@-0000000555-05
3A0 «3u0-3n0posnLey
142103, Poccint, Mockorckas obnacts,

TTononkck, va. KenezsogopoxHad, 1. 2
Tem/axe: +7(495) 419-20-64

JInuensns Aa MPON3BOACTRO JIEKAPCTBEHHbIX CPEACTR AJIS MEAHUHNNCKOrC NIPHMEHEHNA
Ne JI012-00102-77/00010736 or 24.09.2025 r.

HanveHoBaHHE NpenapaTa

Kopn npenapara
Homep cepun
O0nem cepun

)_Iﬂ'rﬂ npoM3IBOACTEA

Topen no
Jlara anannza

Ananns HpoBEeNEH IO

IMTACHOPT Ne0414/26

392

130126

19 475 mT. ynakosok
29.01.2026 r.
31.12.2030 .
03.03.2026 r.

IOmugore ComoTab® Tabnerkn pucneprupyemsie, 100 mr, Ne 20

CI-K0-0701-0107-14 «FOnnaore Comorad® tabnerxu aucnepripyensie, 100 Mry»

HJI JIN-N(011760)-(PT-RU)-190925 «FOunpore Comorat® Tabneriu

Aucneprupyemele, 100 mm,

Pasaeny 1.3.2 Maprupoeka I0nngoke Comotat® Tabnersn Ancneprupyemsie, 100 mr

ot 19.09.2025

HaumeHoBaHHE
noxasareneit

TpeboBaHUa HOPMATHEHOMH I0KYMEHTALIMH

PeaynetaTsl RenbiTaH#il

Onucaune

prrnhlt:, ABOAKOBRITYKITBIE TaﬁJIE.Tl{H, OT CBCTAOQ=HENTOTO
HITH CEpOo-KCIITOro ao KOPHUHCBOTO C BKpAIIeHBAMY LIBETA,
¢ rpasupoBko# «173» (xomx Tabnerkn) Ha ofHOM CTOPOHE M
pHCIOH Ha Apyrod

Kpyrneie, aposxoBkimyinsie TaGnetin cepo-
enrToro upeta, ¢ rpasuposkoil «173» (kon
TabneTku) Ha ONHO CTOPOHE H pHckoll wa
JIpYroi.

Waentnduranusa

B3EXX, Bpemsa yAgpikuBaHUS OCHOBHOIO IHKA Ha
XpoMarorpaMmme HETBITYEMOTO pacTsopa ACGIKHO
COOTBETCTROBATE BpEMCHH YHCDHKHBAHKSA TIHK&
NOKCHIHINIMHA HA XPOMATOrPAMME CTRHAAPTHOIO PACTHOPA
A, NPHIOTOBNEHHOD A KONHYSCTEBEHHOTO ONPCACICHNEA,

Kavecrrennan peakuust ¢ cepHoil kuchoral — obpasyercs
ACENTOE OKPALTHBAHME,

KauccTBenHan peakmua ¢ XNOpoBONOPOAHOR KHCHOTOH —
oTeyTeTane funoopecueHiy B Y D-CBETE MDA ANHHE BOIHE!
366 HM.

KanecTheHHan peaknns ¢ HATPHA THADOKCHIA PACTBOPOM
0,1 M - senenan (uioopeclgHuns B Y®-CRETE NpH NIHHE
BOMHE 366 HM.

Bpema yhepxuBasus OCHOBHOTC IMKA Ha
XPOMATOIPAMME  MCOEITYEMOrO  DacTBOpa
COOTRETCTRYET BPEMEHHM YEDIKHMBAHMA UKL
JOKCHUHKIHHA Ha XpOMATOrpaMMe
CTAHAAPTHOIG pacteopa A, OPHIOTORICHHOIO
JUIR KOIWHECTBEHHOTD ONPEIecHHA.

OBpazyeTes KETOS OKPAITHREHHE.

OreyrereyeT pmoopectennns 8 Yd-caere 11pu
ATTHHE BOINE 366 HM,

HaGmopaeres 3zeneHas  (MIOOpecIeHINs B
Y@-cpere pK AnMHe BomHe 366 HM.

Pacnanaemocts, cekyHA| He Gonee 3 MHHYT (npH TemnepaType sogu 20 °C) 83
PacteopeHne, % He wmenee B0 % (Q) oT 324BNEHHOTC KDJHYECTER 97
ZOKCHLUMKINAS A0MAKHO NepeifTh B pacTeop wepes 30 MuuyT. %
97
- 97
G 97
97
97 (cpensce)
Bona, % He Gonee 6,0 % a2
CReTONOrNOLAIoIHE He 6onee 0,2 0.02
TIPHMECH \ - I F
CreneHn He menee 99 % wacTuil JOMKHED npoi-’m{ tiepea ST0E. 100
JAMCTEpruposanns, % pasMepom fyeer 710 micu, o
OnroponRoCTE Ana 10 tabnerox (n=10) AV < 15,0 uan Jmn 30 vruﬁncmm
nosuposanHsix ey | (n = 30) AV = 15,0 u Bce auatenns xi yaloBeTHOpHOT n=10
HEDARGHCTRY IM-x)I =0,01-L2-M AV =31
Tpumecn, % G-amunoxcHUHKIHN; He Gonee 2,0 % 0,30
4-anunorcuumcauy; He Gonee 1,0 % Mence 0,1
Meraouienun: we Gonee 2,0 % Menee 0,1
JhoGan apyran eauuinag npuMecs: ne Gonee 0,5 % Menee 0,1
Cymma npumeceit — ne Gonee 3,0 % 0,30

Crp.1 m= 3
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Harmenosanue Tpefiosarns HOPMATHRHOH PesynetaTh HcrbITagHH
| nmokasareneit JOKYMEHTAIMHA
Konnueersenxoe | Ot 90,0 mr no 105,0 mr (o 90 % a0 105 %
ONpEfIENene, Mr | OT 3AABISHIOIO KONMHECTRA AOKCHUMIUTHIR 91,7
B ool Tanerke). (98 %)
Mukpobuonornse | OGuiee uncno a3polHEK MHKPOOPTAHHIMOE =

CKad YUCTOTa

we Gonee 10° KOE 5 1 r; ofiluee uncno
JPOMCREBEIX M MIECHEBLIX

rputios — He Gonee 102 KOE & | r;
oteyrcrene Escherichiacalia 1 1.
(Kareropus 3A).

Ofmee 9ucio a3poBHEX MUKPOOPraHk3MOR B 1 I HE
ONpeACTACTER; Oflliee YHENO APOAOKEBRIX | INSCHEBRX rpubon
menee 102 KOE 5 1 r; Escherichia coli B 1 1 He onpenensieres.

Ynakoska Tlo 10 Tabnerox b bmacrep w3 Mienic [IBX » | o 10 Tabnerox 5 Gnwerep w3 mickky TIBX u honnrH
(ONETH AMOMUHHEBOH, ANOMEHHCROR,
o 2 Gnuctepa sMecte ¢ mHCTpyRuuedi no | o 2 Gaucrepa BMECTE C HHCTPYKIMEH 10 NPUMEHEHIIQ (JIUCTKOM-
NPHMEHSHMEO (JIMCTKOM-BRIANLIIIEM) B N2YKY | BENBABILEM), 38BOACKHC KOJBI HHCTPYKUHH (JMeTRA-BRIAABIIE)
KaPTOHHYIO. «M-714 (392)-06-07», «90006726/12», B navke KAPTOHHOH.
Mapkuposka Ha Grucmepe na pyeckon sapwe yrasseaion: | Ha Saucmepe na pyceros A3piKke Yrasana:
=TOpProBoC HAaMMCHOBAHWE IIpEnapaTa ¢ | = TOProboc HAaWMEHOBAHHE NPENdpaTa ¢ npwlpenwrr:nwoﬁ

npeaynpeauTensHoi Mapikuponkoi ®;

—MEKAYHEPOIHOE HEMATEHTORAHHOE

HAaUMEHORAHHE 112 PYCCKOM H BHTTIHHACKOM

HABIKAX]

— [eKApPCTREHHYIO (PopMY;

= [03HPOBRY;

— HAUMCHOBAHHE M CTPAHY JIEpHCATEMN

PErHCTPAUMOHHOTD YAOCTOREPEHIA]

— HoMEp  cepue  (BlJNOMACT  JaTy

NPOK3ROICTRA);

— ATy HCTEYEHHN CPOKA TORHOCTH;

— MoryT OLITE yKa3aHbl 3AROJICKHE KO

YNaKoBRKH/IEPCMEHREAS TEXRAYECKan

HHOpMATIHA.
i i

VRAILIGAIGN:

— TOPrOROE HAMMEHODAHWE fipenapara ¢

npeaynpenuTensol Mapkuposkoii ®;

- MEXIYHapOAHOE HEMAaTeHTOBAHHOE

HEHMEHOBIHHE HA PYCCKOM B aHMINACKOM

A3BIKAX;

— nexapcTBeHHyI0 JopMy;

= HO3HPOBKY;

= HAHMEHOBAHME M CTPAHy JEpiarens

PErUCTPAIHOHHOTD YOOCTORSPEHIH]

— fIOFOTHI JAEpWATCNA PerHCTPALHOHHOTO

YAOCTOREpEHHs naTuuuuel M rpadiricckoe

H300pBKEHNE,

— HAMMEHOBANHE H CTpaHy NpOH3B0AHTEN]

NEKAPCTREHHATO TIPENApATa;

— HIRMCHORaHHE JIeHCTRYIONIEro BEILECTRY,

ero  colepkanme B Tabnerke, TNepeyeHk

BCTIOMOTATCILHEIX BEUIECTE,

— KONHYISCTRO TAfNeTOK B YIAKORKS;

— YCoBHA XPaHeHHS;

— YCIOBHA OTHYCKE;

— crnocof npuMexenst © pemakumn ¢/l

NPHEMA BHYTPRER;

- TPSAYNPEIHTEIRHbIE HAITHCH!

«O3uakoMETCCE ¢ MHCTpYKIMEH — no

TIPHUMEHEHWIOD {(MHCTROM-BRIAARINEM). D,

«XpaunTh B MECTAX, HCLOCTYNHBIX JU1H

nereid.»;

CCKOM  A3bl

—  HOoMEp  cepHH  (BRNIOMAET  JIATY
[IpOUIROACTEA);

= JATy HCTEHEHHS CPOKa MOJAHOCTH;

— LITPHX-KO;

— rpafuyeckuil PHCYHOK, HAMOCTPHPYIOLIUH
cnocol MPAMCHCHMA,

— HH(OPMATHIO A MOHHTOPHATA ABMKCHHA
NICKAPCTBEHHOTO Npenapara or
NPOH3BOAMTENS A0 KOHETHOTD MOTPEbHTEMI:
neyxvepnutil  Data-Matrix-kogn,  nudposo#
rnobanpinil  uaeHTHhAKAIMOEHLI HOMED

mapiuponkoii ® «TOun0Ke ConoTab™s;

~ MEWRIYHAPONHOS HENATERTORAHHOE HAUMEHOBAHUE HA PYCCKOM 1
anrmiifckom sastkax «pokenunenns/doxycyclines;

- mexapernenyan Qopma « TabaeTen AnCREpPrupyemben;
— nouposia «100 mr;

~ HAHMEHOBANHE H CTPAHD AEPKATENA PErHCTPALMOUHOTO
yrocroseperin «HETITIAG@APM Apunaiisnrrrens FnoX,
Tepmanisny,;

~ goMep cepus «130126m;

~ AT HCTEHEHUA CPoKa FOIHOCTH «no 12 2030x;

~ BHYTPENEHE 3ap0ckne ko «90006641/11x,

«@-714 (392)-01-05».

Ha rkapmoupoil auxe HE DYCCKOA A30HIE VKA3aQHO:

~ TOProBOE  HAMMEHODANNE NpEnapara ¢ MpemynpenuTeaLHoil
Mepiuponkoli ® «IOuugoxe Conorat®s;
— MEKAYHAPOOHOS HEMATEHTORIHHOE HAUMEHOBAHWE HA PYCCKOM H
anTIiickonM a3kKkax «okenumn/doxyeyclinen;
— nexapersennan fopma «Tabnerkn Ascnepripyemsien;

— nosuporka «100 mrm;
—  HAUMENOBAHHME B CTPEHA  JNEPNATENN  perucTpalliomiore
ynocropepern  «UEMJIA®APM  Apunaiimnrrens  I'nBX,

Tepmanism;

~ JIOTOTHI NEPIATENA PEricIPaLHONAOTO YADCTOBEPEHI JATHHILE
u rpadmuecioe niofpmwenie (magmics «CHEPLAPHARM» n
rpafiecxkoe u3oOpaKeHne);

— HANMEHOBAUHE H CTPANS MPONIBOITEI IEKAPCTREHHOIO NIPENiapaTa
«Ilponasopirreis: 3A0 «3n0-3nopornes, Pocenn»

— pauMenosadie AclleTBylomerc seiecrsd, €ro concpante B
Tadnetie «Kampan TaGnerka copepxnr 100 Mr goxcnumeianua o
BUfe  AeKcHUMKAHNA  momormpparay, «Kmsnas  rabaerka
copepuut: JlefleTeyiomee Bemectno! Jokcnmmemum (s Bige
AOKCHONKINHE MOHOTIIPATA)Y,

~  [EpeMeHb  BCMOMOratelbHEX  BemecTs  «BenoMOrarensuble
HEIECTRA:  U&UI0N038 MUKDOKPHCTALNUHMECKAS,  CaXapHH,
FHAPOI03A (HIFKOIAMEUIEHHAT), THIPOMEI032, KPCMUI 01T

wonmonpaneiii  (Geasomneifl),  Marnmm  CTEAPRT,  JAKTOILE
MOHOTRAPAEDY, i
—  Kompectso  TalneTok B ynﬂxﬁnxe‘ .«20 'ra(imrrmd

ANCNeprupyeMBLixg, iy

— YCNOBHil XPAHEHHH «Xpauu"n- ﬂpu 'rmnéparype m: BRIE
25°Cn,; 7 s :

— YCTORHA OTHYEKA «Dmymam’r nq pfeumrrym, [
— enocol NpHMEHEH B pmaumm«}lpn npitena BHYTpEY — -
— NIpenyNPeIHTENLILIE HAAICH; KEHAKOMBTEC) € anTp:muuzh no
NPUMENEII0 (nl!nmanl~nmnan,umem.u, «Xpmmn B MECTAX,
HEAOETYIHELX 175 feTeil.n; o &
~ HOMED CEPUH (BKNKIHMAET NATY npomnonma) «Capun 130126m;

— AaTa Metenendn cpoxa roamoe «ofen: iz 2[)30»,

= WTpHK=-Ko/ «d260747722270n;

~ rpaduueckui pHEYHOL, HTKOCTPHPYIOMHH cnocol NpHMEHEHHN;

~  pHGOPMALMA ANA  MOUHTOPHHNA  JIBIGKEHHA  JIEKAPCTREHHOrO
NPENAPATA OT MPOIROMNTENS IO KOHEWHOrO TIOTpediTent:
nuyxMepieiii Data-Matrix-iog,

mudponoil raobaneinl  waeHTHGHKanHoRNLE Homep («GTIN:»)
«GTIN: 04260747722276x;

Ctp. 2 3 3
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(«GTIN»}, GyKBenHO-1HppoROH GykBeHHO-UMDPOROH  HHIMBILIYANEHELH cepniiHpift  HOMED
HHOHBWILYATRHRH cepuitnpi HoMep | TOpromoil  eMHHILL  YNAKoBEE = «S/Mi» ¢ YKASOHHEM
Toprouofi ¢iHHHLEL YITAKORKH («S/Nm). WHIMBHAYANLHOTO CEPHANM3ALKOHHOID HOMEPA nayKH.

Moryr GuiTh  yK03AHE 38BOACKHC KOIBI BHyTpEeHHNAE 3ABOACKHE KOAR «00006725/11», «T1-392-20-03-04»,
YIAKOBKM/ NEPEMEHHAT TEXHHHECKRA

nrdopMAatiHL.
HXpaHenue [Ipy TemMncpatType He Boiue 25 o TIpu TEMNEPaTYPE He BLlllle 25°C
Epmc ropsocTH | 5 aer 5 net

Jarmouenne: Jexapemsennuii npenapam IOxudoxe Conoma6® mabnemxu ducnepzupyemeie, 100 e,
Ne 20, cepuu 130126 coomeememayen MpeBoaaHUaM 68 4acTI NPOBEPENHbIX noxasameney.

- P _ )
HawansHUK OTJENa KOHTPOII KatuecTBa l'amaronosa H.B. ,j./:_,uy-ﬂ' 4 e iy
Homxcnocms == GHO Tladnuce Jama

B o,

Crp.3 w3 3
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PA3SPEHIEHUE
HA BBITYCK I'OTOBOI'O ITPOTYKTA Ne 0384/26

TDPI‘OBOE HAWMEHOBAHHE IPEHApaTa

HOuunoxe ComoTat®

MesknysapoaHoe HETATEHTOBAaHHOS
HaVMEeHOBaHHE (TpyITHPOBOYHOE HITH JIOKCHITHKIIHH
XHMHEECKOE)
Jlexapereenyan hopMa TabneTKy IHCIeprHpyeMEls
Jlozmpoeka 100 mr
. Tabnerxn nucneprupyemsre, 100 mr
Depe BRI (6mmctep) 10 x 2 (magxa KapToHHas)
Howmep cepnn 130126
Ob6neM cepuu 19 475 mT, yHakoBOK
JlaTa TPOM3BOZCTEE 29.01.2026
Iozen no 31.12.2030
HauMeHOBAHWE H 8Apec IPOM3BOAMTEI 3akpeiToe akuuoHEpHOE 0bmecTBo «370-
(poussoncTEO, IepBHYHAL YIIaKOBKa, 3mopossey (3A0 «3r0-3noporsen), Pocens,
BTOpHYHas/moTpebuTenbeKan YIIaKOBKa, 142103 Mocxoscxkas ofur., T. [TofomkCK,
BEITTYCKAIONTMI KOHTPOE KauecTra) ¥y Menesnonopoxnas, 1. 2
JIvutien3ns Ha MPOH3BOJICTBO JIEKAPCTREHHEIX
CPENCTB UL MEJ(HIWHCKOTO TIPHMEHEHHH
Ne JI012-00102-77/00010736 ot 24.09.2025 T
(Gecepoano)
CeprrdHKaT COOTBETCTENS HPOHIBO/ICTEA
JNIEKApCTBEHHEIX cpecTs TpefosarnaM Ipasmn
HaAeXatei npOU3BOLCTEEHHOMN IPAKTHKA
Espasuiickoro 3K0HOMHYECKOTO COI03a
GMP/EAEU/RU/02269-2025, Cpok meHcTEMA ©
09.09.2025 . no 08.09.2028 1.
Homep " HaTa  PETHCTPALMOHHOIO JII-Ne(011760)-(PT-RU)
YIOCTOBEPEHMS or 15.09.2025 1.

Homep HOpMaTHBHOH I0KyMEHTAIIUY

HJI JITI-Ne(011760)-(PT-RU)-190925,
Pazmen 1.3.2 Monmyna 1
or 19.09.2025 1,

HaumenoBanue 1 aipec nepkaTens
PETHCTPALIHOHHOTO YXOCTOBSPEHMU

YEMITADAPM AprmaiiMuarreis [M6X,
Tepmanus/CHEPLAPHARM Arzneimitte]l GmbH,
Ziegelhof 24,17489 Greifswald, Germany

PHIHOK ITOCTABKH TPOIYKIHH

Poccus

Howmep nacropra

0414/26

HQHTBGPM&IO, HTO BRIIEYKAZaHHAs CCPHA JISKaDCTHEHHOTO [IPCNAPATA BEITYCKACTCA B oﬁpal.ucuﬂe.
I'B.PE.HTH'P}'PD, YTO BEIICYKA3aHHAA BH@)DPM&LIHF.E NONIHHHE H BepHa. Ora CEpHA Grina

NPOM3BENSHA, BKIKYAJ YNAKOBKY M KOHTPONE KaHueCTsa, 110 YKasaHHBIM BBILIE  ajpecaMm
TIPOH3BONCTEEHHEIX INIOMIAAOK B COOTBETCTEBHH ¢ Tpebosammamu GMP («lIpasmna Hammexamei
NPOH3IBOACTBERHOH IPAKTHREY) B PerHCTpallHoHHOH ZoKyMeHTalHeH Ba IPOAyKT.

3 Bee pesyapTaTel aHanM3a H 3ammcH OBLIH PAcCMOTpPEEH! H ofolpeHE B cooTeeTeTEHH ¢ GMP,
TEXHUYECKUMY coryamerusMa o CornamenusMy 1Mo Ka9ecTsy.
4, Beum mu xarwe-muGo OTHIOHESHHS OT [POM3BOJCTECHHOIO IIPOLECCs, KaCAIOMIHMECK KadecTsa
TIPOYRIHK: i
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YIIOIHOMOTESHHOS JIHI0!
TTodmics

40>, Koxd

Iata primycka s ofpauesnne:




