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M-0000000555-05
3A0 «3n0-3n0popber
142103, Pocens, MocikoBckan o0nacTs,

TMopoasck, yn. Meneavonopoikuas, n. 2
Ten./ake: +7(495) 419-20-64

JhiiteH3na Ha OCYIMECTB/ICHNHE PON3BOACTES NEKADCTREHNbIX CPEACTS
Ne JI012-00102-77/00010736 (Na 00049-JIC) o1 20.10.2021 1.

IHACIIOPT Ne0576/25

Haunmenopanue npenaparta

Kon npemmapara
Homep cepnn
Ob6nem cepun

Jara npoussoacrea
Dopen o

lata anamnsa

AHATH3 IPOBEIEH 110

714

300325

38 829 mit. ynakoBox
13.03.2025 r.
28.02.2030 r.
31.03.2025 .

IO0nngoxe Comota6® Tabnerxkn mueneprupyemue, 100 mr, Ne 10

CII-KO-0701-0107-13 «Muugorxe Comorad® radnersn mucnepriupyenbie, 100 mr»

HI TI N012102/01-130418 «tOunpore Comorab” tadnern aueneprupyessie, 100 pry,
Wanienennam Mo 1, No2, o3 Nod, No 5, No 6 ¢ HIL

XpoOMaTorpase HCNLITYEMOT'O PacTROPA AONAHOD
COOTBETCTBUBETE BPEMCHH YINCDHKNBAHNN TTHEa
JAOKCHURKIHHA HA XPDOMATOTPAMME CTAHIAPTHOrD pRCTROpA
A, NMPHTOTORNSHHOTO JIJIT KOJHHCCTBCHIIOND QUPEASIEHN.

Kavecrnenuas peaKng € CEpHOIT  KHCIOTOH
KOHUSHTPHPOBAHHOH — OOPAIYETCH KENTOE OKPALIMEIHHE,
Kavecrpenyag pearuny ¢ XAopHETOROOpoanoH KHCIOTOM
— OTCYTCTBME (uuoopectenmmil B Y@-caere NpH AHne
BOJMET 3506 HAML

KaecTBeHnas peakiis ¢ uarpus ripokckis PACTROPONM
0,1 M — senenan doopectiening B Yd-coere npy iHe
BOJHE 336 UM,

Haimvenosanne Tpebosannsa HopMaTHBHOMH NOKyMeHTaUNH Pesynurars ucnwrannit
nokazarehei
Onucanne Kpyrinie, ABOSKOBLITYKILIE TABACTRH, OT CHSTNO=KEATOrD Kpyrawe, Aposxopwnykime Tadaeren cepo-
HAM CERO-ACNTOrT 10 KOPHUHEBOrO C BRPANICHIUIME UBETA, | WENTOro usera, ¢ rpaguposioil «173» (ko
¢ rpasupoBkol «173y (kod Tabneriu) Ha oauoi cropore u | TabneTkH) Ha OAHOR crapase u puckoil Ha
pHCEoi va apyroi Jipyroit,
[MoanuHHocTs BIMX. Bpems yaepkuvauss OCHOBHOTO fuke 1A | BpeMs yASDWHEAHWA OCHOBHOTO THKE 1

XpomMarorpasime HEORITYEMOID PACTROP:
COOTBETCTBYCT BPCMEHH YISPRHUEBAHHA HKa
JNOKCHIMNKTHHE na KPOrATOrpasue
CTAIIAPTHOTO PACTEOPA A, NPHIOTOBRIEHHOD
JLNA KOIHYCCTRCHHOTO onpeleieH,
Dﬁfﬂiﬂ}’ﬁTGﬂ WENTOC ORPAILIBAHME,

Oreyrerayer (riocpecuenuus u Y d-crete npu
AMHE BOAHE 336 HM,

Habmoanercs  aenenan  (moopecueHuns  w
Yd-coeTe npi AGHHE HodiHb 356 Ha,

npumecH, %

d-amunokciunanin: ne Gonee 1,0 %:
Meraunknun: e Gonee 2.0 %:

Pacnianaemocte, CekyHA| He Gomee 3 munyt (mpy Temreparype soasr 20 °C) 58
Pacreopetne, % He wmenee 80 % (Q) or 3asRieHHOro Ha STHKCTEE 96
KOMHYECTRA JOKCHIMKTINGG NOMKHG HepefiTin © pacTRop 98
gepes 30 MuHyT. 93
96
95
98
97 (cpeanee)
Bona, % He Gonee 6.0 % 43
i ]
CEETONOMMALAIDLIHE He Goaee 0,2 it = 1
TpHMECH L -?nf,lﬂ-_ ! ?3 0.05
LA
Inenepeuocts, % He mewee 99 % wuactuu LOMKHL NPOHTH Sk s 2d ]
710 MEest. A 100
OaHOpPORHOETS g 10 eiHHI HEOLITYEMOro npenapata{n=10). A‘@ﬁg o=
LOIUPORAHHA it anst 30 enurni (0= 30), AV = L1 1 fce 3:{:174@% - n=10
yaonnetnopmoT Hepaseseray [IM-xi| £ 0,01=L2=M AV =24
Pojcreernze G-3MMAOKEHIHEINH: He Gomee 2,0 %: 0.31

Menee .1
He ofrapyixeno

JltoBas apyras enuanynas npusecsk: ne Sonee 0,5 Y%: Menee 0.1
Cynisia upnseceii — e Gonee 5 % 031
Konnuecraensos O7 90.0 Mr a0 105.0 Mr{oT 20 % a0 105 % ot 08,7
OOpeOENeHHE, M IAAWIEHHOTD HA ITHRETKE), REdiin
P ) (99 %)

Crp. 1 ua 2
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HaumeHoBaHe TpeGosanns HOpMATHBHOH PeayieTars! HeneTannii

nokazarenei JIOKYMEHTALMN

Mukpotnonoriie

AN YHETOTA OGulee uneno aspobiLx Mukpoopranvamos — | Ofuee konmyectao apoGHEIN MUKPOOPTAaHHIMOD U HLTHTHE
ne Gonee 10° KOEB 1 1. Escherichia cali g | 1 He onpencngeresn.

OBGIIEE MHETD APOIKEREIN H THIECHERRIX Obuwee uncno IPONGKERLIX B nnecHesLx rpubon —
rpufion — He Gonee 10° KOE s 1 1o mence [P KOE® | r.
Oreyrersie Escherichiacolin 1 1,

VhaKosKa llg 10 Tadnerok & Gmuctep w3 wickkn [IBX u | Tlo 10 TaBnerox s Gascrep wz nnenkn [BX w doserd
ONBTH ATOMHHHEROT. TIOMBHHEBO,

[To 1 Gmwerepy smecre ¢ wuerpyiuiedl no | o | Gnderepy sMecTe ¢ HHCTPYKUMCH N0 MPHMEHEHIID, TaB0ICKHE
MPHMEHEHHIO B TIAYKY KAPTOHHYIO. k0L HHETPYKLUHH «H-T14 (392)-06-06», «90006726/11s, 1 navke
KAPTOUHOH.

Mapknpoeka Ha Binichepe na pyccrosf fzeike Vassigaon: | Ha Gauemepe go pucccoss S5biRe VEEIaio: TOProne HAHMeHORIHHE
TOProBoE  HAMMEHOBAHIC  OpenaparTa ¢ | Npenapata ¢ OpeAynpenanTemsHoi mapiuposkell ® «10unaoike
npepynpeayrensioll  Mapxuponkol @, | Comiota6™s, MEKIYHADOAHOE HENATEHTOBAHHOE HAHMCHOBAHHE
MEHAYHAPOTHOE HETHITEHTOBAHHOS | «O0KCHUHKINHY, neRapcTREntan (hopaa wrabaerin
HAMMESHODANHS.  ACKEPCTESHHYIO  dopmy. | aveneprupyembies, fosuposka «100 mr: Hagsanue n crpana
NO3UPOERY, HAIEAHHE W CTPAHY DBAAAENLUA | BAajenbla pericTpamnonHor yaocrosepenns «UEIMJIA®APM
PEFHCTPALMOHHGrG  yaocTopepens; Homep | Apunafimutrens TmBX, Pepmanusm: nomep cepuit «300325.
cepHin, cpok rogHocti B dopsmare: «ao MM | cpok roanoctn «ao 02 2030», pnyTpeddme 3apoickHe KoL)
Frrrs. MOIYT ObiTh Hanecehnl BHyTpestie | «90006641/10x%, «@-714 (392)-01-045.
3ABOACKHE KOABI/TICpeMelHas Texuudeckan | Ha sapmeonnoi pawxe na pyockos ASbIKE VRAZGHO: TOProkoe
HEopManus. HAMMEHORAHHE NPENAPATA ¢ MPEIYNPEIHTEntHoil Mapruporkoil
Ha wapmowsnoii ngure wa pveckon aswke | «Onnaoowxe  Comorad®.  MOKIYHAPOAHOE  HenarenTosanioe
ViasSbiGAON:  TOPTOBOE  HAMMESHOBAHME | HAMMEHORAHHE  @IONCHUNMKIHH»,  JekapcTnehnas  (hopaa
[penapara ¢ npelynpeanTensHol | «rafaeTkn mucnepripyesieies, 103iporka «100 mrn! nassadie
MHPKAPOBKOI ®, MesnyHapognoe | AeffcTayioliero pemeeTna, ero conepwanne B tabherie «llaucian
HenaTeHToRAHEOE RauMeHOBANNE, | TaGneTiea  comep:nT 100 mr  SOKCHUMKAHHA B BhAe
JEKAPCTREHEYIO thopuy. ROIMPORKY; | ADKCHIMIGAHAR  MOHOTUARATAR, TNEPCUCHL  BCNOMOTATENRHEIX
HO3BAHHE OGHETRyIOWEre senlecrsn, ero | pewecrn  «BemomoraTenbHLIe  BeECTBa:  UeUIHM034
colepkaHne B TADAETKE,  TepedeHk | MUKpORpHETAAMIMEecKan, caxapHH, rHnporesa
BCMOMOMATENLHEN  BEIUECTE. KOMHWECTRO | (MMIKO3AMEIUEHHAR), T[HNPOMENNN3A, Kpemuusn  AHoKeHA
Tafneror B YNAKOBKE! Ha3BAHHE. CTPAHY M | kennonaunili  (Ge3BoAHbIil), MArHHS  CTEADAT, ANKTOILI
TOrOTHIL  BJAfgeliblid  PErUcTPAHOHHOro | MoHOrHApa™: kKohuuecrso TaBretor o ynakosre «10 Tabneror
ynocrosepends (rpadgmyveckoe wolpakenne | MICNEprupyeMeixy; HIABAHME. CTPaHA W JOTOTHIL  BAALCALLA
w Hannmes «CHEPLAPHARM» & e cTpoky | pErfcTpalHoHROTo yAoCToReperus (rpauyecioe nzodpniaciiie n
Gykpamn aatHHckoro andasuta), waznanme | nazdncs «CHEPLAPHARMS o iue crpox SYKBaMI JaTHHEKOTO
nponzsomuTens b pedakudn «llponsseneno: | anasura)  «UENJMAGAPM  Apusaiimurrens  ImGN,
3A0 «3nO-3nopopLeny, €ro crpany. ampec, | Mepmanimm., HA3BaHHE TIPOHBROANTE S allpoi3senena:
Teneton/fare; yenoska xpaHeHis, yeaorua | 3A0 "3u0-3a0pesse"s, ero cTpasa. aupee, Tenedion/(arkc
OTTIYCRA, ARE] npHeMa BHyTpLy, | «Pocens, 142103, Mockosexas obaneTs,
npeaynpemirensuete panmuek: «llpunnsars | r. ogonsew, yo. Menesnogopossnaas, 1, 2
no nasmavckmio ppadan. «O3naxomerecn ¢ | Ten/dawe: +7 (495) 419-20-64»;
wHeTpykuMely,  «Xpauirs B MecTax, | yehosus Xpadenud «Xpanime TRU TEMUEPATYpPE ne Bhiue
HEfIOCTYNHEX  Ana  actedis, HoMmEp | 25 °Cy, yenosuy ornyera «OTnyer no peuentys. «/laa npiesa
PETHETPRLMOHHOTD YAOCTODCPEHIE: | BHYTpPB®, npeiynpeinrensaie  Huannci:  «IIpuuusars  no
nepeMeliLIe  Qauipe  (HoMep  CepMi B | masHadesitio  spada»,  «OIHAKOMLTECE € HHCTPYKURCin,
penakuuit  «Cepuiiy,  €POK  TOAHOCTH B | «XpaHuTh 8 MeCTAX, HEIOCTYUHBIX ans aeteis  HOMep
penakuuy «Cojen») W MEQOPMALHIO AN8 | perHCTPALHOHHOTD YAOET! *Hdﬂ\ I”fhy:_[’wuc'rpnuuunuue
MOHHMTOPHHIE HBMKEHMA  JIGKAPCTBCHHOD | yaocTosepedue: T1 NDlBl it
npenapara oT rpousBOIHTENA 40 KOHeUHOTO | «(Cepua: 300325,
noTpednTena;  WTPHN-KOL,  MOTYT  GLITh | «Iogen: 02 2030s,

HAWECEHE] BHYTPEHHHE 3aBoACKNE | nuopMatng  anm M
KOABI/TICPEMEHHA TEXHUMECKAN | MpEnapata of npoH3nonl
wHpopMalms, «Data Matrix»; A i T
Jononuurensio  Aadocnren  rpadeecont | «GTIN: 0426074772156 ‘“
PHCYHOK, HIEOCTPHPYIONULHTT enocol | «8/Miw ¢ yemaunen yMLﬁﬁpg_’g@eﬁi HAUMOHHOTD
UPHMEHEHI, HoMepR  [AdKH: r.r.rrpuw ’3‘5607 Wg BHYTPCHHE
3ABOACKHE KOLI «90{}06724/10)&&“«%%& 6m,
TononuuiensHo HAHECEH rpadisuecionii PHEYHOK,
WUNOCTRPUPYIOULAH CITOCOD NpHMEHEH,
Xpanenve [pu Temmeparype He Beime 25 °C Tlpu Temneparype ue puime 25 °C
Cpok roHoeTH 5 ner 5 ner

3axnrouenne: Jexapemeennsiil npenapam FOnudoxe Conomat®™

mabaemicu oucnepeupyemuie, 100 me,

Ne 10, eepuy 300325 coomsememayem mpebosanuam ¢ 4acmi RpogepeHH X noxasamene.

-

Hauansuuk oT/iena KOHTPONA KauecTsa Hexxsunckas O.E. Zer7 3/ 95, oot
Hoazcnocnin BHO Modhts. oy it
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PA3SPENIEHWE
HA BBIITYCK I'OTOBOI'O IPOITYKTA Ne 0627/25
Toprosce HanMEROBAINE TIPENAPATA HOrunoke Comorab®
Mexmynapogsoe HENATEHTORAHHOE
HAUMEHOBAHHE (rpynmipoBogHOe HITH JloxcHiHKIHE
XEMHYECKOS) :
JlexapcTnennas Gopma TabneTkH IHCTISPTHPYEMEIS
Hoamporka 100 mr
Tabnetrn mueneprapyemsle, 100 mr

Dopma BEITYCT s

P AyoKa (6mmerep) 10 x 1 (magra xapToHHAS)
Homep cepuu 300325
O6rem cepun 38 829 T, ynakoBox
JaTa NIpOH3BOACTEA 13.03.2025
Iogew 1o 28.02.2030
HaumeHoBanwe #  aipec TNPOH3IBORWTEIT 3axphiToe aKLHOHEPHOS 0OIIECTRO
(npo#3BOACTRO, TIEPEHYHAL yrnakoska, | «3rO-3moposeer (3A0 «3r0-3nopossen),
BTOPHYHAA/TOTPeOHTEMECKAS yIaKoBKa, Pocenn, 142103 Mockogexas o6,

BBEITYCKAIONMMHA KOHTPONE KaUeCTRE)

r. IToponsck, yn. XenesromoposxkHad, 1, 2
JInuenzug No JI012-00102-77/00010736
(N2 00049-JIC) ot 20.10.2021 1.
Ceprudurar coorsercrans TpeGonanusy ITpanmn
HAMIEKAMCH TPOHIBOACTEEHEON IPAKTHKH
EBpﬂHﬁCl’;OT 0 IKOHOMHYECKOI O ¢01034
Ne GMP/EAEU/RU/01442-2024 o1 15.08.2024 1,

Homep H
YAOCTOREPEHHS

hara PErHCTPAlHOHHOIO

TIN013102/01 ot 12.09.2008 .

(naTta sHeceHuA maMeHeHuit 8 PY 01.03.2023 1)

HonMep HOpMaTHEHOH JOKYMEHTAIMH

HIOTIND13102/01-130418,
Wavenenna k HINe 1, Ne 2. No 3, Ne 4, No 5, Ne 6

Haumenosanue | afipec NEepIKaTe]IL
PETHCTPAIIHOHHOTO YAOCTOBEPSHHA

YEITITADAPM Apusaiivurrens I'MEX,
Tepmanns/CHEPLAPHARM Arzneimittel GmbH,
Ziegelhof 24,17489 Greifswald, Germany

PEIHOK ITOCTaBKH NPOAYKIHH Pocecns
Homep Hacropra 0576/25
1. HDI[TEEP}K,D.&IO, HT0 BRIOIEYKA3AHHAA CEPHMA JCKADCTBEHHOTO TIPEIEpaTa BEITYCKALSTCH B
obpaltenne,
; 1 3 05
& CapapTHpyio, UTO BEILNEYKAIAHHAS mﬁ&ﬁw MONMHHHA M BepHa, 3Ta cepws ObuIa
IIPpOH3BEISHY, BEIIOYAd YIOAKQBKY H TBA, 10 YKA38HHBIM BEIOIC afpecaM

IPOK3BOACTBCHHEIX [UIOMAAOK B COOTHS
NPOU3BONCTEEHHOM IPAKTHKMY) U Pernofps
3. Bee pe3yinTaTh aHAIH3A H 33
TeXHWISCKHMM cormamenuamy u Cornary
4, BRI TH Kakie-iu6o OTKJIOHEH

TIPOIYHLIHM:
& Her

BEIIIYCK I'OTOBOI'C IPOOYKTA PASFEINEH

VIONHOMOYEHHOS JHIO! O"/’

Hodnues

A0 0K AOLE

JHara BEITyCcKa B 08paligHue:

u@l‘ﬁ‘pﬂﬂh ok
_grfhm«: S @q&;ﬁﬁ%@ﬁzm{ GMP («ITpassna maznexauel

HTamel Ha NpOXyKT.
1 1 omobpensl B cooTerctang ¢ GMP,

Tsprona E.H.
B0

B g\ 1 O
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