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3A0 «3u0-300porne»
142103, Poccun, Mockosckas oGnacTh,
Tloponsck, yn. XKenesnonopoxHas, 1. 2
Ten./thake: +7(495) 419-20-64

Jhunensns ua npou3BOACTRO JIEKAPCTBEHHBIX CPRCTB ANS MENUHHCKOrD NpPHMEHECHNAS
Ne JI012-00102-77/00010736 ot 24.09.2025 r.

Haumenonanue npenaparta

Kop npenapara
Homep cepun
O6sem cepun

JaTa npouzrogcrsa
Toxen o

Hara amanusa

AHaIH3 OPOBEIeH N0

IMMACIIOPT Ne0373/26

392

110126

19 487 mr. ynakosox
27.01.2026 1.
31.12.2030 r.
25.02.2026 1.

I0numoxe Comora6® Tabierkn aucneprupyemsie, 100 Mr, Ne 20

CI-K0-0701-0107-14 «FOunpoxe Comoraé® tadaeTicn aucnepripyemsie, 100 mr»

HILJIIT-N(011760)-(PT-RU)-190925 «10uuzowe Comoras® Tadneren

oucneprupyemsie, 100 mr,

Paspeny 1.3.2 Mapkuposka 0nunore Comorat® tabnerwcn aucneprupyemete, 100 mr

HITH CEPO-3KENTOND K0 KOPHUHNEROTO ¢ BRDAMNEHNAMI LIBETA,
¢ rpasvpoBrol «173» (kon Tabnetku) Ha oxiof cropose n
DHCKOA HeL ipyroi

ot 19.09.2025
Haumenoranue TpeBosanns HOpMATHBHOHK NOKYMEHTALIHY PesynbTare! ucneiTanmii
noxasaTenei
Onxeanye Kpyranie, 1ROAKORLINYKALIE TAGNETKH, OT CBETNO-IKENTOrD Kpyrnue, ABoskosemysmnie Tabierky cepo-

MENTOro IBeTd, © rpasuposkod «173» (xox
Tabnetkn) wa onmefl cTopoHe M puckoil Ha
Apyrod.

Hpentudurammn

BOXCK. BpoMms viepmsusasns OCHOBHOIO NHED  Ha
XPOMATOIPAMME  MCTILITYEMOr0  PACTROPE  JOJIEHO
COOTBETCTBORATE BDOMEHH VACDHHBANHA MTHES
[OKCHUMKMHHA Ha XPOMATOUPAMME CTAHAAPTHOIO PACTROPE
A, NPHTOTOBAGHHOIO NI KONHYECTREHHOMD OIPEIC/ICHHE,

KagecraeHsun peakiiua ¢ cepuoil kucnorail — obpasyeres
HEITOC OKPAITHBAHHE,

Kaueersennag pearims ¢ xnoposogopoatoli sueioroli —
OTEYTCTRUE (PICODECLCHLM B Y d-CRETE TIPH M BOSHAL
366 M.

Kavecruentan peaklsa ¢ atpun rHapokcuma PACTBOPOM
0,1 M - senenan duroopecuening 5 Yd-crere npu amme
BOJHET 366 HM.

BpCMH YACPIKHMBAHWA OCHOBHOTO TMHKA HA
XPOMATOTPEMME  HMCTIBITYEMOrD  pacraopa
COOTBETCTBYET DPCMEHH YASDHHBAHMA [IHKa
JMOKCHUHKETHHA Ha XpoMmarorpaMMe
CTAHIAPTHOIO pacTaopa A, NPHIOTOBNEEn QIO
AlA KONMHECTBCHHOTS OTIpeeneHyd,

OBpagyerca ske/roe okpamHBAKKe,

Oteyrersyer dumoopecueniin s Yeb-coere npu
JutHe ponEkl 366 Hu,

Habmonaercs senesas  (umoopectenmig &
Vi-creTe MpH [KHHe BoiLl 366 AM,

Pacnanaemocts, cexyHn

He Gonee 3 MunyT {ripy Temneparype nogu 20 °C)

Pacreopenue, %

He menes 80 % (Q) or 3asmnedsoro komndecrsa
JCIKCHLIARAHIA J01KHO MepefTH B pacTROp Yepes 30 Muyr.

99 (cpennee)

Bona, % He Gonee 6,0 % 4,1
CReTonomaar e He Gonee 0,2 i _.\J 0.02
TIpUMECH : .02
Crenens He menee 99 % uacrimy ;?' t nﬁ?fﬁ"z;’ j)_;'ggpl,;\c.ﬂm"r T

4 100
AMCTIeprypoBanns, % pasmepom aueex 710 mum, %
O nHopoIHaCTE Jlna 10 tagnerox (n = 10) S*U-"ﬁ:ﬁ' ’30 m;ﬁﬁh{fﬂc
ACIHPOBAHHEIX enuuuy | (n = 30) AV =< 15,0 u BC 'm Lé’r n=10
HepasercTay [M-xi| = 0,01-L. i :' g ,,ﬁnrn /&. a?j / AV=17
Mpumecn, % 6-3MMADKCHIMKTHE: HE Gonee % e ;\'ﬁ*-“‘\‘i b 0.31
d-zmunckenuprTMa: e Gonee | 4*4_'1 ks »H' g Mesiee 0,1
MeTatenuu: e Goree 2,0 % R He ouapymeno
HroBas apyras eqmnHanan nppvces: He Gonce 0,3 % Menee 0,1
Cymma npamecelf — ve Sonee 5,0 % 0,31

Crp.1 ms 3
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Hanmenosanpe TpeGosanna HopMaTHBHOH PesyneTarsl HenuTaHui
noxazareneii JOKYMEHTALMH .
Konuuecrsennoe | Or 90,0 mr o 105,0 mr (o7 90 % no 103 %
OMpeneneste, Mr | OT 3MBACHHOIO KOMHYCCTRR JOKCHIIHKHA 1002
B onnoli raGnerre). (100 %)

MukpoGHonorie
£Kas gyueroTa

Obmee 4Hcao a2poBHbX MHKPOOPIEHHIMOD =
e fonee [0 KOE & 1 r; ofimees wneno
JIDOTRCKEREIX H OICCHERAX

rpuios —he Sonee 10° IKOEB 1 r:
oteyterere Escherichiacolis 1 1
(Karcropua 3A),

Obuee sueno aspofiui MHKPOOPTaHAIMOSE § | I He
onpefenere; obIee YMeno APOKIKEDEX H NISCHERRK rprbos
menee 107 KOE R I 1y Esd'lc:ich{a coli B | r He onpegenseres,

Vnarorka [o 10 Tabnerox s Gnucrep w3 nnenxy [IBX u | o 10 tofnetox B Gamcrep w3 naensn 1IBX H donbry
doneTH aMOMHHMEBGTE. amoMUHHEROH.
o 2 Gawctepa bMecte ¢ MueTpykumet no | [lo 2 Gnwcrepa emecte ¢ HMHCTPYKLMEH TIO TPHIMEHERIIO (JIMCTKOM-
NPHMEHEHMIO (ARCTIOM-BRNANLIIIEM ) B N94KY | BEIAIRIIEM), 39B0LCKHE KOJE HHCTPYKUHH (THCTKa=-BRIANEINA)
KAPTOHHYIO, «1-714 (392)-06-07», «$0006726/12», B nauxe KapTORAOH.
Mapinposka Ta Snucmepe ra pyeekon stgaionz: | Ha 1epe Ha puce bIE VKASOHO!
—TOProBOG  HAHMCHOBAHHE Npenapara  C | — TOProsoc HAHMEHOBAHHE NPENAPATA C PEAYNpEaHTELHOT

IIPEAYTIPEAUTENLHOH MapkipoBrol &;
—MeNYHapoaHoe HElATEHTOBAHHOE
HEHMEHOBAHHE HA PYCCKOM H aurnulickom
ASLIKAN:

— NEKapCTBEHHYIO opMy;

= ILO3MPOBKY;

~  HAMMEHOBAHWE ¢ CTPaHy NepwHaTens
PETHETPALIKOHHOTO YAOCTOREPEHNA;
—  HOoMep  cepud  (BKMOYAET
IPOHIBOACTRA);

— ABTY HCTEYCHUA CPOKa FOMHOCTH;
— MOryT OBITE YKO3AHBL 3ABOOCKHE KOJIH
YHaKoBKH/TePEMEHHAN TEXHHYECKAA
HHGOPMALT,

Ha xapmonsoll_navice ia pyccros sawke
XrgIhlGQiom.

— TOPIrUBOt HaMMEHOBAHHWE [fpenapara ©
NpeAynpeanTensaol Mapruponeod &,

- MEKIYHAPOAHOE HEeMaTeHTOBAHAGE
HAHMCHOBHHHE HE DYCCROM H aHIIHMICKOM
HIRIKAN;

— TEKAPCTBCHHYIO (hopMy;

= AOIHPOBKY;

— HAHMEHOBAHHE H CTpdHY Jepkarens
PErHCTPALIHOHHOIG YIOCTOBEDCHH]

— JICrOTHIT AEP¥ATEld  PErACTPalLHOHHOID
YACCTOBEpEHHA NATHHMIEH W rpaduveckoe
H300GpmKeHNE;

— HZHMEHOBAHHE H CTPAHY NPOMIBOANTEIIN
JIEKAPCTRERHONO penapaTa;

=~ HEMMCHOBAHHC AcHCTRYIOUErD BEUICCTRA,
€0 coHcpaHHe B Taflerke, MepeveHb
BCTIOMOTATENEHKIX BENECTE;

— KonydecTno TaGNETOK B YIAKORKE,

— YCHOBMA XPAHENH;

— YCIOBHIL OTNYCKA,

= chocol TIpHMEHeNHs B peaarudu «/ns
OpHCMa BHYTDRY,

aary

= IPCOYNPEAHTEIbHBIE HafnHey;
¢OanakomuTecs ©  pHCTpYKUMeH Mo
TPHMEHEHHIO (MHCTKOM-BRIANBILIEM). ),

« X PAHKHTE B MECTAX, HCAOCTYITHEX J/i
Herei.n;

- HOoMep
MPOH3BOACTEA);
= HATY HUCTECHHA CPOKA IOIHOCTH;

= WITPHX-KQI;

— rpaduueckiii pHCYHOR, HILOCTpUpYIOmHMit
criocof NMPpHUMEHERHA]

= HHOOPMALHIO A8 MOHHTOPHHTA TEHKEHHA
JIEKAPCTBEHHOrD NPENapaTa oT
TNPOH3BOONTEN [0 KOHCYHOrD r[o'rp::l’.imcnx:
asyxmepuntii  Data-Matrix-xon, uudposoi
TNOGANEHEIH  MACHTHOHKAUMOHHBI Homep

CCPHH (BRIIOYaeT Jary

mapiuposkoil ® «l0uugoxe ConroTasy;

= M&KIYHAPOAHOE HENATEHTOBAHHOC HAHMEHORAHHE HA PYCCKOM
H RHTMHACKOM Ebikax «noxenunsans/doxyeyclines;
— nexapersennas Gopya «TableTKH AMCNepriupyesbiey;
— aoauporxka «100 Mo,
= HAUMCHOBAHHE H CTPAHA JEHMETCIE PEFHCT PALHOHHOTO
yaocropepenun « UETLTAGAPM Apunaiimurrens TmeX,
Uepminnnss;
— toMep cepun «110126»;
— HATA WCTEUCHMA CpoKa rogHocTH «ao 12 2030x;
— BHYTpEHHHE 3aBoACKHE KOJIR «F0006641/11», «®-714 (392)-01-
05,
Ha xapmonnoi nauxe 1g pycckon sinse Vicazao;

= TOProBO¢ NAHMEHOBAHHE NMPEMEpPaTa © NpeaynpeIuTeaLHoi
mapriporkol ® «t0nunoke Comorad®s;
— MORAYHAPOJHOE HEMATCHTOBAHHOS HAMMCHOBAHHE HA PYCCKOM i
BHFAMHCKOM A3bIRAY «aokenunrmun/doxyeyelines;
— nexapersenHan Gopma « TadaeTin gHCHeprupyemMeten;
— noanposka «100 prs;
= HAHMEHOBANHE H CIpaHA JICPKATENd  PerucTpaluodHore

ymocronepenns  «HETUIA®APM  Apusafimurrens  I'mX,
Cepmanmny;
= OrOTHN  IEpWATENs  DErHCTPALMOMEOND  YIOCTODCPCHHS

naTHHHMIER  w  rpajmuecxoe  w3oBpamcenie
«CHEPLAPHARMD» u rpadiveciae HioOpakenHe);
~ HIHMEHOBRHWE M CTPAHY HpOUIBOANTENS JEKApPCTREHHOTD
npenapara «lipouzroanrens: 3A0 "3u0-3noposner, Pocenan;
~ HaUMCHOBaHHE JEHCTBYIOIWNETO BEMIECTRA, CrO CONEPKANUE
Tabnerke «Kamnan Tafnerca conepwnt 100 Mr ok
B BHAC JORCHUMKANHA mouvoruapaTar», «Kamman Ttabgetka
comepuT: JleiicTRyomes BewiecTEO: NOKCHUHKANH (B Rume
DOKCHUHKTHHA MOHOTHAPATA)S!

— TEPeYeHh BCMOMOTATENRHBX RenlecTs «Benomoratentunie
BEIIECTBA! U/TION03A MUKPOKDHETANIHYECKSH, CAXADHH,
THOPOA0IA  (HU3KOIAMELIEHHAR), [HOPOMENN0IR, KPCMHIN
AHOKCHA KoAMORAHL (fe3BoaneIil), MAaruns CTEIpAT, TAKTOIL!
MOHOFRIPAT?;

= komriecTsn  Tafiiétork B
OHCIENIHPYEMBIXD;

— yemopua xpaseHuA «XpaMuTh NpH TeMOEpATYpe He BhIwe
25 “C»u H

— yenoBus ormycka «OTnyeRanT 0o peuenty.,

— c11ocoB NpuMeHEHHA B pefakin «/lan ApHEnL P,
“NPEIYIPCARTENBHRIE HANTIHCH, «Dsuanmpﬂﬁ‘ﬁ'pi i-réwmn%ﬂeﬂ
N0 OpUMEHEHHID (Jmc*r:mm-nm?ﬁnimieﬂ»,‘—ﬁxgngﬁ
MECTAX, HENOETYIHBIX ANA n.e"reﬁ.»ﬁ S ’
- H&Mtp CcpHH (BrmOYsET Jaty npo : ‘35 i

(HAATTHECE

yoagonxe «20  Tadaerox

= mrpnx—xmx «4260747722276%;, U=
— rpacueckaii pucysox, unnmc'r]mmykmnm.cmcoﬁ' u‘ﬂiﬁq "u;m‘
~ MHpOMALMIO IS MOHMTOPHETa bileiliin mmhﬁ

TPENAPATA OT NPOHIBOAHTENS A0 xoueqﬂsirg.rrwycﬁmﬁ’rﬂ“ #{y
apyxsepustit Data-Matrix-kog,
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(«GTIN:»), Gy KBEHHO-LHHPOBO
HHIABHIY UILHBIH cepniinbiil HOMEP
TOproEoil BmHHAILE yiiakosxky («S/N:m).
Moryr GiTh  YKAAHBI 30BOACKHC  KOAb
YNAKOBKH/NEPEMEHHAN TEX HHUCCKAT
HH(hOpMELHL

wiposoi riobanEHE  #aeHTH(UKALHOHHRE HOMED («GTIN)
«GTIN: 04260747722276»,;

Gycoenno-undponold  MHAMBHAYANLHbIH cepuitHuii - HoMep
TOproBoi eARHHUBL yrakoskn («S/MN:») - «8/Nm» ¢ yrasandem
MHIMBHAYANEHOTD CEPHANHIALHOHHOTO HOMEDE MAYKA.
BryTpeHHNE 3aB0ICKHE KoL <90006725/11», «11-392-20-03-04».

Xpauenue

[Mpn TeMneparype He Berme 25 "C

[1pH Temmeparype He Bhilie 25 °C

CpoK TOOHOCTH

3 ner

5 ner

3amiouenne: Jexapemeennviil npenapam FOnuooxe Conioma6® mabnemxu Oucnepzupyemvie, 100 mz,
Ne 20, cepuu 110126 coomeememayem mpebosaniiam 6 Lacmu nposepertblx noxazameneil.

HayanpHuk oT/1ena KoH auecT lamaronora H.B. /’7/ = o
{2} wit TpoI K Bd OBd ""',,_/r“‘"/ L ﬂ"r/‘ﬂ’{’:’
Honzcnocna DEO flagnucs Hama

& .
‘f?rnﬂﬂm

Crp.3 u3 3
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PA3PELIEHHE
HA BBIIYCK T'OTOBOI'O MIPOIYKTA Ne 0366/26

Toprosoe HaHMEHOBAHHE IPEIapaTa HOmrnoxe Comorab®
MexayHapontoe HEMATEHTOBAHHOS
HaHMEHOBAHHE (rpymmEpoBoYHOS HIH JOKCHITMKITUH
XMMHUYECKOE)
JlexapcTrernas hopma Tabnerks nuCIeprapyemsie

| Joznposka 100 mr

Tabnerku pucnmeprupyemsie, 100 Mr

e (Bmuerep) 10 x 2 (nagka xaprouHas)
Homep cepun 110126
O6neM cepun 19 487 wr. ynakosok
Mata mpoussozacTea 27.01.2026
Tonen no 31.12,2030
Hauvenopamne # aOpec IPOM3BOJWTENLT 3aKpEITO¢ aKuHOHEpPHOE 06recTBO «310-
(pom3BoICTEO, IEPEHYHAA YHaKOBKa, 3ropoeses (3A0 «3u0-3nopossen), Pocens,
BTOpHYHaA/mOTpefuTeNnsCKAs YIIaKOBKa, 142103 Mockoscxan ofi., 1. Iogomsck,

yi. Kenesnozopouaarn, 1. 2
JIinetisna 52 TPOM3BOACTEO ICKAPCTEEHHEBIX
CPEICTR [/ MEAHUHHCKOTO IPHMEHEHHA
Ne JI012-00102-77/00010736 ot 24.09.2025 r.
(Gecepouso)

CepruduxaT cOOTBETCTEHA IPOMIBEOACTER
JEKapCTBEHHEIX cpefcTs Tpefosanuam ITparun
Ha[nexainel IpoHsEoACTEHEOH IpakTHIH
EBpasuifcKoro sKoHOMHYECKOTO COM034
GMP/EAEU/RU/02269-2025. Cpox AelicTaus ¢
09.09.2025 r. mo 08.09.2028 r.

BBLTYCKAIOUIMH KOHTPOIE Ka%eCTBa)

Howmep u Jata PEeruHCTPalHONHOTO JIT-Ne(011760)-(PT"-RU)
YIOCTOBEPEHHT or 19.09,2025 r.

HJT JITI-Ne(011760)-(PI"-RU)-190925,
Homep ropmaTussoi noxymenTtammy Paspen 1.3.2 Monyna 1

ot 19.09.2025 .

Hamveropanye u agpec nepiarermt HEIUIADAPM Apurativurrens I'u6X,

PErUCTPaHOKHOTO YI0CTOREPEHHUS Ziegelhof 24,17489 Greifswald, Germany

Tepmarns/CHEPLAPHARM Arzneimitte] GmbH,

PBIHOK ITOCTABKH IPOAYKIIHE Poceusn

Homep nacmopra 0373/26

L. Tlomreepsicnaro, uto BLIICYKA3AHHANY CEPIUL IEKAPCTBEHHOTO fpenapata BEIMycKaeTed B ofpalnsHme,
2 I'apantupyo, =ro peuneykasammas HHQOPMAUHA MOMNMHEA ¥ BepHA, BTa cepua  Onuma
LIPOMSBENCHa, BKIIOMAN YUNAKOEKY W KOHTDOM: KAawecTsa, [0 YEA3aHHBIM  BBINE agpecaM
TIPOHSRONCTRCHABIX IIOUIANOK B COOTBETCTEHH C TpeGopamnuavm GMP («llpaBuna mammexamef
TpOu3IBO/CTBEHHOMN npaxTukiy) i Peructpanmonuoi JOKYMEHTAIHEH Ha npomykT.

3 Bee peaynsraThl aHATHSA M 3aMMcH GRITH PAaccMOTpeHEL B ofo0peHs! B coorereTsRE ¢ GMP,
TEXIIIECKIMIL COTNameHHaMH H COrNameRuaMI TIo Ka9EcTRY,

4, Brum mu xaxwe-mafo oTKIOHGHMA OT MIPOMIBOICTREHHOIO MPOLACCH, KACAIONIHECH KAYRCTRA
NPOIYKITHI

& Her O a

BBIIVCK I'OTOBOTO IIPONTYKTA PASPEIIEH

YHONHOMOYEHEOS THIO,

Todnuce

Hara Brimycka 5 ofpamenme: & L. OHA . KOXE



