@-0000000555-05
3A0 «3u0-3n0possen
142103, Paccus, Mockosckas 06nacTh,

Nononsex, ya. Kenesnogopoknas, 4. 2
Ten./thake: +7(495) 419-20-64

JliHen3ns Ha NpoM3BOACTEO TEKAPCTREHHLIX CPE/ICTR AT MeARUNHEKOTO NPHMEHEHH
Na JI012-001602-77/00010736 ot 24.09.2025 1.

Haumvenosanue npenapara

Kop nmpenapara
Homep cepun
O61em cepun

JlaTa npou3BOACTBA
Togen g0

JdaTa apanusa

Aupanuz MpoeReaeH 1o

MACIHOPT Ne2242/25

392

791125

19 488 mT. ynmaxoBok
12.11.2025 r.
31.10.2030 r.
03.12.2025 .

FOmunoxe Comorab® Tabuerkn aucneprapyemele 100 mr, No 20
prapy ’

CII-KO-0701-0107-13 «I0uuaoxe Comoraé® Tadnericn aueneprupyenmsie, 100 mr»

HJI T1 N013102/01-130418 «lOunaoxe Comorad” Tabneticn gueneprupyemsle, 100 mry»,
Wivenenssam Na 1, Noe 2, No 3, Mo d, No 5, No 6 ww HJL,

HaumenosaHue
nagazatenei

TpeboraHus HOPMATHEHOR JOKYMEHTALHH

PesyETATEL UCMBITAHMI

Onucannie

Kpyraue, Aooskorsiny knbie TabneTih, OT CBCTNO-HENTOrO
1T CEpO-KENTOrD A0 KOPHIHEROTO C BRPAISHHAMA UBCTY,
¢ rpaeHposioli «173» (koa TabaeTri) Ha 0AHOH CTOPOHE U
pHekoii ma apyrod

Kpyrasle, ABOSKOBBMYKNLC TalNeTRH cepo-
WEeNTOro WBETR € rpasupoBkoit «l73» (koa
taBnersi) Ha OAHOA CTOpoHE W PUCKOI B
Aipyrofi.

TTOMHHHOCTL

BOYCC  Bpemsa  yASpmKMBAHHA OCHOBHOrO NHKR Ha
XAPOMATOTPAMME  MCOBITYGMOrD  pacTaopd  AOMKHO
COOTRETCTROBATL BpEMEHH yIepHIBAHKHA nHKka

NOKCHIHETHHA Hil XpoMaTorpaMmMe CTRHIAPTHOTO PECTROPA
A, NPHTOTOBACHHOrO 118 KOANYECTREHNOTO ONpeieIeHil.

KauecrseHHasn peakLs ¢ cepuoi kicHoTod
KOHIEHTpHpoBannoii — ofpatyercd XeaToe orpauiamme,
[CarecTRelIas PeaKkiMg ¢ XIOPHCTOBOAOPOAROH KuCHOTol
~ oTcyteTene (uioopecueHiiy B YO-cReTe NpH JUTHHE
BoJHEL 356 HM.

KavecTRoHHas PEAKINg © HATPAS THAPOKCHIR PAcTBOpPOM
0,1 M — seqenan (UuoOpecUeHiHs B Yd-caere npy Aniie
BOJIHEL 336 HM.

BpﬂM‘H YRCPIKHBAHHA OCHOBHOI'G [MHKAZ Ha
KPOMATOrPAMME  HCALITYEMOrD  pactsopa
COOTBETCTEYET LpeMeHH }'.RE]J]KHH‘;!HHH MTHEKE
JOKCHIHKAMED Ha XPDMETDI‘DIIMME
CTARAAPTHOTO PAcTBOpa A, NMPUIOTOBASHHOTO
JNA KOIHHECTREHHOTO m‘IFIEJIEIIQIHJ‘[:I.

DEpasyerca xelToe OKPAMBIHHE.

Oreyrerayer gmoopecugnuns i YD-caeTy apn
JUHHE BONHBI 356 HM.

Habmopaercs  2enedas  (uUnoopecleHuns
VD-cReTe [ph LIS BoNHEl 356 HA.

PacnanaemocTs, CekyHA| He Gosee 3 MaBYT (npu Temneparype sofel 20 °C) 87
Pacrsopenue, % He menee 80 % (@) OT 324BAeiHOrO HAa ITHKETKE 100
RONMMECTRA AOKCHIMKIHHA LOMKHO nepeiiTy B pRCTHOD 100
uepes 30 MUHYT. 100
100
101
101
— e 100 (cpennee)
Bona, % Hefonee 6.0 % ﬁfg’ éf-"/ }’:frf{:‘ff( L : 49
= " L &= T g
Creronorsowatoume | He Gonee 0.2 {{‘f‘, Z \’f Clicg i 0.02
fpHMEcH G BN 7
JluenepeHacTs, %o He menee 99 % Wacril AODKHEL NPORENS epeiguia |t 5 { 100
710 mrm. b S
OanRopoIHOCTS Tast 10 euudu uenuityesoro npenapara (n™= | ﬁ%ﬁ%“ 1
NO3HpORANNHA wnst g 30 eanmi (0 =30), AV = L1 n nce auavenid n=10
VAORIETEOPAIOT HepaBeHeTay [M-xi| < 0,01=L2=M AV=23
PopcraeHusie G-IMMIoRCHIMENNHE: e Doaee 2.0 %o (,L30
npuMecH, %o d-anorcuuukany: ne donee 1,0 % Menee 0.1
Meranniann: ve Gonee 2,0 % He oGHapYHEHD
JlioBan npyris eqHuEMHAS npumMecs: He Gonee 0,3 %o Menee 0,1
Cysmma npumeceii — se Sonee 5 % 0,30
KonH4ecTREHHOE OT 90,0 Mr g0 103,0 Mr (o1 20 % a0 105 % or
QnpengneHie, Mr 3ATBICHHOIO HL ITHRETKE), (;‘g*&)

Crp. 1 u3 2
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Hanmenosauue Tpeboranug HopMaTHEHOI Pesynetars! #cositanmii

nokasarenei JOKYMEHTALHH

MuxpoSnonoruye | Kareropsa 3A.

CKAs YHeTOTA OBuee 4ncio A3p0GHLK MUKPOOPraHiaMoE ~ | Ofimee komuuecTsn 23p0BHBIX MHKPOOPFaHHIMOR H HANMYHE
ne Gonee 10° KOE s 1 r, Escherichia coli 8 | r ve onpegenseres,

Ofwee YHCN0 APOHKACERLIX H TLIECHERE OButee YHENO APOSIKCHIIX 0 MIICCHERLIX TPHEOR —
rpubon — ve Goaes 10° KOER 1 1 menee 1P KOE s 1 1.
Oreyreraue Escherichia colin | 1, . .

Ynakoexa ITo 10 tabnerow B Gnucrep w2 mackis [IBX u | Tlo. 10 Tabneror 5 Bructep W3 naekks [IBX w dosers
(onLry amoMusneRoi, ANOMHHHEBOH.
lle 2 Gaucrepa mmecre © muetpykuneii no | [lo 2 Gimcrepa BMecTe ¢ HHETPYRICH 10 NPHMEHEH I, 3aB0ACKHE
NPHMEHEHHIO B TIAYICY KAPTOHIYIO. Koag! HHETpY iU «M-714 (392)-06-06», «Q0006726/11%, 5 nauke

RAPTOHHOR.

Mapsuporka Ha Grucniepe na pveckoy sasuce vicazuagiony: | He Gauce ACCKOM ATLIKE VEQIGHa: TOPIOB0E HANMEHODIHHE
TOPIOROS  HAMMCHOBAHWE  UDENapara ¢ | (PENapaTa ¢ NpRAYNPEMHTENbHOH Mapruponkoil & «lOanaowe
NPEAYNpEHTEILHOT maprpposkold 8, | Comotab®s, MEKAYHAPOAHOE HENATCHTODAHHIOC HANMEHOBAHHE
MERIYHAPOIHOE HENATEHTODANNOE | «A0KCHLEKIMH, NCKAPCTREHHAR dopua «rafierin
HAHMCHOBAHME,  JiekapeTeesnylo  diopMy, | anmenepriupyemsion, josuposxa «100 mr»: Hazmaude crpata
AOIMPOBICY] HAIBAHUC B CTPaHy BJRACABUA | BARJEABLA PEMMETPAUHOHAOIG yHocTomepeint «HEILIAGAPM
PETHCTPALIMONLOrD  YAOCTOBCPCHI, HOMED | ApuxaiivntTeas ['mBX, Mepmauums: Homep cepun «791125s,
CCpIH, CPOK FOAHOCTH B (hOpMaTE! «iO MM | CPOK ToaHOCTH «io 10 2030s, BUYTPEHHHE 2UBOACKHE KOALL
TIITh, MOIYT GuITh HaHeceHn! BHyTpennue | «J0006641/10s, «®-714 (392)-01-045,
38BOACKHE  KOARV/TICpeMeHHad  Texunveckas | Ha xapmownoll nauke na pyccioi HIBIKE YROGIGHO: TOProBoe
“HOPMALHA. HAHMEHOBAHIE IPENApata ¢ UPeayNpeHTe LUl Mapkiposkol &
Ha MOHIeR Naike #g pyeckes aswce | «lOmnpoxe  CoamTaG®, MexayHapoouOe HenaTeHTOBAHHOE
YRAIMEQAIONL.  TOPFOBOE  HAWMCHOEAHHE | HAUMENOBOMHE  «IORCHUMKINH»,  JCRApCTReNumn  (hopma
npenapara ¢ npedynpetnremnail | «raliaetkn aucneprupyemssen, ftoauposia «100 mrs: naananne
MAPKHUPOBKGT &, MENIYHAPOAHOE | AcHETRYIOMIErO BEIIECTRY, €r0 conemrante & tafnerie «Kamaan
HEMATEHTOBAHHDE HapMcHonailie, | Tabyerka  comepmur 100 mr Jowcuunchnma B Buae
NEKAPCTREHHYIO dopaty, AO3MPOBKY: | AOKCHLMIIHHA MOHOTHAPATA®, [HEpEYeth BCTIOMOrATElLHLIX
Hgpaiue  JElCTBYIOIET0  BEWECT A, €ro | BemlecTh  «BCNOMOFATeNbHLIE  GELIECTEAR:  LeLIoio3n
Cojepiatne B TalNCTKE!  TMepeseHt | MukporpucTALIHYeeKRan, CAXADUH, rifponosa
BETMOMOTATCALHLIX  BCILECTR;  KOMMUECTRO | (HMIKOSAMOIUENHAN), CrUNPOMENI03A, KpeMHIA  AuoKen
TRGACTOK B YNAKOBKS: MISHARNE, CTPAHY M | KOMAOHAHEL (Beamonueii), maruus ecreapaTt, NAKTOIR
JOTOTHIT - BIAAGHBUA  PETHCIPAUMONHOTO | MOHOTHAPAT?: KOJMMeeTno TaGuetok 8 vnaronke «20 TatneTowr
YROCTORepenua (rpauucckoe wiobpmrene | AUCNEprupyeMbIX»; HassaHME, CTPRHA M NOTOTHMII HARAEHLLA
4 naarues «CHEPLAPHARM» B 2ie cposn | perHcTpanuosHoro yaocrosepenus (rpaduneckos u3oGpakeHie H
Byisamu natHkckoro amanuta), wassanwe | Hannncs «CHEPLAPHARMY » jnue CrpoKkH GYKBAMH TATHHCKOTD
MpouzBoaMTEnn B pesawiny «llpousseseno: | andasura)  «HMEMJIA®APM  Apusaiisrrrens  I'moX,
3AD «3u0-3nopospens, erc crpaiy, agpec, | Fepmanns»,  Hainauue npowssonutens  «Iponsseneno:
Teneon/(GaKc: youorus xpancuus, yesomwn | 3A0 "3n0-3noposke's, ero crpana, anpec. Tenchon/ake
OTIYCKE, «llna npresa BHYTphy, | «Poceus, 142103, Mockoretas oBaacTh,

NpeaynpennTentiee nanuch: «llpunumvats | r. lonoaser, ya. Henesnonopowman, 1. 2
00 HAsHAUSHHIO Bpayan, «Osuakomerect © | Tem/thawe: +7 (495) 419-20-Gdn:
HHCTpYIuHeHY,  «XPAHHTE B MECTax, | yCnomns xpaHerms «XpanuTL UpH TEeMIEpATYPE He Rifie
HEAQCTynHBIX  AAgaerelir.  womep | 25 °Cs, yenosus ommycka «Ornyes no penentys, «/las npuenMsa
PErHCTPaLHOHHOTG YUOCTOBEPEHHS: | BHYTPLY», Npenynpelutelstnle  uanmick: «[lpumumats o
MEPEMEANME  JIaHHRG  (HOMED CEpMH B | HatuaLeHnio spasay, «OsuakomeTecs ¢ uueTpyrieiis,
peaakumn - «Cepuam,  cpox  rogmocrn 8 SXPAHHTE B MECTAX, HENOCTYMHLIX AOSTEERely,  HOoMep
pedakuuy «lonewn) o wuopuammo o PErHCTPALHOHHOID y,nuc-:-r.;uc;pgmn}ggﬁ?-; r@ﬁgﬁphpﬁh‘mmug
MOWHTODHHIE  ABIDRCHHS  NEKAPCTBEHHOMO | yxoeromepenye: TT NO13102/01y. ne m}i@ﬁﬂwhﬁ
NPenApaTa OT NPOMIROMNTENS A0 KOHEHHOO | «Cepusi: 791125, L% RPN YR
NOTPEBHTENA:  WITPHN=EO,  MOTYT  GhiTh «lopen: 10 20305, Q &) ME;QHXA Rt
HAHECEH] BHYTPEHHIE BAROACKHE | WHOPMALKY NS MOHRTOPHHIAL F !f.}‘g:;ﬁg}gﬁ r-_i:-j-]m i
KOILI/MEpemMernas TEXHIMECKAN | NPEnapaTa OT MPOHIROTHTENA 10 Ko tﬂfﬂﬁa@pﬁ s [ 2)
nsopmanus. «Data Matrixs; & T
JlonomunTensko  HanocuTen rpafueckuil | «GTIN: 04260747722276», R, ‘in-MEp\ﬁG"_Q-‘,%“\g‘*f‘?
PHCYHOK, HILTIOCTPHPYIOLL Ui cnacod | «8/Ni» ¢ yKGINHHEM HHAMBHIYANSROTO o _ETﬁﬁtlﬂqﬁljgro
MPHMEHEHMS, HOMEPE  [AYKM;  TpHX-kOD  «d2607. w7 7 BT e
3ABOACKNHE KoL «90006725/10%, «T1-392-20-03- 3‘)%
Hononuurensuo HaHeceH rpadueckui PHCYHOK,
MILTIOETPUPYION U ciocol npHMenEnH.
Xpauenine Ulpu remncparype ue auue 25 °C pu TeMneparype He e 25 °C
Cpok roaHocTn 5 ner 5 ner

3akmouenne: Jexapemeennniii npenapam Kuudoxe Comomab™ mabnemiy Qucnepzupyemeie, 100 me,
Ne 20, cepuu 791125 coomeememesyem mpeSosanusa & uacmu APOGEPENHBIX ROKA3UmEnetl.

Havansuux otgena konTpois kavecTsa

Hesxpuuckas O.F.

OB, 4L A2uds™
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PASPENNIEHUE ,
HA BBIITYCK 'OTOBOI'O ITPOYKTA Ne 2199/25

Toproeoe HauMesOBaHUE [IpENapaTa

H0runoke ConroTad®

Mexmynaponsoe HEMATEHTOBAHHOE
HAHMEHOBAHHE (rpynmHpoBoYHOS HITH JlOKCHIUKIH
XUMHYECKOe)
Jlexapersennas Gopma Tabneriu mreneprapyemsie
JHozuposka 100 mr
Tabnerku nueneprapyemsre, 100 mr
Cofum shmyoxs (6macrep) 10 x Zp(nai};ca KapTOHHA)
Howmep cepuu 791125
ObneM cepun 19 488 T, yiiaxoBok
Jarta npouseoacTBa 12.11.2025
Tonen mo 31.10.2030
Haumenosanue u  anpec TIPOH3BONHTEILI 3axperToe akiHonepROe 06meeTro «3H0-
(TpoH3BOACTRO, [epRAYHAL VIIAKOBKa, 3noposser (3A0 «3u0-3xoposnen), Poccus,
BTOPHYHAA/TOTpeGHTENbCKAs YIAKOBKS, 142103 Mockonexas o6m., . Ilogonsck,
BELIITYCKAIOMHH KOHTPOJIL KauecTRa) yaI. JKene3nojiopowar, 1, 2
Jlviiensns Ha IPOUIBOUCTEO MEKAPCTECHHEX
CPEJICTB [UTA MEJMLHHCKOTO NIPHMEHEHHA
Ne J1012-00102-77/00010736 ot 24.09.2025 r.
(Gecepouno)
Ceprudurar COOTEETCTEHA IPOH3RONCTEE
NEeKapeTECHIEIX cpelceTs Tpeboranmsm Ipasun
HaOIeXKanel IpoH3BOACTEBEHEOH [PaKTHKH
Espaswiickoro 3K0HOMEYECKOTO COI03a
GMP/EAEU/RU/02269-2025. Cpox neifctens ¢
09,09.2025 r. no 08.09,.2028 r,
Howmep H ZiaTa PETHCTPATHORHOIO IINO013102/01 ot 12.09.2008 r.
_YIOCTOBEPEHHA (mara BRecemus m3Menenuii B PY 01,03.2023 )

Homep RopmaTHBHON JOKYMEHTALHK

HIITINO013102/01-130418,
Viamemermus x HINo 1, Na 2, No 3, No 4, Ne 5. Mo 6

Haumenosanue i afpec nepiareis
PETrHCTPALHOHHOTO YAOCTOBSPEH A

YEIUTA®APM Apunajivmrrems I'm6X,
Pepmanms/CHEPLAPHARM Arzneimitte] GmbH,
Ziegelhof 24,17489 Greifswald, Germany

PEIHOK TOCTABKM OpOIYKIEN

Poccusg

Homep macnopra

2242/25

L, HozTsepsicaaro,
ofpamenue.

2,
MPOM3BENEHs, BKIIOWAT YUAKOBKY X
TIPOHM3SEONCTEEHHBIX IUIOMANOK B COOTBETCTBUMS 6.
UPOM3BONCTACHHOM NpaiTaiiy) i Pernerparmon iy
3, Boe Pesy/ISTATH aHATH3A ¥ 3AMECH GLIASD:
TEeXHHYECKHMU COTIAeHMsMH i COrmatIeHu MM froS
4, Bemma mm waxue-mi6o oTkmoEGHHS OT M
MPOIYKITHI;

M Her

9TO BEINCYKA3aHHAH CepHA

YHOIHOMOSEHI0S AHTO!

Hodmus

Q8 MK AOLE™

Hara Brimycxka 8 o6pamenue;

lapantupyio, urto shmmeykazammas HEDOpMAL

o WA
KOHTPOIE! oc{gﬁﬁypg%g,ﬁﬂs-“

JICKAPCTBEHHOTO NpEHapaTa BHUIYCKASTOR B

HA W BepHa., OTa cepusx Onima
Bd, M0 YKA3aHHBIM BBINE  ajpecam
pebGBaRmiyE. GMP («ITpabmna mamTesKames
CFRRPOAYKT.

HET

3$i0-3n0pa8sen |4

|\ &\ YnonHoMOYaHHOE /:
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