@-0000000555-05
3A0 «3u0-30possey
142103, Poccus, Mockogekas 08nacTh,

Tononsex, yn. Keneinonopoksad, 1. 2
Ten./haxc: +7(495) 419-20-64

Jupensus ua NPOHIBOACTBO JIEKAPCTBEHHLIX CPEACTE A9 MeANIHHCKOrD NpHMeneHld
Mo J1012-00102-77/00010736 ot 24.09.2025 1.

Haumenopanne npenapara

Kopn npenapara
Homep cepun
O6nem cepun

JlaTa npou3ROACTRA
I'open no

Hara apanmsa

Awanns npoBegeH 1o

HACIIOPT Ne

392

070126

19 328 nrr, ynaxoeox
26.01.2026 1.
31.12.2030 r.
25.02.2026 1.

0338/26

H0uupoxe Comorab® Tabaerku aucneprapyemere, 100 mr, Ne 20

CII-K0-0701-0107-14 «HOungoxe Comorad® Tadnericn gucneprupyemsie, 100 mr»

HI JTI-N(011760)-(PT-RU-190025 «I0unnowe Comorad® tadneren

aucneprupyemsie; 100 mr,

Pazneny 1.3.2 Mapxuposxa I0uugowc Comoraé® tadmetin aucneprupyensie, 100 mr

HITH CEPO=3KENTOro /10 KOPHYHEROrD ¢ BKPATLIEHHAMH LBETY,
¢ rpasuposkoii «173» (xox TaGnerku) Ha OAHOH CTOPOHE H
pHckoil Ha apyroii

or 19.09.2025
Haumenosanue TpebopaHua HOPMATHRHON NOKYMEHTALHN PeaymnmbTaThl HCTIBITAHUH
nokazareneit
Onicanne Kpyriete, AROAKOBLINYKIBE TAONCTRE, OT cheTho-KenTore | Kpyrise, nsosxossimyense Tafinetkn cepo-

WENTOrO UBETA, ¢ rpaBHpoBkofl «173» (kon
TabneTkn) na oomoff cropoue H puckof Ha
Jpyroil.

Hoentuduraumns

B2H(X, Bpewms yhcpwuraH#g 0OCHOBHOrO [IHEA Ha
XpoMarorpamMme HCHRITYEMOTO pacTeopa JOJKHO
COOTRETCTRORATE BpeMeHH YIEpHUBRHUA NHKA
AOKCHIDAKITHHA HA XPOMATOTPaAMME CTAHARPTHOIO pacraopa

A, TIPHTOTORNCHHOTO ANA KONU4ECTHEHHOTO OTpPCAC/IEHRA.

KauecTnensas peakis
HWENTOS ORPALIHBAHHE,
[KauecTrennan peaknms ¢ xaoponofopoiHoll kucroToit —
OTCYTETRHE (lroopecueHimm B Y P-CRSTC NPH UIRHE BOAHEK
366 M.

IauecTpeHtas PeaKUMA C HATPHA CAIPOKCHIE DACTBOPOM
0.1 M = 3enienan (aoopecticnims B Yd-cuete npy iaune
BOMTHEL 366 HM.

¢ cepHoil KHCNIOTOH — ofipazyerc

Bpems  yiepxuBaHHS OCHOBHOIOD NHKA Ha
XPOMATOIPAMME  MCIIBITYEMOTO  PACTROpPAE
COOTRBETCTEYET HpPeMeHH YACpRUBAHML nika
NORCHITKAHHEE Ha XPOMATOTPAMME
CTAHNAPTHOrG PACTREOPE A, NPHIOTOBACHIIOND
1A KOMHYECTREHHOTO ONpedslieHus.

OOpa3yeTcs #eNToe DKPaIIHDnanHe,

Orteyrernyet hmoopectenis 8 YD-coete npu
Juiune BonEn 366 1M,

Habmonaeres  senemas  (UicopecHeHLEA
Yb-creTe npy AmuHe BOIHEL 366 HM.

B

Pacnanaemocts, cekyHA| He Gonee 3 MunyT (npn TeMnepaType Boas 20 °C) 90
Pacrsopenne, % He senee 80 % (Q) or apamjiedsoro KojmuecTsa 100
NOKCHUMKTHNEA I0/BRHO NepeiiTy b pacTiop Yepes 30 MunAyT. 100
29
100
100
99
100 (cpeaues)
Bona, % He Gonee 6,0 % 33
P i :
Caeronornonmmiomue | He Gosiee 0,2 ﬁ O‘H',,’fn}'u'mf % 0.02
[pHMECH o> A TRt C?’\ e
Crenenn He memee 99 % yacrn nomsn cm‘u\q_, A
nucnepruposanid, % | pasmepow sueex 710 mim, ﬁ{ = ,5 ;},5, L “in V1 2R 160
OaHOpoAHOCTS [Tl 10 Tabretor (n=10) AV = 15,0 & %@Q%ﬂm{ b E5
Nosdposasnelx eaunnn | (n = 30) AV = 15,0 u see :maq%hﬁ} _pynnn‘!@rm/gm‘y) + ,}’L n=10
nepasencrry [Mexi| £0,01-L2M % «:‘7.,,1 ] “,.-If? AV =41
Tpumecn, % 6-anunoxeHIHKIHIL He Gonee 2,0 % 4.2 1 4 4 0.31
4-amAporenuncng: ue Gones 1,0 % % Meuees (0,1
Meranurini; He Gomee 2.0 % He obuapykeno
IMioBan npyras eauunadas npuMece; ne Gonee 0, 5 % Menee 0,1
Cymma npumeceii — ve Gones 5,0 % 0.31
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HaumMeHopaHHe
nogasarenes

Tpebopanisn HOPMATHEHOH
JOKYMCHTALMY

Pesynerartu uenwrradui

Konnyectaennoe
ONpeaener e, Mr

Or 90,0 Mr zo 105,0 M1 (o1 90 % 510 105 %
OT JARBNCHHOID KONHYeCTRa JOKCHIHKIHHA
8 ofxol Tabnerke).

99,1
(99 %)

MugpoBuonoruue
CKAa HHCTOTHL

Ofmee uHeno a3pofALX MHKPOODIAHMIMOB ~
ne Gonee 107 KOE 8 1 r; ofwes sucno
IPOVCKERLIY  TIECHORLIX

rpubios — ne Bonee 10 KOEs Lr;
oTeyTeTane Escherichiacolir | T,
(Iareropus JA),

OGmee 9Heno AIPoGHLIX MITKPOOPTaHIEMeR B | T He
onpafenseTes; ofuee YNCIG IPOHOKERX H NNeCHSBLHX TpHGOD
wetiee 107 ICOE n 1 r; Escherichia'coli s I 1 ne onpeaenseres,

Ynaxkonka

Tlo 10 TaGnetok B Gauerep 3 naenxn [1BX n
honeris ATOMHHHEBO,

[Mo 2 Gmicrepa mMecte ¢ HHeTpysunell no
TIPHMEHEHHIO (MICTKOM-BKNABIIEM) B HaKy
KapToHHYIO,

[lo 10 ‘raGnerox » Gaucrep U3 naenkn TIBX M tonery
AMOMUHNEBOIL,

Mo 2 GancTepa BMECTE © HHETPYKIMES TI0 NPHMEHEHHIO (ITHCTKOM-
BKIIEHEIWEM). FABOJICKIE KOMbl WHOTPYKIHK (JTI-]G‘I‘.KH-EKJ“NIHIHH)
«H=714 (392)-06-075, «20006726/12», & nauke KapToHEONR.

Mapruposka

4§ O E, HEl o i 2301 i L
—TOProBoE  HANMEHOBAHHE Tipernapata ¢
TpenynpeanTensoll Mapkiposxoil @,
—MeHIynapoaHoc HENATEHTOBAHIIOE
HABHMCHOREHHE HA DYCCKOM W AHCTHACKOM
H3RICEX]

— NEKAPCTEHRYIO (Hopay;

— DOZMPORKY;

— HAHMMEHOBAHWE N CTpauy Jepmiarens
PErHCTRPAHOHHOID YNOCTORSPENIA]

= HoMmep cepHit (BimonaeT  garTy
NpoH3LOACTER);

= 4Ty HOTEYeHIs CPOKE FOJIHOCTH]

— MOCYT OLITE YKasaHk! 3dBOACKHE KOMbI
yna:{c-ax:-rf'm:pf:menﬁan TCXHITMeCKAs
HHBOpMALUY.

fla _rapmonuell hawice  Ha_pycekoM SIbie
VRASbIGEION.

— TOproBoe HAHMEHODAHME Npenaparta ¢
npeaynpensTensuof Mapriposkoii ©;

= MERyHIpOaHaE HETATEHTORAHNOE
HAHMEHOBAIHE HA PYCCKOM I AHIIHACKOM
AILIKAX]

= NIEKAPCTBEHHYIO POPMY;

— 1031 POBKY;

— HaMCHOBAHME W CTpaMy AepiaTens
PErHCTPRIHOHHOND YIIOCTOREPEHH]

= JOTOTHN  ACPKATeNd  pPericTPalHOHHOrO
YAOCTOREPEHHA NaTnuuned u rpaduyeckos
usoGpwikente;

— HEUMCHOBARHE U CTPEHY TPOH3BOIHTENA
HEKAPCTRSHHOrO Npenapard;

— HaMMEHOBaHUE AeficTayIOIIAro BeiecTsE,
ero comepmanue B Tabnerke, nepeusHs
BCTOMOTATCIRHLIX ACIIECTH;

— KonHYecTso TafneTok B yNaKosKe;

— YGNORI XPaHEHH;

= YCNOBKA OTMYCKE;

= chnocel npnMenenda B opesadun «dng
HPHEME BHY TR,

- NpeaynpeAnTeisHe HAANHCH:
«O3naxoMsTec ¢ nHetpyruweit 1o
(PHMEHEHHED (THETROM-BIIAARIIEN )5,
«XPAuHTE B MECTHX, HEMOCTYITHBIX 1
neTedn;

—  HOMEp  CepHi
APOHIEOACTARR)]

— JaTy HCTEYEHUA CPOKa IMOMHOCTH;

— WTPHX-KOIL;

= rpadHueckii pUCYHOK, ITHCTPAPYIOWHE
crocod npHMeHeHIs;

= UHPOPMALHIO AN MOHUTOPHHTE ABHKEH s
NEKAPCTREHHOMD NPEITAPATA OT
NPOHIBOANTENT 0 KOHEUHOrD noTpeGiten:
Apyxmeprnil  Data-Matrix-xon, unposoii
rnofanshsil  snenTHguKAIHOHHEE HOoMep

(mlgmouaet nary

]'nrﬂ 5JIHDHIEDG 10 PVCCROAM TIRIKE YRAZaNO,

= TOPrOBOS HAIMEHOBAHIE NPEMAPATA C NEEY MPEAHTENRHOI
sapxuposkoil B «lQuuaoxe Conotab®s;

= MENRAYHAPOAHOE HENATCHTOBRAHHOS HAIMCHOBAHIC HA PYCCKOM 0
aHrAniickoM fanikax «ioxemarann/doxyeyclinen;

— nexapcTrRennasn Gopma «TabaeTicn Aucnepripyemeien;

— neauposka «100 mr;

— HANMEHOBRHHE Il CTPaNa AepIKaTe/ s perHeTpationiero
yaoctosepeHn «HETLIA Q@APM Apunaiistrrrens FmiX,
Fepmannny,

— nomep cepun «070126m;

— IaTa NCTevenis opoka roauoctH «ao 12 2030,

= BHYTpEHIHE taBockie kosl «90006641/11x,

«b=-714 (392)-01-05»,

Het kapnionnoll navke ua pyeckoat S3sie PRaana;

= TOproBOg HAlMCHOREHNC [MponapaTta ¢ l'ipc,i:l,yrlpammnbl‘loi-l
saprrposkeil ® «dOnunoxe Comotad™;
- MEKayHaponuie HCOATOHTOBAHHOE HANMEHOBAHIE HA PYCCKOM H
arauiicron raskax worenmrani/doxyeyclines;
= NEKApPCTECHHAN f_bﬂFMﬂ «Tadnericn AHCNEPrupyeMbIen;
= poanposrka «100 s,
- HAHNMEHOBAHNE H CTpana JEmKATeNl  DerHCTpaUHOHHOro
yuoctosepesin  «MENJADAPM  Apunaiistirrents  TmoX,
Tepntaniny;
— NOFOTHI LepiaTenn PericTPALHOHHOND YAOCTOBEPEHIA NaTHHILe
1 rpaduucckoe uloGpasesie (saannes «CHEPLAPHARM» n
rpadinyeckos Hiobpkenne);
— HAaHMeHOBaHHE 1 CTPAHA NPGHABOANTENS NCKARCTRCHHOD MPENApaTa
«llpomssoanTtens: 3A0 «3n0-3aopossey, Pocen»
— HaiMeHobaune .I]EMC'!'I!YIGI.LLBI‘Q HEWECTRY, ©ro COJEmKAHIE B
Tabnerie «lamans radnerea cogepmnt 100 Mr goxcHunEIMNg B
BEHAC O0mCHUMKIUHA  MoHOTuApaTay, «Kmmpan  Tabmeria
COAEPIKNT: ,E[ui'lu'mylumnu BCHIECTRO! JMOKCHUNKIIHH ([l GHae
ADKCHIINKIHHAA MOHOI'I!H[’HTE)});
= TMepeueHi BCHOMOrATCALHERX BeluecTs  «Bemosmoratennunie

BUECTEI: LCTETIOIIO34 MUKDOKDHCTILINYECKAH, caxupu,
runponoia U“ulﬂnllﬂlcﬂleﬂ llﬂﬂ). FHNPOMETIO3R, KPesMitna JHoreHy
woanonanLil  (Geasoamenl), MarEuen CTERpAT,  JAKTOIRI
MOHOTHAPATY,

—  komiveerso  TaGaerox B ymakomke  «20  Tafaerox

AHCTAEPripy embLxy;
— yolopus Xpauenun «XpaunTek npu TeMOepaType e pLime
25°Ch,;

= ycnumm U'l'l'[yﬂ-i(ﬂ. ({01‘Ilycltn T o pEuL‘IlT}J.)};

— ¢nocod NpiMeHeHts B PEAAKIEN «/1As IPHEMA RUYTPEY;

= npeaynpeanTensyse Haanyen; «IHAKOMETECE € HHCTpYIcunell no

NPHMEHEHIG  (JUICTEOM-BRIATRIIEM )Y, u MECTAY,
HCAOCTYMHLIX A5 AETei5: E =) :-.H” Py n
o I o T
— {OMEP CepHi (BINICYAET AATY Tipon w lg:ri;‘g,@ %
— [IATA WGTEHEHH Cpoka roanocTn «ligien 12 zlﬁ'}mﬂ 7 .'.%_;Wr-h';"i
— WTpUX-Ko1 «42607477222765; ,,- ; ey |

= rpadmuecKuil pHCYHOK, IIJ‘IJTIGJGTP‘ it ‘ﬁ#‘?g( MeH ﬂ@iﬁ

= uuopMauNT AN MOITOP w “ﬂ!wua; EKApC ;i:i: ro
MPENapaTs oT NPQIABMINTENR 10 K _Et[ 0 oo rpaﬁiﬁefﬁf &
neyxmepnsiii Data-Matrix-kom, ¢ o
un{ponail robantieill  wASHTHOH
«GTIN: 04260747722276»,
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(«GTINmD), Gyxrenno-uudporoil | Oyxpenno-undpopolf  MUAMBHAYANLHBI  cepuiineii  Homep
HHIWBHAYLTRHEI cepuiinit HoMep | ToprosoH enMEHMILT ynakomid («S/Nm) - «S/MNi» ¢ yxasanueMm
Topropof eMMHBIE yrakoneH («5/Nm). HHAHBHIYANRIONO CCRHATHIAIHONHOTO HOMCEDA TITKH,

Moryr GuiTe yxajamer sapodckue  Kojn! | Buyrpeinme sapofckHe xoant «30006725/11y, «[1-392-20-03-045»,
YNAKOBKM/ITEDEMEHERA TEXHHYECKAS

wHopMaums,
KpaHenue ITpn TemnepaType Ae Beime 25 °C [1pn Temneparype He eriute 25 °C
Cpok rofsocti | 5 ner 3 ner

Zaxmiouenne: Jexapcmeaenuwtil npenapam FOnudore Conomat®™ mabnemxu ducnepaupyemsie, 100 mz,

Ne 20, cepuu 070126 coomsememayem mpeGosanusM & 4acmu NPOGEPERHBIX noKazamenetl.
e
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PA3BPENIEHHE
HA BEHIYCK I'OTOBOI'O IIPOAYKTA No 0362/26

Toproeoe HaWMEHOBAHNE IPEMapaTa HOrunoke Comorab®
MexKIyHapooHOe HEMETEHTORAHHOE
HAHMEHOBAHHE (rpynmuposouHOE HIIY HoxeHnurmug
XHMHYECKOE)
JlexapcrRersas hopMa TabeTKH TUCIeprUpYEMEIC
Jl031poBKa 100 mr

Tabnerxn aucne emure, 100 mr
b i o (6mucTep) 10 x 212‘(11?;?;31({& KapTOHHAN)
Howmep cepuu 070126
O6reM cepu 19 328 mT. YIaKoBOK
JlaTa Ipou3BOACTEA 26.01.2026
Tonen no 31.12.2030
HammeHoBanue H  AOpec [OPOHIBOINMTENS 3akpriToe aKLHOHEpHOE o6mecTro «3u0-
(MpoM3BOLCTBO,  IEpBW¥Hai  ymaxoBka, |  SAcpomney (3AQ «3wO-3xopossen), Poccus,

VIIAKOBKA, 142103 Mockosckas 0B, r. [logonsex,
yn. XKeneanonopoxsad, 1. 2
JIMIEH3HA Ha NPOR3BONCTEC JIEKAPCTESHHBIX
CPeZCTR I MEARIHHCKOTO TIPUMEHCHNS
Ne JI012-00102-77/00010736 ot 24.09.2025 1,
(Geccpomro)

CepTH(hHKAT COOTBETCTERMA IPOH3BO/ICTEA
NeKapCcTBeHHEX cpeiacts Tpefosanmam [Ipasun
HaIIeKaei POH3ROICTEEHHON IPaKTHEY
EBpasulickoro 3KOHOMHYECKOTO COI03a
GMP/EAEU/RU/02269-2025. Cpox neHeTBHS ©
09.09.2025 1. mo 08.09.2028 1.

BTOPUYHAs/MoTpebHTeNbCKaT
BEITYCKaOIHif KOHTPO/IE KaUecTna)

Homep i HaTa PETHCTPALHOHHOTO JIIT-Ne(011760)-(PT-RU)
VIOCTOBEPEHHT ot 19.09.2025 r,

HIT JITT-Ne(011760)~(PT-RU)-190925,
HowMep HOpMaTHBHOM JOKYMEHTAIIMH Pazzen 1.3.2 Mogyas 1

oT 19.09.2025 r.

HanMeHOBRHUE U a/Ipec AepiKaTeLst HEIUIADAPM Apunativirrens 'MGX,
e ot Ll s Tepnanns/CHEPLAPHARM Arzneimittel GrubH,
b P Ziegelhof 24,17489 Greifswald, Germany

PEIHOK HOCTABKH NPOAYKIME Poceus

Howmep nacriopra 0338/26

1. Tloxrsepixnaro, 910 BhIUCYKAIAHHAL CEPHS NEKAPCTBEHHOTO IpenapaTa BEITYCK&eTCA B 00panienye,
2, lapantupyto, 4TO BeiUCYKAa3aHEAd HEPODMALET NOLWHHEA H BepHa. Ota cepua Orima
UPOM3BEACHA, BLMIOYAA YNAKOBKY M KOHTPOMb KA4ecTRa, II0 YKA3aHHBIM BEINE apecaM
IPOH3BONCTBEHHEIX IIOMAN0K B COOTBETCTBHMH ¢ TpeSomamuamu GMP («[Ipasuma Hajmieskamed
NPOH3BOACTBEHHOH NPAKTHKID?) K PerucTpaitionHo# ToKyMeHTALMeH Ha IPOYKT.

3. Bee pesy/bTaTsl aHANNIA M SarkcH GEUIM PacOMOTPEHL! 1 ONOBPSHE! B COOTBETCTRHH ¢ GMP,
TeXHHYSCKHMHM COrMTallisauaME | CDY‘JIELHIEEH.HI\'IH [IQ Ka9ISCTBY,

4 Beum i xague-nufo OTRIOHEHHS OT NPOU3BOMCTBEHHOTO Hnporecea, KACAOL[HECT KATecTBA
PO IYKITHI:

¥ Her O la

e ] s
A 4.

BRIIYCK I'OTOBOI'O ITPOOYKTA PA3PEIUEH

e s
CeaH MY ELS
A Q\\f TTWHE ‘j"%‘%ﬁ
DA

YIIONHOMOUEHHOS THIO! /
~——Tiodnncs

[Harta nrmycka B obpamenye; oLt Ol AOLE




