHN CPOKA MoAHOCTR «aa 12 2030

~ BHYTPEHHHE Jan0Acklie Kok «90006641/1 1,

«D-714 (392)-01-055,
Ha xapmonnoll HQUEE HA PYECKOM R3ttke VRAIAHO!

- TOPTOBOC HAMMCHOBAHNE TPEN2paTa ©  Apesynpesurensiof
mapknponkoif @ «myoxe Conrorad™y;
— MEKIYHARDOMHOC HETETCHTORAHHDE HAHMEHOHAHIE HA PYCCKOM H
aprmniickoM a3mkax «poxkennpenn/doxyeyelines:
— nexapeTReHHan Gopma « Tafaerin Jucneprapyemsien,
— no3upoBKa «100 arn;

—  HEWMCHORARIE 1 CTRAHA  JIEPXRATEN PEICTPALTIORHOrD
ynocrorepenns  «UEIUTA@APM  Apmaaiimorrens  DabX,
Uepmanman;

~ JIOrOTHN ASPRATEN PErHETPALHOHHOTD YAOCTOREPCHN NATHHAIET
u rpadrmeckoe  sEobpakenie (sannck «CHEPLAPHARM» n
rpatumecioe uiobpanceuie); |

— HANMEHOBAHHE M CTPAHA MPOMIBOLNTEN NSKIPCTREHHOIT Ipenapata
«liposasogurent: 3A0 «3n0-3nopoaser, Pocenns

- HaNMEROBAHWe Jel{CTBYIOIIEro REINECTBA, €D COASPMAHME B
radnerke «Kamann Tabnerwa conepxnt 100 Mr gorenmniimuna o
BHAE JOKCRONKANHA  monornapatss, «Kmsaan  radnerxa
copepikniT: [leifcTeyiomee BemecTBO: AUKCHUMKANN (B mije
AOKEIHHINCIIND MOROINAPATA )
~  HepEMEeHh  BEHOMOFATERLILIX

peliecTs  «BenomoraTenhHbie

BemeeTsa! MENNOA031  MUKPORPHCTAMINMECKAH,  CAXAPHH,
rinpoo3a (HNKoITMeMeHUAN), FHTIPOMEI0N, KPEMITIA IHOKCIT
koqdosaueil  (Geanoameril),  sarmma creapar,  A3KruIL!
MOHOTHAPAT?,

— rxommecteo  TaGmetok B ymagaexke  «20  Tafmerox
OHEHEPrHPYeMBIXD;

— YCHOBWS XPHHGHMS «XPARMTL NN TEMOEPATYPe HC BBINE
25 °Cn.;

— yenosua omycka «Tnyexaior no penenty.s;

— crocod MPHMEHEHHS B penawmmrmmnpuenm BHYTPES]

— NIPCAYNPCARTCILELIG ua.;;rﬁl" : ‘Dmmmmurech ¢ WHCTpYRUHET Mo
npIMenenioe  (MHeTRoM-BRAN \f"ml,w' , ‘u“(pamrra B MCCTAX,
HENOCTYNHBIX JUTH AeTeil k
— HOMED Cephit (nxnmii@rr
— JIATR HCTEHEHIL CpoKal 56,
— wpix-Koj «426074' 22? (S i /-

= rpafimecinit prcyHbE, agmgcmupymmaﬁ CIGCOD MPITMEHEHI;

—  ungopMama s rmmpg;mr?. .:Ln;mfemm JI2KAPCTBERADIO
npenapaTa or npo;a'&noﬂﬂéa‘m 10 KOHEHHOTD' ne‘rpcﬁmc:m
ARyXMepHbiiT Dﬂtawl\"'[a.tluc-'ﬁ'v.\.;x7 :
unthposoli rnodansHLil H.uer—rmquauuomlmﬂ HoMep («GTIND)
«GTIN: 04260747722276»;

'hpmasm,n aCeplm 120126m;
m.'ma[”oqe,li 12 #1}3"%.

Crp. 2 u3 3




©-0000000555-05

(«GTIN:m), Gyxneuna-ludporoil | BykBeHHO-UMPpoRoH  MHEMBMAYATRHBIR  cepuilneii  HOMED
WHAMBHIYLIBHE cepulinei Homep | Topropoil eaumuus ynacosiy («S/Min) - «8/MNi» ¢ yrasauuem

TOPrOBOH SHRHULE yTakonku («S/MNw),

HHAHBHIYANLHOrD CCPHAMHIAUMOHHOIO HOMEPA NAYKH.

Moryr 6T ykazamn 3aRoackue kodkl | Bryrpennns sasoncxue xoms «90006725/11s, «[1-392-20-03-0d».

YMAKOBRH/MEPEMEHH TEXHHYECKas
rupopMauns.

Xpanenue

Tlput Temneparype He Beime 25 °C

Tlpu Temneparype ne nrime 25 °C

CpoK rogHoCTH

5 ner

5 ner

3axsmouenue: Jexapcmeennwiii npenapam FOnudoke Conomat®™ mabremiu ducnepzupyemole, 100 Mz,
Ne 20, cepruu 120126 coomsememsyem mpebosanysm & Yacmu RpogepeHsIx noKazamenel.

Hauanseuk OTACNA KOHTPONS KauecTna

Hoanenocme

Tamatorosa M.B. B e S e
" ,.n";n’fi‘ ol W

GHO = Hodnuco Hama

Crp.3 u3 3




@©-0000000551-07

PASPEILIEHUE
HA BEIIYCK I'OTOBOI'O IIPOAYKTA Mo 0383/26

Toproeoe HEHMEHOBAHKE [Ipenapata

TOnrunoxe ComoTab®

BRITYCKAIOMHIT KOHTPOIL KAECTBA)

MexxnyHaponsoe HCHIATCHTOBAHHOE
HAHMEHOBAHUE (rpynIHpOBOYHOS TLITH JoKCHUEKIHA
XUMIISCKOE)
JlexapcTeeHHAs (GOpMa TabIeTKi QUCTIEPTHPYEMEIE
ITozHpoBRKa 100 mr
Popya BLITyCKE Tabnerxu pucneprupyemere, 100 mMr

' (6mucTep) 10 x 2 (magxa KapToHHAas)
Homep cepun 120126
O6BeM cepun 19 453 mT, ymaxoBok
Jlata Ipon3BoACTRa 29.01.2026
Tonern o 31.12.2030
HauMmeropanue ®  agpec  [IPOH3BOIHTCIA SaxpriToe aknuoHEpHOoe 0bmecTso «3ud-
(HPDHBBU,E[CTBD, TIEPBHYHAR YIAKOBKE, 3nopossen (3A0 ({3H0~3,EDPDEI:E-}}), Pocens,
BTOpHYHAK/MOTpeGHTeNECKAS YOaKoBKa, 142103 Mocxoscxan o6, 1. [Topormsc,

yi, Wenesnogoponnas, 1. 2
JIviensns Ha IPOHIB0ICTBO IEKAPCTBEHHEIX
CPeICTR AT MeIHIHHCKOTO MPHMEHEHIL
Ne J1012-00102-77/00010736 ot 24.09.2025 1.
(Beccpoumo)

CepTHOWKAT COOTBETCTBHA TPOH3BOICTRER
NEKApCTBEHHEIX cpeucTR TpebosanuaM Ipasun
Hamemamexﬁ l‘IpOHBBOﬁﬂTBBB‘HGﬁ MpaKTHKH
Espasuiickoro sKOHOMHYECKOTO COMH34
GMP/EAEU/RU/02269-2025, Cpox nefcTsus ¢
09.09.2025 1. 1mo 08.09.2028 1,

Howmep 51
YIOCTOBEPEHMS

aTa DErHCTPALMOHHOIO

JIII-Ne(011760)-(PT-RU)
oT 19.09.2025 1.

Homep HopMaTHBHOH HOKyMEHTAIHY

- HJIT JII-Ne(011760)-(PI-RU)-190925,
Paznen 1.3.2 Monmynz 1
ot 19.09.2025 r.

HaumeHoBaHWE H aIipec NEpKaTensd
DETHCTPalHOHHOI'O YIOCTORSPEHIA

YEIITADAPM Apnuaiisurrens [MEX,
Tepmanus/CHEPLAPHARM Arzneimittel GmbH,
Zicgelhof 24,17489 Greifswald, Germany

Prinox MocTaBKH IPOIYKIHE

Poccus

Homep nacrnopTa

0412/26

1. Tloarsepsnalo, YTO BEIIISYKE3AHHAN CEPHA NEKAPCTREHHOrD IPENApaTta BEITyckasTed B obpartenne.
2. CapadTHpyio, 970 BLINSYKAzAHHAA HHQOPMAINA NOMIMHHA M BepHa, OTa cepust Omima

[IpOM3BENEHA, BIUIHOYAA YHOAKOBKY # KOHTPOIL

KAHECTRA,

0 YKasapHbiM  BRILIC aIOpecaM

[NPOM3BOACTECHHEIX IIIOMANOK B Cootsercrsuu ¢ Tpebosammivu GMP («lpasmna Hazmesmame#

NPOKHIBOACTBEHHOH MpaKTHan) 1 Perderpaltuontoll nokyMesTamuell Ha IposyKT,

=T

3, Bee pesynsTaTs aHanusa W samicH GBINH paccMOTPEHBl H 0Jlo0peHE! B,ﬁchnewmr-m c;_ GMP,

TeXHHISCKMMH cornamesEuaMu 1 COraueHHAME 110 Ka4q9ecTRY,

4 Beinn Jin xexue-nHto OTKIOHEHHH OT [IPOH3BOACTREHIIONO HPDEEGFSE;,K&GW]HH{?@I \KE},“-IBGTBSI
T\

POy KIHE!

Her

BBIOTYCKTOTOBOI'O ITPOAYKTA PASPEITEH

VonHoMOIeHHOS THILO!

Hoonuve

Lata BEIMTyCKa B 00pALISHHE;

O a

O 05, AdorS




