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PASPEINEHUE
HA BRITYCK I'OTOBOT' O ITIPOAYKTA Ne 0629/25
Toprosoe HAHMEHOBRHHE lIpelapaTa HOuupoxe Comorad®
MesxysapomHoe HENAaTEHTOBAHHOE
HRHMEHOBAHUE (rpymmpoBoYHOS HITH JLOKCHITMKIIHH
XHUMHISCKOE)
Jlexapcrennas Gopma TabneTky AHCIEPTHPYEMEIE
Hosuponka 100 mMr
Mopwa BEIyeKa Tatnerku mucreprapyemers, 100 mr
(6rmuerep) 10 x 1 (mayka kapToHHAS)
Howmep cepun 320325
Obbem cepHi 38 954 miT. YIIAKOBOK
JHata mpoU3BOaCTRA 13.03.2025
Tosen no 28.02.2030
HauMeHoBanne H  aApec TIPOM3BOAWTENA 3akprIToe aKIHOHEpHOE 0BMIECTRO
(mpou3BozAcTBO, HepBHYHAad YIaKoBKa, «3u0-3noposeey (3A0 «3a0-310poEsen),
BTOPUYHAL/TIOTDeOHTEIECKAN YIIaKOBKa, Pocecns, 142103 Mockosckas 0611,
BRITYCKAONIH KOHTPONE KavuecTsa) r, Ilogonsck, yi. XKenesgonopoxkHad, 1. 2
Junenang Me J1012-00102-77/00010736
(Ne 00049-JIC) ot 20.10.2021 T,
Cepmatukar cooreeTcTEna Tpebosanmam IIpasun
HAZUIESKAIIEH NPOM3BOACTEEHHOH MPAKTHKA
ErpazuiicKoro 3KOHOMHYECKOTO COM03a
M GMP/EAEU/RU/01442-2024 ot 15.08.2024 T,
Howmep H nata PETHCTPALHOHHOTO TIN013102/01 or 12.09.2008 r.
VIIOCTOBEPCHHUS (nara sHecenns uaMerennii 8 PY 01.03.20231.)
; HITIN013102/01-130418
Homep nopmatusaol ToKyMeHTaIHH HEMC‘:HEHH{?I:CEI'IH N1, Nezzf?li'g 3? e 4” Nes, Mo 6
YEITJIADAPM Apunaivurrens I'MOX,
HaHMEHOBaHHe‘H i S TepuanmﬁCITEPLAPHTRM Arzneimittel GmbH,
PErHCTPEIMOHHOTO YAOCTORCpeHNIA Ziegelhof 24,17489 Greifswald, Germany
PRIHOK HOCTABKH TPOAYKLIEE Poccus
Howmep nacropTa 0591/25
1. TTonTeepiki4io, WTO BHINEYKA3AHHAS CEpHA JEKAPCTBSHHOTO Mpenapara Beyckaercs B
ofpameH#e,
2, [apaETrpy, YTO BHINEYKA3AEHAL HH(prMdHPU{ IOAIHHHA W BepHa. Orta cepud Omuia
TpoM3keneHa, BIIOYAE YUAKOBKY W KOE miAYECTEE, MO0 YKA3AHHRIM BEINS  AApEcaM

TPOH3BONCTBENHEIX Nnomanox B COOTBECH o

TPOH3BOACTEEHHOH paKTHKH») 1 Perue
3
TEXHUISCKAMH COTJIAMEHHAMK H Cornar
4,
TPORYKIHEA!

VIIoMHOMOYeHHOE THIIC:

JaTa BLIycKa B OOPaUICHHE!

Boe pesyapTaThl aHANHIA W 3AIIE
vﬁl‘ﬁ' sw’g

Brum M Kaxue-nubo OTKIOHE m‘L T rx
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BLITYCK TOTOBOI'O MPOJAYKTA PASPEIINEH

—
STty

A0.0 Y, AOLSET

BHIAMY GMP («llpasuna HamexanicH

eHtanHel Ha IpOAYKT.
o e’f;& u onio6penst B coorsereTsun ¢ GMP,
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B-0000000555-535
3A0 «3u0-3n0poRner
142103, Poccua, Mockosckan o01acTs.
Mononsek, ya. JKenesnopopoikHan, o, 2
Ten./hake: +7(495) 419-20-64

Jinnenans Ha ocyuecTreHH¢ MPOIIROACTRA JIEKAPCTBEHHBIX CPEACTR
N JI012-00102-77/00010736 (Me 00042-J1C) o1 20.10.2021 1.

MACIHOPT Ne0591/25

Haumenopanne npenapara

Kona npenapara
Howmep cepun
Obonem cepnn

HaTta nponssoacrea
Tomen Ao

Jara asganuza

Ananui IpOBEAeH 110

714

320325

38 954 mT. ynakosok
13.03.2025 1.
28.02.2030 r.
02.04.2025 r.

10uugore Comora6® Tabuericn gucneprupyemeie, 100 mr, Ne 10

CI-K0-0701-0107-13 «1Ounaore Comotad™ Tadnericn aneneprupyesibie, 100 mr»

HJL IT N013102/01-130418 «1Onuapie Comorad® Tadnerin mieneprispyenbie, 100 mra,
Mamenennam No 1, Ne 2, Mo 3, No 4, No 5, Nu 6 w HIL

WK CERO=IKCITOTO 10 KOPHYHEROMO C BRDATNCHIAMH LBCTA,
¢ Tpasiporkoi «| 73 (koi TaGleTKR) HE DAHOH CTopoHEe
pHCKO# HE ApYrof

HanmenosaHue Tpebosanus HOPMATHBHON TOKYMEHTALNN PezyneraTsl HeTbITAMI]
noxasarenei
QOnicanne Kpyritbie, AB0AK08LITYIILE TAaONSTION 07 CRETN0-KenToro | Kpyribie, AROAKOBLITYKILE TAGNETKY  Cepo-

JmeAToro npeta, © rpasnposkoil «173s (kon
Tabnerkn) Ha oHHOMH CcTOpoHE W pHekol Ha
APYIOi.

MoanHHHoCTs

FMX. Bpems yaepmuBaHds QcHOBIIOrG  MHKD  HA
XPOMATOTPUMME  HCHLITYEMOTO  PACTROPR  AJBKHO
COOTRETCTHORATE BpeMeHN YHEpIHBEHUA iKa

JIOKCHIHKIHBEA HA XPOMATOTRAMME CTARIAPTHOTD PACTBRODR
A, NPUIOTOBAEHHOID A KOAHYCCTHCHHOID OUPCACICHIN.

Kaueersennian peakts ¢ ceproii KHEOTaOH
KOHUEHTPHPORANNOT — oBpasyeTes KENToe ORpAIIHBAHNHE.
KauecTReHman peakuns ¢ XnopueToRoAoponHoil kHEnoTOl
— oreyrertnue thmoopecueniii B YO-cRaTe npy lauHe
a0JHE 356 HM.

[KanecTBeHHan peakip ¢ HaTpHA PHAPOKCHAR PACTBOPOM
0,1 M — zenedas quuoopecuennug i Yd-crete npu Aune
BOJIHE] 356 1M,

B]‘]C‘MR YACPAKMBAHMA  OCHORBLOMG  THKD Hi
XpOoMarorpamMe HCHBITYEMOrO pucTROPA
COOTBETCTRYET BPEMCHN  YACPIKMUAHML KA
AOKCHUHETHNAA Hil ApoMaTorpanme
CTAHAAPTHOrO pacTeopa A, [PHIOTORIEHHOTG
JLTH KOAHYECTHEHHOTO DNPEILENeHHH.
OBGpazyeTes Menroe okpailHsiHEe,

Oreyreryer (hmoopectuenuns 8 Yd-caere npy
INHLE poann 356 Ha.

Huofmonaeres  senenas  (puoopecleluns B
Vi-crete npn aiHe Bofiel 336 H.

PacnafaemMocTh, CEKYHA| e Gonee 3 Myt (np Temneparype sois 20 °C) 80
Pacreopexne, % He senee 80 % (Q) oOT 3IMIBNEHHOrD Ha ITHKETKE P
KOMMUECTRE JOKCHIIIHHA AOMKHO nepelity B pacTeop &
vepes 30 amHyT, 97
97
c.o‘wak‘.-ﬂ ‘“”r % Y
o 97 (cpeasee)
Bopa, % He Gonee 6.0 % ,‘2}" 4.3
CreTonornousEonHe He Gonee 0.2 : k ki 0.05
npUMect 2\ J
JHuicnepcHocTs, % He mence 99 % wacTill DolkHsi npoiiti wip % ), 100
710 miem. e eV
OaHOpOIHGCTE Jlan 10 eldusing venmtyesoro npenapara (n=10), AVE E,J.. 3
NO3MPOBAHM umn ans 30 emnuan (0 = 30), AV = L1 it nce suavennit s | ne=10
VAOBNCTRAPAIOT HepaseHoray [M-xi = 0.01=1.2=M AV=22
PoncreeHnbie G-3NHAOKCHIHEIMH: He Donee 2,0 % 0.31
npHmecn, % d-anmaoremrand: He Gonee 1,0 % Menee 0.1
Meranngnun: se Gonee 2,0 %: He oBuapyuceno
JlioBan apyras eaMuunuas npuvect: ne Goaee 0.5 Y Menee 0,1
Cymma npuseceil — He Gonee 5 % 0.31
[{oanuecTaentoe O1 90,0 mr 20 103.0 wr (ot 90 % 10 105 % or 98.0
onpeaenenmie, Mr AAABAECHHOTO HE ATHKETKE). (qg -%)
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HaumeHopatue TpeBopanna HOpMaTHRHOI PesynuTaTt! HensTaHN

noxaszarenei JORYMEHTALIHH

Mukpoduonornye | Kareropus 3A.

CKad HHCTOTA Ofince uneno aspobunix MUKPoopraHnaMas ~ | Obiee KoauHecTso @apoOHBIN MUKPOOPTANHIMOB H 1EUIUIE
e Gonee 10V KOE s I 1, Escherichia coli 8 | v He onpenenneres,

(BEee YWCND NPORKEALIY H MITECHEREN OBee SHCND APONSKERLIK I niecHennx rprifon —
rpudos — e Gonee 102 KOE i 1. menee HPKOER | r,
Oreyrersne Escherichizcolin i,

Ynakoska Ilo 10 radnerok B Gunerep 13 nienkn [IBX v | Tlo 10 tabnerox u Boucrep ur ngedsw TIRX u thonsrn
DOALTH AMOMHUHHEROH. ATOMIHHEBOI.

Mo | Ganerepy smecre ¢ nrerpykusefl no | [o 1 Gouctepy sMecte ¢ pHETRYKUNCH 70 NPHMEHEINNG, 3ABOACKUC
NPUMEHERMIO B TIAYKY KBPTOHHYIO, oL HHCTpyiH «ld-T14 (392)-06-065, «20006726/11, B navke
KapTOHHOH.

Maprnposka Ha Gnncingpe na pyecroar g3oice veazeiaron: | He fivemepe ng pyecicol S3elie YRasano: TOPronoe NauMeHoBaHIe
TOPrOBOE  HAMMEHOBAHWE  Npenapata ¢ | Npenapata © OpelynpeauTessnail sapkuporcoi ® «Hdanaoxe
npenynpeaurensiol  Mapxuposkoit @, | ConoTad®, MOKAYHAPOIHOS HENATEHTOMRHHOE HUMMEHORAHMC
MERIYHAPOIIDEG HEMATEHTORANNOL | «IOKCHUNKANESD, JiekapeTRCHIAN hopma «radneri
HAMMEHOBAHNE,  JICKAPCTRCHAYIO  hopmy. | mucneprupyemiten, A0snporka «100 s wazsauue 1 crpada
AOIHPOBRY. HalBaHie W CTPAHY BARACHLUA | BNAICABUA perdcrpatuoHHora yaocroneperus «HETIAMGAPM
PECHCTPALHONHOTD  yADCTOREpeHHst; HoMep | ApunaliauTress ImGX, Tepmannnn: nomep cepun «3204255,
CCpHI, CPOK TOAHOCTH B dlopMare: wio M | cpox rogHocth «po 02 2030s, BHYTPeHHHE JABOACKHE KOIM
ITTER, MOTYT GhITh Hanecewsl BHYTpeHHHe | «90006641/10x, «b-T14 (392)-01-0d»,

JAROACKHE  KOARI/TICPSMEHHAS  TEXHMYeckas |_NEMKE NG PVECKOM SSBIKE ViKOIdHO. TOProkoe
HHpoPMELLIY. HAUMEHOBIHHE NPETAPATA ¢ NPENYNPEINTeILHOR Mapicposkoil &
Ha rapmonnoi nawe _papyeerey aione | «lOnngoke  Coawral®s,  MEagiyHaponsoe  HCnaTeHTORIHNOS
YEASpIagian. ‘ToproBoc HAHMEHORAHMWE | HAMMCHORANHE CROKCHLIHKAIHY, JCKAPCTHEHHDS opmu
lpenapara c NpeAYTIPEAHTENLHO] | «TABALTRI Aucneprupyesbien, osuponsa «100 mo»: HudsasHie
MEPKHPOBKOH (8, MERAYHApOUHoe | AeHCTEYIOWIETO RENECTRA, €70 coNepkale B Tadnerke «lamnay
HENATEHTORAHHOE HAuMeHOBANNE, | TaBneTwa  comepmuT 100 Mr  jomcHuHEnuH: B puge
NEKAPCTIEHHYIO popmy. NO3HPOBKY; | AOKCHUNKAHHA MOMOTMAPATAR, (EEHEHR  BCNOMOTATEALIRX
HY3BAHHE  ACHCTBYIOLIErD BEUlSCTHn, erp | BEHIeCTH «Benomoratenbisie aeueeTea: LIS LM e H]
colempkanne B rabneTiel  MEPeYeHR | MHKPORDHOTAMTHNGCKS, CAXAPIUH, THNPOA03H
DCOOMOTOTCABHRIX  BENICCTR]  KONMMECTBO | (Hu3Ko3aMeileHHan), TFROPOMEAN03a,  KPeMHHA  aN0Kena
TABNETOK B YUAKORKE: HU3BaHME, CTPaHy M | gemsonaneiit  (OessonnLiil), Maruus  Creapar,  JAKTOlk
NOreTHn  BAANCHLLA  PericTPALMOHHOTO | MOHOFHAPATY, KONUYEcTRO TabnerTox 8 ynawopke «1( rabneTowr
yaocrosepeusn (rpaduveckos H3oGpaxenne | ANCOEPrUPYEMLINy, HAIHALME, CrpaHa #  JA0FOTHI  BAASEHLUA
# Haunues «CHEPLAPHARM» 1 ane cTpokn | perdcrpatpornnoro yaoctosepenns (rpadinyeckoe usodpamenie 1
Gycmamu garHHckore andgasura), Hassadde | sammucs «CHEPLAPHARM» B jie CrpoKy DYIRBAMH JATHHCKOTD
npouzsoguredy u peanaxunn «llpowasenene: | andaswra)  «HEMJIADAPM  Apusaiimurrens TmaX,
3A0 «3u0-3n0poskenn, cro cTpany. anpec. | Depmanms»,  nassunme  npoussonnrens  «llpouzpeseno:
Teneon/hake: ycnonus xpaxedss, yeiosut | 3A0 "3n0-3noponse’», ero crpadn, aapec, renehon/hare
OTnycK, w/lna npHeMa BHYTPEY, | «Pocens, 142103, Mockosckan 06.19¢Th,
npeaynpennTentisie sainnen; «llpuinmats | r. Meaosaser, yi. Henesnonoposuasn, 1. 2
0o HAIMAYCHHIO mpavan, «Oauasomereck ¢ | Ten/haice: +7 (495) 419-20-64»;
useTpyrumneiis,  «Xpammrs B MECTAX, | yonoBna  xpanchua «XPAHUTL [P TEMOEPATYPE He BhuOe
HEAOCTYNHEY  amd neteiis.  nomep | 25 °Cw. yenosust ornyvera «OTnyer no peuentyy, «/las npuema
PErHCTPALHOHHOID JOCTOBCPEHUA. | BHYTPB», Apeiynpeanteabibie  naanunen:  «llpmamars  no
NEPEMEHNLIE  JaHHBIE  (HOMED CEPHE B | HasHasenmie opauss, «O3HagoMbTech ¢ HHCTPYILIe{,
peakind «Cepuiiy,  Cpok  TOAHOCTH b | «XpanuTh B Mecray, HEAOCTYNHLIN i AeTeii».  Homep
peAakind «loaeH:») 1 WHPOPMAUHIO A5 | PerdctputiioHAHar y;_[c:c'ruumw.‘;:i»;m CTPALTIIOHHGE
MOHHTOPHHTE  [IBHKEHNT  NEROPCTECHHOIO | yaoetosepesie: T1 Nﬂl)lﬂlfﬂl&.’ﬂnﬂ'p};mgl‘!:liig,_ﬂ AT
NPEApaTa 0T NPONIBONNTELA IO KOHEHHOTD | «Cepna: 320325y, 4T Ok s
norpeburens;  wpHx-xos,  soryT  Gehin | «loaen: 02 2030w, : MERL..
HAHECEH b BHYTPEHHHE SAROACKHE | HM(OPMALMA 179 MOHHTOPHILY Jit; A Huoro
KO/ TIEpEMEHHAY TEXHMMECKR | [PCMAPATA OT HPOKIBOAITEN, IO TR0 NSO :
HHBOPMALIL, «Data Matrixs; -'%"\‘-"?'9 Tl s 88
Hononuntentho  wawoentes  rpadiueckill | «GTIN: 04260747721569, Q.50 /r&\ eq:"'p’
PHEYHOI. uamoetpupyvionii - cnocob | «8/Ni» ¢ yazaunes |»|Hm|1&@@@1i-%¥i9ﬂriﬁm§!,1;ﬁ';t‘i{umu—mru
TpUMEHEHHH. HOMEpR AUl werpis-koa  <AIG0747I21560% Suyrpennne
INHONCKHE KO «F00067T24/10, «T1- 7141003656,
Hononsirentuo HaHegen rpapieeEui PHENHOK,
HILLOCTRHPYIONINE cnocod npHMeHeH,
Xpanenne Tpu Temneparype He sniwe 23 °C TTpy ‘remnepatype He Boiue 25 °C
Cpok rogHocTH 5 ner 5 ner

3axjuouenne: [lexapcmeennwul npenapam FOnudore Conomat® madiemicy ducnepaupyemoie, 100 i,
Ne 10, cepuu 320325 coomeememeyem mpebosanusm 8 yacmi HPOSEPEHHBIX NOKASAMENELL.
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